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O BHeceHnn n3MeHeHui B [IpaBuina Hajurexameii npakTuku ¢apMakoHaa3opa Eppasuiickoro
3KOHOMHYECKOI'O COI03a

Pemenne Coeta EBpaszuiickoil s5xkoHOMHU4YeCKOr komuccuu oT 19 mas 2022 roma Ne §1.

B coorBerctBumn co crarbeid 12 CornameHus O €IMHBIX NMPUHIMIAX W MpaBUiIax
oOpalieHus JIEKapCTBEHHBIX CPEACTB B paMKkax EBpazuiickoro s5KOHOMHUYECKOTO COr03a OT 23
nexadps 2014 roga u nynkrom 81 npumnoxenus Ne 1 k Permamenty pabotsl EBpazuiickoit
DKOHOMUYECKOM KOMMCCHUHU, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
SKOHOMHUYECKOTO coBeTa oT 23 nekadpsa 2014 r. Ne 98, Coset EBpa3uiickoil 3KOHOMHUYECKOU
KOMMCCHUH PEIIII:

1. Buectu B IlpaBuna namnexamed npaktuku (papmakonanzopa EBpasuiickoro
AKOHOMMYECKOT0 COI03a, yTBepkaeHHble Pemennem CoBeta EBpazuiickoil 5KOHOMUYECKOI
KoMuccuu oT 3 HOsIOpst 2016 1. Ne 87, u3MeHEHUsI COTIaCHO MPHIIOKEHHUIO.

2. Hacrosiee Penienue BecTymaeT B Ciily 1o ucreueHuun 180 KaneHIapHbIX THEW C AAThI
ero o(UIMaTBLHOTO OMyOJIUKOBAHUS.

Yrensr CoBeta EBpa3uiickoif 5)KOHOMHIECKOH KOMHCCHH:

Ot Pecriybnkn Apmedm Pecriyonnkn benapys Pecriyonukn Kazax€@aKpipreizckoii Peciy@mBaccuiickoii @enepaimn

M. I'puropsua HU. Iletpumenko b. Cynranos A. Koxores A. OBepuyk

IMTPUJIOXKEHHNE
k Pemenuto Coera
EBpa3uiickoil 5KOHOMHUECKOH KOMHCCUI
ot 19 mas 2022 r. Ne 81

N3MEHEHWS,

BHOcHMEIE B IIpaBuia Hamiexameii npakTuku ¢papMakoHa30pa EBpasuiickoro 3KOHOMAIECKOTO
COI03a

[TpaBuia U310KUTH B CIAEAYIOIIEH pEAAKIUU:

"VTBEPXXJIEHbI
Pemenuem CoBera
EBpa3uiickoil 5KOHOMHUYECKONH KOMHUCCHH
ot 3 HostOpst 2016 T. Ne 87
(B penakunu Pemenns CoBeta

EBpazuiickoil 5KOHOMHUYECKOW KOMUCCUU
ot 19 mas 2022 r. Ne 81)

ITIPABUJIA
HaJyIexXamen npakTuku papmMaxkoHaa3opa EBpasmiickoro S5kOHOMHIECKOTO COI03a

I. O6mue monoxenus



1. Hacrosmue IIpaBuna pa3paboTanbl B COOTBETCTBUH cO cTtarheit 12 CornameHus o
€IMHBIX TPUHIUMNAX M TMpaBWiIax OOpalleHus] JEeKapCTBEHHBIX CPEJACTB B paMKax
EBpazuiickoro 3KOHOMHUYECKOTro coro3a oT 23 nekabps 2014 roga u onpeaesoT HOpsaoK
OCYILIECTBJICHUS (DapMaKOHa30pa B rOCy1apcTBax — wieHax EBpa3niickoro SJKOHOMHUYECKOTO
cor03a (J1ajiee COOTBETCTBEHHO — rocyiapcTBa-uieHbl, Coro3).

Hensmu hapmakoHaa30pa sBISIOTCS:

MpeoTBpalleHue HeOIaronpusiTHLIX MOCIECTBUI HeXeIaTeIbHbIX PEAKIUi Y YeIoBeKa,
Pa3BUBAIOIIMXCA TIOCIIE MPUMEHEHUSI 3aPETHUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB B
COOTBETCTBHUH WJIU HE B COOTBETCTBHUU C YCIOBUSIMH PETUCTPALIMOHHOTO YAOCTOBEPEHUS WU
B PE3YJIbTATE BO3JACUCTBUS, CBA3AHHOTO C MPO(PECCUOHATILHOM JESITEIbHOCTHIO;

oOecrieyeHue 6e30macHoro u 3pPeKTUBHOIO MPUMEHEHUS JIEKAPCTBEHHBIX MIPENapaTros, B
YaCTHOCTH TOCPEACTBOM TIPEIOCTABICHUS CBOCBPEMEHHOW HH(pOpMAIMU O OE30MacCHOCTH
JIEKapCTBEHHBIX CPEJACTB MalMeHTaM, CIIeIMaJIuCTaM CHUCTEMbl 3/paBOOXpPAHECHUS H
HaCEJIEHUIO.

Jst neneit Hactosimux [IpaBui UCIOIB3YIOTCS MOHATHS, KOTOPhIE O3HAYAIOT CJIETYIONIEE:

"aymut" (audit) — cucTeMaTHYECKUW, YNOPSAJOUYECHHBIH, HE3aBUCUMBIN U
JOKYMEHTHUPOBAHHBIN MPOIIECC MOTYYEHUS U OOBEKTUBHOM OIICHKHU ayJIUTOPCKUX (PAKTOB,
XapakTepU3yIIux paboTy cuctembl (papmMakoHaa30pa, C IEIbI0 ONPEICICHUs] CTEIeHU
BBITIOJTHEHUS KPUTEPUEB ayAUTA;

"Ba)KHBIN MAEHTU(UIMPOBAHHBINA pUCK", "BaXKHBIN MOTEHIIMAILHBIA pUCK" (Important
identified risk and important potential risk) — uaeHTHQUUUPOBAHHBIA PHUCK WIH
NOTEHIIUATBHBIN PUCK MPUMEHEHHS JIEKAPCTBEHHOTO Tpernapara, KOTOpble MOTYT OKa3aTh
BJIMSIHME HAa COOTHOIIEHHWE "MOJb3a — PUCK" WM UMETh MOCIEICTBUS A OOIIECTBEHHOIO
310poBbs. OmpeseieHne pucka Kak BaKHOTO 3aBUCHUT OT HECKOJbKUX (PaKTOPOB, BKIIIOUYAS
CTEIEHb BIIUSHUS Ha YeJIOBEKa, CEPhEe3HOCTh PUCKA U BIMSHUE HA 0OIIECTBEHHOE 3/I0POBhE (
3JI0pOBbE HacelleHus ). JIFDOOM pUCK, KOTOPBIA MPEANOI0KUTEIFHO HEOOXO0AMMO BKIIFOYUTH B
pasjies 0 MPOTHUBOMOKA3aHUSIX U Mepax MPeIO0CTOPOKHOCTH, OTHOCUTCS K YHMCITY BaKHBIX
PHUCKOB, €CJIH JIEpKATEIEM PErUCTPAIMOHHOTO YA0CTOBEPEHUSI HEOOOCHOBAHHO UHOE;

"panmupaanus curHana" (signal validation) — mporiecc OLEHKH JaHHBIX O BBISIBICHHOM
CUTHAJIE C 1ebI0 Bepu(UKAIUU U TIOJITBEPKICHUS TOTO (haKTa, 4TO JOCTyIHAs UHPpOpMaIus
COJEPKUT JOCTAaTOYHbIE JIOKA3aTeNbCTBA JJIsI TOATBEPKICHUS BBISBICHUS HOBOU
MOTEHIIMATBLHOW TPUUYMHHO-CIICJACTBEHHOM CBSI3M WJIM HOBOI'O acleKTa HW3BECTHOMU
B3aUMOCBSI3H H, CIEAOBATENIbHO, SIBISETCI 000CHOBAHUEM HEOOXOIUMOCTH OCYIIECTBICHUS
KOMIUIEKCA JAJbHEUIINX JEUCTBUM 10 aHAJIN3Y CUTHANA;

"BasmmnupoBanHbii curHan" (validated signal) — curnanm, st KOTOpOTO B Mpoliecce
BBITIOJTHEHHS] BaIWAAlMM M OIEHKU TMOJATBEPKIAIOMMX JaHHBIX YCTAHOBIIEHO, YTO
UMEKIasicd JOKYMEHTAlMsl JOCTaTOYHa [ MPEAINOJOXKEHUSI HaJIU4YUs HOBOM
NOTEHIHATbHON TMPUUYUHHO-CIEICTBEHHON CBS3M MJIM HOBOTO AacleKTa W3BECTHOU
B3aUMOCBSA3U MEXK]y MPUEMOM IOA03PEBAEMOI0 JIEKAPCTBEHHOTO MpemapaTa U pa3BUTHEM



HEOJAronmpusTHOTO TMOCIEACTBUSA, U, CIEIOBAaTEIbHO, OIpeesieHa HEe00X0IUMOCTh
OCYLIECTBJICHUS KOMIUIEKCA JAJIbHENIINX IEMCTBUM IO OLIEHKE CUTHAJA;

"BO31eHCTBHE, CBSA3AHHOE C poJIoM 3aHATHI" (occupational exposure) — Bo3aeHCcTBUE
JIEKapCTBEHHOTO IperapaTa, KOTOPOMY IOJBEPIcs YeIOBEK B pe3yJIbTaTe BBIITOJHCHHUS Kak
npodecCuOHANbHON AESATENbHOCTH, TaK U MHOW AesTeNbHOCTU. [laHHOE BO3/AEiiCTBUE HE
BKJIIOYAET CIy4ad BO3JCUCTBUSL OJIHOTO U3 MHIPEIMEHTOB JIEKAPCTBEHHOTrO Iperapara Ha
dTane MPOU3BOJICTBA JI0 BBITYCKa KaK TOTOBOTO JICKAPCTBEHHOTO IIpemapara;

"BoIsiBiieHHe curHana" (signal detection) — mporiecc novcka u (WiK) UACHTH(PUKAITTU
CUTHAJIa C UCTIOJIb30BAaHUEM JIFOOBIX HCTOYHUKOB JaHHBIX O 0€301MaCHOCTH;

"nmata okonuanus coopa gaHubIX" (data lock point) — gaTa 3aBeprieHus coopa TaHHBIX
JUTSI BKJTFOUCHHSI B TICPUOINYECKHN OOHOBJISIEMBIN OTUET 1O 0€30MacHOCTH, OCHOBAaHHAS Ha
MEXIYHApPOJHON JlaTe peructpanuu. B pamkax otdera mo 6€30macHOCTH pa3pabaThiBaeMOro
JIEKApCTBEHHOI'O CPEJCTBA — JaTa 3aBeplieHus cOopa JaHHBIX ISl BKIIOYEHUS B OTYET,
OCHOBaHHAas Ha MEXIYHApOJHOW 1aaTre OJ0OpeHHs pa3pabaThiBaeMOTO JIEKapCTBEHHOTO
cpencrtsa. Jlata okoHYaHuUs1 cOOpa JAHHBIX BKIIOUAET B c€0s JICHb U MECHIII;

"3aBeplIeHHOe KiInHu4ueckoe uccienopanue” (completed clinical trial) — uccnenoBanue,
0 KOTOPOMY TMOATOTOBJICH 3aKIIOYUTENBHBIA OTUET O KIMHUYECKOM UCCIIEIOBAaHUY;

"sakpbIThld curHan" (closed signal) — curnan, oreHka KOTOporo Obljia 3aBepllicHa B
OTUYETHBIN MEPUO COCTABICHUS MIEPUOTUIECKOTO OOHOBIIIEMOTO OTYETa 1O 0€30MaCHOCTH;

"350ynoTpedaeHne JeKkapcTBeHHBIM TpenapatoMm” (abuse of a medicinal products) —
MOCTOSTHHOE WJIM Pa30BOE€ MPETHAMEPEHHOE UpPE3MEpPHOE YIOTpeOJIeHUEe JIEKapCTBEHHOTO
npenapara, KOTOPOE€ COINPOBOXKIACTCS HEOIaronpusITHBIMU (PU3HOJIOTHYECKUMU  WIIU
MICUXOJIOTUYECKUMHU 3P PeKTamu;

"unentudunupoBanubii puck" (identified risk) — HexxenmaTenbHOE MOCIEICTBUE
(dhapmakoTepanuu, B OTHOIIICHHH KOTOPOTO MOTYYCHBI TOCTATOYHBIE T0KA3aTEIhCTBA HATHMYUHNS
B3aMMOCBSI3H C MOJ03PEBACMbIM JIEKAPCTBEHHBIM MIPETIApaTOM;

"HHIUBUIYAIbHOE COOOIIeHNEe 0 HexenaTeapHol peakiuu” (individual case safety report
(ICSR) (adverse (drug) reaction report)) — nuadopmamusi, mepenaBacMas B COOTBETCTBUU C
yCTaHOBJIECHHBIMU (OPMOM U coAep:kaHHeM, 00 OJHOW MM HECKOJBKHUX IMOJ03PEBAEMbIX
HEXEeJaTeIbHBIX PEaKIUsAX Ha JIEKapCTBEHHBIM IpemnapaT, BO3HUKAIOMUX Yy OTACIHHOTO
NaIyeHTa B ONpe/IeICHHBIA MOMEHT BPEMEHU;

"MHIMAEHT 1O JIeKapCTBeHHOMY mpemnapary" (incident) — cutyaumsi, Ipu KOTOPOU
MPOUCXOAUT COOBITHE WIJIHM TOCTyMmaeT HoBas wuHPopMaus OTHOCUTEIHHO
3aperUCTPUPOBAHHOTO JICKAPCTBEHHOTO Ipernapara, He3aBUCHMO OT TOTO, SBJISETCS JU OHA
WU HE SABISETCS OOIIEJOCTYNMHOM, KOTOpas MOXKET HMETh CEpPhe3HOE BIIMSHHE Ha
00111eCTBEHHOE 3JI0POBKE (3/I0POBHE HACEIICHHUS);

"HCTOYHUKY TOTYyYCHUS] HHIUBUTYTHHBIX COOOIEHNN O HEXKENATEIbHBIX PEAKITUAX T10
3anpocy" (solicited sources of individual case safety reports) — opraHu30BaHHBIE CUCTEMBI 110
cOOpy JaHHBIX, KOTOPBIE BKJIIOYAIOT B C€0sl KIMHUYECKUE HCHBITaHUS (KCCIIeIOBaHUs),



peecTphl, MOCTPETUCTPAIIMOHHBIE MPOrPaMMBbI TMEPCOHATU3UPOBAHHOTO MCTOJIb30BAHUS
JIEKapCTBEHHOTO Mperapara, APyrue IporpaMMbl 1O MOICPKKE MAIUEHTOB 1 MOHUTOPHUHTY
3a00J€BaHM, ONMPOCY MAIMEHTOB WM JIeUalluX Bpadeil wim 1o coopy wmHboOpManuu 00
3¢ (HEKTUBHOCTH TEPAITUU U TPUBEPKCHHOCTH TAIMEHTOB K JICUCHHIO;

"kadgecTBO cuctembl (hapmakoHam3opa" (quality of a pharmacovigilance system) — Bce
XapaKTepUCTUKU CUCTEMbI (apMaKkoHaI30pa, KOTOPbIE B COOTBETCTBUH C OIICHKOM
BEPOSTHOCTH TIPUBOAAT K peE3yJbTaraM, COOTBETCTBYIONIUM TIIEJSIM CHUCTEMBI
(bapmakoHaa30pa;

"knuHudeckoe ucciaenoBanue” (clinical trial (study)) — xkiIMHHYecKOe H3yyEHHE

JIEKapCTBEHHOTO Tpernapara, yI0BIETBOPSIOIIEEe XOTs Obl OTHOMY M3 CJIEIYIONTUX YCIOBHIA:

Ha3HaueHHE CYOBEKTYy KIMHMYECKOTO MCCIIENOBAaHUS KOHKPETHOW TepameBTUUYECKOM
cTpareruu (BMEIIATEeIbCTBA) MIPOUCXOINUT 3apaHee U HE SIBISETCS PyTUHHOW KIMHUYECKOU
NPAKTUKON (TO €CTh MIa0JOHHBIMU (OJHOTHUITHBIMH) MEAUIIMHCKUMH AUArHOCTUYECKUMH U
ne4eOHBIMU TIPOLICTyPaMH, TEXHOJOTUSIMH HIIH MEPOTIPUSTHIMHU, KOTOPBIC BBITTOTHIIOTCS TS
JAHHOM TPYIIIBI MAaIIMEHTOB WJIM JAHHOTO CTaHAapTa OKa3aHHs MEIUIIMHCKON MOMOIIH) B
roCyaapcTBe-UJIeHe, NCCIIEeI0OBATENbCKIE IEHTPHI KOTOPOTO MPUHUMAIOT YYacTHE B JaHHOM
KJIIMHAYECKOM UCCJICIOBAHNH;

pelIeHre O Ha3HAYeHHWH HCCIIEIyeMOro JICKAPCTBEHHOTO Mpernapara MpUHUMAETCS
COBMECTHO C PEIICHHEM O BKIIFOUCHHH CYOBhEKTa B KIMHUYECKOE UCCIICI0BAHNUC;

B OTHOIIEHUU CYOBEKTOB KJIMHUYECKOT'O MCCIAEAOBAHUS, TOMUMO MPOLEAYP PYTUHHON
KIIMHAYECKOW TIPAKTUKH, BBITIONHSIOTCS JOMOTHUTEIBHBIC MPOLEIYPhl TUATHOCTUKH WIIH
MOHHUTOPHUHTA;

"KOHTpPOJIb U o0ecrneyeHrue kadecTBa cuctemsl papmakonaazopa" (quality control and
assurance) — MOHHUTOPHHT, OII€HKa, oOecrnedeHue 3()PEKTUBHOCTH U COOTBETCTBUSA
CTPYKTYPHBIX JJEMEHTOB W TIPOILIECCOB CHCTEMBI (papMakoHaA30pa YCTaHOBIECHHBIM
TpeOOBAHUSIM;

"nexkapcTBeHHOE cpenctBo" (medicinal product)" — cpenactBo, mpeacTapisitoniee co0oi
a0 coaeprKaliee BEeIEeCTBO WM KOMOWHAIMIO BEUIECTB, NMPEAHA3HAUYCHHBIC IS JICUCHUS,
npoduiiakTUK 3a00JI€BaHUN YeOBEKa MM BOCCTAHOBIICHHUS, KOPPEKIMU WA U3MEHEHUS
¢u3noaornyeckux (PyHKIHMN NoCpeACTBOM (HapMaKoIOrH4ecKOro, MMMYHOJOTHYECKOT0 JTM0O
METa00IUYECKOTO BO3ICHCTBUS WU JJI TUATHOCTUKH 3a00JIEBaHUN U COCTOSIHUSI YEJIOBEKA;

"nekapcTBeHHBIN mpemnapat” (drug, remedy) — JeKapCTBEHHOE CPEICTBO B BUJIE
JIEKapCTBEHHOM (hOpMBI, BCTyMAIOIIEE B KOHTAKT C OPTaHU3MOM YEJIOBEKa;
"Mactep-aiin cuctemsl hapmakoHaazopa” (pharmacovigilance system master file (PSMF
)) — moapoOHOE OMHCaHWEe CHUCTEeMBbl (apMakoHaA30pa, MPUMEHSEMOW JepKaTeyemM
PErUCTPAlMOHHOTO YJOCTOBEPEHUS B OTHOIIEHUM JaHHBIX 00 OAHOM MM HECKOJBbKHUX
3aperuCTPUPOBAHHBIX JICKAPCTBEHHBIX MIpenaparax;



"MeXTyHapoIHas JaTa 0J00peHust pa3pabaTbiBaeMoro JeKapcTBeHHOro mpemnapata (
development international birth date (DIBD)) — nata nepBoro oo0penus (Wi aBTOPU3ALIH )
MIPOBEICHNSI HHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIIC0OBAHMS B JIFOOOW CTpaHEe MHPA;

"MexxayHapoaHas nata peructpanuu” (international birth date (IBD)) — nata nepsoit
peructpanuu (0700peHUS K TMPUMEHEHUIO) B JIFOOOM TOCyJapCTBE JIEKapCTBEHHOTO
npernapara, CoJIep Kallero onpeieIeHHOe IeHCTRYIOIIEE BEIIECTBO;

"Meppl MUHUMH3aLMK pucka" (risk minimization measure, risk minimisation activity) —
KOMIUIEKC MEpPONPUSITUM, HaMpaBICHHBIX Ha TMPEJAOTBpALICHUE WU YyMEHbIICHUE
BEPOSTHOCTH BO3HMKHOBCHHUS HEXKEIATCIBHBIX PEaKIUH, CBS3aHHBIX C BO3JICHCTBHEM
JIEKapCTBEHHOTO Tpernapara, OO Ha YMEHBIIEHUE CTENEHHM TSHKECTU WU BIIHUSHUS
HE)KeNaTeIbHBIX PeaKINil Ha MAIMeHTa B CIy4yae UX pa3BUTHS;

"MUHUMAaJIbHBIE TPeOOBaHMS K HHPOPMAIMH B COOOIIEHNN O HEXeNaTeIbHON peakmuu’ (
minimum criteria for reporting) — MUHUMaJIBHBIH HA0OpP JAHHBIX MPEACTABISIEMBIX B
YIOJTHOMOYEHHBIE OpTaHbl B chepe papMakoHaa30pa O Caydasx BBISABICHUS MOI03PEBAEMBIX
HEKeJIaTebHBIX peakinil (BKItouas UICHTUPHUIIMPYEMOTO penoprepa, HACHTUPUITUPYEMOTO
MaIMeHTa, HeKeIaTeNIbHYI0 PEaKIMIO U MOI03PEBAEMBIN JIEKapCTBEHHBIN Mpenapar);

"Ha0op TaHHBIX JJIs aHaK3a" — MUHUMAJIbHBI Ha0Op JTAaHHBIX, KOTOPBIM TpeOyeTcs IJis
BBITIOJTHEHHUSI CTATUCTHYECKOTO aHamu3a, He0OXOIMMOTO JIS MOJY4YeHHsS pe3yJbTaTOB IO
MIEPBUYHBIM IIEJISIM UCCIIECOBAHMS;

"Hajexanas npaktuka gapmakonaazopa” (good pharmacovigilance practices (GVP)) —
PYKOBOJICTBO IO OCYILIECTBIECHHUIO (hapMaKOHaA30pa B rocyaapcTBax-djieHax, TpeOoBaHUs
KOTOPOTO pPaCIpOCTPaHAIOTCS Ha JAep)KaTeledl pPerucTpaldoOHHBIX YJAOCTOBEPEHUU U
YIIOJITHOMOYEHHBIE OpraHbl B cpepe papMaKkoHAA30pa;

""Hayajo Mcciea0BaHus" — 1aTa Havajga coOopa JaHHBIX;

"Havano cOopa JaHHBIX" — JjaTa PETUCTPAINH JaHHBIX O MEPBOM MAlMEHTE, BKIIOYCHHOM
B HCCJIEIOBaHUE, B JOKyMEHTapHOU (opme (3IeKTpOHHOU Oa3ze cOopa MaHHBIX) WM JaTa
Hayvaja U3BJICUCHUS JaHHBIX (B Cllydae MOBTOPHOTO MCIIOIB30BaHUS JAHHBIX);

"HeBanuAUpoBaHHBIH curHan" (non-validated signal) — curHan, maIst KOTOPOTO TO
pe3yibTaTaM BBIIOJIHEHMS BATUAALMKU U OLIEHKU MOATBEPKIAIONINX JAHHBIX YCTAHOBIICHO,
YTO UMCIOIIHNECS TAHHBIE SBJISIOTCS HETOCTATOYHBIMHE JIJIST TIPEATIOIO0KEHNS O HATMIUN HOBOM
NOTEHIHMATBLHON TMPUUYUHHO-CIEIACTBEHHON CBS3M WJIM HOBOTO AaclleKTa W3BECTHOU
B3aMMOCBSI3H U, CJIEIOBATEIHHO, JATbHEHIIINI aHAIN3 CUTHANIA HE SIBISIETCS 000CHOBAHHBIM;

"HexenaTenbHas peakiusa’” (adverse reaction) — HenmpenHaMepeHHas HeOJaronpusTHas
peakius oOpraHu3Ma, CBs3aHHAas C TMPUMEHEHHEM JIEKapCTBEHHOTO IIpernapara u
MpEANoararIas HaJuare B3auMOCBSI3H C TPUMEHEHUEM TOJ03PEBAEMOTO JIEKAPCTBEHHOTO
npenapara. B ciaydae mosiydeHus: CHOHTAHHOTO COOOIEHMS O Pa3BUTHUU HEXKEIATEIbHOTO
SBJIEHUSI, B KOTOPOM MPUYMHHO-CIICICTBCHHAs CBs3b HEW3BECTHA WM HE YyKaszaHa
CIEIUAIUCTOM CHCTEMbl 3JPAaBOOXpPAHEHHUS WU TOTpeduTeneM, SBISIOIIUMCS
MEPBOUCTOYHMUKOM, TAaHHOE HEXeJaTeIbHOE SBJICHUE PACCMAaTPUBAETCS KaK HeKelaTelbHas



peakiusa. Bce mocTymnaromiue CriOHTaHHBIE COOOIEHUS, MPEICTaBIsIeMbIC CIICIIUATNCTaMU
CUCTEMBI 3JPaBOOXPAHEHUS WU MOTPEOUTEIIMH, PACCMAaTPUBAIOTCS KaK I0JI03pEBAcMbIC
He)KeJaTeIbHbIEe PEaKIIMH UCXOIS U3 TOTO, YTO MX MPECTABICHUE COJICPIKUT MPEITOI0KCHHE
NEPBOMCTOYHHUKA O HAJIMYMH B3aUMOCBS3H. VICKIIOYCHHE COCTABIISIIOT COOOIICHUS, B
KOTOPBIX TMEPBOMCTOYHUKOM CHACIAHO YKa3aHWE HAa OTCYTCTBHUE B3aUMOCBSI3H MEXKIY
HEXXeJIaTeJIbHBIM SIBJICHUEM M TPUEMOM I0JI03PEBAEMOI0 JICKAPCTBEHHOrO IIperapara.
HexenatenbHple peakiinu MOTYT BO3HHUKATh MPU MIPUMEHEHUH JIEKAPCTBEHHOTO MperapaTa B
COOTBETCTBHUH C 0JIOOPECHHBIMU YCJIIOBUSIMU TTPUMEHEHUS JICKAPCTBEHHOTO Mpenapara, uid B
CBSI3W C WX HapyIICHHWEM, WM B Pe3yJIbTaTe BO3JICUCTBUS, CBI3AHHOTO C POJOM 3aHITHH.
Cny4yan mpUMEHEHHsI ¢ HapylIeHHeM OJ00pEHHBIX YCIOBUM NMPUMEHEHHS JICKAPCTBEHHOTO
mpenapara BKIIOYAOT B ce0s MPUMEHECHHE HE B COOTBETCTBUU C OOIICH XapaKTepUCTHKOM
JEKApCTBEHHOT'O0 Tpernapara WA WHCTPYKIMEH 10 MEIHIIMHCKOMY NPUMEHECHUIO,
nepe03uPOBKY, 3JI0yNoTpeOIeHre, HePaBUIFHOE MPUMEHEHUE U OIITUOKHU MPUMEHEHNS,
"HexenatenbHOE sBieHue" (adverse event) — m000e HEONIArONpPUATHOE U3MEHEHUE B
COCTOSIHUY 3JIOPOBBS MAITUEHTA WU CYyObEKTa KIMHUYECKOT'O UCCIICIOBAHUS, TPOU3OIIIC/IIICE
MoCJIe TIPUMEHEHUS JIEKApCTBEHHOTO Tpemnapara, He3aBUCUMO OT MPUYWHHO-CIICICTBEHHOM
CBSI3U C €ro MpuMeHeHHeM. HexenaTenbHoe SBICHHE MOXET IMPEJCTaBIIAThL cOO0OH JIF000e
HeOJIaronpusITHOC ¥ HENpeJHAMEPEHHOE HU3MEHEHHWE (B TOM 4YHCIIE OTKIIOHCHHUE
71a00paTOPHOTO TOKAa3aTesl OT HOPMBI), CUMIITOM HIIH 3a00JIeBaHUE, BPeMsI BOSHUKHOBEHUS
KOTOPBIX HE MHCKJIIOYAaeT CBA3M C MPUMEHEHHEM JIEKapCTBEHHOTO IIpernapara, BHE
3aBUCUMOCTH OT HAJIWYHS WM OTCYTCTBHS B3aUMOCBS3U C MPUMEHEHHEM JICKAPCTBEHHOTO
npenapara;
"HexenarenbHOe ABIeHue nocie umMmyHuzanuu" (adverse event following immunization)
— mob0e HeXeNnaTeIbHOE SBJICHUE, Pa3BUBIIEECS MTOCIE UMMYHHU3AINH, BHE 3aBUCUMOCTH OT
HaJIMYHsI WM OTCYTCTBHS B3aMMOCBSI3H C IPUMEHEHUEM BaKIIMHEI. HexenmarensHoe sBIICHHUE
mociie HWMMYHH3AIlMd MOXET TPEJCTaBIAThL Cc000H m000e HeOmarompusaTHoe U
HelpeHaMEePEHHOE M3MEHEHHEe (B TOM YHCJIe OTKJIOHECHHE Ja00paTOPHOIO TOKAa3aTels OT
HOPMBI ), CHMIITOM HJIH 3a00JICBaHUE;
"HEeMHTEPBEHIIMOHHOE HccieaoBanue" (non-interventional studies) — ucciaegoBanue, npu
KOTOPOM BBITIOJTHSFOTCS CJICTYIONTUE YCITOBUS:
JIEKapCTBEHHBIN MpernapaT Ha3HAYaeTCS B COOTBETCTBUM C OOIIECH XapaKTEPUCTUKOMN
JIEKapCTBEHHOTO TIpernapara;
pelieHre 0 Ha3HAYCHHWH MAIlMCHTY OINPEJSICHHOIO JICUCHHUS IPUHUMACTCS HE 3apaHee
COIUIACHO IIPOTOKOJIY MCCIIEIOBAHUS, @ B COOTBETCTBUU C PYTUHHON KJIMHUYECKOU IIPAKTUKOU
, 1 Ha3HAYCHHUE JIEKAPCTBEHHOTO IpernapaTa YeTKO OTIASICHO OT PEIICHUS O BKIIOYCHUU
NaldeHTa B UCCIIEA0BaHUE;
B OTHOIIECHWHU TMAIMCHTOB HE MPUMCHSIOTCS Kakue-Tu00 OMOJHUTEIbHBIE
JMarHOCTHYECKHE WJIM KOHTPOJIbHBIE MPOLIEAYPHI, a JJIs aHaju3a TOJYYCHHBIX JaHHBIX
WCITOJIB3YIOTCS ATTUACMHUOJIOTUYECKUE METOIBI;



"HempaBWIbHOE MpUMEHEeHHe" (Mmisuse) — HaMEepEeHHOE HEeHaJjiexkallee NpuMeHeHUe
JEKapCTBEHHOT0 TMpenapaTra, HE COOTBETCTBYIOILIEE YCIOBUSAM, YCTAHOBJIEHHBIM IIpHU
pETHCTpaIliy JIEKapCTBEHHOTO Tperapara;

"HenpaBWJIbHOE NMPUMEHEHHE ¢ He3aKOHHOM 11enbio” (misuse of a medicinal product for
illegal purposes) — HenpaBUILHOE TIPUMEHEHUE C JOTOIHUTEIBHBIM CKPBITHIM HAMEPEHUEM
HEHAJIeKaIEro MPUMEHEHHUs JIEKAPCTBEHHOTO MperapaTa C IeJIbI0 OKa3aHHs BO3JEHCTBUS
Ha apyroe auuo. HempaBuinbHOE NpUMEHEHHE C HE3aKOHHOMW II€JbI0 BKIKOYAET B CeO0s
MpOJaXY IPYrOMYy JIHILy JIEKAPCTBEHHBIX IMPENapaToB JS PEKPEalMOHHBIX Ieell u
MCTIOJIb30BaHUE JIEKAPCTBEHHOTO MIperapaTa Jijlsl COBEPICHHUS IPECTYMHBIX JEHCTBH;

"HempeABUICHHAsA HeXenatenbHas peakiusa" (unexpected adverse reaction) —
HEe)KeNaTellbHasl PeaKIlus, XapaKTep, CTeNeHb TSHKECTH WIIH UCXO]] KOTOPOH HE COOTBETCTBYET
uH(popManuu, copepKalieiicss B ACUCTBYIONEH OOIIeH XapaKTEPUCTUKE JICKAPCTBEHHOTO
npenapara. K 4ucity HenpeIBUICHHBIX HEXKEIaTeIbHBIX PEaKIIMil OTHOCSTCS CBONCTBEHHBIE
s (papmakoioruyeckoro kiacca 3(QeKThl, yka3aHHbIe B OOIIEedl XapaKTEepUCTUKE
JEKapCTBEHHOTO Tpemapara, KOTOpble HE ObIJIM ONHUCAaHbl KaK CBA3aHHBIE C
HEMOCPE/ICTBEHHBIM NPHUMEHEHUEM JIEKapCTBEHHOTO TmpemnapaTa. Jljisi JeKapCTBEHHBIX
npemnapaToB, 3aperUCTPUPOBAHHBIX B  COOTBETCTBUM C  3aKOHOJATEIHCTBOM
rocyJapcTBa-ujieHa, MpUMEHsAeTcsl o0Ilas XapaKTEepUCTUKA JIEKAPCTBEHHOro Ipernapara,
0JI00peHHasi YIOJTHOMOYEHHBIM OpraHoM B cdepe (apmakoHaa30pa rocynapcTBa-ujicHa,
KOTOPOMY HAIpaBJI€HO COOOIIIEHNE O HEKENATEIbHOU PEaKInu;

"HOBBIN BbIsIBICHHBIN curHai" (newly identified signal) — curnan, BrepBbie BbISIBJICHHBII
B T€UEHHE OTYETHOTO IMEeprojaa NMEPUOJIUYECKOro OOHOBISIEMOr0 OTYeTa MO 0e30MaCHOCTH,
SABJISTFOIIMIACS OCHOBAHUEM IS TAIBHEUIIINX JICCTBUI UJIU €r0 OLIEHKU;

"okoHuYaHUEe cOopa JaHHBIX" — /aTa, MO COCTOSHUIO Ha KOTOPYIO BIEPBBIE MOTHOCTHIO
nocTynHa 06a3a coopa JaHHbIX, IPUTOHAS Il POBEACHUS aHAIN3a,;

"opranuzanus' — IOPUAUYECKOE JIUIO0, TPABOMOYHOE BBIMOJHATH JACATEILHOCTD IO
(dbapmMakoHa30py U HECYIIEe OTBETCTBEHHOCTH 3 BBINIOJHEHNE JaHHOU EATEIbHOCTH;

"ocHOBHas MHGOPMAIIHS O OE€30MACHOCTH JIePKATEIS PETUCTPAIIMOHHOTO YIOCTOBEpEeHUS"
(company core safety information (CCSI)) — undopMmamusa, uMeromas OTHOIIECHUE K
0€30IacHOCTH JIEKAPCTBEHHOIO Mpenapara, Coepxaiasics B IepeyHe OCHOBHBIX JTAHHBIX O
JIEKapCTBEHHOM TIperapare JepKaTeisl perucTpallMOHHOTO YIOCTOBEPEHUSI JIEKAPCTBEHHOTO
npenapara, paspaboTaHHas UM U MpeACTaBisieMas MO €ro 3asBICHUIO B YIOJHOMOYEHHbBIE
opransl B cdepe (hapMakoHaA30pa TOCYAAPCTB-UICHOB, HA PHIHKaX KOTOPBIX pean3yeTcs
JaHHBIA JIEKAPCTBEHHBIM Mpemapar, 3a HCKIOYEHHUEM CIIydaeB, Korja B HHGOpPMAIIHIO
BHOCSITCSI M3MEHEHHS 10 TPEOOBAHUIO JTUX YIOJHOMOUYECHHBIX OpPTraHOB B cdepe
¢dapmakoHaazopa. OcHoBHas UHpOpMalMs O 0€30MACHOCTU JepKaTelisl PerucTPallMOHHOTO
YAOCTOBEPEHUS TMPECTaBIsAET co00i MHEGOPMAIMIO CIPAaBOYHOTO XapakTepa, KOTopas
OTIPEJIENISIET CTATyC MEPEUUCICHHBIX U HETIEPEUNCICHHBIX HEXKENATEIbHBIX PEaKIUi C LEIbI0
COCTaBJICHUSI MEPUOJUYECKOTO OOHOBISIEMOI0 OTYETa MO OE30MaCHOCTU JIEKAPCTBEHHOTO



npenapara, HO He OTpeNeNsieT 0KUIaeMble U HEOXKUIaHHBIE HEKeNaTeIbHbIC PEeaKIuu IS
BBITIOJTHEHUSI TPeOOBaHUN TO He3aMEeIUTEILHOMY TMPEICTABICHUIO COOOIICHUN O
HEXEIATebHBIX PEaKINsX;

"OCHOBHBIC JTaHHBIE O JICKAPCTBEHHOM CPEJICTBE ACpKaTelis PEerHCTPallMOHHOTO
yaoctoBepeHus" (company core data sheet) — moxkymeHT, pa3pabOTaHHBIN JepiKaTeleM
PErUCTPALIMOHHOTO YJOCTOBEPEHUS M cojepKaimuii uHdopManuio o Oe30MacHOCTH,
MOKa3aHUAX K MPUMEHEHUIO, PEKUME JO3UPOBaHMS, (PapMaKOIOTHYECKHX CBOMCTBAX M
IpyTyI0 HHGOPMAIIHIO, KACAIOIYIOCs JIEKAPCTBEHHOTO IIpernapara;

"oTkyoHeHHbIH curHan" (refuted signal) — BamuauMpoBaHHBIM CUTHAN, KOTOPBIM MO
pe3yJibTaTaM TNOCJHEAYIOIed OLIEHKH ObLT OMNpelaesieH Kak JOXHBII B CBS3U C
HEBO3MOYKHOCTHIO TIOJITBEPIKICHUS HAIWYUSI MPUIMHHO-CIICICTBEHHON CBSI3W HA TEKYIIHA
NepUOJ BpEMEHU;

"orcyTcTBYyrOmas uHdopmaius" (missing information) — HEJOCTATOK CBEIACHUM O
0e3omacHOCTH WM 00 OCOOEHHOCTSIX MPHUMEHEHHUS JIEKAPCTBEHHOTO Ipernapara y
OTIPEJICTICHHBIX TPYIII MAIIMEHTOB, KOTOPHIE MOTYT SIBISATHCS KIIMHUYECKUA 3HAUUMBIMU;

"oT4eT 1Mo 6e30MacHOCTH pa3pabaThiBaeMoro jekapcTBeHHoro npenapara” (development
safety update report (DSUR)) — mepuoandeckuii 0OHOBISAEMBIH OTYET MO OE30MaCHOCTH
JIEKapCTBEHHOTO Tpernapara, HaXOsIIerocs B pa3padoTke;

"oreHka curHana" (signal assessment) — mporecc naabHENIIEH OIIEHKH BaTUIUPOBAHHOTO
CUTHaJIa C MCIOJIb30BAHUEM BCEX UMEIOIIMXCA JaHHBIX C LETbI0 U3YYEHUS OKa3aTeNbCTB
NPUYNHHO-CJIEJICTBEHHON CBS3W HOBOTO pHCKa C JEHCTBYIOIIMM BEIIECTBOM WIIU
JIEKApCTBEHHBIM TpernapaToM JMOO0 ompe/eseHUs U3MEHEHHS XapaKTEPUCTUKU U3BECTHOTO
pHCKa;

"omuOKa TpPUMEHEHHS JIeKapcTBEHHOro mnpemnapara" (medication error)" —
HEeNpeTHAMEPEeHHAs OIIMOKa B MPOIecce MPUMEHEHHSI JIEKapCTBEHHOTO Mpemnapara, KoTopas
MpUBesa WM MOTJIa IPUBECTH K MPUUYUHEHUIO BPE/Ia MalUeHTY;

"mepeno3upoBka" (overdose) — NpUMeHEHHE JIEKAPCTBEHHOIO Mpenapara 3a 1 mpuem Jmbo
KyMYJIITUBHO B KOJMYECTBE, KOTOPOE MPEBBIIIAET PEKOMEHIYEMYI0O MaKCUMAaJIbHYIO 103y B
COOTBETCTBHH C JIEHCTBYIOIIEH 00IIeH XapaKTeprUCTUKON JIEKapCTBEHHOTO IIpenapara;

"mepuoauyeckuii 0OHOBIIsIEMBIN 0TYeT 10 Oe3omacHocTH" (periodic safety update report (
PSUR)) — oTuet 1t mpecTaBaeHUs: OIIEHKA COOTHOIIEHUS "MOJIb3a — pUCK" JIEKAPCTBEHHOTO
npermapara Jep>KaTeleM PEeTUCTPAlMOHHOTO YIOCTOBEPEHUS JIEKapCTBEHHOTO MpermapaTa B
OTIpe/ieTICHHBIN epHO/ BPEMEHH B TE€UEHHUE MOCTPErUCTPALIMOHHOTO 3Talla;

"mnan ayauta" (audit plan) — onrcanue 3arIaHUPOBAHHOM JEATEBHOCTU U OpraHU3aIuu
OTJICTILHOTO ay/IUTa;

"mnaH ynpasieHus puckamu” (risk management plan) — moapo6HOE ONMCAHUE CUCTEMBI
YIPaBJICHUS PUCKAMU;



"maHupoBaHue kadectBa' (quality planning) — co3gaHue CTPYKTYphbl CHCTEMbI Ka4eCTBa
CUCTEMBI (papMaKOHA130pa U TUTAHUPOBAHNUE WHTETPUPOBAHHBIX U COTIIACOBAHHBIX MTPOIIECCOB
CHUCTEMBI Ka4eCTBa CUCTeMbI (hapMaKOHA30Pa;

"mocTperucTpaloHHoe uccieaoBanue oeszonacHoctu" (post-authorisation safety study (
PASS)) — uccnenoBanue, nMerolIee OTHOIIEHUE K 3apETUCTPUPOBAHHOMY JIEKAPCTBEHHOMY
npenapary, NpOBEJICHHOE B IEJSX OMPENENCHUs] XapaKTePUCTUKU WM KOJIMYECTBEHHOMN
OIICHKHM YTpO3bl 0€30MaCHOCTH, MOJITBEPXKACHUS NMPoduiis 0€30MacHOCTH JEKAPCTBEHHOTO
npenapata WIH OIEHKH d3G@PEeKTUBHOCTH Mep IO VYIPABICHUIO PUCKaAMH.
[TocTperucTpaimoHHOE MCClIeJOBaHHE 0€30MaCHOCTA OPTaHU3YeTCs] KaK MHTEPBEHIIMOHHOE
KIIMHUYECKOE WCCIEOBAHNE WM TPOBOJAUTCSA KaK MCCIEAOBAHUE HAOII0IAaTEIHHOTO
HEHHTCPBCHIIMOHHOTO JW3aiiHa, B TOM 4YHCJE C HCIIOJb30BAHMEM JaHHBIX pealbHOM
KJIMHUYECKOM MPAKTUKU;

"moTeHIMATBHBIA puck"” (potential risk) — HexxenarenbHOE MocaeaCTBHE hapMaKOoTepaTuu
, B OTHOIIICHHH KOTOPOTO MMEIOTCS OCHOBAHMSI JJISI TIOJIO3PEHUN Ha HATMYHUE B3aHMMOCBSI3H C
JIEKapCTBEHHBIM PEmapaToM, KOTopasi HaJJIexKaliuM o0pa3oM He ObuTa MOATBEPKIICHA;

"morpebutenp" (consumer) — MalUEHT, JIMIO, OCYHIECTRIISIONICE YXO 32 MAlMeHTOM,
B3aMMOJICHCTBYIONIEE C HUM, IMPU OTOM HE SBISIONMICECS CIEIUAIUCTOM CHUCTEMBI
3JIpaBOOXPaHEHHS;

"mpuBepkeHHOCTh KauecTBY" (quality adherence) — BoITtoTHEHHE 33729 U 00SI3aHHOCTEH B
COOTBETCTBHH C TPEOOBAHUSIMU K KaUECTBY;

"MpUMEHEHUE HE B COOTBETCTBUU C OOIIEH XapaKTEPUCTUKON JIEKAPCTBEHHOT'O IIpenapara
WM MHCTPYKIHEH 1o MeauimHckomy npumeHennto (off-label) — namepennoe npumeHeHue
JIEKapCTBEHHOT'O Tperapara ¢ MEAMIMHCKON LeNbl0 HE B COOTBETCTBHH C YCIOBHUSMH,
oTpeeNsieMbIMH OOIIIE XapaKTepUCTUKON JIEKAPCTBEHHOTO MperapaTa Wik HHCTPYKIHEH 1o
METUITTHCKOMY TIPUMCHCHHIO;

"MpuMEHEeHre JIEKapCTBEHHOTO TIpernapara, Ha3HAYeHHOTO B CBSI3M C UCKIIOUNUTEILHBIMU
00CTOSITENIbCTBAMU U3 CcoOOpakeHuil cocTpanganus" (compassionate use of a medicinal
product) — Ha3HAaYeHHE JIEKAPCTBEHHOTO CPEACTBA M3 COOOPaKEHUH COCTpalaHus TpyMIe
NAllMEHTOB C XPOHUYECKHMMH, HWHBAJIUJIU3UPYIOMIMUMU WIH YIPOXKAOIUMHU KU3HU
3a00JICBAaHUSIMH, a TaKXe C 3a00JeBaHUSIMHU, KOTOPhIE HE MOTYT OBITh BBIICYEHBI
3aperucTPUPOBAHHBIMU JICKAPCTBEHHBIMHU MperapaTaMu (COOTBETCTBYIOIINN JIEKapCTBEHHBIN
npenapar J0JDKEH HaXOJUThCS Ha ATare PEerucTpaluy JTU00 KIMHUYECKUX UCCIICTOBAHNN );

"mpuoputHuzanus curHana" (signal proritisation) — mporiecc, KOTOPbIN BBITOIHIETCS
HEMPEPBIBHO HA BCEX JTamax yIpaBJICHUS CHUTHAJIOM W IEIbI0O KOTOPOTO SBISCTCS
UJCHTU(DUKAINS CUTHAJIOB O MPEIOaraéMbIX PUCKAX C MOTEHIIUAIbLHBIM BaYKHBIM BIUSHHEM
Ha 3/I0pPOBbE MAIIMEHTOB WJIK OOIIECTBEHHOE 37J0POBhE (3I0POBbE HACEIICHUS ) UM CUTHAJIOB,
KOTOpPhIE MOTYT OKa3aTh CYIIECTBEHHOE BJIMSHUWE HA COOTHOIIEHWE 'TOJib3a — pPHCK"
JIEKapCTBEHHOTO Tpemnapara M, COOTBETCTBEHHO, HE3aMEIJUTEIbHO TpeOyIOT NEeWCTBUN U
MIPUHSATHUS MEP YIIPaBICHUS PUCKOM;



"mpobrema o 6e3onmacHocTH" (safety concern) — BaKHbIN UIEHTU(DUIIMPOBAHHBIN PUCK,
BaKHBIN MOTCHIIMATBHBIN PUCK WJIM OTCYTCTBYIOIIAS MH(POpMAITHUS;

"mporpamma ayauta" (audit programme) — MOCIE0BATEIHHOCTD, COCTOSIIAS W3 OJHOTO
Wi OoJiee ayJIMTOB, 3allJIAaHUPOBAHHBIX Ha ONPEACIICHHBIA MEPHOJ] BPEMEHU W MMEIOIINX
KOHKPETHYIO 11€JTh;

"mmpoaoJKarolieecs: KIMHNYecKoe uccnenoBanue” (ongoing clinical trail) — uccinenoBanue
, B KOTOPOM HauajoCh BKIIIOUEHHE MAIMEHTOB, Ja)K€ €CJIM MCCIIeI0BAaHUE MPUOCTAHOBICHO
WJIM €T0 aHaJIU3 3aBEPIIICH, HO UTOTOBBIM OTYET O HEM OTCYTCTBYET;

"mpsiMoe MHGPOPMHUPOBAHUE CIIELUATUCTOB CUCTEMBI 3ApaBooxpanenud” (direct healthcare
professional communication) — cpeicTBO HHOOPMAITMOHHOTO B3aUMOJICHCTBUSA, TIPU TTOMOIITH
KOTOPOTO BaKHASI HHPOPMAIIHS TIPEI0CTABIISETCS HAIPSIMYIO OMPEICICHHBIM CIIEIIHAINCTaM
CUCTEMBI 3JIPAaBOOXPAHCHUS CO CTOPOHBI IEPKATEIISI PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS WIIH
YIOJIHOMOYEHHOT'0 opraHa B cdepe ¢papMaKoHaaA30pa € LENbl0 UX MHMOPMHUPOBAHUS O
HEOOXOMMOCTH TIPUHSATHUS OTIPEICTICHHBIX MEP WJIM U3MEHEHUSI PYTUHHON TIPAKTUKH B CBSI3H
C TIOJTyYE€HHBIMU HOBBIMH BXXHBIMU JJAHHBIMH O JIEKAPCTBEHHOM Tperapare;

"paccmaTpuBaeMblil curHan" (ongoing signal) — curHan, KOTOpPbI IPOXOAUT NPOUEAYPY
OIIEHKH TI0 COCTOSHMIO Ha JaTy OKOHYaHHs cOopa MaHHBIX [JIs MEePUOIUYECKOTrO
OOHOBIISIEMOTO OTUYETa IO 0€30IMaCHOCTH;

"peaknusi, 00yCIOBIICHHAs OECTIOKOMCTBOM MO MOBOY MMMyHHU3amuu" (immunisation
anxiety-related reaction) — HexenaTeNbHOE SBJICHHUE MOCIE UMMYHHU3allMH, PAa3BUBAIOIIEECS
BCIIEZICTBUE OECTIOKOWMCTBA 110 TTIOBOTY MMMYHH3AIINN;

"peructp" (registry) — opraHu3oBaHHasl CUCTEMa, B KOTOPOM HCIOIb3YIOTCS METO/IbI
HaOmoAeHus s cOopa CTaHIAapPTU3UPOBAHHBIX JAHHBIX 00 aHAJIM3UPYEMBIX HCXOJaX B
MOMYJIAIMK MAIlUEHTOB C OMPEEeTCHHBIMU 3a00JIEBAaHUSIMH, COCTOSTHUSMH WA MAIMEHTOB,
MOJIBEPTAIOIINXCS ONIPEICTICHHOMY BO3IEHCTBHIO;

"pesynbprathl ayauta" (audit findings) — pe3ynbTaThl OIIEHKH COOTBETCTBUS (HaKTOB,
MOJIYYCHHBIX TI0 Pe3yibTaTaM ayIuTa, KpUTCPUSIM ayIuTa;

"pexomennainuu aynurta" (audit recommendation) — onucaHue HaNpPaBICHUS EHCTBUM,
KOTOpbIE PYKOBOJICTBO BIIPaBE MPEANPUHSATH JJI UCIPABIICHUS BBISIBICHHBIX MO pe3yJibTaTaM
ayIuTa HEAOCTAaTKOB, HECOOTBETCTBHH W [JI1 MUHHMH3AIUU CIA0BIX CTOPOH CHCTEM
yIPaBJIEHYECKOT0 KOHTPOJIS;

"penopTupoBaHue" — mpolecc nepeaayd B yCTaHOBJIEHHOW (popme mHopmanuu o
HEXXEeJaTeIbHBIX PEaKIHsIX B yIMOJHOMOYEHHBIE OpraHbsl B cdepe dapMaKoHaA30pa WU
DKCIIEPTHBIC OPTaHU3AINH, B Chepy KOMITETCHIIMA KOTOPBIX BXOIUT (hapMaKOHAA30p;

"pUCKH, CBA3aHHBIC C TPUMEHEHNEM JIeKapcTBeHHOTO Tipemapara (risks related to use of a
medicinal product) — pucku, CBSI3aHHbBIE C KQUECTBOM, 0€30MaCHOCTHIO MIH 3 ()EKTUBHOCTHIO
JIEKapCTBEHHOTO TMperapara Mo OTHOIICHHWIO K 3J0POBBIO MAIMEHTOB WM HACEICHUS WA
BEyIlIME K HeXKEIaTeIIbHOMY BO3/IEHCTBUIO HA OKPY KAIOIIYIO CPENy;



"cepbe3Has HexenarelbHas peakuus" (serious adverse reaction) — HeXelaTelbHas
peaxiusi, KoTopasi IPUBOJNT K CMEPTH, TIPEICTABIISICT yIPo3y JJIS )KU3HU TaIlMeHTa, TpeOyeT
FOCHUTAIM3AINN MAalMeHTa WIN €€ MPOJJICHUS, NPUBOJUT K CTOMKON JIMOO BBIPAKEHHOUN
HETPYAOCIIOCOOHOCTH WIJIM HMHBAJUIHOCTH, K BPOXKJICHHBIM aHOMAIHMSAM WM IOPOKaM
pasButus. JlioGas HempemHaMepeHHas Toj03peBaeMasi nepeaaya WHGEKITMOHHOTO areHTa
yepes JIEKapCTBEHHBIN MpenapaTr TakKe CYUTACTCS CEPbE3HON HEXKENATENbHONU PeaKIueH.

[Ton cocTosiHWEeM, MPEACTABISIIONIUM YTPO3y IS JKU3HHU, B JAaHHOM KOHTEKCTE
MMOHUMAETCS PEaKIUs, TPU KOTOPOU KU3Hb MAIMEHTA HAXOJUIACh TI0JI YyTPO30il HA MOMEHT
pa3BUTHS peaknuu. J[aHHOE COCTOSIHME HE OTHOCHUTCS K PEaKIUH, KOTOpas TUIMOTETHYCCKU
MorJia OBl TPUBECTU K CMEPTH B Ciiydae 0oJiee TSKEJIOoro TeUueHus 3a001eBaHus.

Pemrenrie OTHOCUTEILHO OTHECEHHS CUTYAllMH K YUCITY CEPhE3HBIX HEXKEIIaTCIbHBIX
peakunii, HampuMep, 3HAUYUMBIX C MEIMIIMHCKOW TOYKH 3pEHUsS] COOBITHI, KOTOpBIE HE
PEeACTaBISIOT CO00M HEMOCPEACTBEHHYIO YIpo3y ISl KM3HM TMAllMeHTa, HE MPUBOIAT K
CMEPTH WIH TOCHUTAIM3AIMHA, HO TMOJBEPralOT IMAaIlMeHTa PHUCKY WIH TpeOyroT
BMeEIIATENbCTBA JUISl MIPEAOTBPAIICHUSI OAHOTO W3 UCXOJIOB, MPUBEIACHHBIX B YKa3aHHOM
oTpeeICHIH, TPUHUMAETCS Ha OCHOBE METUITMHCKOW M HAyYHOW OIEHKH, B TOM YHCIIE JIJIS
COCTOSIHUM, TPeOYIOIIUX POBEICHNUS] MHTEHCUBHOW TepaIuy B IPUEMHOM OTACIICHUH WA B
JOMAITHUX YCJIOBHUSAX IPHU AJUIEPTHYSCKOM OPOHXOCIHA3Me WM CyA0porax, KOTOpbIe He
MPUBOJAT K TOCIUTAIM3AIMNA, & TAKKE PAa3BUTHH 3aBUCUMOCTU WJIU 3JI0yNOTpeOICHUS
JEKapCTBEHHBIM MpEnapaTroM, KOTOpbIe TakKXe CIEeAyeT CUHUTaTh CEepPbe3HBIMU
HEXEJIATeILHBIMU SBJICHUSMU;

"curnan" (signal) — uH(popMarIus, MOCTyNarIas OT OJHOTO WM HECKOJbKUX UCTOYHHKOB
, BKJIOYass HaONIOJCHUS W ODKCIIEPUMEHTHI, KOTOpas TMpearnojaraeT Hajdudue HOBOHU
MOTEHIMAIBHON MPUYUHHO-CJIEICTBEHHON CBSI3M MJIM HOBOIO AacCIEKTa MU3BECTHOU
B3aHMOCBSI3U MEXIy BO3JEHCTBHEM JICKAPCTBEHHOTO TIpemapara W SBJICHUEM WU
COBOKYITHOCTBHIO B3aMMOCBSI3aHHBIX SIBJICHUM, HEXKEIATEIbHBIX WM OJaronpusTHBIX,
OIlCHUBaeMasl KaK JOCTaTOYHAs IS JMadbHEUINUX NEHCTBUU 1O BepU(PUKAIMKM CHUTHAJA.
HoBbie acmekThl M3BECTHOW B3aMMOCBS3M MOTYT BKJIIOYATh B CE0S M3MEHEHUS YaCTOTHI,
pacnpocTpaHeHHUs HeXKeNaTeIbHON peakuuu (HarmpuMmep, 1o Moy, BO3pacTy, TEPPUTOPHUN),
MIPOIOJDKATETLHOCTH, CTEMIEHN TSKECTH WIIA NCXO0Ty HEXKEJAaTEeIbHOW PEaKIIHH );

"cucTema KauecTBa cuctemsl (hapmakoHanazopa” (quality system of a pharmacovigilance
system) — opraHM3allMOHHAs CTPYKTypa, 00sI3aHHOCTH, MPOIEAYPhI, TPOIECCHl U PECYPCHI
CUCTEMBI (hapMaKoOHaA30pa, BKIIOYAs HAJIeKaIlee yIPaBICHUE pecypcamMu, TOKyMEHTalluen
1 COOTBETCTBHE HOPMaM PETyJIMPOBAHUS;

"cucreMa ynpaiieHus puckamu' (risk management
system) — KOMIUIEKC JEHCTBUM M MEpOnpusTUN Mo (apMaKOHAA30py, HAIpaBICHHBIX Ha
BBISIBIICHHE, XapaKTEPUCTUKY, TPEIOTBPAIICHIUE WM MUHUMHU3AIHUIO PUCKOB, CBS3aHHBIX C
JIEKapCTBEHHBIMH TIperapaTamMu, BKJIIOYas OIEHKY 3(PQGEeKTUBHOCTH 3THX JEUCTBUU U
MEpONPUATHH;



"cucrema (papmakonangzopa" (pharmacovigilance system) — cuctema, opraHuzyemas
JepKaTeNsIMU  PETUCTPAIMOHHBIX YJIOCTOBEPCHUN JICKAPCTBEHHBIX TNIPENapaToB M
YIIOJTHOMOYEHHBIMU OpraHamMu B cdepe (apmakoHam3opa isi BBIOJHEHUS 3ajad U
00s13aHHOCTEH
no (apMakoHaI30py, IpelHa3HAYCHHas [JIs1 KOHTPOJSI O€30MacHOCTH JIEKapCTBEHHBIX
IpenapaToB, CBOEBPEMEHHOTO BBISBJICHHS BCEX U3MEHEHHM B OIIEHKE COOTHOIICHHUS "TOJIb3a
— puck" JeKapCTBEHHBIX MPENapaToB, A pa3pabOTKH M BHEAPEHUS MEp MO 00ECTIeUeHHU0
MPUMEHEHUS JICKAPCTBEHHBIX MTPENapaToB MPHU MPEBBIIICHUH TOJIb3bI HAJl PUCKOM;

"crieruanuct cucteMbl 3apaBooxpaHenus” (healthcare professional) —nuia, umeroniue
MEUITMHCKYIO KBATU(PUKALNIO (HAaIpUMED, Bpadu, MPOBU30PHI, (hapMarieBThl, MEAUITTHCKUAE
CECTpHI U CyJeOHO-MEIUIIMHCKUE IKCTEepPThI). [JaHHOE ompeselieHrne HCIOIb3yeTCs, B TOM
quClie, B paMKax NPeICTaBIeHUs HH(POPMAITUHU O MOJ03PEBAEMBIX HEKEIATSILHBIX PEAKIIHSX;

"CIIOHTaHHOE co00IIeHue (CTIOHTaHHOE M3BelIeHne)" (spontaneous report (spontaneous
notification)) — 100poBOJIbHAS Mepenaya CIEUUATUCTOM CHUCTEMbI 3IPAaBOOXPAHECHHS WIH
noTpeOuTENeM YyIOJIHOMOYEHHOMY oOpraHy B cdepe GdapmakoHaa3opa, JIep>KaTeiro
PETUCTPALIMOHHOTO  yAOCTOBEPEHMs JIEKApCTBEHHOTO TIpemapara WiId JIpyrou
YIIOJTHOMOYEHHOW OpraHu3aiuu (B TOM yucie BceMupHoOil opraHuzaiuu 3[paBOOXpaHEHUs,
PETHOHATILHBIM IICHTpaM (GapMaKoHa 30pa, TOKCUKOJOTHIECKUM IIEHTPaM) JaHHBIX, KOTOPHIC
COJIEp)KAaT OMUCAHWE OJIHOW WM HECKOJIbKUX HEXEeJaTeIbHBIX PEaKIUi y TaIueHTa,
NPUHUMABILIETO OJIMH WM HECKOJIbKO JIEKAPCTBEHHBIX MPENapaToB, U KOTOPbIE HE ObUIH
MOJIYYCHBI B XOJI€ POBEACHUS KIIMHUYIECKOTO UCCIICTOBAHMSI HIIA IPUMEHEHUS HHOTO METOAa
OpraHU30BaHHOTO cOOpa JaHHBIX;

"cripaBouHas uH@opmalus 0 0€30MacHOCTH JIEKapCTBEHHOro npenapara’ (reference
safety information) — undopmanus o 6€30MacCHOCTH JEKAPCTBEHHOTO Ipernapara, KoTopas
BKJIIOYEHa B OCHOBHYIO HH(OpMAIMI0O O JIEKAPCTBEHHOM IMpemapare AepiKaTens
PETUCTPAIMOHHOTO yAOCTOBEpECHUs (HAIpUMeEp, MEepeYeHb OCHOBHBIX JaHHBIX O
JIEKapCTBEHHOM TIperapaTe JIepiKaTelis PerHCTPAIMOHHOTO YAOCTOBEPEHHS) U KOTOPYIO
JepKaTeab PETUCTPAIMOHHOTO YIOCTOBEPEHUS JOJDKEH YKa3aTh B TMEPHOJAMYECKHUX
OOHOBJIIIEMBIX OTYETaX MO 0E30MaCHOCTH BO BCEX T'OCYJAapCTBaX, B KOTOPBIX pealn3yeTcs
JEKapCTBEHHBIN Tpemapar, 3a UCKIIOYCHUEM CIydaeB, KOT/a YIIOJTHOMOYCHHBIH OpraH B
cdepe papmakoHaa30pa TpeOyeT BHECEHHNE U3MEHEHHUH B CIIPABOYHYIO HH(OPMAIIHIO;

"CyIIECTBEHHbIE U3MEHEHUS IMPOTOKOJA MCCIEAOBAHUA" — U3MEHEHUS NPOTOKOJA
UCCIIeIOBAaHMS, KOTOpPhIE MOTYT OKa3aTh BJIMSHHUE Ha 0€30MacHOCTh, (PU3MUECKOE WU
MICUXUYECKOE OJIarornoinydne CyObeKTOB MCCIICIOBAHMS WM MOBIUATH Ha WHTEPIPETAIUIO
pEe3yIbTaTOB HCCIENOBaHUS (HAampuMep, W3MEHEHHWE NEPBUYHBIX M BTOPUYHBIX IeNeh
UCCJIEOBAHUSI, MCCIEeAYeMON MOMyIsluuu, o0beMa BBIOOPKH, IU3ailHAa HUCCIEJOBaHMUS,
WCTOYHUKA TOJy4aeMbIX [aHHBIX, METoAa cOopa MaHHBIX, OIMPEICICHUS OCHOBHOTO
BO3/ICHCTBHUS, UCXOJ0B 1 KOMOMHUPOBAHHBIX NIEPEMEHHBIX B CTATUCTUYECKOM IIJIAaHE aHAIN3a
JTAHHBIX );



"TpeboBanus k kauecTBy" (quality requirements) — XxapaKTEepUCTUKH CUCTEMBI KaueCTBa,
KOTOPBIE C ONPE/ICICHHON BEPOSATHOCTBIO IPUBOJIAT K JOCTHKEHUIO TPEOYyEMBIX PE3yJIbTaTOB
WJIH TIeJIel CUCTEMbI Ka4eCTBa,;

"ynyumenue kadectBa" (quality improvement) — BHECEHHE HEOOXOIUMBIX U3MEHECHUH B
CTPYKTYPY U MPOIIECCHI CUCTEMBI KaueCTBa CUCTEMBI (hapMaKOHA30pa C MEJbI0 YIIyUIICHUS
CUCTEMBbI KauecTBa,

"yrnpaBnenue curnaioM" (signal management) — KOMIUIEKC MEPOIIPUSATUMA, POBOJUMBIX B
[EJSX OMpeIeNICHUs] HaTMYUsi HOBBIX PUCKOB, CBSI3AHHBIX C JIEHCTBYIOIIUM BEIIECTBOM WJTU
JIEKapCTBEHHBIM TIpENapaToM, WM U3MEHECHHS H3BECTHBIX PUCKOB TI0 pe3yiIbTaTaM U3yUCHUS
WHJIUBUYATbHBIX COOOIIEHUN O HEXKENaTeNbHbIX PEaKIHUAX, COBOKYIHBIX JaHHBIX,
MOJTYYCHHBIX W3 JICHCTBYIOIIUX CHUCTEM aKTHBHOTO MOHHUTOPHWHTA WM HCCIICAOBaHUU,
HAYYHOW MEIUIIMHCKOW JUTEpaTyphl WM WHBIX UCTOYHUKOB JAHHBIX, a TAKXKE B IIEISAX
NPUHATUS HEOOXOJUMMBIX pEKOMEHJAlWM, pemieHud, oOmeHa wuHopmauuedn u
MIPOCIICKUBAHNS,

"apmakonamzop" (pharmacovigilance) — Bua Hay9YHOW W MPAKTUUECKOMN JMEATEIbHOCTH,
HaIlpaBJICHHBIH Ha BBISABJICHUE, OICHKY, MOHMMAaHUE M MPEIOTBpAIICHUE HEXKEIaTeIbHBIX
MOCJICICTBUN TPUMEHEHHUS JIEKapCTBEHHBIX MpemnapaTtoB. dapMakoHAI30p MPEICTABISIET
co0O0M NeATeIbHOCTh, HAMPABJICHHYIO Ha 3alIUTY 370POBbs MAIMEHTOB U HACECJICHUS;

"menmeBas momynsanus” (target population (treatment) (treatment population target)) —
NaIMEHThI, KOTOPHIM Ha3HAYAETCs JICKAPCTBEHHBIN MpenapaT B COOTBETCTBUU C MOKA3aHUSMU
K TPUMEHCHHWIO W TPOTHBOMOKA3aHUSIMHU, TMPEITYCMOTPEHHBIMHU JEHCTBYIONMIEH 0OMIei
XapaKTePUCTUKOM JIEKAPCTBEHHOT'O MIpenapara;

"skcTpeHHas mpobisiema, cBs3aHHasi ¢ Oe3omacHOCThiO" (emerging safety issue) —
npobiiemMa, CBsi3aHHass C O€30MACHOCTHIO, OIICHEHHAs JIep)KaTelieM PEeruCTPalMOHHOTO
yIOCTOBEpPEHUs KaK TpeOylollasi CpOYHOTO BHUMAaHUS yIOJHOMOYEHHOTO opraHa B cdepe
(dapmakoHaa30pa Mo MPUYNHE MOTEHIIMATBLHOTO 3HAYUTEIHPHOTO BIUSHUS HA COOTHOIICHUE "
Mojib3a — PHUCK" JEKapCTBEHHOTo mpemnapata U (WJIM) Ha 340pPOBbE MAIMEHTOB WU
00IIIECTBEHHOE 370pOBhE (370POBHE HACENCHHUSA) W MO NPUYMHE TMOTCHIHATHHOU
HEOOXOJMMOCTH HE3aMEJJIUTEIbHOTO TMPHUHATUS  PEryJsaTOPHBIX JEeUCTBUUA U
WH()OPMUPOBAHMS MAIIMEHTOB M CIICIIHAIMCTOB CUCTEMBI 3IpaBOOXPAHEHU.

[Tonsitue "cooTtHomeHue "mosb3a — pUCK', UCMoNIb3yeMoe B HacTosamux IIpaBunax,
MPUMEHSETCS] B 3HAYCHWUM, ONpeAceHHOM IIpaBuiamMu perucTpanvii U DKCHEPTU3BI
JIEKApCTBEHHBIX CPEACTB I MEIUIMHCKOTO MPUMEHEHHUs, YTBEPKICHHBIMU PereHuem
CoBera EBpasuiickoii 3KOHOMHYECKON kKomuccuu oT 3 Hos0ps 2016 1. Ne 78 (manee —
[IpaBumna perucTpamuu u SKCIEPTU3HI).

II. TpeGoBaHMs K CHCTEME KadeCTBA

1. Cucrema kagecTBa



3. CucteMa KadecTBa SBJISIETCS HEOTHEMIIEMOM COCTABIAIOMIEH CUCTEMBI
¢dapmakoHnaazopa. IlpumenurenbHo K Hajexaued mNpakTuke (papmakoHaa3opa,
orpeenstoueil TpedoBaHUs K CTPYKTYpE U MpoLeccaM CUCTEMBI (hapMaKOHaI30pa, KaueCTBO
oTpeesieTcsl Kak COBOKYIMMHOCTb XapaKTEPUCTUK CUCTEMbI (hapMaKOHA30pa, MO3BOJISIOIINX
B COOTBETCTBUU C MPEANOIAraeMoil BEpOSTHOCTHIO TIOCTUTaTh Pe3yIbTaTOB PaOOTHI CUCTEMBI,
corjacymommxcs ¢ ueiasiMu papmakonaazopa. HeoOXoMMOCTh OLIEHKH CTENEHU JOCTUKEHUS
TpeOyeMoro ypoBHs KauecTBa CHCTEMBbI OIpeaensieT HeOOXOAUMOCTh HaJIUYMs
MPEIBAPUTEIILHO OIpENeNIeMbIX TpeOOBaHMI K KauecTBY. TpeOoBaHUS K KadyeCTBY
MPEACTABIIAIOT COO0M YCTAHABIMBAEMbIE XapaKTEPUCTUKU CUCTEMBI, BBINIOJTHEHUE KOTOPBIX C
ONPEJIEIEHHON BEPOATHOCTHIO MO3BOJISIET JOCTUIaTh IUIAHUPYEMBIX PE3YJIbTATOB, TO €CTh
nener cucrteMbl kadectBa. OOIIMe LeTM CUCTEMbl KauyecTBa B cucTeMe (hapMakoHaa3zopa
onpeaensioTcs B myHkTe 6 Hactosimux [IpaBun. Crneunduueckue nenu U TpeOOBaHUS TIO
KayeCTBY ISl OT/ACIbHBIX CTPYKTYP U MPOIECCOB CUCTEMBI (papMakoHaA30pa OMpEAeIIIIOTCS
B pazaenax [V — VII u [X — XIII mactosmux [Ipasu.

4. CucteMa KaudecTBa JIOJHDKHA OXBAaThIBATh OPTaHU3AIMOHHYIO CTPYKTYpY, 00JacTu
OTBETCTBEHHOCTH, MPOLEIYPbI, IPOLECCH U pecypchl cucteMbl (hapmakoHaazopa. Cucrema
KauecTBa JIOJDKHA BKIIIOYATH B CEOS:

HaJJIeKallee yIpaBjIeHUuE pecypcamu;
KOHTPOJIb COOTBETCTBHs TpeOoBaHUSIM akTOB opraHoB Co103a M 3aKOHOJATENbCTBA
rocyJapCTB-4JI€HOB;
a TaKXe YNpaBJieHUE JOKYMEHTALMEH.
5. CucteMa KadecTBa MpeayCMaTpUBAET IUKIMYECKOE MPOBEICHHUE CIETYIOIINX
MEPOIPUATHN:
a) TUTAaHUPOBaAHWE KavyecTBa padoT 1Mo (papMakoHaI30py;

0) BBIIIOJIHEHUE 3aJ1ay U 00sA3aHHOCTEH B COOTBETCTBUU C TPEOOBAHUSIMU K KAYECTBY (

MIPUBEPKEHHOCTh KAYECTBY);
B) MOHUTOPHUHT U OlleHKA 3(P(HEKTUBHOCTH OpPraHU3AIMU U PaOOTHI CTPYKTYP U MPOLIECCOB
cucteMbl (papmMakoHaa30pa (KOHTPOJIb U 00ECIIEUeHHE KauecTBa);
I') KOPPEKTUPOBKA U YIyUIIEHUE CTPYKTYPhl U MIPOLIECCOB CUCTEMbI (hapMaKkoHai30pa (
YIIy4lICHHE KaueCTBa).
6. O0mMMH 1eNIIMH CUCTEMbI KauecTBa B cucTeMe (papMaKkoHa130pa SBISIOTCS:

a) BBINOJIHEHHE TPeOOBaHUI U 00s3aHHOCTEN MO (papMaKOHAI30py B COOTBETCTBHHM C

axkTaMu opranoB Co103a 1 3aKOHO/IaTEIbCTBOM I'OCY/1apCTBa-UJICHA;
0) mpenoTBpalIeHUE HEeXKENATEIbHbIX MOCIEICTBUM TPUMEHEHUS 3apETrUCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB;
B) o0OecrieueHre MPUMEHEHHUs JIEKAPCTBEHHbIX MPENapaToB MPH MPEBHIIIIEHUH MOJIb3bI HA/Y
PHUCKOM;

I') COJICUCTBUE 3alIUTE 3JI0POBbS MAIMEHTOB M OOIIECTBEHHOTO 370POBbs (30POBBS

HACEJICHUS).



2. ITpuHIMIE HagieXXamen IpakTHKA apMakoOHaI30pa

7. ns BbIMOJIHEHUS IIeJel, yKa3aHHBIX B MyHKTe 6 Hactosuux [lpaBui, ciegyer
MIPUICPKUBATHCS CIASAYIONINX MPUHIIMIIOB MPU pa3paboTKe CTPYKTYP U MPOIECCOB CUCTEMBI
(hapMakoHaa30pa, a TAKXKE MPHU BHITIOJIHEHUHU BCEX 3a7a4 U 00S3aHHOCTEH:

a) obecneyeHre yI0BISTBOPEHHS TOTPEOHOCTEH MAIMEHTOB, MEIUIIMHCKUX paOOTHUKOB
1 00IIeCTBA B 11€JI0M B OTHOIIIEHUHU O€301IaCHOCTH JIEKApPCTBEHHBIX MPenapaTosB;

0) obecneuenue >PGHEKTUBHOrO PyKOBOJCTBA MO BHEIPEHUIO CUCTEMbl KauecTBa U
MOTHBAIIUM TIEPCOHAJIA B OTHOIIICHUH 11€JI€H CUCTEMBI KaueCTBa;

B) BOBJICUEHHE BCEX COTPYJAHUKOB OpraHu3aiuu (MpearnpusTis) B MPOLECC MOIACPKKU
cucTeMbl (papMaKOHA30pa Ha YPOBHE BO3JI0KEHHBIX Ha HUX 00S3aHHOCTEH;

') BOBJICYEHHUE BCEX COTPYAHUKOB OpraHu3aiuu (IpeANpUsITHS) B IOCTOSHHBINA MPOLIECC
MTOBBIIIICHHST Ka4ecTBa CHUCTEMBI (papMaKoHaA30pa COTJIACHO ITUKIMYHOCTH MEPOIPHUSTHH,
yKa3aHHBIX B TyHKTE 5 HacTosmux [IpaBu;

1) opraHu3alus pecypcHOW 0a3bl W pEIICHUE MOCTABJIEHHBIX MEPEJ] CUCTEMOI
dbapmakoHaa3opa 3amad B (popme CTPYKTyp M TIPOIECCOB TaKUM 00Opa3oM, YTOOBI
obecrieunBaTh aKTUBHYIO, COOTBETCTBYIOIIYIO YPOBHIO PHUCKA, HEMPEPHIBHYIO palbOTy IO
(bapmakoHaI30py;

€) YUeT U OlLIEHKA UMEIOIIUXCS JOKa3aTeIbHbIX TaHHBIX O COOTHOIIEHUH "MOJIb3a — PUCK".
JI1st IpUHATHS JATbHEUIINX PEIICHUN TOJKHBI pacCMaTPUBAaTLCS M OIIEHUBATHCS BCE JJAHHBIC
, KOTOpBIE MOTYT OKa3aTh BIUSHHUE HA JAaHHOE COOTHOILICHHE U TPUMEHEHHE JICKAPCTBEHHOTO
npernapara;

) COJIEUCTBUE Pa3BUTHIO d(PGHEKTUBHOTO COTPYIHUUECTBA MEXIY pa3pabOTUUKaMH,
JEpKATENAMU  PETUCTPAIMOHHBIX  yJAOCTOBEPEHUN JIEKAPCTBEHHBIX MPENapaTos,
YIOJITHOMOYEHHBIMU OpraHaMu B cpepe dapmMakoHaa30pa (J1ajiee — yIoJTHOMOUCHHBIC OPTaHbI
), YUpEXKACHUSIMHU 3]paBOOXPAHCHHUS, MAIMEHTAMH, MEAUIIMHCKUMU PAa0OTHUKAMU, HAYYHBIMU
Opra”Hu3alusIMU M JPYTMMH 3aMHTEPECOBAHHBIMM JIMII[AMU B COOTBETCTBUU C
3aKOHOJATEIHLCTBOM I'OCY/IapCTB-UJICHOB.

3. OTBETCTBEHHEIC 3a CHCTEMY KadecTBa

8. 3a obecrieueHne pabOTHI cUCcTeMBbI hapMakoHaA30pa B COOTBETCTBUM C TPEOOBAHUSAMU
K CHCTEME Ka4eCTBa HECYT OTBETCTBEHHOCTh BCE CIICIIMAIIUCTHI, BHITIOJHSIONINE PabOTy 110
OpraHM3allMi CHUCTEeMbl KaudecTBa. OpraHuzaius AOJDKHA O0O0ECHeYUuTh JOCTATOYHOE
KOJINYECTBO KOMIETEHTHBIX U OOYYEHHBIX CIEIHATUCTOB, UMEIOIINX COOTBETCTBYIOUIYIO
npo¢eCCHOHANBHYIO TOJATOTOBKY, i BBINOJHEHHUS TpedyemMoro oodbemMa paboT 1o
(hapMakoHaA30py Ha HajAJIeKaIleM YpoBHE. B nx 00s3aHHOCTH JOJKHO BXOAUTH COOJTIOZICHUE
MEPOIPUATUNA, U3JI0KEHHBIX B MyHKTE 5 HacTosAwux [Ipasuir.
9. PykoBoauTeasIMM OpraHu3auil JOJDKEH OBITh 00€CIeUeH CHUCTEMHBIM MOAXOJ K
o0ecIeueHnI0 KauecTBa CUCTEMBI (papMakoHaa3opa. PykoBoguTenn opraHu3aiuil B paMmKax



BBITIOJIHEHUST (DYHKITMI 10 00€CTIEUeHUI0 CUCTEMHOTO MOJIX0/1a HECYT OTBETCTBEHHOCTH 3a
oOecrieyeHue:

a) TOKYMEHTHUPOBAHMS CUCTEMbI KaueCTBa B COOTBETCTBUHU C TPEOOBAHUSIMH TTOPA3ICIIOB
9 — 11 nacrosmero paszaena;

0) HaJJIeXKallero KOHTPOJS M JTOKYMEHTHUPOBAHHUS BCEX HU3MEHEHHUH B CHCTEME
(dapmakoHa30pa U cUCTEME KauecTBa (papMakoHa130pa;

B) TpeOYEMBIMU peCypcaMHt JIJisl HaJIJIEKAIIEro 00yUeHHUS;

r) TpeOyemMbpIMU pecypcaMu (B TOM 4YHUCIE€ HEOOXOIWMBIMU TMOMENICHUSMH U
000pyIOBaHUEM U T. 11.);

1) HAJJIEKAILIETO YIPABICHUS! COOTBETCTBUEM;

€) Ha/IJIeXKAILETO YIPABJICHUS 3aMUCSIMU;

) BBITIOJTHEHUS PETYJIIPHON OIEHKH Pa0OThl CUCTEMBI (papMaKOHAA30pa, BKITIOUAs
MHTETPUPOBAHHYIO CHUCTEMY KayecTBa, C NoATBepxkiacHueM ee 3ddextuBHoctu. [lpu
HEOOXOJAUMOCTH JIOJKHBI PEaTN30BBIBATHCS KOPPEKTUPOBOYHBIE U MPENyNpPEIUTEIIbHBIC
MEPOIPUSTHUS;

3) Han4us 3(PEKTUBHOTO MEXaHU3Ma peajn3alud COOTBETCTBYIOIIMX MEP B clydyae
BBIABJICHUS W3MEHEHHH mpoduiisi 0e30mMacHOCTH pa3pabdaThIBA€MBIX M BBIMTYCKAEMBIX
JIEKapCTBEHHBIX MPEnapaTosB;

1) CBOEBPEMEHHOTO BBISBJICHUS M IPUHATHUS MIPU HEOOXOAUMOCTH KOPPEKTHPOBOYHBIX U
OpeAyNpeUTeNIbHBIX MEp B Cllyyae HECOOJIOJIEHHS TpeOOBaHUN K KAadyeCTBY CHUCTEMBI
(dhapmakoHaa30pa;

K) IPOBEICHUSI PETYIISIPHBIX ayIUTOB CUCTEMBI.

4. O6y4eHne nepcoHaia

10. Bo3moxkHOCTh oOecriedeHusi TpebyeMoro KadecTBa BBITIOJHEHHUS IPOIIECCOB,
CBSI3aHHBIX C ()apMaKOHAJ30POM, U TOJIyYaeMbIX PE3yJIbTaTOB HEMOCPEICTBEHHO CBSI3aHA C
HaJIMYUEM JIOCTaTOYHOTO KOJIMYECTBA KOMIIETCHTHOTO, KBATU(DHUITUPOBAHHOTO M 0OYIECHHOTO
nepcoHana.

11. B opraamsanuu 10KeH OBITh pa3pa0d0TaH U JTOJDKEH BBITIOIHATHCS TJIaH 00yYeHHUS
CIIEMAIUCTOB IO (papMaKOHAI30PY, a TAKKe JOJDKHO 00ecTeurBaThCs BEACHUE 3alUCEH 10
JOKYMEHTUPOBAHUIO OOyYEHUSs, MOJJACPNKAHUIO U PA3BUTHUIO YPOBHS KOMIIETEHIIMU
nepcoHana. [lnan oOyueHus TOMKEH OCHOBBIBATHCS Ha OIEHKE HEOOXOJIUMOCTH OOyYEHUS.
Pa3paboTka u BBITIOJIHEHUE TIJIaHA MOJIEKAT KOHTPOJIIO U MOHUTOPUHTY.

12. O6yueHne JOJDKHO BKIIIOYATh B C€0s1 BBOJHOE 00OYUECHHE U MOCIIeIyIolIee 00yueHne
Ha MPOTSHKEHUU BCEro mepuoja paboThl B COOTBETCTBUU C BHIMOJHSEMBIMU (DYHKIUSIMU U
MOCTaBICHHBIMM 3anadamu. OOydeHHe IOKHO OBITh HAamIpaBJICHO Ha IIOBBIIICHUE
COOTBETCTBYIOIINX MPO(ECCHOHAIBHBIX HABBIKOB, BHEJIPEHHE HAYUYHBIX JOCTHKCHUU B
MPAKTUKY U BBIMOJHSIEMbIE MPOLIEAYPHI, 00€CIIEYeHHEe COOTBETCTBUS BCEX CIEIIMATUCTOB
TpeOOBaHUSAM K KBadu(dUKAINU, NMPO(ECCHOHATbHBIM HaBbIKaM, 3HAHUSAM W TMOHUMAaHHIO



BBITIOJHSAEMBIX MPOLEAYP, CBA3aHHBIX C (hapMaKoHaI30poM. Bce coTpyIHUKH TOJIKHBI OBbITH
00yYeHbI BBIMOJHEHHUIO MPOLEAYP, MPEAYCMOTPEHHBIX MPU MOIYyYEHHH HHGPOpPMALUU O
npobiieMe, CBI3aHHOM ¢ 6€30MacCHOCTbHIO JIEKAPCTBEHHBIX MPENapaTos.

13. JleiicTByIomMe B OpraHU3alMK MPOLECChl MO MPOBEACHUIO O0y4YeHUsl JOJIKHbI
MpeyCMaTPUBATh JIEMEHTHI KOHTPOJISI pE3yJIbTaTOB O0yUEHUS IO JOCTHKEHHUIO TPeOyeMoro
NOHMMAaHUS W BBINOJHEHUS GYHKIUA 10 (apMakoHAA30py, a TaKXKe OIMpPeaesiTh
HE00XOAMMOCTh MOCIEAYIOMIEro 00y4eHusI B COOTBETCTBHUHU C IJIaHAMU MPOPECCUOHAIBHOIO
Pa3BUTHS OPraHU3ALMHU U CIIEHUAIIMCTOB.

14. B opranuszauum TpeOyeTcss NMPOBEIECHUE COOTBETCTBYIOLIETO OOy4YEHHS
ONpeeeHHBIM acneKkTaM (apMakoHaA30pa CHELHUATUCTOB JPYTUX MOApa3aesIeHU,
JEeSATEIbHOCTh KOTOPBIX CIOCOOHA MOBIMATH Ha MOKAa3aTelu CUCTEMBbl (hapMaKoHaaA30pa U
BBITIOJTHEHNE (PYHKIMM 10 (papMaKkoHaa30py. YKa3zaHHas JESTENbHOCTh BKIIOYAET B ce0s B
TOM YHUCJIE MPOBEJACHUE KIMHUYECKUX HCCIENOBaHUM, paboTy C kaiobaMu, MOATOTOBKY
MEIULMHCKOW HH(OpMaLMKU, TPOJAKY M MApPKETHHI, NOATOTOBKY PETHMCTPAal[MOHHBIX
JTOKYMEHTOB, IPABOBBIE BOIPOCHI U ay/IHT.

5. CpencrBa u o6opynoBaame it apMaKoHaI30pa

15. Hoctmwxenue TpeOyemMoro ypOBHS KadecTBa OCYIIECTBICHHUS MPOILIECCOB
(dapMakoHa/30pa U MOJYYaEMbIX PE3YyJbTATOB CBSI3aHO TakKe C O00ECIIEUEHHEM CHCTEMBI
HEOOXOMMBIMHU CPEJCTBAMHU U 000PYJOBAaHUEM, UCTIOIb3YEMBIMU B ATHX MPOIECCAX.

16. CpencrtBa u 000py/I0BaHHUE JOJKHBI pacrojararbesi, ObITh CKOHCTPYHUPOBAHHBIMH,
aJanTUPOBAaHHBIMU M OOCITY)XMBAaeMbIMU TakKUM 00pa3oM, YTOOBI COOTBETCTBOBATH
MIOCTaBJIEHHOM LIEJIM COIJIACHO 1IEeIsIM KauecTBa B papMakoHaazope. CpesicTBa, 000py/10BaHHE
U UX (QyHKUIMOHAIbHBIE CBOMCTBA, BAKHBIE JJI OCYIIECTBICHUS (papMaKoHaA30pa, MOAJIEkKAT
COOTBETCTBYIOILIEH NPOBEpPKE, KBAIM(PUKAUUU U (UIM) BaIMJALUUU JJI1 MOATBEPKIACHUS
COOTBETCTBHUS Lienu. i onpeneneHus: MacTadba npoBepKU, KBAIM(PUKAIWMU WIH BaIUIalUN
CIeAyeT HCIOJIb30BaTh JOKYMEHTUPOBAHHYIO OLIEHKY PHUCKA. ODTOT METOJ YHpPaBJIECHUS
pUCKaMU HEO0OXOJMMO NPUMEHSTh B TEUEHHE BCEro CpPOKa HJKCIUIyaTallMd CPENCTB U
000OpyZI0BaHUsl C YYETOM Takux (HaKTOpOB, KaK BIMAHHME Ha 0€30MacCHOCTh MAIMEHTa U
KayecTBO JaHHBIX, @ TaKK€ CJIOKHOCTb COOTBETCTBYIOUIUX CPEJCTB U OOOPYIOBaHMS.
Opranuzauus QyHKIHMOHUPOBAHUS MH(POPMAIMOHHBIX CHUCTEM JIOJDKHA MpPElyCMaTpUBATh
HaJu4he TPOLEcCCOB OOecnedYeHuss COOTBETCTBUS HCIOJIb3YyEMOM TEpPMHHOJIOIUU
JEUCTBYIOIMM OOHOBJICHHBIM BEPCHUSIM UCIOJIB3YEMON MEXKIyHApPOJIHON TEPMHUHOJOTUU C
BHEJJPEHUEM CBOEBPEMEHHBIX U3MEHEHHH B UCII0JIb3yEeMble HH(POPMALIMOHHBIE CUCTEMBI.

6. O6ecneueHne nepKaTeIAMA PETHCTPAHOHHBIX YIOCTOBEPEHHIA JIEKAPCTBEHHEIX IpEeNapaToB
COOTBETCTBHA TPeOOBaHMAM aKTOB OpranoB Cor03a M 3aKOHOAATEIFCTBA I'OCYJapCTB-WICHOB



17. B nensix obecreyeHuss COOTBETCTBUS TpeOOBaHUSAM akTOB opraHoB Coro3a H
3aKOHOJATENbCTBA TOCYAAPCTB-WICHOB JAEpPXKATEIIMH PETUCTPAIMOHHBIX YJAOCTOBEPECHUIA
JIEKapCTBEHHBIX MPENapaToB JJOJKHBI BBIOTHATHCS MPOIECCHl O0ECIeueHUs] KavyecTBa
CHUCTEMBI, IISJSIMHU KOTOPBIX SIBJISTFOTCS:

a) BBIMIOJIHEHUE TOCTOSTHHOTO MOHUTOPUHTA JTAHHBIX MO (papMaKoHAA30py, pa3paboTka u
BHEJPEHUE ME€pP MUHUMU3AIMKA PUCKOB MPHU ONPEIACICHUH WX HEOOXOANMMOCTH, HajJIexKanias
OLIEHKA JJAaHHBIX O OE30MaCHOCTH BHE 3aBUCUMOCTH OT UCTOYHHKA MX TIOTYy4EHUS (CO CTOPOHBI
MAaIMEeHTOB, MEIUIIMHCKUX U (PapManieBTHYECKUX PaOOTHUKOB, OMyOJIMKOBAHHBIX B HAYYHOU
METUITUHCKON JTUTEPATypPE, BBIIBICHHBIX B X0JI€ MOCTPETUCTPAITMOHHBIX MCCIICIOBAHUH);

0) BBIMIOJIHEHUE HAYYHOU OIEHKH BCel MHpoOpManuu 1no npopuiito 6€30macHOCTH
JIEKapCTBEHHOTO TMpernapara, BKIouas HWHGOPMAIMI0O O HEXKEIATeNbHBIX PEaKIusX,
Pa3BUBIIMXCS B TOM YHUCJIE NMPU MPUMEHCHHH B COOTBETCTBUU U HE B COOTBETCTBUU C
YTBEPKJIEHHOM O0IIeil XapaKTepUCTUKOMN JIEKApCTBEHHOTO MperapaTa Wik UHCTPYKIUEH 1Mo
MEIHUITMHCKOMY TPUMEHEHUIO (JUCTKOM-BKJIAQABINIEM) (7anee — WHCTPYKIUS TIO0
MEIUIITHCKOMY MPUMEHEHHUIO);

B) BBINOJIHEHHE TpeOoBaHUM akToB opraHoB (Coro3a U 3aKOHOJATEILCTBA
roCyJapCTBa-wiIeHa IO MPEACTABICHUIO B YIIOJHOMOYEHHBIM OpraH IOJHOM, TOYHOW M
JOCTOBEpHOW HWH(POpMaIUK O HEXKETATCIbHBIX pEAKIUAX W HHOM WHPOpMalum o
0e30MmacHOCTH JIEKAPCTBEHHBIX TIPEMapaTtoB B COOTBETCTBUM C YCTAaHOBJICHHBIMHU
3aKOHOJIATEIHCTBOM IOCYIapCTBA-UJIEHA CPOKAMU PETIOPTUPOBAHUS;

r) obecreueHne KayecTBa, EIOCTHOCTU U MOJHOTHI MpEeACTaBIsieMo HH(pOpMAIN O
pUCKaxX JIEKapCTBEHHBIX MpernapaToB, BKJIIOYAs MPOLECCHl MCKIIOUEHUS ITyONHpYIOIIEH
uH(GOpPMAIIMU U HAJISKAIIeH BaTUAAlMA CUTHATIOB,

1) obecrnieuenrue d3hPEKTUBHON B3aMMOCBS3U C YIIOJJHOMOUYCHHBIMH OpPTraHaMH, BKIIIOYAs
nH(popMupoBaHuEe 00 M3MEHEHUAX NMPOuUiIs 0E30MaCHOCTU JIEKAPCTBEHHBIX MPENApaToB U
HOBBIX PUCKaX, MacTep-daiie cuctemMbl (papMakoHaa30pa, CUCTEMbI YIPABICHUS PUCKaMHU,
Mepax MHHHMH3AIMU PUCKA, MEPUOIUYECKOTO OOHOBISIEMOr0 OTYeTa MO Oe30MacHOCTH,
KOPPEKTUPOBOYHBIX U MPEIYyNPEAUTEITHLHBIX MEpaX, MOCTPETUCTPAITMOHHBIX HCCIICTOBAHUIX
0€e30IMacHOCTH;

e) obecriedueHue COOTBETCTBUS MH(OPMALMU O JIEKAPCTBEHHBIX Mpenaparax (oomei
XapaKTEePUCTUKU JIEKAPCTBEHHOTO Ipenapara, MHCTPYKIHUU 110 METUIIMHCKOMY MPUMEHEHHUIO)
COBPEMEHHOMY YPOBHIO HayYHBIX 3HAHUN;

K) obecriedeHre MEAUITMHCKUX PAOOTHUKOB U MAIIMEHTOB HH(pOpMaIUe 0 6€30MaCHOCTH

7. O6ecneueHne yoTHOMOIEHHRIMA OPraHAMH COOTBETCTBHSA TPEOOBaHUAM aKTOB OPIaHOB
Coro03a ¥ 3aKOHOZATEIHCTBA FOCYJAPCTB-WICHOB

18. YoniHOMO4Y€EHHBIE OpraHbl JOJKHBI HMETh COOTBETCTBYIOILYIO CUCTEMY 00€CIIEUEHUs
KadecTBa IIPOLIECCOB B LIEIAX:



a) OILIEHKH Ka4eCcTBa MPEJICTABISIEMbIX TAHHBIX O (hapMaKOHaA30pE;
0) oleHKH U 00pabOTKH JJAHHBIX O (papMaKOHAA30pPE B COOTBETCTBUU C TPEOOBAHUSIMHU
akToB opraHoB Co103a ¥ 3aKOHO/IaTEILCTBA TOCYAapCTB-UJICHOB;
B) 0OCCIICUCHUSI rapaHTUPOBAHHON HE3aBUCHMOCTH B BBITIOJIHCHUH JCATEILHOCTH T10
(dhapmMakoHaI30pY;
r) 3¢ hexTuBHOrO0 MHOOPMAITMOHHOTO B3aUMOJICHCTBUS C MAIlUEHTAMHU, MEIUIIMHCKUMHU
pabOTHUKAMHU, IePKATESIISIMH PETUCTPAIIMOHHBIX YI0OCTOBEPEHHUI M OOIIIECTBOM B IIEJIOM;
1) MPOBEJICHUSI MHCIIEKIINM, BKJIFOYAs TOPETUCTPAIMOHHOE WHCIIEKTHPOBAHUE.
19. He3aBUCUMOCTH BBIMOJHEHUS ACATEIBHOCTH MO (hapMaKOHAI30py OMpeaessieTcs
MPUHATHEM BCEX PETYJSTOPHBIX PEIICHUW TOJBKO B WHTEpPECax 3/I0POBbS MalMEHTa U
00I11IeCTBEHHOTO 3/I0POBbSI (370POBbs HACETICHUS ).

8. Yopasnenne qokymeHTamuen

20. Cucrema ymnpaBjeHHUs NOKyYMEHTALMEHN SIBISETCS YacTbIO CHUCTEMBI KayecTBa,
pacrnpocTpaHseTcs Ha BCE JOKYMEHTBl CHUCTEMBbI (apMakoHaJg30pa W 00ecneyuBaeT
BO3MO>KHOCTh TOMCKA JAHHBIX U MPOCIEKUBAEMOCTh BBINOJHIAEMBIX MPOLENYpP, BKIHOUYas
NpOLENYypbl OLIEHKM HOBBIX JaHHBIX M pacclieoBaHHs NpoOJieM, CBSI3aHHBIMU C
0€301aCHOCTbI0 MPUMEHUTEIBHO K MIPaBUIBHOCTH BBINOJIHEHUS MPOILIECCOB, BPEMEHH
BBINOJIHEHUS PACCIIEA0BAHUMN U IIPUHSATUS PELLICHUN.

21. Cuctema yrpaBiieHUs JOKyMEHTaIlMeH 10/ KHA 00eCcTIeYuBaTh:

a) yIpaBjieHHe KaueCTBOM JIaHHBIX 0 (hapMaKOHaA30pe, BKIIOYAst UX MOJHOTY, TOYHOCTh U
LEJIOCTHOCTH;

0) CBOEBPEMEHHBIH JIOCTYT KO BCEM 3aIUCSM;

B) 3(()eKTUBHYIO BHYTPEHHIOIO U BHEILIHIOIO NIEpeiayy JaHHBIX;

I') XpaHEHHE JIOKYMEHTOB, UMEIOLIMX OTHOIIEHHE K cucTeMaM (apmakoHaA30pa U
OCYLIECTBJIEHUIO (papMaKoOHaJ30pa MO KaXJAOMYy U3 JIEKAPCTBEHHBIX MPENapaToB, COIIACHO
IIPUMEHUMBIM CPOKaM XPAHECHHS.

22. JlepkaTeiab perucTpaliOHHOr0 Y0CTOBEPEHHUS JIEKAPCTBEHHOIO Mpernapara (J1anee —
JepKaTelb PErucTPalMOHHOTO YAOCTOBEPEHHUs) MOJDKEH OOecleunTh Haaliexalee
JOKYMEHTHpPOBaHUE, 0OpallleHue U XpaHeHue Bcell nHpopmali o papMakoHaa30pe ¢ UEIbIo
BBIIIOJIHEHHSI IPOLEAYP TOUHOI'O PENOPTUPOBAHUS, UHTEPIPETALMH U BEpU(PUKALIMN JAHHBIX.
JlepkaTenemM perucTpalmoHHOTO YJIOCTOBEpPEHHUs JOJKHA OBbITh OOeclieueHa cucTeMa
MPOCIEKUBAEMOCTH U MOCIEAYIOIIET0 HAOIIOEHUS 32 HEXKEIATeIbHBIMU PEAKLUSAMH.

23. CucreMa ymnpaBiieHUs JOKYMEHTAIlMEeN MOJKHA BKIIOYATh B ce0sl KOMILJIEKC Mep 10
oOecrieyeHn0 0€30MacCHOCTH M KOH(PUIAECHUHUAIBHOCTH JAHHBIX B LEJIAX BBITOTHEHUS
TpeOOBaHUIl MO 3alMTE NEPCOHAIBHBIX JaHHBIX MAIlUEHTOB B COOTBETCTBUU C TPEOOBAaHUSIMU
3aKOHOJ/IATENIbCTBA TocyAapcTBa-wieHa. CucTeMa YNpaBieHUs JOKYMEHTaluenl AO0JKHA
IIpeayCMaTpUBaTh CIELUAIbHbIE MEPBI HA KAKJIOM 3Tale XpaHeHus, 00pabOTKU U Nepeaadn
JaHHBIX 0 (papMaKoHaA30pe ¢ obecrneueHreM 0e30MacHOCTH U KOH(UIEHIIMATbHOCTH JTAHHBIX



. YKa3aHHbIe Mepbl JOJDKHBI BKJIIOYATh B CEOsl CTPOroe OrpaHMYEHHE JOCTYyNa K JaHHBIM,
COrJIaCHO KOTOPOMY JOCTYI K JIOKYMEHTAIlMU U 0a3aM JaHHBIX JOJDKEH ObITh OrpaHUYeH
aBTOPU30BAaHHBIMHU JIMLIAMHU.
24. CucrteMa ynpaBjeHUs] JOKYMEHTAlMeW MOJKHA BKJIIOYaTh B Ce0sl MPOLIECCHI
o0ecrniedeHus 3auuThl HHPopMAIH 0 hapMaKOHAI30pe OT MOTEPHU U pa3pyLICHHS.
25. Cucrema ynpaBiieHHs TOKYMEHTallMen JOJIKHa ObITh OmnrcaHa
B [TOJINTHKE YNPABIECHUS JOKyMEHTAIUEN.

9. loKkyMeHTanmus CHCTeMBI KadeCTBa

26. Bce sneMeHThl, TpeOOBaHUS W TOJIOKEHUS CUCTEMbI KayeCTBa JOJKHBI OBITh
JIOKyMEHTHUPOBAHbl U CUCTEMATU3UPOBAHBI COOTBETCTBYIOIIUM O0Opa3oM B BHJIE IUIaHA IO
KaueCTBY, pYKOBOJICTBA IO KA4E€CTBY, MTPOIIECTYP IO KAYECTBY M OTYCTOB IO KaYECTBY.

27. IlnaH Mo Ka4ecTBY OMPENEIIIeT OCHOBHBIC IIEJIM CHCTEMbI KauyeCTBa M MPOIIECCHI,
KOTOPBIE JTOJKHBI OBbITh BHEJIPEHBI JUIsl IOCTUKEHUSI TIOCTABJICHHBIX 1eneld. [Ipouenypsl mo
KaueCTBY MPEACTABIISIIOT COO0H OMMCaHNE YCTAHOBIEHHOTO MOPSIIKA BHITIOIHEHUS MPOIIECCOB
U MOTYT UMETh (JOPMY CTaHIAPTHBIX OMEPAMOHHBIX MPOIEAYP U PabOUNX HHCTPYKIIUHA WA
PYKOBOJCTB. PYKOBOJCTBO MO KadyecTBY OMpeAenseT 00JacTb PacHpOCTPAHEHUS CUCTEMBI
KauecTBa, MPOIECCHI CUCTEMbI KAUeCTBA U UX B3aUMOCBS3b. OTUETHI 110 KaUYECTBY BKIIOYAIOT
B ce0s MOJy4YeHHBIC Pe3yJbTaThl PaOOTHl CHCTEMBI JTUOO TOJITBEPKICHUS BBITIOJHICMOM
JeSITETHHOCTH.

28. Jlns obecnieueHUs: CHCTEMHOTO TI0/1X0/1a TIPH TUTAHUPOBAHUH KauyeCcTBa OpraHU3aIlHsI
JIOJI’KHA OTIPEJICITUTD:

a) 1eau B 00JIaCTH KauecTBa B COOTBETCTBUU C OOIIMMU LIEJISAMH CUCTEMbl KQa4eCTBY
CUCTEMBI (hapMaKOHA30pa COTJIACHO MyHKTY 6 HacTosmux [IpaBmt u cierupuaecKuMu s
OTJIEJLHBIX CTPYKTYP U MPOIECCOB IEISIMU B 00JIACTH KaueCTBa COTJIACHO COOTBETCTBYIOIIUM
paszzenam HacrosAwmx [lpasui;

0) MeTo bl MOHUTOPUHTA 3(PPEKTUBHOCTU CUCTEMBI (hapMaKOHAA30PA.
29. Hannuue n paboTa CUCTEMBI Ka4eCTBa IOKYMEHTUPYETCS C TIOMOIIBIO:
a) TOKyMEeHTaIuu 00 OpraHnu3aOHHON CTPYKTYpe B 00S3aHHOCTSAX MIEPCOHAA;
0) IMJ1aHOB OOYYEHMS U 3aMKCel O MPOBEJICHHOM O0yUYCHUH;
B) WHCTPYKIMHM IO BBITTOJHCHHUIO TPOIECCOB YMPABICHUS B COOTBETCTBHHU C
3aKOHOJIaTEIHCTBOM IOCY/1apCTBA-UIICHA;

I') MHCTPYKIIUU TIO BBITIOJTHEHUIO MPOIECCOB, PEATU3YEeMbIX B YCIOBHIX CHUTYaIlHH,
TpeOYIOIIeH MPUHATUS CPOYHBIX MEp, BKIIIOYAsl MPOLEIYyPhl 0OECIIeYeHUsI HEPEPHIBHOCTH
TCSATEIBHOCTH;

1) MHAUKATOPOB BBHITIOJIHEHUS MIPOIIECCOB, KOTOPHIE MCIOIB3YIOTCS ISl TTOCTOSTHHOTO
MOHHMTOPHUHTA HAJIJICKAIIETO BHIMOTHCHHUS QYHKIIUN TTO hapMaKOHaA30pY;

€) OTYETOB MO AYIUTY W TMOCIECAYIOIIEMY ayJIUTy CHUCTEMbl KadeCTBa, BKIIOYAs
NOJIy4eHHbIC JaHHBIC U PE3YJIbTATHI.



30. loxymeHTaIus 0 CUCTEME KauecTBa JOJDKHA TaKKe BKIKOYATh B CeOsl:
a) MeToAbl MOHUTOPHUHTA 3P(HEKTUBHOCTU CHUCTEMBI KauyecTBa U, B YaCTHOCTH, €€
CHOCOOHOCTH IOCTUTaTh LIEJTM CUCTEMbI KaueCTBa;
0) MOJIUTUKY YIIPABJICHUS TOKYMEHTALUEH;

B) JOKYMEHTBI O pe3yJbTaTax BBINOJHEHHBIX MpOIEAyp Mo (apMakoHAIA30pYy,
HOJTBEPKIAIOIINE BBIIIOJHEHUE NTPEAYCMOTPEHHBIX 3TANlOB U JCHCTBUIA;

I) JOKYMEHTBl M OTYETHl O CpPEACTBaX M OOOPYIOBAaHHUM, BKJIIOYAs MPOBEPKY
(GyHKLIHOHAJIBHBIX CBOMCTB, JEATEIBHOCTh MO KBAIM(PUKALUMM U BaJlWJalUU, KOTOPBIE
MOATBEPKJAIOT BBIMNOJHEHUE BCEX CTaAul, NPEAYCMOTPEHHBIX COOTBETCTBYIOILIMMU
TpeOOBaHUSAMHU, IPOTOKOJIAMHU U MPOLIETypaMu;

1) JOKYMEHTBI, MOATBEPKIAIOUIME KOHTPOJb HEJOCTATKOB W OTKJIOHEHHH OT
YCTAHOBJIEHHON CUCTEMBI Ka4eCTBa, MPUHATHE MPEAYNPEIUTEIbHBIX U KOPPEKTHPYIOIIUX
MEPONPUATUH, OLEHKY 3P PEKTUBHOCTU MPUHSTHIX MEP.

10. JonomHwTENbHAS JOKYMEHTAIAA O CACTEME Ka4eCTBa JISPIKATENA PErHCTPAIIOHHOTO
yZIOCTOBEpEHUA

31. B nononHeHue Kk TpeOyemMoil JOKYMEHTAIlMU O CHUCTEME KadecTBa JepiKaTeib
PETUCTPALIMOHHOIO YIOCTOBEPEHHUSI JOJDKEH TOKYMEHTUPOBATD:
a) yIpaBJICHHE YEJIOBEUECKUMHU PECypcamu;
0) 00s13aHHOCTH ¥ (PYHKITUU TIEpCOHAJIa CUCTEMBI (DapMaKOHA130pa;
B) OpPraHU3alMOHHYIO CTPYKTYPY, ONPEIEISIONIYI0 MePAPXUUYECKYI0 B3aHMMOCBS3b
YIIPABJISIIOIIETO U KOHTPOJIUPYIOIIETO MEPCOHANIA, 4 TAKIKE CUCTEMY YIIPABJIECHUS PECYpPCaMU;
') HHCTPYKIMU IO BBIIOJIHEHUIO KPUTHYECKUX MTPOIIECCOB;
1) CUCTEMY yHpaBJICHUS JOKYMEHTAIUEH.

11. ﬂonmmm‘em:naa AOKYMCHTAIlHA O CHCTEME KauCCTBa YIIOJJHOMOYCHHBIX OPraHOB

32. B nononHeHue K TpeOyeMoil JOKyMEHTAIIMN O CUCTEME KauyecTBa YITOJTHOMOYCHHBIH
OpraH JIOJDKEH JOKYMEHTHPOBATh OPraHU3AIMOHHYIO CTPYKTYpY, paclpeseieHue 3aaad u
OTBETCTBEHHOCTH MEXy BCEM IEPCOHAJIOM CHCTEMBI (papMaKoHAA30pa, a TAKKE OMPEICTUTh
KOHTAKTHBIX JIUIT JIsI 00€CTICUeHUS B3aMMOICUCTBHS MEXKY YIIOJTHOMOYEHHBIMU OpTraHaMU,
JEPKATEISIMU  PETHCTPAIIMOHHBIX yJAOCTOBEPCHUN U JIMIIAMHU, MPEICTABISIONIIMU
nH(pOopManuo 0 pUCKaX JEKAPCTBEHHBIX IMPENapaToB MPUMEHUTEIHFHO K WX BIUSHUIO HA
3JI0POBbE MAIMEHTOB U OOIIECTBEHHOE 3/I0POBbE (310POBHE HACEIICHNUS).

12. Kpurmaeckue mporeccsl B papMaKkoHaI30pe

33. Kpurtuyeckue npoiiecchbl B papMakoHaA30pe BKIOYAIOT B ceOs:
a) HEMPEepbIBHBIN MOHUTOPHUHT MPOGUiIs 6€30MaCHOCTH U COOTHOILIEHHUA "T0JIb3a — pUCK"
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPENAPATOB;



0) BHEIpEHUE, peaTu3alio U OIIEHKY CUCTEMbI YIPABICHHUS PUCKaMU (B TOM YHCIIC
OLICHKY 3(P(PEKTUBHOCTU MEP MUHUMU3ALIMH PUCKA);

B) pa0OTy ¢ MHAMBUIYATHHBIMU COOOIICHUSIMU O HEXENATEIbHBIX peaknusx (coop,
00paboTKy, yIpaBleHHE, KOHTPOJIb KadecTBa, TMOJYy4YCHHUE HEJAOCTAOIINX JaHHBIX,
IPUCBOCHUE HOMeEpa, KiIacCHU(UKAINIO, BBISIBJICHHE MOBTOPHBIX COOOIICHHH, OLEHKY U
CBOEBPEMEHHOE MPEJICTaBICHUE);

I') yIpaBJIeHUE CUTHAJIaAMU;

1) pa3paboTKy, MOATOTOBKY (BKJIIOYAsi OIEHKY JAHHBIX M KOHTPOJIb KadecTBa),
MPEJICTaBICHNE U OLIEHKY TIEPUOINYECKUX OOHOBIISIEMBIX OTYETOB IO OE30MACHOCTH;

€) BBIIIOJIHEHHE 00s13aTENIbCTB U MPECTaBICHUE OTBETOB HA 3alpPOChl YIOJTHOMOYEHHBIX
OpraHoB, COJEp>KalIUX JTOCTOBEPHYIO U MOJIHYIO HH(OPMAIHIO;

&) oOecrieyeHne B3aMMOJIEUCTBUS MEXAy (HhapMakOHAaI30pOM M CHUCTEMOW KOHTPOJIS
Ka4yecTBa JIEKAPCTBEHHBIX MPENapaToB;

3) UHGOPMHUPOBAHUE YTOJHOMOUYEHHBIX OPTraHOB O BCEX MpoOJieMax, CBSI3aHHBIX C
0e30MmacHOCThIO (BKJIIOYAs WM3MEHEHUsS B OIGHKE COOTHOIIEHHUsS '"moiab3a — puck”
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPaTOB);

1) UHPOPMHUPOBAHUE MEIUIIMHCKUX U (DapMalleBTUUECKUX paOOTHUKOB, MAIMEHTOB 00
M3MEHEHHUSX B OIIEHKE COOTHOIICHHUSA "M0Ib3a — PUCK" B LEAX oO0ecrieueHns 0€30macHoro u
3¢ (HEKTUBHOTO TPUMEHEHUS JICKAPCTBEHHBIX MTPENapaToB;

K) obecrieyeHrne COOTBETCTBUSI MHPOPMAIIMHU O JICKAPCTBEHHOM Mpemnapare (BKItouast
OOIIyI0 XapaKTEePUCTHKY JIEKAPCTBEHHOI'O Mpemnapara JUuisi MEIULUHCKOTO MPUMEHEHUs)
COBPEMEHHOMY YPOBHIO HAYYHBIX MEIUIIMHCKUX 3HAHUH, B TOM YHUCJE 3aKIIOYEHUSIM 00
OLIEHKE U PEKOMEHAIINSIM YIIOJTHOMOYCHHBIX OPTaHOB;

J) peanu3aiuio W3MEHEHH PEerucTPalioOHHOTO JOChe MO MPUYMHAM, CBSI3aHHBIM C
0€30MacCHOCThIO, B COOTBETCTBUH CO CPOKAMU BBHITIOJIHEHUSI HEOOXOIUMBIX JEHCTBUM.

34. Tlnan obGecrnieueHus: HENPEPHIBHOCTH MPOIIECCOB JOHKEH pa3padaThiBaThCsl HA OCHOBE
PHUCK-OPHUEHTHPOBAHHOTO TIOJIX0/a M TOJIKCH BKIIFOYATh B CEOS:

a) ompejeneHne COOBITHI, KOTOPbIE MOTYT CYIIECTBEHHO MOBJIUATH Ha MEPCOHAI
OpraHu3alliy B LIEJIOM JINOO HA CTPYKTYPHI U MpoIiecchl (hapMakoHaa30pa B YaCTHOCTH;

0) pe3epBHBIE CUCTEMBI Ha Clly4ail HEOOXOAMMOCTH 3KCTPEHHOr0 0OMEHa HH(pOpMALIHEH
BHYTPU OpraHHU3allMd, C JPYTUMU OpPraHU3alMUsIMHU, BBIMOTHAIOMUMUA (GYHKIUUA 110
dbapmakoHan30py, C JOPYTUMH pa3paboOTYMKaMH, [IEpKATEIIMU PETHCTPAIMOHHBIX
YAOCTOBEPEHUH U YIIOJTHOMOYEHHBIMU OPTraHaMHU.

13. KorTpois ¢pyHKIHOHMPOBaHKA B 3P PEeKTHBHOCTH CHCTEMBI ()apMaKOHAI30pa B €€ CHCTEMBI
KaJecTBa

35. Metoabl KOHTPOJIS ASATEILHOCTH M 3((PEKTUBHOCTH CHCTEMBI (hapMaKOHAI30pa
JTOJKHBI BKJIFOYATh B CE0S:
a) 0030p M aHAJIU3 CHCTEMBI JIMIIAMH, OTBETCTBECHHBIMH 32 YIIPABJICHUEC CHCTEMOM;



0) ayIuTHI;

B) KOHTPOJIb COOTBETCTBUS TPEOOBAHUSM;
') UHCTICKIINY;

1) OoleHKY 3(PEeKTUBHOCTH MPUHATHIX MEp MUHHMH3AIUHU PUCKA U OOCCTICUCHUIO
6e3omacHoro u 3¢ (HEeKTUBHOTO MPUMEHEHHUS JIEKapPCTBEHHBIX MPETapaToB.

36. B uensx BBINOJHEHUS MOHUTOPUHTAa B OPTaHU3AIlMU JIOJKHBI OBITH 3apaHee
OTIpeeNICHbl MHANKATOPHI, IO KOTOPBIM BBITIONHSETCS HETIPEPhIBHAS OlleHKa 3()(HEKTUBHOCTH
(GyHKIIMOHUPOBAHUS CUCTEMBI (PapMaKoHa130pa ¢ TOYKU 3peHus TpeOOBaHMI KauecTBa.

37. Db dexTuBHOCTh (YHKIMOHUPOBAHUS CHCTEMBI KaueCTBa JOJKHA PETYISPHO
OLICHUBATHCSI PYKOBOAMUTEIIEM, BBIMOIHIIOMIMM 0030p TOKyMEHTAIlMM CHUCTEMbI KadyecTBa,
4acToTa W CTENEHb HWHTEHCHUBHOCTH KOTOPOTO OMPEACTSIOTCS MPEIBaApPUTEIHHBIM
IUIAaHUPOBAaHWEM, OOOCHOBAHHBIM PHUCKOM, M pa3pabaThiBa€MbIMH IpOrpaMMmamMH 0030pa
cuctembl. O030p CHCTEMBI KauecTBa JOJDKEH BKIIOYATh B ceOsl OIEHKY CTaHAapTHBIX
OTEPAllMOHHBIX MPOLEAyp U pabouyux HHCTPYKIHMHA, OTKIOHEHUH (YyHKIHOHUPOBAHUS
CUCTEMBI OT YCTAHOBJICHHBIX IMOKa3aTeNei, OTYETHI M0 ayIUTy U MHCIEKTUPOBAHUIO, & TAKKE
MHIUKATOPbI 3 (HEKTUBHOCTH MPOLECCOB.

38. AyauT cucTeMbl KauecTBa, OCHOBAHHBIN Ha OIIEHKE PUCKA, JOJDKEH BBIMOIHATHCA
pPETryJIApHO dYepe3 OINpelelieHHbIe HWHTEPBAIbl BPEMEHHU C IIEIbI0 MOATBEPKIACHUS
COOTBETCTBHUSI YCTAHOBJICHHBIM TPEOOBAHUAM K KayeCTBY M ompeneiaeHus 3pGeKTUBHOCTH.
AyauT cucTteMbl KauecTBa JIOJDKEH BKIIIOYATH B ceOsl ayJMT CUCTEMBbI (papMakoHaA30pa, B
KOTOPYIO MHTErpUpOBaHA CHUCTeMa KadecTBa. METOIbl U MPOLECCHl ayInuTa U3JI0KEHBI B
paznene V wnacrosuux [IpaBuin. Ilo pesynpraram Kaxaoro ayJauMra CUCTEMbl KauecTBa U
MOCJIEIYIOMIET0 ayAuTa TOJDKEH COCTABISATHCA OTYET, MOMAJNEKAIIMA OIEeHKE IHUIAMU,
OTBETCTBEHHBIMHM 32 OPraHU3AlMI0 COOTBETCTBYIOIIMX ayAMPYEeMBIX MpoleccoB. OTyeT
JOJDKEH BKIIIOYATh B ce0s1 pe3yIbTaThl ayIUTa OpraHU3alii WK JIUII, KOTOPBIM JIepiKaTeiaeM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUSI OB JIeTEerupoBaHbl (PYHKIMU 1O (hapMaKoOHAA30DY,
MOCKOJIbKY OHH SIBJISIFOTCSI 9aCThI0 CHCTEMBI (hapMaKOHAI30pa JepKaTeNsl pErUCTPAIIHOHHOTO
YAOCTOBEPEHHUS.

39. 1o pe3ynpTaTaM BBINOJHEHUSI MOHUTOPUHTA CUCTEMBI (papMakoHaA30pa U CUCTEMBbI
KadecTBa CHUCTEMBbl (apMaKOHAA30pa, BKJIIOUas pE3ydbTaThl ayJIWTOB, B Ciydae
HEOOXOJIMMOCTH  CJEeNyeT pa3pabaTeiBaTh W BHEAPATh KOPPEKTUPYIOUIUE U
npeynpeauTeabHbIE MEPHI.

40. YnoJHOMOYEHHbIE OpTaHbl JOJKHBI 00€CHEeYUTh MOHUTOPUHT BBIMOJHEHHUS
Jep)KaTeIsIMU PETUCTPAIIMOHHBIX YIOCTOBEPEHUH YCTAaHOBIICHHBIX 3aKOHOJATEIHCTBOM
rocyJapcTB-uieHoB (yHKIui U obsi3aHHOCTEH o (papmakoHam3opy. B ymcio mep mo
00€eCreYeHI0 MOHUTOPUHTA BXOJUT WHCIEKTUPOBAHUE JEprKaTeled perucTparmoHHBIX
YAOCTOBEPEHUI CO CTOPOHBI YIIOJTHOMOYEHHBIX OPTaHOB.

14. O6s3aHHOCTH AepiKaTeNnell peruCTPalOHHRIX YAOCTOBEPeHHH 10 (papMaKkOHAI30py



41. [epxaTeiau pEeruCTPAIMOHHBIX yJAOCTOBEPEHHUHN SIBISIOTCS OTBETCTBEHHBIMH 32
BBITIOJTHEHUE 3aJ1ad M 00s3aHHOCTEH 1O (apMaKOHAI30py OIMPEASTIICMbIX HACTOSIINMHU
[IpaBuiiamMu U 3aKOHOAATEIHCTBOM TOCY/IaPCTB-WICHOB, C II€JIbI0 TapaHTHUPOBAHHOTO
BBITIOJTHCHHST 00S3aTEIBCTB M TPHUHATHSA TPH HEOOXOJAMMOCTH TpPeOyeMBIX Mep II0
(dhapMakoHAI30py B OTHOIICHHWH 3apETUCTPUPOBAHHBIX JICKAPCTBEHHBIX cpeAcTB. C 3TOM
LENbl0  JIEpXKATENM PEruCTPAIMOHHBIX  YJOCTOBEPEHUM  JTOJKHBI O0O0ECHEeUYUTh
(GYHKITMOHUPOBAHUE CHCTEMBI (hapMakOHAJ30pa Ha TEPPUTOPHUAX TOCYIAPCTB-UJICHOB,
BKJIIOUasi BHEApPEHUE Hamuexamed u HOQPEeKTUBHONW CHUCTEMBl KadyecTBa CHUCTEMBI
dhapmakoHaa30pa.

42. Tlpu ompeneneHHbIX OOCTOSTENbCTBAX JEpPKATEISIMHU PETUCTPAITMOHHBIX
YAOCTOBEPEHUN JIOMyCKAeTCs OpraHWU30BaTh Oojiee OMHON cucTeMbl (apMaKoHAA30pa,
HampuMmep, B cliydae (QopMUpPOBaHHUS OTIACIBHOW CHUCTEMBI (apMakoHam30opa s
ONpEJENCHHBIX TPy JEKapCTBEHHBIX IMpemnapaToB (B YAaCTHOCTH Jisl BaKIUH,
Oe3perenTypHBIX JEKaPCTBEHHBIX MPENapaToB).

43. Onucanue cucteMbl (hapMakoHaa30pa GopMupyercs Aep>KaTeeM perucTparioOHHOTO
yaoctoBepeHus B (hopmare mactep-daiisia cucTeMbl (hapMaKoHa 30pa U MOJIIePKUBACTCS Ha
MPOTSHDKEHUU BCETO TEPHOJa JCHCTBUS PETUCTPAIMOHHBIX YIOCTOBEPEHU B OTHOIICHUH
BCEX 3apETHCTPHPOBAHHBIX JIEKAPCTBEHHBIX MpemnaparoB. Jlepkareiab perucTparioHHOTO
YAOCTOBEPEHUS TAK)KE€ HECET OTBETCTBEHHOCTh 32 Pa3padO0TKy, BHIIIOTHEHHUE U TIOIJICP KAHHE
CUCTEM YIPABICHUS PUCKAMU, aJalTUPOBAHHBIX IJIsl KaXJOTO M3 3apPErHMCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB.

44. TpeOGoBaHMs K CTPYKTypaMm U IMpoIeccaM CUCTEMbI (papMakoHaI30pa JepixKaTess
PETUCTPAIIMOHHOTO yJAOCTOBEPEHUS] OMPENENAIOTCS B COOTBETCTBYIONIUX pasjenax
Hactossux [IpaBui.

15. YoonaoModeHHOe im0 o GpapMaKoHAA30PY

45. JlepkaTenb perucTpallMiOHHOrO YJOCTOBEPEHHMS JTOJDKEH HAa3HAYUTh U UMEThH B
MOCTOSIHHOM ~ PAacHoOpsKE€HUM YIOJHOMOYEHHOE JHMIO 1o (apMakoHaa3opy B
rocygapcTBax-wieHax, oOnagaromiee TpeOyemoit kBamudukanumeid. [lepxkarenn
PETUCTPALIMOHHOTO yIOCTOBEPEHUsI cOoo0IIaeT (aMIIni0 U KOHTAKTHYIO MH(popManum 00
YIOJHOMOYEHHOM JiUIe 10 (apMakoHAA30py B  YIOJHOMOYEHHBIE OpraHbl
rocyaapcTB-wieHoB. [Ipu u3mMeHeHun >Toil mH(pOpManuUM AepKaTelb PErucTPaliOHHOTO
YIOCTOBEPEHHSI JIOJDKEH HE3aMeIJIUTEeNbHO, B TeyeHue 30 KaJleHIapHbIX [IHEW,
UH(GOPMUPOBATH 00 TOM YIIOJTHOMOUYEHHBIE OpraHbl TOCY1apCTB-YWICHOB.

46. O0s3aHHOCTH YIIOJHOMOUYEHHOIO JIMIA TI0 (hapMaKOHA30PY JOKHBI ONPEAEIIATHCS
JOJKHOCTHOW MHCTPYKIMEH. Pacmosoxkenre yrmoJHOMOYEHHOTO JIUIa 1Mo (hapMaKoHaI30py U
€ro B3aUMOJECHCTBUE C APYTMMHU JIMIIAMH JOJDKHO ONPEAEIATHCS B OPraHU3allMOHHOU
CTPYKTYpE Ha YPOBHE YIPABICHYECKOTO MEPCOHANA AEPXKATENsl PErUCTPALMOHHOTO
YAOCTOBEPEHMUS.



47. Nndopmanus 06 yrnmoIHOMOYEHHOM JIMIIE MO (apMaKOHAA30py AOJKHA OBITh
BKJIIOUYEHAa B MacTtep-(aitn cuctemsl (apmakoHam3opa JIeprarelis PEerucTPallMOHHOTO
YIOCTOBEPEHHUS.

48. B xaxo0#i cucreme papmMakoHaa30pa JOMYCKAETCS TOJBKO OAHO YIOJIHOMOYCHHOE
JuI0 1o hapMaKkoHAA30py. Y CIyraMu YIOJIHOMOYEHHOTO JIUIA 0 (papMaKOHAA30py BIpPaBe
TIOJIb30BaThCS 00JIee OJHOTO JepIKATENsl PErUCTPAIMOHHOTO YAOCTOBEPECHHS B OOIIMX WIIH
OTHIENBHBIX CHCTEMax (apMaKOHAI30pa, WIM TAKOE JIUIIO BIPABE BHITIONHATH (YHKIIUU
YIOJTHOMOYEHHOTO Juna mo (apmakoHaa3zopy Oojee dYeM [JIsi OJHON CHUCTEMBI
(dhapmakoHaI30pa OJHOTO JAEpKaTels PETUCTPAIMOHHOTO YAOCTOBEPEHUS TIPHU YCIIOBUH, YTO
YIOJIHOMOYEHHOE JIUIIO 10 (hapMaKOHA30PY B COCTOSTHUY BBITIOJIHATH BCE CBOM O0S3aHHOCTH

B nomonHeHWe K Ha3HAUYCHUIO YIOJTHOMOYCHHOTO JIMIA IO (apMaKOHAI30pPy
YIIOJTHOMOYEHHBIC OpTaHbl BIpaBe TpeOOBaTh HAa3HAYCHUS KOHTAKTHOTO JIMIA IO
dbapMakoHaA30py, MOJOTYETHOTO YMOJHOMOYCHHOMY IHIy 1O (apMakoHAI30py.
[TomoTdeTHOCTP B MaHHOM CJIydae OTHOCHTCS K 3ajJadaM W OOS3aHHOCTSM IO
dapmakoHaI30py U HEoOs3aTeNFHO 03HAYAET HETIOCPEICTBEHHOE MmoqunHeHne. KoHTakTHOe
JUII0 BMpaBE BBIMOJHAT, (DYHKIHHM YMOJHOMOYECHHOTO JHWIa 1Mo (apmMakoHAA30py.
Opranuzanusi cuctemMbl papMaKkoHaA30pa AepKaTessl PerucTPallMOHHOTO YOCTOBEPEHUS Ha
TEPPUTOPUH TOCYAAPCTBa-WICHA JOHKHA 00ECIIEYMBATh BBIMIOJHEHHE TPEOOBAHMI aKTOB
opranoB Coro3a W 3aKOHOJATEILCTBA TOCYIApPCTB-4IEHOB B cdepe (dhapmakoHam3opa
a¢dheKkTUBHOE B3aUMOICHCTBHE C YIIOJTHOMOYEHHBIM OPraHOM M OTCYTCTBHUE MPEMSATCTBUI B
cOope U PEeICTaBIICHUN CBEICHUI O BBISBIICHHBIX HEXKETIATEIBHBIX PEAKITUAX HA TEPPUTOPHUH
rocyiapcTBa-4JieHa.

49. [lepkatenp perucTpalMOHHOTO YJIOCTOBEPEHHUS MPEAOCTABIISIET YIOJIHOMOYEHHOMY
Uiy mo (papMakoHaA30py JOCTATOYHBIE MOJTHOMOYHS IO YIPABICHHUIO ACSTEIHHOCTHIO IO
(dbapMaKoHaI30py U CHUCTEMOH KadecTBa. JlepikaTrellb perucTpariioHHOTO YIOCTOBEPCHUS
MPEAOCTABISET YIMOJTHOMOUYCHHOMY JIMIy TO (hapMakoHaa30py IOCTym K Mactep-daitry
cucteMbl (papMakoOHaI30pa, a TakK)KE€ COOTBETCTBYIOIIHME MOJHOMOYHS M OOecTeYrBacT
noyry4eHre nHGOpMaIUH O JTFOOBIX M3MEHEHHSIX B MacTep-daiiie cucteMbl (hapMaKkoHaI30pa.
[TomHOMOUMSA, Kacaromuecs CcHUCTeMBbl (apMakoHaa3opa W Mactep-(daitma cHucTembl
dbapMakoHaa30pa, JOKHBI TO3BOJSATH YIIOTHOMOYCHHOMY JHIy MO (hapMaKoHAA30Py
BHOCUTh M3MEHEHHS B CHCTEMY, TUTaHBI YIPABICHUS PHUCKAMHU, a TakK)Ke B IMOITOTOBKY
PETYJIUPYIONUX JACHCTBHI B OTBET HA BBISBICHHE DKCTPEHHOW IMPOOJIEMBI, CBI3AHHOU C
0€30I1aCHOCTHIO.

50. JlepkaTenb peruCTPAIMOHHOTO YIOCTOBEPECHHS 00SCIIEYMBACT HAJTUIHME BCEX CUCTEM
U TPOIECCOB, MO3BOJISIIONIMX YMOJIHOMOYEHHOMY JIMIYy 10 (apMaKOHAA30py BBIMOIHATH
BO3JIO)KCHHBIE Ha Hero oOs3aHHOCTH. C ATOM IHENbI0 JepXkaTelb PEerucTPariOHHOTO
YAOCTOBEPEHUS pa3padaThIBACT MEXaHU3MBI, IPU MTOMOIIH KOTOPHIX YIIOJTHOMOYEHHOE JIUIIO
no papmakoHaA30py UMEET JOCTYII KO BCEM JaHHBIM, KOTOPBIE €My MOTYT OTPeOOBaThCS, U
MOJIy9aeT BCIO HEOOX0 UMY HH(POPMAITHIO, HAPUMED:



a) mHpopmanuio 00 IKCTPEHHBIX MpobiieMax Mo 0e30MaCHOCTH, CBS3aHHBIX C
U3MEHEHUSIMU Npoduiisi 6€30MacHOCTH M APYrodl MHQOpMAIMu B OTHOILIEHHHM OLIEHKH
COOTHOIIIEHHS "M0JIb3a — PUCK' JIEKApPCTBEHHBIX MIPENapaToB, HA KOTOPBIE PACPOCTPAHSIETCS
cuctema papMaKoHaA30pa;

0) nHGOpPMAINIO O MPOJOIKAIOIINXCS U 3aBEPIICHHBIX KIMHHUYECKUX UCCICIOBAHUAX U
IPOYUX MCCIENOBAHUAX, O KOTOPBIX 3HAET JIEPKATEIb PETUCTPALIMOHHOTO YAOCTOBEPEHUS U
KOTOpbIE MOTYT UMETh OTHOIIIEHHE K O€30IMACHOCTH JIEKAPCTBEHHBIX MTPENapaToB;

B) MH(pOPMALIMIO, MTOJIYYEHHYIO U3 MHBIX UCTOYHUKOB, KPOME MCTOUYHUKOB JI€PKATEIs
PErUCTPALIMOHHOTO YJOCTOBEPEHUS (HAIpUMEpP, U3 UCTOYHUKOB, C KOTOPBIMH JEpiKaTEIhb
PErHCTPALlMOHHOIO YOCTOBEPEHUSI NMEET KOHTPAKTHBIE I0OTOBOPEHHOCTH);

r) UHQOPMALIMIO O MPOLEAYpPaX, UMEIOIIMNX 3HAUYCHHE AJis (papMakoHaA30pa, KOTOPhIE
pa3zpadaThIBaeT JA€pKaTeIb PErUCTPALMOHHOIO YIOCTOBEPEHHS HAa KaXJAOM YPOBHE C LEJBIO
oOecrieyeHust COrJJacOBaHHOCTH U COOJTI0IEHUs TPEOOBAHUM B Mpeierax OpraHu3aliui.

51. YnonHomodeHHOe JHIO N0 (hapMaKOHAA30py MOJdy4daeT HH(OPMAIUIO OT
PYKOBOJISIIIET0 TEpCOHaNa O pe3ysibTaTaX MOCTOSHHBIX 0030pOB CUCTEMbl KadyecTBa H
MPUHATBIX Mepax, JaHHbIE O COOTBETCTBUU TPEOOBAHUSAM, IJIAHUPYEMBIX ayJAUTaX CUCTEMBbI
dapmakoHag30pa. YIMOJIHOMOYEHHOE JHUI0 1O (apMaKkOHaI30py HUMEET IMOJIHOMOYUS
MHULMHAPOBATh ayJIUT B CIyyae HEOOXOIMMOCTH.

52. PyxoBomsuiuii mepcoHan MOPEIOCTaBISAET YHOIHOMOYEHHOMY JIHUILY IO
(dbapMaKkoHa/130py KOMHUIO IJIaHa KOPPEKTUPYIOUX U MPEIynpeaUTENIbHBIX MEPOIPUITHMA
MocJie KaXJ0ro ayauTa, UMEIOUIEro 3HAuYe€HHE JJIsi CHUCTEMBbI (apMaKkoHAA30pa, YTOObBI
YIOJHOMOYEHHOE JHI0 10 (¢dapMakoHaA30py MOrjao yOeauThcs B NPUHSATHH
COOTBETCTBYIOIIHUX KOPPEKTUPYIOLIUX MEP.

53. Jlepxateib pEerucTpalliOHHOTO YJIOCTOBEPEHHS 00ECHeYMBaET BO3MOXKHOCTD
MOJIyYEHUsI YIOJHOMOYEHHBIM JIULIOM 10 (hapMakoHa30py MHGopMauu u3 0a3bl JaHHBIX
HEeXeJIaTeJIbHbIX peaklUuid, UMEIOLIEHCcs B €ro pacHnopsbKeHUHU, B JII000e BpeMs B Cilyyae
HEOOXOJUMOCTH HE3aMEIJIUTEILHOTO OTBETa HAa AKCTPEHHBIM 3alpOC YHNOJIHOMOYEHHOTO
oprana. JlepxateneM perucTpalMOHHOTO YAOCTOBEPEHUS [OJKHBI OBITh MPOBEIACHBI
COOTBETCTBYIOIINE OPTraHU3AIMOHHBIE MEPONPUATHS, MO3BOJISIOMINE YIOJTHOMOYEHHOMY
auny no (papMakoHaA30py UMETh JOCTYI K 0a3e JaHHBIX HEXENAaTeNIbHBIX PEAKUUN, B TOM
quclie B Hepabouee BpeMsi.

54. Jlepkateiib perucTpalliOHHOTO YJOCTOBEpPEHUSI oOecrieuynBaeT HHGOPMUPOBAHUE
YHOJHOMOYEHHOI'0 JIMIA M0 (papMaKOHaA30py OTHOCUTEIBLHO HAMEPEHUH MO BKIIOUYEHHUIO B
MMEIOIININCS TIepeYeHb JOTOJHUTENBHBIX JEKaPCTBEHHBIX MPENapaToB MyTeM NpUOOpETeHUS
ApYyro KOMIAHUU JHOO OTAENBbHBIX JIEKAPCTBEHHBIX IpENapaToB APYroro AepiaTels
PErUCTPALIMOHHOTO YJOCTOBEPEHHUS. YIMOJHOMOYEHHOE JHUIO MO0 (apMaKkoHAA30py
BBIIIOJIHSIET OLIEHKY BO3MO>KHOT'O BJIMSIHUSL BKJIIOUEHUSI HOBBIX JIEKAPCTBEHHBIX MPENapaToB
Ha JIEWCTBYIONIYIO cHCTeMy (apMakoHaA30pa, oOecrneurBaeT HEOOXOAUMYIO aJlalTalluio
CUCTEMBI (papMaKOHAaJ30pa, a TAKXKe ONpeAeNseT JaHHble O (papMakoOHaJI30pe, KOTOpbIE



JIOJIKHBI OBITH MPEIOCTABICHBI MIPEKHUM JICPKATEIEM PErUCTPAIIMOHHOTO yI0CTOBEPEHHUS, U
CpPOKH TpenocTaBieHUs. [lepkaTenb PErucTpallioOHHOTO YAOCTOBEPEHHS OOecreunBacT
WHPOPMUPOBAHUE VYIIOJHOMOYEHHOTO Jula 1o ¢$apMaKOHAA30py OTHOCUTEIHHO
KOHTPAKTHBIX 0053aTeJIbCTB CTOPOH B YaCTH ACATEIBHOCTH IO (apMaKOHAI30py U OOMEHY
JTAHHBIMHU O 0€30ITaCHOCTH, a TaK)Ke HAJEISIET €ro MPaBOM BHECCHHSI M3MCHECHHS B JaHHOU
JacTH KOHTPAKTHBIX 0053aTeNbCTB. YIOJTHOMOUYEGHHOE JHUI0 10 (apMaKoOHAA30py
nH)OPMUPYET AepKaTeNs PETHCTPAIMOHHOTO YIOCTOBEPEHHUS B Clydae HEOOXOIMMOCTH
peanu3anuu JOTOJHUTEIBHBIX YCIOBHM C LENBI0 00SCIIeYeHUsT HAJICKAIIErO BBITTOJHEHUS
00s13aTenbCTB 10 (papMakoHAA30py B OTHONIEHWH JAHHBIX JICKAPCTBEHHBIX IPENapaTosB,
BO3MOXHOCTh BBITIOJTHEHHSI JaHHBIX O00s3aTeNbCTB MO (PapMakoHaI30py JTOJHKHA
MPUHUMATHCSI BO BHHMAaHWE IPU TMPUHATHU PENICHUS M OINPEICIICHUU KOHTPAKTHBIX
00513aTENHCTB CTOPOH.

55. JlepxaTenb perucTpalliOHHOTO YIOCTOBEpEHHUs oOecTieunBacT HHPOPMUPOBAHHE
YHOOJHOMOUYEHHOTO JHIla N0 (apMaKOHAA30py OTHOCHUTEIHHO HMMEIOIIETOCS HaMepeHUs
YCTaHOBJICHHSI COTPYJHUYECTBA C APYTUM JIepKaTelieM PEruCcTPAIMOHHOTO YIOCTOBEPCHHUS,
opranuzanueit 6o PU3NUEeCKUM JUIOM, KOTOPOE CIIOCOOHO MPSIMO WJIM KOCBEHHO OKa3aTh
BIIMSIHUE HA cucTeMy (hapMakoHaa30pa, 10 3aKIIOUYCHUS KOHTPAKTHBIX JOTOBOPEHHOCTEH B
CPOK, TOCTAaTOYHBIN JIJIS1 BBITIOJHEHUS YIIOJTHOMOYCHHBIM JIMIIOM I10 (hapMaKOHAI30Py OIICHKH
BO3MOYKHOTO BJIIUSIHUS JAHHOTO COTPYJHMYECTBA Ha cUcTeMy (apmakoHaa3opa. Jlepkarenn
PETUCTPAIIMOHHOTO YIOCTOBEPEHHS HAJIEISIET YIIOJHOMOUYEHHOE JIUIIO M0 (apMaKOHAI30Py
MOJTHOMOYHSMH Ha BHECEHHE TMPEMJIOKCHUH W W3MEHEHWM B YaCTH KOHTPAKTHBIX
00513aTeIHCTB, UMEIOIIUX OTHOIICHHE K CUCTEME (papMaKOHaI30pa.

16. Kpaym¢ukamma ynoIHOMO4YEHHOTO JIHIa 0 papMaKoHAA30PY

56. YIOJIHOMOYEHHOE JUI0 TI0 (hapMaKOHAA30Py JOJHKHO UMETh TEOPETUUECKUE 3HAHUS
U TPAKTUYECKUI OMBIT B 00JIACTH OCYIIECTBICHUS ACITEIHHOCTH MO (apMaKOHAI30pY,
YPOBEHb TIOATOTOBKH KOTOPBIX OMNpEHENsieTCsl JAepKaTeleM PEerucTparioHHOTO
YAOCTOBEPEHUS B JTOHDKHOCTHON MHCTPYKITMU YIIOJIHOMOYECHHOTO JIUIIA 10 (papMaKoHaI30py.
YHnonHOMOYEeHHOE WO MO (apMaKOHAA30py MOKHO HMMETh HABBIKK YIPaBICHUS
cuctemMaMu (apMakoHaI30pa, a TaKKe MPOBEACHHS SKCIEPTH3bl WU HMETh JOCTYH K
MPOBEACHUIO SKCTIIEPTH3HI B TAKUX 00JIACTAX KaK, MEIUIIMHA, (papMarieBTUYECKUE HAYKH, a
TaKKe SMMUIEMHUOIIOTHS M OMOCTaTUCTHKA.

57. JlepxaTesib PETUCTPALIMOHHOTO YJOCTOBEPEHHUS MPOBOJAUT OOyUYEHUE
YIOJIHOMOYEHHOTO JIMIa 1o (hapMaKoHa 30py B 00JIaCTH CBOEH cUCTeMbl (hapMaKOHaI30pa
nepes TeM, Kak YMOJHOMOYEHHOE JHI0 Mo (apMakoHAA30py 3aliMeT AOKHOCTHh
yIOJHOMOYEHHOTO Jinma. OO0ydeHre U ero pe3yiabTaThl JOJKHBI HaJJIeKamuM o0pa3om
JTOKYMEHTHPOBATHCH.

17. ®yHKIMA YIIOJIHOMOYEHHOT'O 110 apMaKoHAA30DPY JIHId



58. YnonHomMoueHHbIe U0 MO0 (PapMaKOHA30py ABISIETCS PU3UNUECKUM JIULIOM.

59. YnonHoMo4YeHHOE JULO MO (apMakoOHAA30py AOJKHO MMETh KBAIH(PUKALUIO B
COOTBETCTBUU C MyHKTaMu 56 u 57 wHactosiuux [IpaBun U OBITH B MOCTOSSHHOM
pacTlopsHKeHUH JepKaTells PEeTUCTPAlMOHHBIX YAOCTOBEpeHUH. JInIo, yrmoIHOMOYEHHOE Ha
BBINIOJIHEHHWE (DYHKIMI YIOJIHOMOYEHHOro JUIa Mo (apMakoHaA30py Ha TEPPUTOPHUAX
roCyJapCTB-4J€HOB, MOJDKHO MPOXKHBATh U pabOTaTh B OJHOM M3 TOCYIapCTB-UJICHOB.
JlepkaTeiaeM PEerucTpaliOHHOTO YAOCTOBEPEHUS AOHKHO OBITh 00ECIeueHO HaIu4due
pPE3EepBHBIX MpOILEAYp Ha cliydyall BPEMEHHOrO OTCYTCTBHS YIOJIHOMOYEHHOTO JIMIA IO
dbapmakoHaI30py C OIMpeAeTICHUEM JIUIA, BBHITOIHAIOMIET0 00I3aHHOCTH YIIOJTHOMOYEHHOTO
auna no (GapMakoHaa30py B €ro OTCYTCTBHE. JlepkaTeneMm perucTpandoHHOTO
YAOCTOBEpPEHUS JOJKHA OBITH 0OecIiedeHa BO3MOKHOCTD BBITIOITHEHUS JINIIOM, 3aMEIIAI0IINM
YIOJIHOMOYEHHBIE JUI0 MO (papMakoHaa30py, o0s3aHHOCTEHN 1o papmakoHaa30py. B sTom
clly4ae 3aMellaromiee JUI0 JOJDKHO OBITh JOCTYIHO NMPU HCTIOJIb30BaHUM KOHTAKTHBIX
JaHHBIX YIOJIHOMOYEHHOTO JIMIa M0 (hapMaKoHa30py.

60. Yo1HOMOYEHHOE JIUIO 0 (papMaKkoHaA30py HECET OTBETCTBEHHOCTH 3a CO3/IaHUE U
GyHKIIMOHUPOBAaHUWE CUCTEMBl (apMakoHAJ30pa JepiKaTels pPEerucTpauoOHHOTO
yIOCTOBEPEHUS U, CJIEI0BATEIbHO, UMEET JOCTATOYHO MOJHOMOYUN JJII OKA3aHUS BIUSIHUS
Ha OCYUIIECTBJICHHUE MAEIATEIbHOCTH MO (papMakoHAA30py M CHCTEMY KaueCTBa CHCTEMBI
(bapmakoHaa30pa, COACHCTBUS, COOTIOICHUS U TTOBBIIICHUS YPOBHS COOMIOCHUS TpeOOBaHUM
akToB opranoB Coro3a U 3aKOHOJATeNbCTBA TOCYAAPCTB-WICHOB. Y IOJTHOMOUYEHHOE JIUIO TI0
bapmakoHaA30py OJKHO 00J1aJaTh MOJHOMOYHUSIMU M OTBETCTBEHHOCTHIO B OTHOILIEHUU
MacTep-¢aiina cucteMbl (hapMaKkoHaI30pa, ¢ TEM YTOOBI 00ECTIeYnBaTh U TIOBHIIIATH YPOBEHD
coOmoieHus TpeboBaHmil akToB opraHoB Coro3a 1 3aKOHOAATEIbCTBA IOCYJapPCTB-UJICHOB.

61. B oTHOIIEHUN JIEKaPCTBEHHBIX MPENapaToB, HA KOTOPbIE PACTIPOCTPAHSIETCS] CUCTEMA
dbapmakoHaa30pa JepKaTeNs peruCTPAlMOHHBIX YAOCTOBEPEHUH, YITOJIHOMOUYEHHOE JIUIIO IO
(dhapMakoHaA30py 0053aHO:

a) UMeTh 0030p npoduiei 0e30MaCHOCTH JEKAPCTBEHHBIX MPENAapaTOB U BBISBISEMbBIX
po0sIeM, CBSI3aHHBIX ¢ 0€30MaCHOCTBIO;

0) BiIageTh B MOJHOM OOBbemMe HHpopmamueil 00 yCIOBUSIX U OOSI3aHHOCTSX,
YCTaHOBJICHHBIX MPHU BblJau€ PETUCTPALIMOHHBIX yIOCTOBEPEHUH, U IPYTUX 0053aTeNbCTBAX,
UMEIOIUX OTHOIIEHHWE K 0€30MacHOCTH WM 0e30MacHOMY NMPUMEHEHHUIO JIEKapCTBEHHBIX
MpEenapaToB;

B) BJIa/ICTh B MOJHOM 00beMe HHPOpMAILIMEH 0 MEpaX MUHUMHU3AIUU PUCKOB;

') IPUHUMATh YYaCcTHE B OLIEHKE U YTBEPXKIACHHUH MPOTOKOJIOB MOCTPErUCTPAMOHHBIX
UCCJIeIOBaHUN O€30MTaCHOCTH;

1) BIAAETh MOJTHOW MH(GOpMAIMEld O MOCTPErUCTPAIMOHHBIX HCCIEJOBAHUAX II0
0€30MacHOCTH, MPOBEJECHUE KOTOPBHIX HA3HAYEHO YHOJHOMOYEHHBIM OPraHoM, BKJIHOYas
pe3yNbTaThl TAKUX MCCIIETOBAHUMN;



€) BiIajeTh uHGOpPMALMEe O COMEep)aHUM TUIAHOB yIpPaBICHHS PUCKAMU U HUMETh
J0CTaTOYHBIC TTOJTHOMOYHS JIJIS1 BHECEHUS N3MEHEHUH B TUTAHBI YIIPABIICHUS PUCKAMH;

) oOecreunBaTh BBIMOTHEHNWE QYHKIUN 110 papMaKkoOHAI30py U MPEACTaBICHUE BCEX
JOKYMEHTOB, MMECIOIINX OTHOIICHUE K (papMakoHAI30py, COTJIACHO TPEeOOBAHHSIM aKTOB
opranoB Cor03a 1 3aKOHOIaTEILCTBA TOCYAaPCTB-YICHOB;

3) obecnieynBaTh HEOOXOAUMOE KauyeCTBO (BKJIHOUYAsi TOYHOCTh U MOJHOTY) JAHHBIX O
(dhapmakoHaI30pe, MPEACTABISIEMBIX B YIIOJTHOMOYEHHBIC OPTaHEI;

u) o0OecrneunBaTh MPEACTABICHUE B MOJHOM O0OBEME M CBOCBPEMEHHO OTBETOB Ha
3ampoOChl YIIOJTHOMOYCHHBIX OpPTaHOB O MPECTABIICHUH TOMOJHUTEIHHON HHGpOpMAIUH,
HEO0OXOAMMOM TSI OIEHKH TOJIb3bI M PUCKA JIGKAPCTBEHHBIX MPETIApaTOB;

K) TIPEICTABIIATH JI00YI0 HH(POPMAITHIO, UMEIOIIYI0 OTHOIICHHUE K OIICHKE COOTHOIICHHMS "
M0J1b3a — PUCK", B YIIOJITHOMOUYEHHbBIE OPTaHblL;

J) OKa3bIBaTh IMOMOIIb B MOATOTOBKE PETYJIATOPHBIX MEpP IPHU BBISBICHUHU MPOOIEM,
CBSI3aHHBIX C 0€30MAaCHOCTHIO (HApUMeEp, N3MEHEHHS B PEKOMEHIAIUAX 110 MEAUIIMTHCKOMY
IPUMEHCHHUIO, CPOYHBIC OTpPaHMYEHUS M JOBeJeHHE HH(POpManWu g0 TAIUeHTOB U
MEJIUIIMHCKUX PAOOTHUKOB);

M) (DYHKIITMOHMPOBATh B KQUE€CTBE €JMHOTO KOHTAKTHOTO JIUIA M0 (hapMaKoHAA30py IS
YIIOJITHOMOYCHHBIX OPTaHOB TOCYJapCTB-UICHOB, a TAK)KE€ B KQUeCTBE KOHTAKTHOTO JIMIIA JIJIS
HMHCIICKIIMK B 00IacTH (hapMaKoOHAI30pa ¢ 00CCIICUeHHEM KPYTJIOCYTOYHOrO (24-4acoBOTO)
JIOCTyIa YMOJHOMOYEHHOTO OpraHa K YIOJHOMOYEHHOMY JIMILy IO (apMaKoHAI30pYy.
YomHOMOYEeHHOE JIUIIO 0 (hapMaKOHAI30PY OCYIIECTBISET KOHTPOJIb (DYHKIITMOHUPOBAHUS
BCEX aCMEKTOB CUCTEMbI (papmMakoHaa30pa, BKJIIOYAS €€ CHUCTeMYy KadecTBa (HaAImpumep,
CTaHJAapTHBIC OMEPAIMOHHBIC MTPOIIEAYPHI, KOHTPAKTHBIC TOTOBOPEHHOCTH, OTIEpAINH ¢ 0a301
JAHHBIX, BBIMOJHEHHE TpeOOBaHUN CHCTEMBl KadecTBa, COONIOJICHHE TpeOOBaHUM K
PETIOPTUPOBAHUIO B YACTH MOJTHOTHI M CBOEBPEMEHHOCTH, MPEICTABICHUIO MEPUOTUICCKUX
OOHOBIIIEMBIX OTYETOB MO 0€30MaCHOCTH, OTYETOB 00 aynuTax ¥ OOy4YEeHUU MEepCcOoHala B
obsactu (DapmakoHaa3opa). YIOJTHOMOUYEHHOE JHUIO 10 ¢apMakoHAI30py JOJHKHO
pacronarath wHGOpPMaIMe O BalUJAIIMOHHOM CTaTyce 0asbl JaHHBIX HEXKEIaTeIbHBIX
peakiuii Ha JIeKapCTBEHHBIC MpernapaThl (BKJIIOYas BCE BBISBICHHBIC B XOJ€ BaTUAAIlUU
HEJI0YETHl U TMPEANPUHATHIC KOPPEKTUPYIOMNE ACHCTBUA), a TaKKe MHPOpMAIHEH 0 Bcex
CYIICCTBCHHBIX MU3MEHCHHSIX, BHECCHHBIX B 0a3y JIaHHBIX (HAIpuMep, U3MEHEHHS, KOTOPhIC
MOT'YT OKa3aTh BJIMSHUE Ha JIEATEILHOCTD MO (papMaKkoHaI30py).

62. YoJIHOMOYEHHOE JIUI0 1Mo (papMaKkoHAI30py BIpaBe JEJIETHPOBATH BBHITIOJHECHHE
crienupUIECKUX 3aJaHWi TOJ CBOMM HAOJIIOJCHUEM JIUIaM C COOTBETCTBYIOIICH
KBaTu(pUKanuer u oOydeHweMm (HampuMep, OCYIIECTBICHHE ACATEIbHOCTH B KadyeCTBE
AKCTIEPTOB MO 0€30MaCHOCTH OMPEICIICHHBIX JEKAPCTBEHHBIX MPEMApaToOB) MPU YCIOBUH, YTO
YIOJTHOMOYEHHOE JIMIO 1o ¢apMaKoHAI30py OYAET OCYIMIECTBISATh KOHTPOJIb



(YHKIITMOHUPOBAHUSI BCEH CHUCTEMBbl M Tpoduiield 0e30MacHOCTH BCEX JEKApPCTBEHHBIX
npenapaTtoB. Takoe JelerupoBaHUE BBIMOTHACMBIX (DYHKIIUH JTOKHO OBITH HaJIC)KAITUM
00pa3oM JOKYMEHTHPOBAHO.

18. Cnemudraeckue mponecchH CHCTEMBI KaUeCTBa y ASpiKaTeleH pernCTpaOHHEIX
YIOCTOBEPECHUI

63. Jlepxatenb perucTpaliMOHHOTO YJIOCTOBEPEHUSI pa3padaThIBAET JOMOJHUTEIbHbIE
creuaibHbIe MPOLIECCHl CUCTEMBI KQUe€CTBA B LIEJIAX:

a) TMpeACTaBICHUS JAaHHBIX O HEXEJNATeIbHBIX pEaKIusiX B 0a3bl JaHHBIX
roCyJIlapCTB-4JICHOB M €AUHYI HH(QOpMannMoHHYI0 0a3y JaHHBIX 110 BBISABICHHBIM
HEXKEJIAaTeIbHBIM pEeakuusM (AEHCTBUAM) Ha JIEKAPCTBEHHBIE CPEACTBA, BKIIOYAIOIIYIO
coobieHus: 0 Hea(hPEKTUBHOCTHU JIEKAPCTBEHHBIX CPEACTB B CPOKH, YCTAHOBIICHHBIE aKTaMU
opraHoB Coro3a 1 3aKOHOJIaTEIbCTBOM I'OCY/1apCTB-YJICHOB;

0) MOHUTOPHUHTA KCIOIb3YEMONH TEPMUHOJIOTHH, BBIMOIHIEMOr0 Ha CUCTEMaTHYECKON
100 PErysipHON OCHOBE;

B) COXpaHEHHUS JIOKYMEHTOB MacTep-(aiisia cucteMbl (hapMakoHa30pa 0 TeX IMop, MmoKa
JEHCTBYET cUCTeMa, ONMCAHHAs B MacTep-Qaiiie cuctemMbl papMakoHaa30pa, U B TEUEHUE HE
MEHee 5 JIET NI0cJIe PEKPAILCHMS €€ IeHCTBHS;

I') COXpaHEHUs JaHHBIX O (papMakoHAI30pe U JOKYMEHTOB, UMEIOIIUX OTHOIIEHUE K
3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM IpenapaTaM, B TeueHue He MeHee 10 ner mocne
NPEKPALIECHUS IEUCTBUS YAOCTOBEPEHUH O TOCYAApCTBEHHOM PETUCTPALINY;

1) oOHOBJIEHMS MH(POpPMAIUM O JEKAPCTBEHHBIX Mperaparax COTJaCHO MOCIEIHUM
HAy4YHBIM 3HAHUSM (BKJIIOYasi OIEHKY Mpoduiis 6€30macHOCTH U COOTHOIIEHHE "ToJib3a —
puck"), a TakKe peKOMEHAAIMAM, pa3MElICHHbIM Ha caliTaxX YIMOJHOMOYEHHBIX OpPraHOB B
nH(}OpMaIMOHHO-TEIEKOMMYHHUKAIMOHHOM cetn "UnTtepuetr" (manee — cetb Uutepner). C
ATOM LIENbI0 JIepKaTellb PErUCTPALIMOHHBIX YJOCTOBEPEHUI MOCTOSHHO MPOBEPSET CaUThI
YIIOJTHOMOYEHHBIX OPTaHOB rOCyAapCTB-WICHOB Ha HAJTUYUE COOTBETCTBYIOIINX U3MEHEHUN B
olieHKe npoduis 6€30MacHOCTH U COOTHOILIECHUS "MOJb3a — pUCK", BKIIIOYas U3MEHEHUS B
PEKOMEHAAIUAX IO MEAUIIMHCKOMY MPUMEHEHHUIO U MHBIE MEPHI PETYJIATOPHOTO XapaKkrepa.

64. B TeueHue cpoka XpaHEHHUsS AOKYMEHTAIMHU JEp>KaTeH PETHUCTPALlMOHHBIX
YAOCTOBEPEHUI 00ECIeYMBalOT BOCCTAHABINBAEMOCTh JOKYMEHTOB.

65. JIOKyMEeHTBI MOKHO XPaHUTh B 3JIEKTPOHHOM (popMaTte ImpH yCIOBUU HaJIekKalen
BaJIMJAIMU 3JIEKTPOHHOM CHCTEMBI U CYILIECTBOBAHMS TOTOBOPEHHOCTEH 10 3aIUTE CUCTEMBI,
JNOCTYIly M PE3epBHOMY KOIMHMPOBAHHMIO JaHHBIX. B ciydae mepeBojia JOKYMEHTOB H3
OymaxHoro ¢opmMara B OJJIEKTPOHHBIM MpolecCc NepeBojia AOJIKEH TapaHTUPOBATh
coxXpaHeHHe Bced MH(OpMaluu B OpUTHHAIBHOM (opmaTe U obecreueHue COXpaHeHUs
YUTAEMOCTH Ha MPOTSKEHUU BCErO0 BPEMEHHM XPAHEHUS CPEACTBAMM, UCIIOIb3yEMBIMU IS
XpaHEHUSL.



66. B ciyuae norsoieHus Jpyroi opranu3aiieii OusHeca aepxKaTeisi perucTpaiuoHHOTO
YIOCTOBEPEHUS BCE IOKYMEHTHI JIOJKHBI ObITh TIEpEaHbl U COXpPaHEHBI B TIOJTHOM 00BbEME.

19. TpeGoBaHKA K CHCTEME Ka4eCTBa IIPH A€IETHPOBAHIH JEPIKATEIEM PETHCTPAIIMOHHOTO
YZIOCTOBEpEHHUA BRIIOMHAEMBIX 3a/1ad 10 (apMaKOHAA30PY

67. Jlep:xaTtenp perucTpalmOHHOTO YAOCTOBEPEHUS BIIPABE JEIECTUPOBATH BCE WIIM YacTh
CBOUX 3ajauy 1o (apmakoHaazopy (Bkiatoyas (GYHKIUMUA YINOJTHOMOYEHHOTO JHIA IO
(apMakoHa30py) ApPYroMd OpraHu3aldd WU JIULY (€CAM K TaKOMY JIUIY MOTYT OBITh
IpUMEHEHBl Takue ke TpeOoBaHUs, Kak K opraHuzauuu). [Ipu 3ToM OTBETCTBEHHOCTH 3a
BBIMOJIHEHUE 3aJlay U 00s3aHHOCTEeW Mo ¢apMakoHaA30py, OOECledYeHue KadecTBa MU
IEJIOCTHOCTh CHUCTEMBI (hapMaKoOHaI30pa HECEeT JepXkaTelb PEerucTpPaluoOHHOIO
yIOCTOBEPEHHUS.

68. B ciyuyae nemerupoBaHMs ONPEAENIEHHBIX 3a4ad N0 (apMakOHAJA30py APYroi
OpraHu3aluu JIepXKaTeidb PEruCTPAIMOHHOTO YJOCTOBEPEHHUS HECET OTBETCTBEHHOCTH 3a
npuMeHeHrne 3(PPEeKTUBHON CUCTEMBI KaUECTBA UCIIOIHEHUS JAaHHBIX 3a7ad. TpedoBaHus K
cucteme hapMakoHaI30pa, ONpenesieMble HallexKallel mpakTUKoi hapMakoHaa30pa, TAKKE
MIPUMEHSAIOTCS K 9TOU OpraHU3aLyH.

69. Ilpu nenerupoBaHuU 3a7ay APYroll OpraHU3alUy Jep>KaTelb PETUCTPALIOHHOTO
yIOCTOBEpEeHUsT oOecrneyuBaeT MoApOOHOE, YETKOE€ U IMOCTOSHHO OOHOBJIsIEMOE
JOKyMEHTaJIbHOE O(OpMIIEHHE KOHTPAKTHBIX TOTOBOPEHHOCTEW MEXIYy HHM H JPYyroi
OpraHu3alMeil ¢ ONHCAaHWEM JIOTOBOPEHHOCTEH O JeJerHpOBaHHBIX 3ajadyax H
OTBETCTBEHHOCTH KaXKJI0M M3 CTOpOH. OmNuCaHUE IEIETMPOBAHHBIX 3a/1ad JOJDKHO OBITh
BKJIIOUEHO B MacTep-¢daitn cucteMsl (apmakoHan3opa (C yKa3aHHEM KOHTPAKTHBIX
OpraHM3alMii B NPUIOKEHUH K MacTep-¢ainy). Jpyras opraHuszanus MHOJABEpraeTcs
MHCIEKTUPOBAHUIO HAa COOTBETCTBUE BBIMOJIHAEMON NEATENBHOCTH MO (hapMaKOHAI30py
corjacHo TpeboBaHMSIM HacToAMX [[paBuil Mo yCMOTpPEHHUIO yIIOJTHOMOYEHHOTO OpraHa.

70. KoHTpakTHBIE TOTOBOPEHHOCTHU O JEJIETUPOBAHUHM 3a/1a4 B 00JacTu papMakoHaaA30pa
JOJKHBI 00ecreuynBaTh BBHITIOJHEHWE CTOpOHAMHU TpeOoBaHHWiI akTOB opraHoB (Coioza u
3aKOHOJATENhCTBA TOCYAapCTB-UICHOB B cdepe papmakonanazopa. Co CTOPOHBI aeprkaTens
PETUCTPAIMOHHOTO YJIOCTOBEPEHHS JOJDKHO OBITh OOECIEeUeHO BKIIOUYEHHE B JOTOBOP
MOAPOOHOIO ONMUCAHUS JETIErUpyeMbIX 3a1a4, crioco0a B3auMOACICTBUSA U OOMEHA JaHHBIMH,
BPEMEHHBIX 0053aTelIbCTB, UCIOJIb3yeMOW TEPMUHOJIOTUU, MOAJEpkKaHUs 0a3 JaHHBIX,
MOHUTOPHHTA BBIMOTHAEMOW [EATCIPHOCTH M WHBIX aCMEKTOB, HEOOXOAMUMBIX IS
HaJIJICXKAIEr0 BBIMOJHEHUS JIeJIETUPYEMBIX 3a7ad. B 1ensX KOHTpOJsS BBIMOJHEHUS
KOHTPAKTHBIX JIOTOBOPEHHOCTEH JepiKaresieM PEerucTpalliOHHOTO YJOCTOBEPEHHS CIEAYyEeT
BBITIONHATH PETYJISIPHBIE ayAUThl OpraHU3aluii, KOTOPbIM OBLIM JEJIETUPOBAHbI 33aa4H IO
(dbapmakoHaa30py.

20. O6mme 06s3aHHOCTH IO hapMaKOHAI30py B paMKax akToB opraHoB Coro3a



71. YIOTHOMOYEHHbIE OpraHbl HECYT OTBETCTBEHHOCTH 3a BBINOJHEHUE 3a]a4 IO
(apMakoHaa30py, BO3JaraéMbIX Ha HHUX akTaMu opraHoB Coro3a M 3aKOHOJATEIbCTBOM
rocynapctBa-wieHa. C 3TOM IeNbI0 KaXIbli YIOJTHOMOYEHHBIN OpraH oOecreyuBaeT
(YHKIIMOHUPOBAHUE CHUCTEMBI (papMaKOHaA30pa, CO3JAET U NPUMEHSIET HaJIeXKAIlYIo
3¢ (HEKTUBHYIO CUCTEMY Ka4eCTBA OCYIIECTBISIEMON IEATeTLHOCTH 1O (hapMaKOHAI30DY.

72. T'ocynapcTBa-4wieHbl COTPYAHUYAIOT B LIEJISIX MOCTOSHHOTO COBEPIICHCTBOBAHUS
cucteM (apMaKOHAI30pa W JOCTIKCHHS BBICOKMX CTAHAAPTOB 3alIUTHI OOIIECTBEHHOTO
3I0pOBBS (3J0POBbSI HACENEHHUS), BKIIOYAsl MCIOIb30BAHNE OOBEIMHEHHBIX PECYPCOB IS
ONTUMU3ALMH HUCIIOJIb30BaHUs HMEIOIINXCS pecypcoB B pamkax Corosa.

73. T'ocynapcTBa-ujieHbl ONPEAEHSAIOT KOHTAKTHBIE TOYKU C LEJbI0 YIPOILICHUS
B3aMMOJICHCTBUSL ~ YNOJIHOMOYEHHBIX OPraHoOB, JepXkKaTeled PEerucTpalmoOHHBIX
YAOCTOBEPEHUH U JIUII, TPEACTABIAIONIMX HHDOPMAITHIO O hapMaKoHaA30pE.

21. OyHKIMH YIIOJIHOMOYEHHEIX OPraHOB

74. Kaxaoe rocynapcTBO-wiIeH JOJDKHO HAa3HA4YWTh YIOJIHOMOYEHHBIA Opras,
OTBETCTBEHHBIH 3a OCYyIIECTBICHHE (PapMaKOHA130pa.

75. Kaxxnplil ynnoJTHOMOUYEHHBIM OpraH IOJDKEH BHEAPUTH U 0oOecednTh 3P (HEeKTUBHOE
(GYHKIMOHUPOBaHHUE CUCTEMBI (hapMaKOHA30pa NP BHIIIOJHEHUU CBOMX 33/1a4 U y4acTUU B
nedaTenbHOCTH 1o (apmakoHaazopy B pamkax Coro3a. B  1aHHOM KOHTEKCTe
YIOJHOMOUYEHHBII OpPraH HECeT OTBETCTBEHHOCTb 3a KOHTPOJIb O€30MaCHOCTH Ka)J0ro
3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO IIpernapara BHE 3aBUCUMOCTH OT MPOLEAYpPHI
perucTpanuuy JeKapCTBEHHOT 0 Ipenapara.

76. 3amauun ¥ 00s3aHHOCTH YIIOJIHOMOUYEHHBIX OPTaHOB M0 (hapMaKoOHAA30py BKIIOYAIOT B
ce0sl COTpYAHMYECTBO MTPU OOHAPY>KEHUH CUTHAJIOB U IPUMEHEHNE MEp MUHUMM3ALUN PUCKA
IPU NPUHATUU COOTBETCTBYIOIIMX pelIeHud. B ciiyyae HEOOXOAMMOCTH MPUHSITHS CPOUHBIX
Mep [ o0ecrnedyeHus 3alluThl OOIIECTBEHHOI'O 30POBbs (3J0POBbS HACEJEHHS) B
OTHOILIEHUHU JIEKAPCTBEHHOI'O IIpenapara, 3aperuCTPUPOBAHHOIO B COOTBETCTBUH C
MPOLIEAYPOl B3aUMHOI'O IMPU3HAHUSA, YIOJHOMOYEHHBIM OpraH rocyJapcTBa MpPU3HAHUS
NPUHUMAET HEOOXOUMBbIE MEPBI, BKJIIOUasi OT3bIB C PhIHKA WJIM OCTAaHOBKY NMPUMEHEHHS Ha
TEPPUTOPHUH CBOETO FOCYIapCTBA.

7°7. YIIOJITHOMOYEHHBIE OPTraHbl HECYT OTBETCTBEHHOCTbH 3a KOHTPOJIb BBIIIOJIHEHHUS
JeprKaTeIsIMU PETUCTPALMOHHBIX YJIOCTOBEPEHUN 00s3aTeNbCTB MO (papMaKOHaA30py B
OTHOLUEHUH JIEKAPCTBEHHBIX IPENapaToB Ha TEPPUTOPHH CBOErO TOCyAapcTBa, BKIKOYAs
BBINIOJIHEHHE MHCHEKUMM cucTeM (apMaKoHaa30pa JepKarelied perucTparmoHHbIX
YAOCTOBEPEHUH, BHE 3aBUCUMOCTH OT MPOLIEAYPbl PETHCTPALIMN JIEKAPCTBEHHBIX MPENapaToB
Ha TEPPUTOPHUSX TOCYAAPCTB-UIEHOB. Y IOJHOMOYEHHBII OpPraH OJHOI0 rocyJapcTBa-4jieHa



oOecreynBaeT MpeACTaBICHUE AAHHBIX O (hapMaKOHAA30pe B YIOJHOMOYEHHBIE OpraHbl
OPYTUX TOCYAAPCTB-YWIEHOB B COOTBETCTBUM C aKTaMH opraHoB Cor03a M 3aKOHOJAaTEIbCTBOM
roCy1apCTB-YJICHOB.

22. IlnaaupoBaHKe TOTOBHOCTH K (papMaKOHAA30pPy IIPH BOSHHKHOBEHMH SKCTPCHHBIX CHTYAIHi B
cdepe 00mEeCTBEHHOr0 3APaBOOXPAHECHHS

78. Cuctembl (papmakoHa30pa JAep)KaTeled PeruCcCTPallMOHHBIX YJIOCTOBEPEHUM U
YIIOJTHOMOYCHHBIX OPTaHOB JIOJDKHBI OBITH aJaliTHPOBAHBI K OKCTPEHHBIM CUTYAITUsIM B cepe
OOIIIECTBEHHOTO 3/IpaBOOXPAHEHUS, BKIIIOUYasi pa3pabOTKy IJIaHa TOTOBHOCTH K AKCTPEHHBIM
CUTYaIHSIM.

79. DkcTpeHHas cuTyanus B cdepe OOIECTBEHHOTO 3paBOOXPaHEHHS IPEICTABIISCT
co00ii yrpo3y 00I11eCTBEHHOMY 3JI0POBbIO (3I0POBBIO HaceJIeHHs ), TpU3HaHHYI0 BceMupHoi
opraHu3alyen 3ApaBooXpaHeHuUs! IMOO YIOJIHOMOYEHHBIMU OpraHaMH.

80. TpebGoBanusa k cucreme (hapmMakoHaA30pa B CiIydyac BO3HUKHOBEHHUS IKCTPEHHBIX
CUTyanuii B cepe 00IMEeCTBEHHOTO 3IPAaBOOXPAHEHHUS B KAXKIOM M3 CIIy9acB OMPEACIISTIOTCS
YIOJIHOMOYEHHBIMU OpPTaHaMU M JOBOJSITCS JI0 CBEJCHUS JAeprKaTeled perucTparuoHHbIX
YAOCTOBEPEHUN W OOIECTBEHHOCTH. YTIOJITHOMOYCHHBIC OPTaHbI MyOJMKYIOT YBEIOMICHUS
00 PKCTPEHHBIX CUTYAIIUSIX Ha CBOMX O(PHUIIMAIBHBIX caiiTax B ceTu MIHTepHeT.

III. Macrep-¢aiin cucrems! papmakoHaa3opa
1. Crpykrypa MacTep-¢aiina cucreMsl papmMakoHaI30pa

81. Macrep-daiin cucremsl papmMakoHag30pa MpeaHa3HAYEH JJIsi ONMUCAHUS CUCTEMBI
(hapMakoHaa30pa U JOKYMEHTAIBHOTO MOATBEPKIACHUS €€ COOTBETCTBUSI TPEOOBAHUSIM aKTOB
opranoB Coro3a W 3aKOHOAATEIbCTBA TOCYIApCTB-WICHOB. Mactep-(dailn cucTeMbl
(dhapmakoHa30pa MO3BOJISIET HaJIEkKAIUM OOpa30oM OCYIIECTBUTh IUIAHUPOBAHUE W
MPOBEICHUE ayJAUTOB CHUCTEMBI (apMakoHaa30pa JAepKaTeIeM pPErucTPalmOHHOTO
YAOCTOBEPEHHUS, a TaKK€ MHCIEKTUPOBAHUN YIOJIHOMOYEHHBIMU OopraHamu. Macrep-daiin
cucteMbl apMakoHa30pa BKIIOYAET B ce0si 0030p cuctembl (hapMakoHAA30pa Jep KaTels
PErUCTPAIMOHHOTO YJOCTOBEPEHHUs, YTO TMO3BOJSET CJHelaTh €€ OOyl OIEHKY
YIIOJTHOMOYEHHBIMH OpraHaMU Ha PETUCTPAIMOHHOM U MOCTPETUCTPALIMOHHOM ATarax.

82. CocraBieHnue Mactep-(daitna cuctembl (apMakoHaA30pa M aKTyalU3alUs
MHQOpMalUH, COJAEp)KAIIECHCI B HEM, IMO3BOJISIIOT JIEP)KATEN PErucTPalMOHHOTO
YAOCTOBEPEHUS U YIIOJTHOMOYEHHOMY JIMILY 10 (hapMaKoHaa30py:

a) yoeauThCcsl B TOM, YTO cucTeMa (papMakoHaA30pa BHEAPEHA COTJIACHO TPeOOBAaHMIM
akToB opraHoB Coro3a U 3aKOHOJaTEIbCTBA rOCYAapCTB-WICHOB;

0) MOATBEPIUTH COOTBETCTBUE CUCTEMBI JEHCTBYIOIIUM TPEOOBAHUSM;

B) TOJIyYUTh WH(POPMAITUIO O HEJOCTAaTKaX CHUCTEMBI WU BBIIBUTH HECOOIOJICHHE

TpeOOBaHUIA;



T') MOJY4YUTh UH(GOPMAIINIO O pUcKaX UK HEA((HEKTUBHOCTH BBITIOTHEHUS OTIPEIETICHHBIX
HaNpaBJIEHUN EATEIHHOCTH 1O (apMaKOHAI30pY.

83. Hcmonb3oBanue mactep-daiia cUCTEeMbl (GapMakoHaI30pa CIOCOOCTBYET
ONITHMU3AIINHY TIPOIEcCca HAIISKAIIETO YITPABJICHUSI CUCTEMOM, a TAK)Ke COBEPIICHCTBOBAHUIO
cucteMbl (papmakoHaa3opa. TpeOoBaHUS K MPEICTABICHUIO KPATKOTO OMUCAHUS CHUCTEMBI
dbapmakoHam30pa JepxKaTedas PErUCTPAIMOHHOTO YAOCTOBEPCHHs, MPEACTABICHUIO
Mactep-daiisia cucteMbl (hapMakoHaA30pa, a TaKKe XPOHOJIOTUs (MOCJIEIOBATEIbHOCTH)
BHECEHHMSI U3MEHEHUM 00JerdamT IuiaHupoBaHue # SPGEKTUBHOE MPOBEICHHUE
YIIOJTHOMOUYCHHBIMH OpTaHaMHU TOCYJApPCTB-YJICHOB WHCIICKIIMA Ha OCHOBAaHMHM METOJA
OIICHKH PHUCKOB.

2. Peructpanus 1 noanep:kaHue B aKTyaIbHOM COCTOSHHH MacTep-(aiiia CHCTeMBI
¢dapmakoHa3Opa

KpaTkas XapakTepUCTHKa CHCTEMBI (hapMaKOHA30pa AepiKaTelsl PErACTPAAOHHOTO
YIOCTOBEPEHHA.

84. B coorBercTBUM ¢ TpeOoBanusMuU [IpaBun perucrpanuu u 3KCIEPTU3bl KpaTKas
XapaKTepUCTHKA CUCTEMBI (papMakoHaI30pa JAepiKaTeisl perUCTPAIIMOHHOTO Y I0CTOBEPECHUS
npeacrasisieTca B paszaene 1.10 moxynst 1 perncTpanimoOHHOTO JOCHE JIEKAPCTBEHHOTO
mpernapara B Ciydae, €CJIM NP MPEANISCTBYIONICH I0Jaue PErucTpariioOHHOTO J10Che
JepKaTeIeM PErucTPallMOHHOTO YIOCTOBEPEHHUSI ObUT MPENCTABICH B yHMOJIHOMOYEHHBIN
opran Mactep-daisi cuctemMbl ¢dapMaKoHaaA30pa Jep)KaTelsl PETHUCTPAIMOHHOTO
ynoctoBepeHus. KpaTkas xapakTepucThKa CUCTEMbI (papMaKoHaA30pa JO0JKHA BKIIOYATH B
ce0s1 CICAYIOITUE DIIEMEHTHI:

a) MMCbMEHHOE TMOJITBEPKJICHHUE JepKaTeIeM PEruCTPallMOHHOIO YI0CTOBepeHus (pakTa
HaJIM4YMsl YIIOJITHOMOYEHHOTO JIUIA TI0 (papMaKkoHa130py;

0) HaMMEHOBaHHUE T'OCYIapCTBA, B KOTOPOM IPOKMBAET U BBHIMOJHSAET CBOM (DYHKIIMHU
YIOJHOMOYEHHOE JIUIIO TI0 (papMaKoHAI30DY;

B) KOHTaKTHBIC JIaHHBIC YIOJHOMOYEHHOTO JIMI[a M KOHTAKTHOTO JHIlA IO
(bapmakoHaa30py (IpH HATMYKH);

r) 3asBlIeHUE (JEKJapaius), MOAMUCAHHOE JepriKaTeleM PEerucTparioHHOTO
YIOCTOBEPEHUS, O TOM, YTO OH O0S3yETCs BBIMOIHATD 33J]a4u U 00S3aHHOCTH, OTIPEICIIIeMbIC
HacTosAmuMH [ IpaBuiiamu;

1) MECTOHAXOXKJIEHHE (aJIpec XpaHeHus) MacTep-(aiisia cucTemMbl papMaKkoHa130pa.

TpeboBaHma K MECTOHAXOXKACHMIO MacTep-(daiiina cucreMsl papMaKoOHAI30pa

85. Macrep-daiin cuctemsl (papmMakoHan30pa AOIKEH XPAHUTHCS HAa TEPPUTOPUHU
rocygapcrBa-ujeHa Ju00 1Mo MecTy (AaKTUYECKOrO0 BBINOJHEHHS JIepKaTeIeM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI OCHOBHOM JESATEIHHOCTH IO (papMaKoHa130py, MO0 1Mo



aZpecy OCHOBHOI'O MECTa OCYLIECTBJIEHUS CBOEH ESATEIBHOCTH YIIOJTHOMOYEHHBIM JIMIIOM 10
(dhapmakoHa30py, He3aBUCHUMO OT (opMara JaHHOTO MacTep-(aitna (B OyMakHOM WU
ANEKTPOHHOM BHJE). YIOJIHOMOYEHHBI OpraH TroCyJapCcTBa-ujieHa JOJDKEH OBITh
NpOUHMOPMUPOBAH O MECTE XpaHeHUsl MacTep-¢aiiiaa cucteMbl (apMaKoHaI30pa, a TAKKe
J0JKeH OBITh He3aMeIIUTeNbHO, He mo3aHee 30 KaleHIapHbBIX JHEW, WHYOPMHUPOBAH O
mo0ObIX M3MEHEHUAX MecTa ero xpaHeHus. TpeOyemas uHboOpMalus O PaCMOIOKEHUU
MacTtep-Qaiiia BKIIOYaeT B ce0s MECTO HaXOKIAEHUs (aJpec) AepKaTeisl perucTpaluoOHHOTO
YAOCTOBEPEHMSI UM TPEThEH CTOPOHBI COIVIACHO COTJIAIIEHUIO0. DTO MECTO HaXOXKACHUS (
azpec) MOXKET OTJIMYAThbCS OT MECTa HaXOXJCHHs (aapeca) 3asBUTENS WU JepiKaTels
PETUCTPALIMOHHOTO yJOCTOBEPEHHUsI, HAIPUMEDP, B Clydyae yKa3aHUs MECTa HaXOXKJIEHHUS (
azpeca) Apyroro oguca Jepxareis PEerucTpalMoOHHOIO YJOCTOBEPEHHUS WIIM B Cilydae
BBIMIOJIHEHUSI OCHOBHOM JEATENBHOCTU TPEThEW CTOPOHOM COracHo coriameHuto. [Ipu
OMpENICICHU OCHOBHOTO MeECTa OCYIIECTBIEHHUS AEATENbHOCTH MO (papmakoHaa30py
JepKaTeab PEruCTPALIMOHHOIO YOCTOBEPEHHUS JOJKEH ONPENEIUTh MECTOHAX0XKICHHUE IS
cucTteMbl (apMaKoHaA30pa B II€JIOM, YTOOBI OOECNeuuTh (PYHKIIMOHUPOBAHHE CHUCTEMBI
(bapmakoHanzopa. JlepxkaTenb pEeruCTPalMOHHBIX YIOCTOBEPEHUM JOKEH HMETh
COOTBETCTBYIOIIEE 0OOCHOBAaHUE JJIsl IPUHATHUS PEILICHUS O PacloiIoKeHUH MacTep-(paiina. B
CUTyalluM, KOTJIa OCHOBHAs JEATEeIbHOCTh OCYIIECTBIAETCS B TPETbUX CTpaHaX WIH
HEBO3MOJKHO ONPEEIUTh OCHOBHOE MECTOHAXOKJIEHUE, [0 YMOIYAHUID MECTOM XPaHEHHS
MmacTep-Qaiiina sBISETCS MECTO OCYLIECTBIEHUS NEATEIbHOCTH YIOJIHOMOUYEHHOIO JUIA O
(bapmakoHa30pYy.

ITepemaga obs3aHHOCTEH IO BeIeHUIO MacTep-(aiina cucTeMsl papMakoHaI30pa

86. Ilepenauy oOsi3aHHOCTEN MO BeIEHUIO MacTep-(daiina cucteMbl papMakoHaI30pa
HEO0O0X0UMO O(QOPMIIATh JOKYMEHTAJIBHO M KOHTPOJIUPOBATH C IIEJbI0 MOATBEPXKICHHS
BBITIOJTHEHUS JCP)KATEIEM PETHCTPAIMOHHOTO YIOCTOBEPECHHS CBOHMX OOS3aHHOCTEH.
YroaHoMoueHHOE JHIO0 MO (hapMakoHAA30py JOJDKHO OBITH TPOWMHGOPMUPOBAHO 00
M3MEHEHMSIX, BHOCHUMBIX B MacTep-(ain cuctemnl (papMakoHag3opa, B TOM 4YHCIIE
HE3aMEeITUTETHHO O CICTYIONTNX N3MEHEHUSX

a) U3MEHEHUs, BHOCHMBIE B MacTep-Gaiin cucteMbl (hapMaKkoHAA30pa, Ui H3MEHEHHE €T0
MECTOHAXOXCHUS, CBEICHUSI O KOTOPBIX JOHKHBI COOOMIATHCS B YITOJTHOMOYEHHBIC OPTaHbI
rOCy1apCTB-YICHOB;

0) nobOaByiieHre MHPOPMAIIUKU O KOPPEKTUPYIOIUX U (WJIM) MPEeaynpeauTeSbHbIX
MEpONpUATUAX B MacTep-(aitn cuctemsl dapmakoHaa3opa (Hampumep, Mo pe3ysbraTam
MPOBEJICHUS aAyJAUTOB M WHCIEKIINIA). YIOJTHOMOUYEHHOE JIUIIO 10 (papMaKOHAI30py TOJIKHO
UMETh JIOCTYI K HHGOpPMAINUU 00 OTKJIOHEHUSX OT MPOIIECCOB, BBHISBICHHBIX B CHCTEME
yIpaBJICHUS Ka4eCTBOM CHCTEMBI (hapMaKOHaI30pa;



B) U3MEHEHUs, BHOCUMBIE B COJIepKalllylocsi B MacTep-(daiine nHpopMalnio, KOTopble
YAOBJIETBOPSIOT KPUTEPUSAM HAJJIEKAIIET0 KOHTPOJIS CUCTEMBbI (hapMakoHaa30pa (B paMKax
BO3MOXKHOCTEH cUCTEMBI, GYHKIIMOHUPOBAHUSA U COOTIOACHUS TPEOOBaHMI);

I') U3MEHEHHUsI YCTAaHOBJIECHHOW JOTOBOPEHHOCTU O MPEJCTABICHUU MacTep-(aiina
CHCTEMBI (papMaKOHaA30pa B YIIOJIHOMOYEHHBIE OPTaHbl;

1) mepesiaya BbIOJHEHUS 3HaYMMON (QyHKIMHU 1O (papMaKOHAI30py TPETbel CTOpPOHE (
HaIrpumep, pa3padoTKy JOKYMEHTOB O (hapMaKOHa30pe);

€) BKJIIOYEHHE JIEKAapCTBEHHBIX IPENapaToB B CUCTEMY (hapMaKoOHaA30pa, 32 KOTOPYIO
OTBEYAET YIOJHOMOYEHHOE JIULO 110 (papMaKOHAA30pYy;

) U3MEHEHHS B OTHOLICHUH BKJIIOYEHHBIX B CUCTEMY (papmMakoHa/aA30pa JeKapCTBEHHBIX
npenapaToB, KOTOPbIEe MOTYT MOTPEOOBATh YBEJIMUYEHHUS BBIIOJHIEMOTO o0beMa padoT 1o
dbapmakoHag30py (HampuMmep, pacUIMpeHHe TIOKa3aHWW, BBIMIOJHEHHE HCCIEJOBaHUMH,
BKJIFOUEHHE JTOTIOJTHUTEIBHBIX CTPaH).

87. YIIOTHOMOYEHHOE JULO M0 PapMaKoOHAA30py AOHKHO NOATBEPINUTH B MUCbMEHHON
¢dopMe nomyueHue 00s13aHHOCTEN N0 BEJIEHUIO MacTep-daiiia cucteMsl (hapMakoHaa30pa.

3. Onmcanme cucreMsl papMaKkOHAI30pa

88. B macrep-(aiine cucremsl papmakoHaa3zopa JOJDKHA OBITH OMKMCaHa CHCTEMa
dbapMakoHag30pa OJHOTO WM OoJiee JIEKApCTBEHHBIX MPENapaTroB JIepKaTels
PETUCTPAIIMOHHBIX ya0CcTOBepeHHil. K pa3HbIM KaTeropusiM JEKapCTBEHHBIX MPEMapaToB
Jep)KaTeb PETrUCTPAIMOHHOTO YIOCTOBEPEHHUS BIIPABE NPHUMEHSATH Pa3HbIC CHCTEMBI
dbapmakonanszopa. Kaxknas Ttakas cuctemMa JOJDKHa OBITh OIMCaHa B OTICIHBHOM
MmacTep-¢aine cucremsl papmakoHaa3opa. DTH MacTep-Qailsibl cucTeMbl PpapMaKkoHaI30pa
COBMECTHO [IOJDKHBI OXBATBHIBAaTh BCE JICKAPCTBEHHBIC TMpemaparhl JAepiKaTes
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUS, Ha KOTOPBIE BBIAHO YAOCTOBEPEHUE O TOCYIaPCTBEHHOM
peTHCTpaIny.

89. B ciyuae ecnu y aep)katelnsi perucTpalldoOHHOTO YIOCTOBEpEHUsT (QYHKITMOHUPYET
Obosee uyem 1 cucrema ¢dapmakoHaa3opa, Hanpumep, CrHenuPUUEcKue CUCTEMBI
(dbapMakoHaa30pa IJis OMPENCICHHBIX BHUIOB JIEKAPCTBCHHBIX MpemapaToB (BaKIIMHBI,
CaHUTAPHO-TUTHEHUYECKast MPOIYKIUSA U T. J.) WIA cUCTeMa (papMaKoHaI30pa OXBAaTHIBAET
JEKapCTBEHHBIEC TMpemnapaTel Oojee | aepikarens PEerucTpPalMoOHHOTO YIOCTOBEPEHUS,
COCTaBJISIETCS OTJCNBHBIN MacTep-Qaiis cuctemMsl (papMakoHaA30pa, OMUCHIBAIOIINNA KAk YO
CHCTEMY.

90. HepxaTeneM pETrUCTPAIMOHHOTO YJIOCTOBEPEHHUS MOKHO OBITh HAa3HAYEHO
YIOJHOMOYEHHOE JHUI0 MO (papMakoHAA30py, OTBETCTBEHHOE 3a CO3/JaHHE M BEJCHUE
CUCTEMBI (papMaKoHa130pa, OMMCAHHON B MacTep-Qaiiie cucteMbl apMaKoHaA30pa.

91. Ecnu onHa cucreMa (hapMakoOHAA30pa MCIOJIB3YeTCS HECKOIbKUMHE JIePKaTeIsIMU
PETUCTPAIIMOHHBIX YIOCTOBEPEHUMN, KaXKIbI M3 HUX HECET OTBETCTBEHHOCThH 33 HaTWYHE
macTtep-daiiia cuctembl apMaKoHaI30pa,



B KOTOPOM ONHcCaHa cuctema (hapMaKoHa/I30pa BBITYyCKaeMOM UM MpoAyKiuu. Jlepkarensb
PETUCTPAIIMOHHOTO YJOCTOBEPEHMSI BIPABE [JEIETHPOBATh IOCPEICTBOM 3aKJIKOYEHHS
J0TOBOpa (HampuMmep, MapTHEPY MO JHUICH3UH WIH CyOMOApsTYUKY) 4acTh 3a7ad WIN BCE
3a/1auu 1o hapMakoHaA30py, 3 HAJIJIEKAIllee BHIMOTHEHNE KOTOPhIX HECET OTBETCTBEHHOCTh
JeprKaTelab PErucTPallMOHHOTO YIOCTOBepeHusa. B aToMm ciyuae mactep-(daiinm cucTembl
dbapmakoHaA30pa JepKaTeas PETHCTPAlMOHHOTO YJIOCTOBEPEHHS MOXKET HMETh

MEPEKPECTHYIO CCBUIKY Ha MacTep-Qailyi WiM Ha YacTh MacTep-(dailia CUCTEMBI
(dbapmakoHaa30pa, YIPaBIsIEMOTro CUCTEMOW CTOPOHBI, KOTOPOW ObLIN JI€TIETUPOBAHbI 3a/1a41
Ha OCHOBAaHUHU JIOrOBOpa O JOCTYyNE K JaHHOW MH(OpPMAIMU CO CTOPOHBI JIEep>KaTels
PErUCTPALMOHHOTO YJAOCTOBEPEHHUS! M YIOJHOMOYEHHBIX OPraHOB TI'OCYJapCTB-UYJIEHOB.
JlepkaTedab PErucTpallMOHHOrO YJIOCTOBEPEHUS [OJKEH O00eCHeYuTh COOTBETCTBHE

COIEpKaHMUS CCBUIOYHBIX (hailloB B cucteme ¢apMakoHaA30pa, MPUMEHUMON K

JIEKapCTBEHHOMY IIpenapary.

92. B COOTBETCTBYIOUIUX CIy4YasX B MPUIOKEHUN YKa3bIBAETCS MEpPEUEHb MacTep-(paiios
cucTteMbl (apMaKOHAI30pa, MOAAECPKUBAEMBIX OJHHUM JIep)KATEIEeM PETHCTPAIIMOHHOTO
yaocTtoBepeHus. B npuiiaraemyto uH(GoOpManuio BKIIOYAIOTCA JaHHBIE O MECTOHAXOXKIECHUU
MacTep-daiiioB, uHPoOpMalus 00 YMOTHOMOYEHHOM JHIe MO (apMakoOHAA30py U
COOTBETCTBYIOIIMX JICKAPCTBEHHBIX MIpernaparax.

93. B kpatkoit mHpOpMAIUU, TPEIACTABIAEMON B YIOJIHOMOUYECHHBIE OpTaHbI
rocyJapCTB-4IEHOB, HE JONYCKAeTCs yKa3aHWE HECKOJIbKO MECT XPAHEHHS OJHOIO
MmacTep-¢aiina cuctemMsl (hapMaKoOHaI30pA.

94. JlanHubie 00 yIOTHOMOYEHHOM JIMIIE 10 (hapMaKOHAI30Py MOTYT ObITh JaHHBIMHU JIUIIA,
YIIOJJHOMOYEHHOTO JIEP/KATEIEM PETHUCTPAMOHHOTO YIOCTOBEPEHHS HA BBIITOJIHECHUE
(GYHKIUA 0 yHOpaBIEHHUIO CHUCTEMOU (apMakoHAJA30pa HAa KOHTPAKTHOM OCHOBE U HE
ABJISIIONIETOCS  HEMOCPEACTBEHHBIM PAOOTHUKOM  JepXKaTeysi PEerucTPallHOHHOTO
YAOCTOBEPEHUS.

95. Ilpu nenerupoBaHUM 3a4ad MO (PpapMakoOHAI30py, Aep’KaTellb PErucTPaluOHHOTO
YAOCTOBEPEHUSI HECET OTBETCTBEHHOCTh 3a CUCTEMY (apMaKOHAI30pa, MPEACTaBICHUE
uHopMalMu O pacmoyioKEeHUH wmactep-(daitna cuctemsl (apmakoHan3opa, BeEICHHE
Mactep-Qaiina cuctemsl (hapMaKOHa30pa U €ro NpeiCTaBIECHNE B YIIOJTHOMOYEHHbBIE OPTaHbI
rocyJapCTB-4ICHOB M0 3anpocy. B HaIMuuu JOKHBI OBITH IOTOBOPBI ¢ OMUCAHUEM (DYHKIIHIMA
1 00s13aHHOCTEH IO BeJCHUI0 MacTep-daiisia cucTeMbl (hapMakoHa30pa, €ro NpeICTaBICHUIO
, a TaKXe OCYIIECTBICHUI0O (apMaKkoHaA30pa B COOTBETCTBUU C TpeOOBaHUIMU
3aKOHOAATENBCTBA FOCY1apCTBA-YJICHA.

96. Ilpu ucmonb30BaHUU CUCTEMBI (papMaKOHAA30pa HECKOJIBKUMH JACpKaTeIsIMU
PErUCTPALIMOHHBIX YJIOCTOBEPEHUN PEKOMEHAYETCS, 4YTOObl MapTHEPHl COrjIacoBalu
COBMECTHOE BEJEHHE COOTBETCTBYIOLIMX pPa3/IeIOB B paMKaxX CBOMX MacTep-(paiiaoB B
cucteme. O pocrynHoct Mactep-(aitna cucrembl (apmakoHan3opa sl JaepiKaTenei
PErUCTPAlMOHHBIX YJOCTOBEPEHUW M €ro MpEeACTaBICHUH B YINOJHOMOYEHHBIE OpPTaHbI



rOCyJIapCTB-WICHOB JIOJDKHO OBITh YKa3aHO B JIOroBOpax. BakHo, 4TOOBI AepikaTeib
PErucTpPallMOHHOIO YJOCTOBEpPEHHUsI yOeauics B TOM, 4TO cucrtema ¢apMakoHaI30pa,
pacmpocTpaHsieMasi Ha €ro MPOIyKIINI0, COOTBETCTBYET HEOOXOAUMBIM TPEOOBAHUSIM.

4. O6s3arenbHas mHGOpMaIuUs B MacTep-(aiine cucTeMsl (papMakoHaI30pa

97. Mactep-daiin cuctemsl (papMakoHaA30pa TOJDKEH BKIIOYATh B ¢€0s1 JOKYMEHTHI C
omucaHueM cuctembl (apmakonam3opa. Conepkanue MacTep-daiiia CHCTEMEI
(dbapmakoHan3opa AOJDKHO OTpaxkaTh JOCTYMHOCTh HHpOpManuu O O€30MacHOCTH
JICKapCTBEHHBIX MPENapaToB, 3apeTHCTPUPOBAHHBIX B TOCYAapCTBax-wieHax. Macrtep-daiin
JOJDKEH MMETh OTJIaBJICHUE C IIEIbI0 O0ECIICUYeHUs BO3MOXHOCTH OPHEHTHPOBATHCS B
nokyMeHTe. OCHOBHBIM MPUHIIMIIOM (DOPMHPOBAHUS CTPYKTYPHI COJIEpKaHusl MacTep-daiina
SBIISICTCS BKJIOYEHHWE B OCHOBHBIE pas3aelbl HWHGOPMAIHWHU, KOTOpas HMMEET
OCHOBOITOJIATAOIICe 3HAUCHWE IS OINMCAHHSI CUCTEMBI (hapMaKoHaI30pa JepiKaTels
PETUCTPAIIMOHHOTO yAOCTOBepeHus. JlomyckaeTcsi BKIFOUEHHE TOAPOOHONH HH(pOpMAIUH,
HEOOXOAMMOM JIJIsi TIOJTHOTO OMUCAHUS CHCTEMbI, B TIPWIIOKEHUS K MacTep-(ailiry CUCTEMBI
(dbapmakoHaa30pa, TOCKOJIBKY OHA TOJBEPKEHA YaCThIM U3MECHECHUSIM.

Pasnen Macrep-¢aiina 06 yoIHOMOYEHHOM JHIie 0 (hapMaKOHAI30py

98. Nndopmanus 06 ynoJIHOMOYEHHOM JiKIle TI0 (hapMakoOHAI30py B MacTep-aiine
CUCTEMBI (papMaKOHa130pa A0HKHA BKIIOYATh B CEOs:

a) onucaHue Oo0SA3aHHOCTEH, TAPAHTUPYIONIUX HATUYHE Y YIOJIHOMOYEHHOTO JIMIA TI0
(bapMaKoHaI30py COOTBETCTBYIOIIMX MOJTHOMOYHH, KACAOIIMXCSl CUCTEMBI (DapMaKoHaa30pa
C TIeJIbIO 00eCIIeYeHUs!, COJICHCTBUS U TTOBBIIICHHS YPOBHSI COOTBETCTBHS TPEOOBAHUSM;

0) KpaTkoe pe3oMe ¢ OCHOBHOUM MH(OpMaIMel 0 PO YIOJIHOMOYEHHOTO JIUIa MO
dbapMakoHaI30py, OMHUCAHWE €ro KBaTU(PUKAIMA W OIBITA, WMEIONIUX OTHOIICHHUE K
JESTENBHOCTHU 110 (hapMaKOHAA30pY;

B) KOHTaKkTHYIO HH(oOpmanuio 00 yNOJHOMOYEHHOM Julle Mo (dapmakoHan3opy (
baMunnio, UMsi, OTYECTBO (MIPU HAIMYUK), HOMepa TenaedoHOB, (akca, aapec dIECKTPOHHOM
MOYTHI U MECTO HaXOXACHUs (aapec) MecTa paboThl C yKa3aHUEM IMOYTOBOTO MHJIEKCA);

r) “HQOpPMAIIUIO O MPUMEHEHUH COTJIANICHUA B CIIy4ae OTCYTCTBUS YIIOJIHOMOYEHHOTO
auna no (QapmakoHagzopy. B ciyuae generupoBaHus ONpeAeNeHHBIX 3aday
YIOJIHOMOYEHHOTO JIUIA TI0 (hapMaKOHAA30py UHOMY JIUITY TIEpEeUeHb JSIETUPOBAHHBIX 33/1a4
JIOJI’KEH OBITh BKIIIOUEH
B MIPWIJIOKEHUS (C YKa3aHWEM OMMCAHUS 33]1a4 ¥ JIUIl, KOTOPBIM OHU JIEIETUPOBAHBI);

1) OomMcaHue 00JIacTH OTBETCTBEHHOCTH KOHTAKTHOTO JHIa 1o (papmakoHaazopy (mipu
HaJINYKH).

Pazpen Mactep-¢aiina cucreMsl papMakoHa30pa 00 OpraHU3aUOHHON CTPYKTYpe AepKaTelid
PETHCTPanOHHOTO YAOCTOBEPCHHUS



99. HeoOxoaumo MpeACTaBUTh ONHCAHUE OPraHU3alMOHHOW CTPYKTYpHI
COOTBETCTBYIOIIEW cuctemMbl (apMakoHag30pa JAepKaTels PEeTHUCTPALMOHHOIO
yaoctoBeperus. Onucanue AOHKHO JaBaTh YETKOE MPEACTABICHHE O 33JCHCTBOBAHHBIX
OpraHu3aluiaX, OCHOBHBIX CTPYKTYpPHBIX  TOJpa3aeliCHUSIX, 3aHUMAIOIIUXCS
dbapmMakoHaI30pOM, M B3aMMOOTHOMICHUSX MEXKAY OPTraHM3alUsSIMH W CTPYKTYPHBIMH
MoJpa3AeeHUsIMI, HMMEIOIIMMH OTHOIICHWE K BBHIMOJHCHUIO JIESITEIbHOCTUA TI0
dhapmakonaazopy. B macrep-daitne cucremsl hapmMakoHaa30pa 10HKHA OBITH MPEICTaBICHA
ciemyromas nHbopmaIus:

a) OpraHM3alMOHHAs CTPYKTypa JAepKaTelis perucTpalliOHHOTO yIOCTOBEPEHHUS, BKIIOYAs
JOJHKHOCTH YITOJTHOMOYEHHOTO JIMIIA 10 (papMaKOHAA30py B OpraHU3aIUY;

0) MecTO HaxOXJIEeHHS (aapec) OCYIIECTBICHUS NEATeIbHOCTH 10 (hapMakoHAA30pY,
BKJIIOUasi COOp U OLIEHKY WHAMBUAYATbHBIX COOOIICHUI O HEXENATeIbHBIX PEaKIHIX, BBOJ
coo0mieHuit B 6a3y JaHHBIX O 0€30MaCHOCTH, MOJATOTOBKY MEPUOANYECKOTO OOHOBIISIEMOTO
oTueTa Mo 0Ee30MacHOCTH, BBISBICHHE M aHAJIN3 CUTHAJIOB, BEJACHHE IJIAHOB YIPaBICHUS
pUCKaMU, YIPABICHHE MPOBEICHUEM MPEIPETUCTPAIIMOHHBIX M TMOCTPETUCTPAIMOHHBIX
MCCIICIOBAaHUI U yNpaBlIeHUE U3MEHEHUSIMH, BHOCUMBIMH B HH(OpMAIHIO 0 O€301MacHOCTH
JIEKapCTBEHHOTO Tpernapara.

Paznen mactep-gaiina cucteMsl papMaKoHaA30pa O JEICTHPYEMOH AEATETHHOCTH 10
(dbapMakoHaI30py

100. Macrep-daiin cuctembl dapMakoHaA30pa TOKEH COJEpPKATh OIMNHCAHUE
JeJIETUPYEMBIX JIeprKaTelleM PEruCTPAlMOHHOTO YIOCTOBEPEHHUS 3a/1a4 10 (papMaKoHAA30py.

101. Uudopmarus B pasjiene AOJDKHA OMHUCHIBATH B3aUMOCBS3U C JIPYyTUMH
opraHu3anusaMu (HampuMep, COTJalleHUEe O COBMECTHOM MAapKETHHIE JIEKapCTBEHHOTO
mpemnapara, CorJiallieHue O BBITIOJIHEHUH JIEATeTLHOCTH 10 (hapMaKOHAI30PY MOAPSTIUKAMH,
a Take MHbIe coryamenus). Heobxoammo yka3aTh MECTOHAXOXK/JEHUE U ONMKUCATh CUCTEMY
MMEIOUIMXCSl COrJAIEHUH O JeJerupyembiX 3ajadax mo ¢papmakoHanzopy. Omnucanue
COTJIAIIEHUM JTOMYyCKAETCS COCTABIATH B BUJIE TNepedyHs uiau Tabmwuisl. [Ipu omucanun
COTJIAlIEHUM B BUJI€ TAOJUIIBI MPUBOJSTCS CBEACHUS 00 yUaCTBYIOIIUX CTOPOHAX, MPUHSITHIX
00s13aTeNbCTBAX, JIEKAPCTBEHHBIX MpernapaTax, Mo KOTOPHIM OCYIIECTBISIETCS (hapMaKOHAA30p
, 1 TEPPUTOPUSLX TOCYIapCTB-WICHOB, Ha KOTOPHIX OCyIiecTBiseTcs (papmakonamzop. [lpu
OMMCAHUU COTJIAIICHUN B BUJIE MIEPEUHSI €r0 CTPYKTYPUPYIOT MO BUAAM HCIOIb3YEMbIX YCIYT
(Hanpumep, MpeACTaBICHUE MEIUIIMHCKON MHGOPMALINH, Ay JUTOPCKHUE YCIyTy, OOecreueHnue
nporpaMM MOAJAEPKKH MalUeHTOB, 00pabOTKa AaHHBIX 00 HCCIEIOBaHUIX), BHUIAM
KOMMEPYECKHUX COTJIAIICHUN (CoriameHne o AUCTPUObIOIMHU JIEKAPCTBEHHBIX MPENapaToB,
COrJIallleHue O COBMECTHOM MAapKETHUHIE, COTJIallleHHWe O COBMECTHBIX IIpaBax Ha
PErUCTPAIlMOHHOE YJIOCTOBEpPEHHE W T. J.) U BHUJAM TEXHHUUYECKOro oOecredeHus
NeATeNIbHOCTA Mo (apMaKoHaA30py (pa3MelleHue KOMIbIOTEPU3UPOBAHHBIX CHUCTEM Ha



cepBepax MmpoBanjepa, apXMBUPOBAHNUE M XPAaHEHUE TaHHBIX CUCTEMBI (hapMaKOHaI30pa U T.
1.). Konmuu oTensHbBIX coTNanmeHuii IpeIcTaBIIsIOTCS 110 3aMpocy YIIOJTHOMOYCHHBIX OPTaHOB
WM B XOJI€ MPOBEJCHUSI MHCIIEKIINK U ayJUTa, UX MepeYeHb MPUBOJUTCS B MPUIOKEHUIX K
macrep-Gaiiy.

Paznen mactep-¢aitna 06 HCTOYHWKAX MOMYyI€HUS JaHHEIX O 6€30IacCHOCTH

102. Onucanue OCHOBHBIX OT/EJIOB CUCTEMbI (DapMaKOHa130pa, 3aHUMAIOIIUXCSI COOPOM
WHJMBUAYJIbHBIX COOOIIEHUI O HEXENATENbHBIX PEAKUUAX, JODKHO BKIOYATh B CeOs
uH(popMmainuo 000 BCeX CTOPOHAX, OTBETCTBEHHBIX 3a COOp COOOIIECHUH, MOTYy4YaeMbIX IO
3alpocy, W CIOHTAHHBIX COOOIIEHUH O HEeXeNIaTeIbHbIX PEAKUUSIX Ha JIEKAPCTBEHHBIE
npenaparbl, 3aperUCTPUPOBAHHBIE HA TEPPUTOPHUSIX TOCYAApCTB-4JI€HOB. B omnucanue
JOJIKHBI OBITh BKIIFOUEHBI MECTA HaXO0K/IEHUS TaK)Ke OTJEI0B MEAUIIMHCKON nH(pOopMaInm, a
Takke oYepHuX o(pricoB opranm3aiuu. JlomyckaeTcs cOCTaBIsATh ATy HHPOpMaIUio B hopme
CIIUCKA C YKa3aHHEM rocyAapcTBa, XapakTepa JeATeIbHOCTH U JEKAPCTBEHHBIX MPenapaToB (
€CJIM JIaHHAasl JIeATEIbHOCTh 3aBUCUT OT BHUJA JIEKApCTBEHHOro mpemnapara). Muadopmanus o
TPEThUX CTOpPOHAX (MapTHEpax MO JIMIEH3UH, MapTHEPAX MO MECTHBIM JUCTPUOBIOTOPCKUM
WM MApKETHHIOBBIM COIJIAIIEHUSM) TAK)KE€ BKJIOYAETCS B pa3jies, B KOTOPOM OIKCaHBbI
cornamenus. [l mpenactraBieHUss OCHOBHBIX JTaloB cOopa U mepeaadydl JaHHBIX O
HEXXEeJIaTeJIbHbIX PEAaKLMSAX, BPEMEHHBIX paMKaX M YYacTBYIOIIMX CTOPOHAaX MOTYT
MCIOJIb30BaThCS cxeMbl. OnucaHue npolecca, Kacarerocs HHANBUAYAIbHBIX COOOIIEHUN 0
HEKeJIaTeNbHBIX PeakIusaX, OT cOopa 10 MPEACTABICHHS B YIIOJIHOMOYEHHBIA OPTraH JT0KHO
BKJIIOUYATH B c€0s1 CBeJIeHHs 00 yYacCTBYIOIIMX B MPOLIEAYPE MOAPA3ACICHUSAX U (MIN) TPEThUX
CTOpOHaX.

103. Mictounuku nHpOpManuu 0 6€301aCHOCTH TAK)KE JTOJKHBI BKIIIOUATh B CE0sl CIIMCOK
TEKYUIUX HCCIEJOBAHUN, PETUCTPOB, MPOTrpaMM TMOJJEPKKH WIH HaOIIOACHUM,
CIIOHCUPYEMBIX JIepXKATEIEM PETUCTPALMOHHOTO YJIOCTOBEPEHUS, B XOJI€ KOTOPBIX MOTYT
MPEACTABIATHCS WHAUBUAYATbHBIE COOOIIEHUS O HEXeJIaTeIbHBIX peaknusax. Jlepxarenu
PETUCTPALIMOHHBIX YOCTOBEPEHUM JOJKHBI UMETh BO3MOKHOCTb MPEJOCTABIATH JaHHbBIE
CIIUCKH TI0 3aMpoCy MPHU MPOBEICHUN WHCTICKTUPOBAHUS CHCTEMBI (hapMaKOHAA30pa, ayInuTa
7100 BBITIOTHSAEMON YIOJIHOMOYEHHBIM JIMIIOM 1O (hapMaKOHA/30py OLIEHKU CUCTEMBI. B
CIUCKE JJOJKEH ObITh OMMCAaH CTATYC Ka)KJOr0 MCCIEIOBAHUS WIH MPOTPaMMBbI
(c yueTom ero mpoBe/IeHHs] BO BCEM MHpPE), COOTBETCTBYIOIIEE IOCYIaPCTBO, JIEKAPCTBEHHbBIE
npenapaTrbl ¥ OCHOBHbIE 11€JIU. IHTepBEHIIMOHHBIE U HEUHTEPBEHIIMOHHBIE UCCIEI0BAHUS
JOJDKHBI OBITh YKa3aHbl MO OTHEIbHOCTH COTJIACHO JEHCTBYIOLIEMY BEIIECTBY
JIEKapCTBEHHbIX MpenapaTtoB. CIHCOK JOJIKEH COJAEPKATh BCE UCCIENOBAHMS (ITPOTrPaMMBI),
TEKYIIHE UcCleIoBaHus (IIPOrpaMMbl), a TAKXKE UCCIE0BaHUS (TPOrpaMMbl), 3aBEPILICHHbBIE
B TE€UEHHE MOCIEIHUX 2 JIET, U MOKET ObITh BKJIOUEH B IPWIOXKEHHE K MacTep-(aiiny
CUCTEMBI (papMaKOHaA30pa JIUO0 MPEACTABIATHCS MO 3aMpocCy.



104. Heo6xoaumMo y4uTHIBATh, YTO HEMHTEPBEHIIMOHHBIC MCCIIECIOBAHUS OTPEICISIOTCS
MPUMCHSEMBIM  METOJOJIOTHYECKMM  TOJXOJOM, a HE HayYHBIMU ICJISIMH.
HeuntepBeHITMOHHBIC UCCIEAOBAHUS BKIIOYAIOT B ce0sl MICCIeNOBaHMs 0a3bl TaHHBIX WIIU
NIEPECMOTP METUITMHCKHUX KapT, B KOTOPBIX YXKE OMHMCAHBI BCE pacCMaTpUBacMbIC SIBJICHUS (B
YaCTHOCTH, UCCIEA0BaHUS ""Cilydail — KOHTPOJIh'", MEPEKPECTHHIE U KOTOPTHBIE UCCIICTOBAHMUS
), a TaK)XKe HWCCJEJ0BaHMs, TMOapa3yMeBalomuye cOOp MEepBUYHBIX JAHHBIX (B YaCTHOCTH,
MIPOCTICKTUBHBIC HEMHTEPBEHIIMOHHBIC UCCIICIOBAHMSI, MCCIICIOBAHNS HA OCHOBE PEECTPOB, B
KOTOPBIX (DUKCHUPYIOTCS TOJy4YeHHBbIE JIaHHBbIE PYTHHHOTO JIe4eOHOro mpoliecca), Mpu
BBITIOJTHCHWHM YKa3aHHBIX YCIOBHH. B paMkax HEHMHTEPBEHIIMOHHBIX HCCIICIOBaHUN
MPOBOJATCS WHTEPBHIO, OMPOCHl M OTOMUPAIOTCA TPOOBI KPOBH B pamMKax OOBIYHOU
KIIMHAYECKOW TTPAKTUKH.

Pazpen Mactep-(aiina 0 KOMIBIOTEPH3NPOBAHHBIX CHCTEMAaX U 6a3ax JaHHBIX

105. B mactep-daiine cucteMsl (hapMakoHaa30pa JOJKHO OBITH ONMHUCAHO PACIIOIOKEHHE,
(GyHKUMOHANbHBIE  BO3MOXHOCTM M  OTBETCTBEHHOCTh 3@  JKCIUIyaTalluIio
KOMIIBIOTEPU3UPOBAHHBIX CUCTEM M 0a3 JaHHBIX, MCIIOJb3YEeMbIX JJIs TOJIy4YEHHUS,
BepuduUKauu, IpeAcTaBlIeHuss nHHopMalu 0 0€30MaCHOCTH U OIIEHKH UX COOTBETCTBUS
IMOCTaBJICHHBIM 3aJ1a4aM.

106. B cnydyae uCnoib30BaHUs HECKOJIBKUX KOMITbIOTEPU3UPOBAHHBIX CUCTEM WA 0a3
JTAHHBIX JIOJDKHA OBITH ONMMCaHa UX IMPUMEHHMOCTH K JEATCIHbHOCTH IO (hapMaKOHAI30py
TakuM 00pa3oM, 4TOObI OBbUI MOHSATEH O0BEM KOMMBIOTEpU3ALMHU (CTEIEHU BHEIPEHUS
MH(POPMAITMOHHBIX TEXHOJIOTHH) B paMKax cUcTeMbl (papmakoHa3opa. KpoMe Toro, 10mKHBI
OBITh OTNMUCAHBI CTATYC BaJIUJIAIIMM OCHOBHBIX ACMEKTOB (DYHKIIMOHAJIBHBIX BO3MOXKHOCTEH
KOMIIBIOTEPU3UPOBAHHON CUCTEMBI, a TaK)K€ KOHTPOJIb U3MEHEHUM, CTPYKTYpa UCIBITAHUM,
pe3epBHBIE MPOIEIYPHl U aPXUBBI JICKTPOHHBIX JaHHBIX, HEOOXOIUMBIC IS COOIIOACHUS
TpeOoBaHUN (papMakoOHAI30pa, U HUMEIOMIASICA JTOKyMEHTalus. B OTHOILIEHUU CUCTEM Ha
OyMaKHBIX HOCHUTEIAX (KOT/a AJICKTPOHHAS CHCTEMa HMCIOJB3YeTCs TOIBKO JUISI CPOYHOTO
MPEJCTABICHUSI MHIUBUAYAIBHBIX COOOIIEHUN O HEXeNaTeIbHbIX PEaKIUsiX) HE0OX0IuMO
OTMHCaTh YNPaBICHUE JaHHBIMH, MEXaHU3MBI, HCTIOJIb3YEMBIC JIJII 0OCCTICUCHHSI TIEIIOCTHOCTH,
JOCTyNa K JJAaHHBIM M BKIIFOYEHUS MH(GOPMAILIMKM O HEXKEJIATeIbHBIX PEaKIUsIX B MPOLEAYPY
BBISIBJICHUS CHTHAJIA.

Paznen Mactep-¢aitna o mpomeccax

107. BaxxHbIM KOMIIOHEHTOM CHCTEMBI (hapMakoHaA30pa SBJISIETCS HAJIMYUE B MECTE
OCYIIECTBIICHUS IEATEIbHOCTH 1O (hapMaKOHa[30py NUCbMEHHBIX CTaHJApTHBIX Ipoueayp. B
pasgene Il nacrosmmx IlpaBun onuvcaH MHHUMAaNbHBIA HAOOp TakUX MPOUERYP
dbapmakoHaa3opa.



108. B macrep-daiine cuctembl GpapmMakoHaa30pa JA0HKHA OBITH OMHCaHA UMEIOIAsICS
JOKYMEHTAIUsl 10 MHChbMEHHBIM CTaHIAAPTHBIM MpOIeAypaM (CCBUIKM Ha KOHKPETHBIC
CTaHJapTHBIE ONEpPaAIMOHHBIC TTPOIIETYPHI, PYKOBOJCTBA U T. JI.), TUIIHl TaHHBIX (HAIIpUMED,
TUI JAHHBIX 00 WHAMBUAYAJbHBIX CIydasx HEXeIaTeIbHBIX PEaKIUil) U Croco0 BEACHHUS
3ammce (Harpumep, 0aza JaHHBIX 0 0€30MACHOCTH, TOKYMEHTHI Ha OyMaKHBIX HOCHTEIISX ).

109. B mactep-daiin cucremsl GpapmMakoHaa30pa JOJDKHO ObITh BKIIOYEHO OMUCAHUE
MIPOLIECCOB, MpoLEeaAyp 00pabOTKH U PErUCTPAlMU JAHHBIX MPHU BBITOJIHEHUH JIEATEIbHOCTH
o apMaKoHaA30py, KOTOPBIE JOJKHBI BKIIOYATh B CE0S CJIETYIONTUE aCTIEKTHI:

a) TOCTOSIHHBINT MOHUTOPHUHT COOTHOIIEHHUS "MOJIb3a — pUCK' JIEKApCTBEHHOTO Mpernapara,
pe3ynbTaT OLEHKU U MPOLECC MPUHATHUS PEIICHHUs O COOTBETCTBYIOLIMX Mepax, Mpolecc
BBISIBJICHUS, BATMAAIIMHA U OIIEHKU CUTHAJIOB, MOTYYCHHUE BBIXOJHBIX JAHHBIX O O€30MaCHOCTH
, OOMEH TaHHBIMU C OT/IeJIaMU, YIACTBYIOIIUMHU B MEIUIIMHCKON U HAyYHOU OIEHKE JaHHBIX
0 0e30MacHOCTH U T. 1.;

0) onmucaHue CUCTEM YINpaBJICHHs PUCKAMH U MOHHUTOPHHT PE3YJIbTaTOB BHEIPEHUS MEP
MUHHUMU3AIMA PUCKOB. B ciydae eciu B 3TOM Impoliecce 3aJeHCTBOBAHO HECKOJIBKO
noJpa3feNeHni, TMOPAJAOK WX B3aUMOJCUCTBHUS OIpeaeNsieTcss MNHUCbMEHHBIMU
JOKYMEHTHPOBAHHBIMU TIPOLIEyPaMU WU COTJIAICHUSIMH;

B) cOop, Bepudukamus U TMOJydyeHUE MOocienyriie nHbopMmaluu, OlEHKA U
npeacTaBieHue HHGOpMAIMU 00 MHAUBUAYATBHBIX CIydasX HEXENIaTebHBIX peakiuil. B
OMMCAHUM MPOLEAYP MO JAHHOMY pa3ieiy J0JKHO ObITh YETKOE pa3rpaHUueHUe JTOKAIbHBIX
1 MEXTYHAPOIHBIX BHJIOB JESTEIHHOCTH;

I') IJIJAHUPOBAHKE, COCTABJICHUE U MPEJICTABIICHUE IEPUOINYECKUX OOHOBIISIEMBIX OTYETOB
110 0€30ITaCHOCTH;

1) TIpeJCTaBJIEHUE NOTPEOUTENSIM, CHEIUATNCTaM CHUCTEMBI 3/IpaBOOXPAHEHUS U B
YIOJIHOMOYEHHBIE OpraHbl HH(OpMauu o mpoliaeMax, CBI3aHHbBIX ¢ 0€30MaCHOCTBIO;

€) BHECCHUE M3MEHEHHH, Kacaromuxcsa 0e30MmacHOCTH, B OOIIYI0 XapaKTEPUCTUKY
JIEKApCTBEHHOTO Tpernapara U MHCTPYKIUIO 10 MEIULHUHCKOMY NpUMeHeHuto. OnucaHue
MpoIeAyp MOJDKHO BKIIIOYATh B CeOs BHYTPEHHHUM W BHEITHUN OOMEH JTaHHBIMH CHUCTEMBI
dbapmakoHaa3opa.

110. Ilo xaxkmomy HaINpaBICHUIO NEATEIBHOCTH JEpKATEIb PETHCTPALMOHHOIO
yIOCTOBEPEHHUS I0JHKEH ObITh CIIOCOOEH MPEICTABUTD MOATBEPKIeHNE (DYHKIIMOHUPOBAHUS Y
HETO CHCTEMbI CBOEBPEMEHHOTO MPUHSTHSI PEIICHUN U OCYIIECTBICHHS ICHCTBUIA.

111. omxHbI OBITH TIPEACTABICHBI JaHHBIC O JPYTHX HANPABICHUSAX JIEATEIbHOCTH,
MOATBEPKAAIONIME HAIMYME HaJJIeKAallel CUCTEeMbl OOECIeYeHUs] KauecTBa B CHUCTEME
dbapmakonanzopa. K Takum maHHBIM B YaCTHOCTU, OTHOCATCS JaHHBIE O (DYHKIMSIX H
00S13aHHOCTSX YMOJHOMOYEHHOIrO JiMla 1o (apMaKoHA/I30py, pearupoBaHUU Ha 3ampOCh
YIOJHOMOYEHHBIX OPTaHOB O MPECTaBICHNU NHPOPMAINH, aHaTN3a MyOIUKaIii B HAyYHON
MEJUIMHCKOW JUTEepaTrype, KOHTpOJie M3MEHEHWU B 0a3ax MaHHBIX O O€30MacHOCTH,
COTJIallIEHUsAX 00 OOMEHe NaHHbIMU O O€30MacCHOCTH, apXUBUPOBAHWUU JAHHBIX IO



Oe3omacHocTH, ayaute ¢GapMakoHaA30pa, KOHTPOJE CHUCTEMBbI KayecTBa M OOYUYCHHH.

[lepeuenp mpoueayp, KOTOPBIM AOMYyCKAaeTCs BKJIIOYATh B MPUJIOKEHHS K MacTep-Qaiity
cucTeMbl (hapMaKoHaI30pa, JOKEH CoJlepKaTh HOMEp, Ha3BaHUE, 1aTy BCTYIUICHUS B CUITY U
TUIN JAOKYMeHTa (IUIsi BCEX CTaHAApPTHBIX paboumMX NpoLeayp, pabodux HHCTPYKIIUMH,

PYKOBOJICTB | T. 1.). IIponieaypsl, BBIMOTHEHHE KOTOPBIX ACIETHPOBAHO TPETHUM JIHIIAM,
JOJDKHBl HMMETh COOTBETCTBYIOIIYIO HAeHTU(DUKaU0. J[OKyMEHTBhI, OTHOCSIIMECS K

cnenupUUecKuM JIOKaTbHBIM TPOLEaypaM, MOTYT HE BKJIIOYAThCS B OOIIMU TEepedeHb

JOKYMEHTOB O MpoLeaAypax, HO JOKHBI IPEIOCTABIATHCS MO 3alpOCy YIMOJIHOMOUYEHHOTO
opraHa (C yKa3aHMEM TOCYJapCTB, Ha TEPPUTOPHUAX KOTOPHIX [aHHBIE MPOLETYPHI

HCTIOJIb3YIOTCS).

Paznen mactep-¢aiina o pyHKIHOHMPOBAHAM CHCTEMEBI (JapMaKOHA 30pa

112. Macrep-aiin cuctemsl papMaKoHaA30pa JOJDKEH BKIIIOYATh B CEOsI TIOITBEPKICHHE
HENPEPHIBHOTO MPOBEACHUS MOHUTOPUHTA (PYHKIIMOHUPOBAHMS CHUCTEMBI (hapMaKoOHAa130pa,
BKJIIOYAsi KOHTPOJIb OCHOBHBIX PE3YyJIbTaTOB, a TAK)KE OMMCAHKE METO/I0B MOHUTOPUHTA U KaK
MUHUMYM COJI€PKaTh:

OTMHUCaHUE MPOLEAYpPHl OIEHKH MPAaBUIBHOCTU TPEJACTABICHUS WHANBUAYAIbHBIX
COOOIIEHNIT O HeXEeNaTeAbHBIX pEeaKIuiX, B TOM 4YHCJIE PHUCYHKU (Tpaduku),
MOJTBEPKAAIONINE CBOCBPEMEHHOCTh MpPEJCTaBICHUS WH(POPMAIMU B COOTBETCTBUU C
TpeOOBAHHUSIMU 3aKOHOATEIHCTBA TOCYIaPCTB-UICHOB;

OTIMCAaHUE KOHTPOJIbHBIX TOKa3aTeJel, MCIOJb3yeMbIX JJIsi KOHTPOJISI KadyecTBa
MpeICTaBICHHON WH(pOpMAIU 1 aesTeabHoCTH Mo (papmakoHam3opy. K Takum mokasaresnsm
OTHOCSATCSl TIOJy4YE€HHass OT YMOJHOMOYEHHBIX OpraHoB HWHQOpMalUs O KayecTBe
MPEACTABICHUS COOOUIEHUN O HEXENIaTEeNbHbIX PEaKIUAX, IEPUOJUUECKOTO OOHOBIISIEMOTO
oTyeTa 1o 0€30MaCHOCTH U IPYTUX MPECTaBISIEMbIX TaHHBIX;

aHaJIN3 CBOEBPEMEHHOCTHU MPECTABIEHUS MEPUOANYECKOT0 OOHOBIISIEMOr0 OTYETa 10
0€30MacHOCTH B YMOJHOMOYEHHBIE OpPTaHbl TOCYJApPCTB-WICHOB (B TPUIIOKEHHUH K
Mactep-(gaiay J0JKHBI ObITh OTPaKEHBI MOCJEAHUE JTaHHBIC, UCIIOIb3YEMBbIEC JepiKaTeaeM
PETHCTPAIMOHHOTO yIOCTOBEPEHMSI JISI OIEHKH COOJIOICHUSI TPEOOBAHMI 3aKOHOATEIbCTBA
rocyJapCTB-4JICHOB);

aHaJu3 METOJIOB, UCIOJIb3YEMBbIX ISl OLIEHKH CBOEBPEMEHHOCTHU BHECEHUS M3MEHEHUH,
Kacaronmxcsi 0€30MacHOCTH, ¢ YYETOM YCTAHABIMBAEMbIX YMOJHOMOYEHHBIMH OpraHaMu
CPOKOB, BKJIIOYasi METOJI KOHTPOJISI BHECEHUSI HEOOXOAUMBIX U3MEHEHHH, KOTOphIE ObLIU
BBISIBIICHBI, HO MH(OpMaIHs 0 KOTOPHIX elle He ObUla MpejacTaBieHa B YIIOJTHOMOYECHHBIN
Opras;

B COOTBETCTBYIOIIUX CIIy4YasX — aHaJM3 BHITIOJIHEHUS 0053aTENbCTB COTJIACHO TUIAHY
yIpaBJIeHUs] pUCKaMH JIMOO APYrux 00sA3aTeNbCTB WM TpeOOBaHUMN, YCTAaHOBJICHHBIX MPHU
pErucTpanuy U UMEIOLIMX OTHOIIIEHHE K (DapMaKOHAI30DY.



113. Heob6xoauMo omucath U MOACHUTH 1edu 3(PEeKTUBHOTO (DYHKIIMOHUPOBAHUS
cucteMbl (papmakoHam3opa. B COOTBETCTBYIONMX CiydasX HEOOXOAUMO TPHIOKHUTH K
MacTep-daiily cuctemMbl (papMakoHaI30pa CIHCOK TMoKa3zaTeiaed 3(HPEeKTUBHOCTHU
AESITENFHOCTHU TI0 (papMakoHAA30DY.

Pa3nen Mactep-¢aiina o cucreMe KagecTBa

114. B pa3znene npeacraBiseTcsl ONMCAHUE CUCTEMBI YIIPABICHUSI Ka4€CTBOM B PAMKAX
CTPYKTYpPbI OpraHU3alMK U IPUMEHEHUS CUCTEMBI KauecTBa B (hapMaKOHaI30pe.

KonTpoms foxyMeHTanvy U 3amucei

115. B yactu KOHTpOJSI AOKYMEHTAIIUM W 3alMCEH OJKHBI ObITh MPEICTaBICHbI
ONMCAaHUE MEXaHU3MOB AapXUBUPOBAHUS JJICKTPOHHBIX U (WiIM) OyMa)KHbIX BepcHil
Mactep-(aitna cucremsl (papmakoHaa30pa, a Takke 0030p MpoUEayp, MPUMEHSIEMBIX K
APYTHUM 3aMUCAM U TOKYMEHTaM CHCTEMBI KauecTBa M CUCTEMBI (hapMaKoHa130pa.

JIOKyMEHTHI 0 TIponeaypax

116. Onucanue JOKyMEHTAIMK O MPOLEAYpax JOJKHO BKIKOYATh B ceOsl:

a) oOlllee ONMMCaHUE TUIOB JIOKYMEHTOB, UCIIOJIb3YEMBIX B cucTeMe (hapMakoHaa30pa (
CTaHAapThl, pabourie NMpoueaypbl, padoure UHCTPYKUUHU U T. 1.), YKa3aHHE NPUMEHUMOCTH
pPa3IUYHBIX JOKYMEHTOB Ha TJ00aJIbHOM, PETHMOHAJBHOM WM JIOKAJIbHOM YpPOBHE
(GYHKIIMOHUPOBAaHUS CUCTEMBI (hapMaKOHAJ30pa B OpPraHU3alMd, a TaKXKe 3JIEMEHTHI
KOHTPOJISL JOKYMEHTALIMH, KOTOPbIE TPUMEHSIOTCS] B OTHOLIEHUH JIOCTYTIA K JIOKYMEHTAlUHU O
MpoLEeypax, BHEAPEHUS U MOJACPKAHUS;

0) uHpopMaLHIO O CUCTEME JOKYMEHTHUPOBAHUS, MPUMEHSIEMOM K MPOILEAYPHBIM
JOKYMEHTaM, KOTOPbIE KOHTPOJUPYIOTCS TPETBUMHU CTOPOHAMH.

O6y4enue mepcoraia

117. Heobxonumo mpeacTaBUTh ONMUCAHHUE YMPaBICHUS pecypcaMH B XOJe
OCYLIECTBJIEHUS JAESITEIILHOCTH N0 (papMaKOHAA30py, BKIKOYAIOLIEE B CEO:
OPraHU3alMOHHYIO0 CTPYKTYpPY C YKa3aHHEM KOJIMYECTBA JIOJIE€H, y4acTBYIOIINX B
NeATeIbHOCTH 1Mo (apMakoHaA30py (B IITAaTHBIX €IMHHUIIAX), KOTOPYI OIMYyCKaeTcs
MPEACTABIATh B OT/ICILHOM pa3jielie, ONMUCHIBAIOIIEM OPTraHU3alUOHHYIO CTPYKTYPY;
uH(}OpMaLIMIO 0 MECTOHAXOXKACHUHU MEePCOHala, OCYIIECTBISIONIET0 OPraHU3alUI0 U
BBITIOJTHEHUE OMPENICTICHHBIX BUAOB NIEATEIBHOCTH MO (apMaKoHAA30py (TIPUBOAUTCS B
mactep-daiiie cucteMmbl papMakoHaa30pa U B MPUIIOKEHUSIX K HEMY), MECTOHAXOXKICHUU
KOHTAKTHBIX JIMI, MPEACTABISIONIUX JaHHble O Oe3zonacHoctu. WHbopmanus o



MECTOHAXO0XJICHUU TIEPCOHANIa JOJDKHA BKIIOYATh YKa3aHHE O0JacTH ACSTEILHOCTH IO
dbapMakoHaA30py U MECT OCYIIECTBIICHHUS ACATEILHOCTH C ILIEThI0 OOOCHOBAHMS CHUCTEMBI
OpraHu3aluu 00y4YeHUs;
KpaTKO€ OMHCaHWuEe KOHTEKCTa OOydeHUs, BKIIOUas CCHUIKY HAa MECTO XpaHCHHs

JOKYMEHTOB 00 00y4YeHHH.

118. IlepcoHan m0MmKEH OBITH COOTBETCTBYIOIIUM 00pa3oM OOyYEeH OCYIIECTBICHHIO
AESITEIHOCTH O (papMaKOHAA30py. ITO KacaeTcsl He TOJIBKO MepCoHalia B TOAPa3ACICHUSIX
(dapmakoHa30pa, HO U JIKII, KOTOPHIE MOTYT MOJIY4YaTh COOOIICHHS O OE€30MaCHOCTH.

Aymuar

119. Undopmarnus o6 aynure cucTeMbl OOEClEUYeHUs] KadecTBa B CHUCTEME
(dapMakoHai30pa J0JKHA OBITH BKJIIOYEHA B MacTep-Qaii cuctemsl papmakoHaazopa. B
MPWIOKEHNE HEOOXOIUMO BKIIOUUTH OMHMCAHUE METOJa TJIAHUPOBAHUS AYJTUTOB CHCTEMBI
dbapMakoHaa30pa, MEXaHU3MOB OTYETHOCTH, & TaKXe MEpedyeHb 3arIAHUPOBAHHBIX U
3aBEPUICHHBIX ayJAUTOB CUCTEeMbl papmMakoHaa30pa. JJaHHBIN nepedeHb JOKEH COIepPKaTh
JaThl TIPOBEICHUS ayJAUTOB U MPEJCTABICHUS] OTYETOB IO pe3yJibTaTaMm ayAuTOB, 00JacTh
OIIEHKA M COCTOSIHME BBITMOJHEHUS ayJUTOB MPOBANAEPOB YCIYr, OTACIbHBIX BHUJOB
JESTENBHOCTHU 10 (hapMaKOHAA30py WIM MECTA BBITIOJIHEHUS PYHKITUHN TI0 apMaKoHAA30py, a
TaKke 00J1aCTU B3aUMOJICUCTBUS ITUX MOJAPA3ACICHUNA WU CTPYKTYP, UMEIOIINE OTHOIIICHUE
K BBITIOJTHEHUIO 00s13aTenbCcTB. [lepedens MOmKeH BKIOYaTh B ceOsl MaHHBIC 3a 5 jneT. B
cilyyasix, Korja cucreMma (apMakoHaJ30pa JiepKaTessi perucTpalluOHHOTO YIOCTOBEPEHUS
CYIIECTBYET MEHEE 5 JIET, B MEPEYHE MOTYT YKa3bIBaThbCSl JaHHBIE 3a COOTBETCTBYIOILIUMA
1(570)2 (001

120. Macrep-daiin cucremsl papMakoHaaA30pa JOJKEH COIEPKATh TAK:KE KOMMEHTapUU
00 ayauTax, B X0J€ KOTOPBIX ObUIM MOJYyYEHBl 3HAYMMBIC PE3yJIbTaThl. DTO O3HAYAET, YTO B
MepeYHe MPOBEACHHBIX AYJIUTOB JIOJKHBI OBITh yKa3aHbl Pe3yJbTaThl, KOTOpPbIE ObLIU
OILICHEHBI KaK CYIIECTBEHHbIEC UM KPUTUUECKUE HECOOTBETCTBUS, & TAKKE KPATKOE OMUCAHUE
IJIaHa KOPPEKTUPYIOIIUX WM NPeayNnpeauTeIbHBIX MEp B OTHOIICHUHM JIaHHBIX
HECOOTBETCTBUU C yKa3aHHEM CpPOKOB HcmojHeHus. JloibkHa OBITH yKa3aHa CChUIKA Ha
MOJIHBII OTYET O MPOBEJACHHOM ayAUTE, IPUIOKEHBI IOKYMEHTHI C IJIAHOM KOPPEKTUPYIOITUX
U MpeynpeauTenbHbIX Mep. B ciyuae eciiv miaH KOPPEKTUPYIOMINX U MPEAyIPEeAUTEIbHBIX
MEp B OTHOUIEHWU ONPEAEIICHHOr0 ayJIuTa WJIM HECOOTBETCTBHUS IO COCTOSIHUIO Ha JaTy
MOATOTOBKH IMEpEeYHss He ObUI COrJacoBaH, JOJKEH ObITh yKa3aH COOTBETCTBYIOIIMHI
KOMMeHTapui ("'TuIaH (IU1aHbl) KOPPEKTHPYIOMUX U MPEAYNPEAUTEIBHBIX MEp JOJKEH OBITh
corjacoBaHn"). B MpuUIOKEHUH B CHUCKE MPOBEACHHBIX ayJAUTOB JOJKHBI OBITh yKa3aHbI
ayJUThI ¢ HE3aBEPIICHHOW pabOTOM 10 corjlacoBaHuto. KoMmMeHTapuu u cBsi3aHHAs ¢ HUMH
uH(OpMaIKs 0 KOPPEKTUPYIOITUX U TPEAYNIPETUTETBLHBIX MEpaX JIOKHBI ObITh BKIIOUEHHI B
Mactep-daiia cucteMbl (GapMakoHaA30pa M0 TeX IMOp, MOKa He OyayT B MOJHOW Mepe
OCYILIECTBJICHBI KOPpPEKTUpYIOIMKE U (WiIu) MpenynpenuTesibHble NEeUCTBUS, TO €CTh



KOMMEHTapUH yJIAISIOTCS TOJIBKO MOCIE TOT0, Kak OyIyT IPOAEMOHCTPUPOBAHBI PE3YIIbTaThI
OCYUIECTBJICHUS! KOPPEKTUPYIOIIUX ACHCTBUN U (MIIM) MPEACTABICHO MOATBEPKACHHUE (B TOM
YlCJIe HE3aBHUCHUMOI CTOpPOHBI) 3HAUYUTENHHOTO YJydllleHHs cucTembl. JlobaBieHwue,
U3MEHEHHE WJIM YyJaJileHHe KOMMEHTapueB [JIOJDKHO ObITh 3a(UKCUPOBAHO B
COOTBETCTBYIOIIEM KYPHAJIE PETUCTPALIUH.

121. B xadecTBe cpeacTBa yNpaBlIEHUs CUCTEMOW (apmakoHaa30pa U oOecredeHus
OCHOBaHMS ISl TPOBEACHHUS ayauTa WIM HMHCOEKUUH MacTep-Qaill CcUcTeMbl
(dapmMakoHa 30pa TOJKEH COJIEPKaTh TAK)KE OMMCAHHME MPOIIECCOB pErucTpaiuu, 00padoTKu
Y YCTPAaHEHHUs BBISIBJICHHBIX B CUCTEME YIIPaBJICHUS KaueCTBOM OTKJIOHEHHH. B MacTtep-daiin
TAaK)X€ BKJIIOYAIOTCA JAHHBIE O BBIABICHHBIX OTKJIOHEHMSX BBINOJHIEMBIX NPOLERYp IO
(bapmakoHaa30py, pe3yiabTaTax OLEHKHU BIUSHUS OTKIOHEHUW U YIIPABIEHUS OTKIOHEHUSIMU
710 IOJTHOTO ycTpaHeHus. Hpopmaluio o paboTe ¢ OTKIOHEHUSIMH JIOIyCKAaeTCs BKIIIOUATh B
dopme mepeuHs C yKa3aHHEM HOMEpPOB OTYETOB, OTKJIOHEHUH, JaT WU ONHCAHUs
COOTBETCTBYIOIIMX BBIIIOJHEHHBIX IPOLIEAYD.

ITpunoxerne k MacTep-daiiry cucTeMsl papMakoHaI30pa

122. Tlpunoxenue k mactep-daitiny cucteMsl dhapMakoHAA30pa JOJIKHO COJEPKATH
CIIEAYIOIIUE JOKYMEHTBI:

a) MepeUeHb JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE 3aPErUCTPUPOBAHBI JeprKaTeaeM
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI B TOCYAApCTBax-4j€HaX M B TPETbUX CTpPaHax, Ha
KOTOpbIE pacrpocTpaHsercss Mactep-daia cucteMsl papMakoHaa30pa, BKIOYask TOPrOBbIE
HAMMEHOBAHUs JICKAPCTBEHHBIX IPENapaToOB, MEXIYHAPOJIHbIE HEMATCHTOBAHHBIE
HAaMMEHOBAHUS JICUCTBYIOIIMX BEIIECTB U HAMMEHOBAHHUE IOCYyAapCTBa, B KOTOPOM JEHCTBYET
PETUCTPALIMOHHOE yIOCTOBEPEHHUE.

[IepedeHpb pa3pelIeHHBIX B TOCYAapCTBAX-WICHAX JICKAPCTBEHHBIX MPENapaToB JOJKEH
BKJIIOYaTh B ce0s HOMEP PETUCTPAIMOHHOTO YJAOCTOBEPEHHUS, a TaKXKe MO0 KaKIOMY
YAOCTOBEPEHUIO CIIETYIONLYI0 HHPOPMAIHIO:

THUII TIPONEYPHl PETUCTPAIUU (HAIIpUMEpP, PETUCTPALIUS TPENapaToB B COOTBETCTBUU C
3aKOHOJATEJICTBOM TOCYJapCTBa-4jieHa IyTEM IPOLEAYPbl B3aUMHOTO NPU3HAHUS WU
JEIEHTPATM30BAHHON MTPOLIETYPbl);

pedepeHTHOE rocyAapCTBO-UIICH;
HaJM4YUe Ha PHIHKAX TOCYJapCTB-YICHOB;
TPETbU TOCYJIApCTBA, HA TEPPUTOPUSAX KOTOPBIX JIEKAPCTBEHHBIN Mpenapar
3aperucTPUPOBAH WM HA PhIHKAX KOTOPBIX 00paIiaeTcs.

[lepeyeHb M0MXKEH OBITH CTPYKTYPUPOBAH MO JECUCTBYIOIIMM BEIIECTBAM U B
COOTBETCTBYIOIIMX CJyYasX JOJDKEH COJAEp)KaThb YKa3aHWE Ha CYyUIECTBOBAaHUE
cneuu@uyeckux TpeOOBaHUN K KOHTPOJIIO O€30MacHOCTH JIEKapCTBEHHOIro IMpemnapara (
HanpuMep, BBEICHUE MEP MUHUMM3AIMN PUCKOB, OIIMCAHHBIX B IUIAHE YIIPABJIEHUS PUCKAMHU
UM YCTAaHOBJECHHBIX B Ka4yE€CTBE YCJIOBHUS PETUCTPALMU JIEKAPCTBEHHOrO Ipenapara,



M3MEHEHUE TEePUOIUYHOCTH TPEACTABICHUS MEPUOJAUYECKOr0 OOHOBIISIEMOIO OTYETa IO
0€30MacHOCTH, BKJIIOYEHHWE B CIHMCOK MpPenapaTroB, MOJIEKAIUX JTOMOJTHUTEILHOMY
MOHHMTOPHHTY).

B oTHomIeHNM pEeruCTPallMOHHBIX YJIOCTOBEPEHUM, KOTOPBIE BKJIIOYECHBI B JIPYTYIO
cucteMy (QapMakoHaa30pa B CiIydae HAJIMYHSA Yy JEpXkKaTellsi PEerucTparioHHOTO
yAOCTOBEpeHHUs Oojiee YeM OJTHOM CHCTEMBbI (hapMaKOHAI30pa WIIM HAJTUYHS COTJIAIICHUS C
TpeThell CTOPOHOW O JAeNerupoBaHUM 3ajad Mo (papMakoHAI30py [JIs JAHHOTO
PErUCTPAIIMOHHOTO YJAOCTOBEpPEHHUs, B MacTep-(daiin cucTteMbl dapMakoHaI30pa JI0HKHA
BKJIIOUAThCSl CChUIKA HA JIOTIOJTHUTENIbHBIA MacTep-(paia cuctemMbl papMakoHaaA30pa B BUJIEC
OT/CIBHOTO TIEPEYHS B NMPUIIOKCHHAX C IEJIBbI0 MPEJACTABICHUS MOJHOW WH(OpMAIUu O
MacTep-daisiax B OTHOIICHHWHM BCEX JIEKAPCTBEHHBIX TIIpemapaToB JeprKaTens
PETUCTPAIMOHHOTO YAOCTOBEPEHHUSI.

B cnydae ucnonbs3oBaHUsS COBMECTHBIX CHUCTEM (papMaKoHaJ30pa BCE JEKApPCTBEHHBIC
npenapaTthl, Ha KOTOpBIE pacIpoCTpaHsieTcs cucteMa (papmMakoHal30pa, OMUCAHHAs B
macTtep-(daine cuctemsl (papMakoHaa30pa, MOJDKHBI OBITh BKIIOYEHBI B IEpPEUYCHb
JIEKapCTBEHHBIX TMpemnapatoB. [[ng mnpeacraBieHus AaHHOWM WHPOPMAIMU MOXKHO
HCTIOJIB30BaTh OJMH TEPEUCHb C YyKa3aHWEM HAMMEHOBAHUS JepkaTels (JepikaTesci)
PErUCTPAIMOHHOTO YAOCTOBEPEHUS SISl KaXKI0TO JIEKApCTBEHHOTO Mperapara Wik B KaueCTBe
aJbTEPHATUBBI OTJICJIbHBIE TIEPEUYHHM C OMMCAHUEM JICKAPCTBEHHBIX MPENapaToB KaXKJI0ro u3
JepKaTeNiel perucTpallMOHHbBIX YI0CTOBEPEHUI;

0) mepedeHb CTaHIAPTOB U MPOIIEAYP CUCTEMBI KaueCTBa CUCTEMBI (hapMaKOHAI30Pa;

B) IEpeYeHb JIOTOBOPEHHOCTEH, KacalolIMXCs JeJIETUPOBAHUS ACATEIHLHOCTH TIO
(hapMakoHaA30py, BKIIOUAsk COOTBETCTBYIOIIME JIEKAPCTBEHHBIE MTPENapaThl U TEPPUTOPUH;

I') IEpEeUCHb 3aJ1a4, JIeJIETHPOBAHHBIX YIIOJTHOMOYEHHBIM JIMIIOM 1O (papMaKoHaI30py;

1) TIEpEUCHb 3aBEPIICHHBIX 3a 5 JIET MepUoJ] AyIUTOB U 3alUIAHUPOBAHHBIX ayIUTOB. B
cydasix, Korjga cucteMa (hapMakoHaI30pa AepiKaTeNs pPeruCTPallMOHHOTO YIOCTOBEPESHHS
CYIIECTBYET MEHEe 5 JIET, B MepeyHe MOTYT YKa3bIBaThCS JaHHBIE 32 COOTBETCTBYIOIIUM
Mepuoz;

€) epedeHb MoKa3aresiel OleHKH JIeATeIbHOCTH 1Mo (papMaKoHa130py (€CaIu MPUMEHHUMO)

) TepeueHb HAXOMSIIUXCA B BEJCHUM JIEpXKATENsl PETUCTPAIMOHHBIX yI0CTOBEPEHUN
Ipyrux Macrep-¢haiiyioB cuctemMbl papmMakoHaa30pa (€Cciau IPUMEHHUMO).

[lepedens goiKeH BKIIOYATh B ce0s HOMep Mactep-(aiina cucteMsl (papMakoHaa3opa u
nHpopManuioo 00 YMOJHOMOYEHHOM JIMIIE, OTBETCTBEHHOM 3a JaHHYK CHCTEMY
dapmakonamzopa. B ciyuae ecnu manHas cucrteMa ¢gapMakoHaI30pa yIpaBiIsSeTCs IPYyroun
CTOPOHOM, KOTOpasi He SBJSETCS Jep>KaTelleM PEerucTpalioOHHOIO YAOCTOBEPEHHS,
yKa3bIBaeTCs HHGOPMAIHSI O JAHHOM IMOCTABITUKE YCIIYT 0 (papMaKoHAI30py;

3) )KYpHaJl peTHCTpallii BCEX M3MEHEHHU, BHECEHHBIX B MacTep-(ailia cUCTeMBbI
(hapMakoHaa30pa 3a MOCIEIHUE S5 JIET, 32 UCKIIIOUeHUEM HH(POpMAaIluH, yKa3aHHOU B ab3arax



TpeTbeM — mecToM myHkTa 99 Hactosmux [lpaBwi, u wHopmaruu, BKIIOYaEeMOW B
NpuIokeHus kK Mactep-daitny cucremsl (hapmakonaazopa. Mudopmaius o6 msmeHeHuu
JIOJIKHA BKIIIOYATh B ce0s JaTy U3MEHEHUS, CBEJICHUS O JIUIE, OTBETCTBEHHOM 32 U3MECHEHHE,
Y OTMCaHWE BHECEHHOT'O U3MEHEHHMUSI.

5. KoETpOIIb H3MEHEHNI, BEPCHU B apXUBHPOBAHHE

123. lepkatenu perucTpalOHHBIX yAOCTOBEPEHUHN JTOJKHBI 00ECIeYUTh IPUMEHEHHE
CUCTEMBbl yIpaBJECHHS HM3MEHEHUSIMU B MacTep-(aiine cucteMbl (papMakoHag3opa H
UCIIOJIb30BaTh HAJEKHbIE TMPOIECCHl CBOEBPEMEHHOTO TMOJy4YEHUs HUHPOpMALIUH
OTHOCUTEIBHO COOTBETCTBYIOUIMX U3MEHEHUH C TIOCIEAYIOIIeH HaaexKalllel akTyanu3anuen
Macrtep-Qaitia. YNoJIHOMOYEHHbIE OpraHbl MOTYT 3alpOCUTh MH(POPMALMIO O Ba)KHBIX
M3MEHEHUAX B CUCTEME (papMaKOHaJ30pa, KOTOPbIEe MOTYT BKJIKOYATh B C€0S B TOM 4HCIIE
CJIEIyIOIIME U3MEHEHMS:

u3MeHeHus B 0ase (0a3ax) MaHHBIX 0 OE30MaCHOCTH CUCTEMBI (hapMaKOHaI30pa, KOTOPHIE
MOTYT BKJIFOYATh B ce0s U3MEHEHUsI CaMOM 0a3bl TaHHBIX UJIM B3aMMOCBSI3aHHBIX 0a3 TaHHBIX,
U3MEHEHHSI CTaTyca BaJuaaluu 0a3bl JaHHBIX, a TaK)Ke H3MEHEHUs WHopManuu o
Nepe1aBacMbIX WM MEPEHOCUMBIX JaHHBIX;

U3MEHEHUS B OKa3aHUU 3HAYUMBIX YCIIYT MO (papMaKkoHaA30py, OCOOEHHO €ClIi peyb UIET
O BOXKHBIX KOHTPAKTHBIX JIOTOBOPEHHOCTSIX IO MPEJICTABIEHUIO TAHHBIX 0 0€30MaCHOCTH;

TaKkue OpraHU3allMOHHBIE W3MEHEHMS, KaK MOTJIOIIEHUE OJHOW KOMIIAHHMM JIPYTOW,

CIIMSIHUE, M3MEHEHHE MECTa OCYUIECTBIICHHUS NAESITEIbHOCTH MO (papMakoHaI30py WIH
nenerupoBanue (mepeaada) ynpaBieHus MacTep-haiaoM cucteMsl hapMaKkoHaI30pa.

124. TTomumMoO TOKYMEHTHUPOBAHUSI U3MEHEHUH B MacTep-(daiisie (B )KypHalie perucTpainuu
), JIepkaTelieM pPEerucTPalMOHHOTO YJAOCTOBEPEHUS] JOKHO OBITh 00€CIeueHO
MH()OPMUPOBAHKE YITOJIHOMOYEHHOTO JIUIA TI0 (papMaKoOHAI30py O JAHHBIX U3MEHEHUSIX.

125. N3menenuss B Mactep-¢daiyne cuctembl (papMakoHaa3zopa HAOJKHBI
JOKYMEHTUPOBATBCS C OTPAXKEHUEM HCTOPUU M3MEHEHHH (C yKa3aHHEM JaThl U ONMCAHUEM
M3MEHEHHUsI) B KypHaJle perucTpalnuu uU3MeHeHuil. B xypHanm perucrtpanuu uU3MeHEHUH
BKJTIOYaeTcs mHpopManus 000 BCeX M3MEHEHUSX, BHECEHHBIX B MacTep-(ailli CUCTEMbI
(dbapmakoHaa30pa, 3a UCKIIOYEHHEM UH(POpPMaIINK, YKa3aHHOW B a03allax TPEThEM — IIECTOM
nyHkTa 99 Hactosmux [IpaBun, u uHpopmalu, BKIIOYaeMON B IPUIIOKEHHS MacTep-Qaitna
CUCTEMBI (papMaKoHa130pa.

126. Uctopuro usMeHeHuid uMHPOpMAlMU, COAEpKAIIEHCs B MPUIIOKEHUSIX K
mactep-(paitry cucreMbl (papMakoHaa30pa, AOMYCKAETCS MPENOCTaBIsATh MO 3ampocy, U B
ATOM ClIy4yae B JKypHaJ pErucTpallui U3MEHEHUM BKIIOYAETCA JlaTa U3MEHEHHUS U (WJIH)
OOHOBJICHUS TIPHIIOKECHUS
C aKTyalHu3alMell HCTOpUU H3MEHEHUM cojiepkaHus npuioxkenuil. Jlomyckaercs 4ToObI
uH(popMaIusl B MPUIIOKEHUSIX, KOTOpas PErysipHO OOHOBIsETCs (Takas Kak IMEepeyHU
JIEKapCTBEHHBIX IMPENapaTroB, CTAaHAAPTHBIX pabo4YuX NpOIEAyp WIM TOKa3zarenei



COOTBETCTBUSI), BKJIFOYAJIa B c€0sl PE3ybTaThl, MOJTYUYECHHbIE OT KOHTPOJIUPYEMBIX CHUCTEM (
HarpuMep, CUCTEM DJIEKTPOHHOTO JOKYMEHTOO0OpOTa WM 0a3 JaHHBIX YIMOJHOMOUYEHHBIX
opranoB). IIpeamecTByromue BEepCUU NPUIOKEHHN MOTYT YIPABIATHCA BHE CaMOro
Mmactep-dailia pu YCJIOBUU, YTO HCTOPUS U3MEHEHUM COXpaHSAETCS M JOCTYIHA st
YIIOJTHOMOYCHHBIX OPTaHOB 110 3arpocy. Eciu Mactep-daiin

HEe OB 3ampolleH YMOJHOMOYEHHBIM OPraHOM WM B HEro HE BHOCWJIMCh U3MEHEHUS B
TEUCHUE OMPEICICHHOr0 Mepuoja BpeMeHU (Hampumep, €CIu U3MEHEHUs MPUIIOKECHUIN
YVIOPaBISAIOTCA OTIAEIBRHO OT Mactep-(aiina), cienyer MepuoguyYecKd MPOBOAUTH 0030p
COOTBETCTBHUS aKTyaJbHOCTH MHPOpMAIMU B MacTep-(paiiie. JlepxkarensiM perucTpaidoOHHbIX
YIOCTOBEPEHUN HEOOXOAMMO OOECTICYUTh BBINMOJHEHHE O0S3aTEeIbCTB OTHOCUTEIBHO
CBOEBPEMEHHOI'0 TMpeIOCTaBIeHUsT Mactep-(daitna cuctemsl (apMmakoHaazopa. Takxke
YIIOJTHOMOUYEHHOE JIUIIO M0 (papMaKkoHaI30py JOJKHO UMETh JOCTYI K aKTyalIM3UPOBAHHOU U
JOCTOBEpHON wuHPopmanuu o cucreme (HapmMakoHaa30pa, MOITOMY JAepiKaTeleM
PETUCTPAIMOHHOTO YJOCTOBEPEHUSI JOJKEH OBITh 00ECledYeH MOCTOSHHBIM JOCTYIN K
mactep-(haitily cucTteMbl (apMaKoHaA30pa, BKIOYas WHQPOpPMAIMIO, COAEPKAIIyIOCS B
MPUJIOKEHUAX (JTU0O0 C MOMOIIBI0 caMoro macrtep-gaitia cucteMmsl papmMakoHaa3opa, JHUO0
4yepe3 JOCTYM K CUCTEMAaM, UCIIOJIb3YEMBIM ISl CO3JaHuUs PUITI0KEHU ).

127. Jlepkatenu perucTpallMOHHBIX yA0CTOBEPEHUMN JOJIKHBI 000CHOBATh BHIOpaHHBIN
METOJT M pa3paboTaTh MPOIEAYPHl KOHTPOJS JOKYMEHTAIIMU C IIEIbI0 HAaJJIEKAIIETo
yIpaBJICHUs IPOLIECCOM TMOAIepkKaHusl MacTep-Gaiiia cucteMsl hapmakoHaazopa. OCHOBHOM
MPUHIMI 3aKII0YaeTcs B TOM, YTO, MPEACTaBIsAsl COOOW OCHOBAaHWE IJisg ayJUTOB U
MHCIIEKIIUM, Mactep-aiiin cuctembl (papmMakoHan30pa COAEPKHUT OMUCAHUE CHUCTEMBbI
(dbapmakoHaa30pa B TEKYIIMH MOMEHT BPEMEHHU, HO ISl MPaBWIHLHOIO MOHUMAHUS B
OTACNBHBIX ClydasX TpeOyeTcss JAOMOJHUTENbHAas OIleHKa (YHKIMOHUPOBAHUS U
HaIpaBJIEHHOCTU CUCTEMBI (hapMaKOHaA30pa Ha MPEAIIECTBYIONIUX 3TalaXx.

128. Tlpu BHeceHnn W3MEHEHUU B Mactep-(daitn cuctembl papmMakoHaA30pa TAKKE
HEO0OXO/IMMO YYUTHIBATh COBMECTHBIE CUCTEMBI (hapMaKoHaA30pa U JeJerupOBaHHbIC 3a/1auu
o ¢apmakoHaa3opy. Hapmexamuii KOHTPOJIb U3MEHEHUH TIPETyCMaTPUBAET PETHCTPAIIUTO
JaThl U1 KOHTEKCTA YBEJAOMJICHUN 00 M3MEHEHUSX BHOCUMBIX YIIOJHOMOYEHHBIMU OpraHaMu,
YIIOJTHOMOYEHHBIMHU JIUIIAMU TI0 (hapMaKOHAA30PY U TPETbUMH CTOPOHAMH.

129. Mactep-aiin cuctemsl papmMakoHaa3opa caeAayeT XpaHUTh TAKUM 00pa3oM, YTOOBI
o0ecrneunTh ero ya0004uTaeMoCTh U TIOCTYITHOCTb.

6. IIpencraBnenne Mactep-daiiyia cucTeMbl (papMakoHaA30pa

130. YnonHoMouY€HHOE JIMIIO 10 (hapMaKoHaA30py AOJKHO UMETh MOCTOSHHBIN T0CTYH K
MacTep-hailiry cucteMbl ¢apMakKoHaa30pa. YIOJTHOMOYEHHBIM OpraHaM JOJDKEH OBITh
oOecrieueH JOCTYIT K MacTep-Gaiiay cUCTeMbl papMakoHaa30pa 1o 3anpocy. Madpopmanus B
Mactep-daine cuctembl GpapMakoHaI30pa JOJKHA ObITh MCUEPIBIBAIONIEH, MPABWIBHON H
OTpaXkaTh JCHCTBYIOIIYIO CHUCTeMY (apMaKOHaJ30pa B TEKYIIMH MOMEHT BPEMCHH, YTO



o3HayaeT o0s3aTeibHOE OOHOBIICHHE MHPOpMAIMKU MacTep-(daiiia u mpu HEeOOXOIUMOCTH
BBITIOJIHEHHE TTEPECMOTPA €T0 COJAEPKUMOTO C YISTOM IOTYYEHHOTO OIbITa, TEXHHUYECKOTO H
HAay4YHOTO MpOTpecca, U3MEHEHUNW HOPM peryiupoBaHus. [lepkarerneM perucTparmoHHBIX
yAOCTOBEPECHUN JIOJDKEH OBITh O00ECmedYeH JOCTYN YHOJHOMOYEHHBIX OPraHOB K

Mactep-(haitry cucteMbl (papmMakoHag3opa B TeUeHHE 7 pabouyuX JTHEHW IMOCie MOTydICHUS
COOTBETCTBYIOIIETO 3ampoca. JlepKaTelsiMi PETHCTPAIMOHHBIX YIOCTOBEPCHHUH TOJDKEH
OBITH OOECIIeueH HETOCPEACTBCHHBIN TOCTYN YIOJHOMOYCHHBIX OPTaHOB K MacTep-daitry
cucTeMbl (papMaKOHaA30pa B YKAa3aHHOM MECTOHAXOXJIECHMH MacTep-(daitna cuctemsl

dbapmakoHaI30pa WIK IO MECTY OCYIIECTBICHHS ACSITEIFHOCTH YIIOJIHOMOUYEHHOTO JIUIIA TI0
bapmakoHaa30pYy.

7. ®opmar Macrep-daiina cucteMsl hapMakoHa 30pa

131. domyckaetcst uToObI MacTep-Ghaiii cucTeMbl papMaKkoHaA30pa UMET ICKTPOHHYIO
(dbopMy MpHU yCIOBUU COXPAHEHUS BO3MOXKHOCTH MPEJICTABIICHUS YETKO CTPYKTYPUPOBAHHOM
MeYaTHOW KOIHHU IO 3alpocy YHOJHOMOYEHHBIX opraHoB. B mo0oM dopmare mactep-daiin
cucteMbl (papmMakoHaI30pa JOKEH HMMETh YUTAEMYIO, MOJHYIO M JOCTYIHYIO ¢dopmy,
00eCcneunBaloNmy0 BO3MOXXHOCTh OIICHKH BCEX JTOKYMEHTOB U TIPOCIIECKHBAEMOCTh
U3MEHEHUH. B HEKOTOPBIX CIydasXx MOXKET MoTpeOOBaThCA OrpaHWYEHHE JIOCTyIa K
MacTep-¢aiiry cucTeMbl hapMaKoOHaI30pa C IENbI0 OCYIIECTBICHHS HAISKAIIETO KOHTPOJIS
€ro COJIEp’KaHUsl W pachpejielieHus OO0sI3aHHOCTEH MO YMPABICHUIO UM (B KOHTEKCTE
KOHTPOJISI U3BMCHEHUH M apxuBHpoBaHus). CieayeT UCIoIb30BaTh AICKTPOHHYIO MAPKHUPOBKY
JOKYMEHTa U TEKCT C BO3MOKHOCTBIO TIOWCKA. TaKkue JOKYMEHTBI, KaK KOTTUU MOAIMNCAaHHBIX
3asBJICHUI WJIM COTJIAIICHUU, JOJDKHBI OBITh BKIJIIOUEHBI B MPUIIOKEHUS W ONUCAHBI B
yKazaTese 3JIEeKTPOHHOTO JOKyMeHTa. JIOKyMeHTHl U JaHHBbIe MacTep-(daiiyia JOIKHBI ObITh
MPEACTAaBJICHBI B CIEAYIOMUX PYOpUKaxX U, B CIydae €ClId OHW MMEIOT NeYaTHBIM Gopmar,
JIOJIKHBI OBITH MPECTABICHBI B YKa3aHHOM ITOPSIKE:

Ha TUTYJbHOW CTPaHUIIE NOJKHBI OBITh yKa3aHbl HOMEp MacTep-daiiia CHCTEMbI
dbapmakoHam3opa (NpM HAIWYUK), HAUMCHOBAHHE JepXKaTels pPETHCTPAIlMOHHOTO
YAOCTOBEPEHUS, YIIOTHOMOUYEHHOE JIUIIO 10 (hapMaKOHA30PY, OTBETCTBEHHOE 32 ONMMCAHHYIO
cucteMy (QapMakoHaJ30pa, HAMMEHOBAHUE JPYTUX Jiep)KaTejied perucTparmoHHbIX
YAOCTOBEpEHU (NPUMEHSAIONIMX JaHHYI CcHCTEeMY (apmMaKoHaJ30pa), MEpeuYEHb
mMacTtep-QpaiioB sl AepKaTeNell perucTpalMOHHBIX YAOCTOBEPEHUN (ISl JIEKapCTBEHHBIX
MpenapaToB, BKIIOYCHHBIX B JPYTYIO CHUCTEMY (apMaKOHaa30pa), JaTa MOATOTOBKH WIIH
MoCJIeTHETO OOHOBICHUS MacTep-(daiiia cucTeMbl hapMaKoOHAI30pA.

3aroyioBKu, ucnoyib3yemMble B noapasaene 4 pazaena Il nacrosuux [IpaBun, cnegyer
UCIIONIb30BaTh [JIi 00O3HAUCHHS OCHOBHBIX pa3fejoB COJEpKaHUs MacTep-Qaia.
MuHuManbHOE TpeOyeMoe CoaepiKaHKue MPUIOKEHUH K MacTep-(aiily W3JI0KEHO B TYHKTE



120 mactrosmux IlpaBui, momojHUTENbHAs WHQPOpPMAIUS MOXET OBITh BKIIOUECHA B
NPUIOKEHUST K MacTtep-(ailly Mpu yCIOBUU BBINOJHEHUS TPEOOBAHUU K COJEPHKAHUIO
OCHOBHBIX pa3/ieioB. B mpuiioskeHus BKIIOUaeTcs cleayromas HHPopMarus:
cBeJieHUs1 00 YIIOJIHOMOUYEHHOM JIHIIe 1o (hapMakoHaa30py (mpuiiokeHue A):
nepeyeHb 3a/1ay, AeIErMPOBAaHHBIX YIIOJTHOMOYEHHBIM JIMIIOM 10 (hapMaKoHaA30py, WU
COOTBETCTBYIOIINN TPOLIETYPHBIN JOKYMEHT;
JaHHble OMorpauu yroJIHOMOYEHHOTO JULa Mo (papMaKoOHAA30py U MOATBEPIKAAIOIINE
9TH JIaHHBIE JOKYMEHTHI;
JOTIOJIHUTEJIbHBIE KOHTAKTHBIC JTAHHBIE (€CITU HEe0OX0IUMO);
OpraHu3alMOHHAasl CTPYKTypa JEprKaTessi PEerucTPalMOHHOrO YIOCTOBepeHUs (
npuiioxeHue b):
NIEPEYHH JOTOBOPOB U COTJIALIEHUM;
MCTOYHUKH JIaHHBIX 0€30MacHOCTH (IpuiiokeHue B):
MEPEYHU C ONHCAHUEM HCTOYHUKOB JAHHBIX 0€30MacCHOCTH (Hampumep, (HUIAaIbl
JeprKaTeisl pErUCTPALMOHHOIO YIOCTOBEPEHUS U KOHTAKTHBIE TAHHBIE TPETBUX CTOPOH);
KOMITbIOTEPU3UPOBAHHBIE CUCTEMBI U 0a3bl JaHHBIX (MpuioxkeHue );
MUCHbMEHHBIE TTPOIECCHI U Mpoleayphl (Ipunoxenue J1):
NepeYeHb MPOLEAYPHBIX JOKYMEHTOB;
3¢ HeKTUBHOCTH cUCTEMBI (papMakoHa3opa (mpuioxenue E):
NEpEeYHN UHIUKATOPOB 3PPEKTUBHOCTH;
TEKyIIHEe Pe3yabTaThl OLIEHKH 3()(HEKTUBHOCTH MO UCTIOIB3YEMBIM HHANKATOPAM;
cucrema kauecTna (rnpuiioxenue XK):
IUIaH ayJUTOB;
IIEPEYEHB MTPOBEACHHBIX U 3aBEPUICHHBIX ay/IUTOB;
JIEeKapCTBEHHBIE MpenapaThl (MpuiioxeHue 3):
[IEpEUYEHb JIEKAPCTBEHHBIX IPENapaToB, KOTOPHIE BKIIOYEHBI B JAHHYIO CUCTEMY
(dhapmakoHaa30pa;

KOMMEHTApUU B OTHOILIEHUU JEpXKaTeJell PEerucTpalMoOHHBIX YIOCTOBEPEHHUI

JIEKapCTBEHHBIX IIPENaparos;

KOHTPOJIb 3aMHCe U JOKyMeHTaluu (npuioxenue N):

JKypHaJ pEerucTpanyy U3MEHEHN;

JOKYMEHTAIUS IO UCTOPUH U3MEHEHUN COIepKaHUs
IIPWIOKEHUH, COJIEprKaILast 3JIEKTPOHHBIE MHIEKCHI (B COOTBETCTBUM C MPUIOKEHUSIMU A — U
U UX COJICpKAHUEM), €CIIM TaKas JOKYMEHTAalMs IO UICTOPUU U3MEHEHUN HE MPeyCMOTpEeHa
B CAMOM COOTBETCTBYIOILEM IPUIIOKEHUU.

K nokymeHTy B cilyyae HEOOXOJMMOCTH NpHIaraercs JOKyMEHTanus s
MOATBEPKJICHUS YBEAOMJIEHUA M TMOJNMCEH, Kacaroluxcsd MacTep-Qaiiia CUCTEMBI
¢dapmakoHag3opa. B ciywyae oTcyTcTBHS KakuX-TMOO M3 yKa3aHHBIX MPWIOKEHUH HET
HEO0OXOAMMOCTH MPEIOCTABIATh CTPAHULBI C MMYCTBIM COJAEPKUMBIM, OJTHAKO MPUIIOKECHHUS,



KOTOpBbIE€ MPEIOCTABISIOTCS, JOKHBI OBITh Ha3BaHbl B COOTBETCTBUU C YKa3aHHBIM
dbopmarom. Hanmpumep, npunosxxenue [l He ciieyeT nepeuMeHOBbIBaTh B npuiioxkeHue I' B Tex
Cly4dasiX, KOrJa HE MCIIOJb3YEeTCA NPWIOKEHHUE, Kacarouleecs KOMIIBIOTEPU3UPOBAHHBIX
CUCTEM U 0a3 TaHHBIX, — IpHIOKeHHUE [ ciaeayeT Ha3BaTh "HEUCTIONB3YEMBIM" B COJEPKaHUN
111 0003HAYEHHSI OTCYTCTBUS COJIEPKaHUSI.

8. O6s13aHHOCTH YIaCTHHKOB CHCTEMEI (hapMaKkoHa30pa JlepikaTend perncTpaOHHBIX
YIOCTOBEPECHHMIA

132. [depkarenu perucTpalmOHHBIX YIOCTOBEPEHHUI MOJKHBI pa3padoTaTh U BHEJPUTH
cucteMy (apMakoHaJ30pa C ILEJNbI0 MOHUTOPUHIA M KOHTPOJSA 3a OAHUM MM Oojee
JEeKapCTBEHHbIM mnpenapatoM. OHHM TakXe OTBEYAIOT 3a CO3JaHHE W NOAAECpKaHUE
mactep-Qaiina cucteMbl (hapMakoHa130pa, B KOTOPOM OIKMCaHa cUcTeMa (papMakoHaaA30pa B
OTHOUIEHWHU 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX IpenaparoB. Jlepxkareinro
PErUCTPAIIMOHHOTO YJIOCTOBEPEHUS HEOOXOJMMO HA3HAYUTH YIMOJTHOMOYEHHOE JIMIIO IO
(dapmakoHaa30py, OTBedHarollee 3a Cco3JaHue M (QYHKIMOHHUPOBAHHUE CHUCTEMBI
(bapmakoHa30pa, OMUCAHHON B MacTep-(daiisie cucteMsl (papMakoHaa3opa.

133. IIpu nogaue 3asBJICHUS HA PETUCTPALMIO JIEKAPCTBEHHOIO Mpenapara 3asBUTENb
JOJKEH UMETh B CBOEM PACIIOPSKEHUU ONKMCaHUe CUCTEMbI (hapMaKoHa30pa, KoTopas OyaeT
byHKUMOHUpPOBaTHL Ha Tepputopun Coro3a WIM Ha TEPPUTOPHUAX OTIEIbHBIX
rocyAapCTB-4JI€HOB.

B xone oneHKM 3asgBIEHHUS HAa PETUCTPALMIO0 OT 3asBUTENSI MOXET NOTpPeOOBaThCS
MIPEICTABIICHUE C LEIbI0 03HAKOMIIEHUS KON
mactep-(aiisia cucteMsl papMakKoHaA30pa.

134. Jlepxkatenp pErucTpalMOHHOTO YJAOCTOBEPEHHUS OTBEYAET 3a CO3JAHUE
Mactep-Qaitna cucremsl (papMakoHaa30pa, KOTOpas pacHpoCTpaHsAETCs Ha TEPPUTOPUU
roCy/IapCTB-YJIEHOB, W PETUCTPAlMI0 MECTOHAXO0XJAEHUS MacTep-Qpaiijia CUCTEMBI
dbapmakoHaI30pa B YIOJHOMOYEHHBIX OpraHax rocyJapCTB-wWICHOB IPU IMOJaye 3asBICHUS
Ha pEerucTpainuio JiekapcTBeHHOro npenapara. B macrtep-daiine cucremsl papmakoHaazopa
HEOOXOMMO ONHUCaTh JAEHCTBYIOUIYI0O B TEKYUIMH MOMEHT BpPEMEHU CHUCTEMY
dbapmakoHag3opa. B Hero MoXXHO BKIIOUUTH MH(DOPMALMIO O KOMIOHEHTaX CUCTEMBI,
KOTOpble OynyT BHEAPSATbCS B OyaylmieM M KOTOpPbIE JOJDKHBI OBITh YKa3aHbl Kak
3aIUTAHUPOBAHHBIE, & HE BHEAPECHHBIE WIH JICHCTBYIOIIHE.

135. PabGoTa 1o co3anuto, MOJJAEPKaHUIO U TIPEACTABICHUIO MacTep-daiijia CUCTEMbI
dbapmakoHa30pa B YIIOJIHOMOUYEHHBIE OpraHbl MOXKET OBITh MOpPYYEHa TPEThEW CTOPOHE, HO
JepKaTellb PErucTPalMOHHOTO YJIOCTOBEPEHUS HECET OTBETCTBEHHOCTH 3a COOJIIOACHUE
TpeOoBaHM1 akTOB OpraHoB Coro3a 1 3aKOHOJATENbCTBA TOCyAapcTB-wieHOB. [lonnepxanue
mactep-(daitia cucrembl (papMakoHaA30pa B JACHCTBYIOIIEM U JOCTYIIHOM COCTOSIHUU (
MOCTOSIHHBIA JOCTYIl JUIsl ayJIUTa U WHCHEKIMH) MOKHO JAEJIErHpoBaTh, HO JEP>KATENb
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUSI HA IMOCTOSHHONW OCHOBE HECET OTBETCTBEHHOCTH 3a



o0ecrieueHne BBINIOJIHEHUS JaHHOW (DYHKIIMM Ha ypOBHE, COOTBETCTBYIOIIEM TPEOOBAHUSIM
akToB opraHoB Coro3a 1 3aKOHO/IATENbCTBA FOCYAapCTB-UJICHOB.

136. B cimyuae cMeHBI YIIOJTHOMOYEHHOTO JIUIA 0 (papMakoHAA30Py WM KOHTAKTHOU
uHpopMalM 0 HEM, a TaK)Ke HM3MEHEHHUsI MECTOHAXOXJEHHs MacTep-(ailna cucremsl
dbapmakoHan3opa JepiKaTeNb PETUCTPALMOHHOTO YAOCTOBEPEHHS TPEACTABISIET B
YIOJIHOMOYEHHBIE OpraHbl FOCYJapPCTB-UJICHOB 3asBJICHUE O BHECEHHH COOTBETCTBYIOIIUX
U3MEHEHUN. [lepKaTenn perncTpalvoOHHBIX YIAOCTOBEPEHUM HECYT OTBETCTBEHHOCTH 3a
oOHOBJieHHE HHpOPMAIMU OO0 YIMOJTHOMOYEHHOM Julle Mo ¢dapMakoOHAI30py U ajpece
HaxO0XJICHUsSI MacTep-(daitia cucteMbl hapMaKoHaA30pA.

VnonaoMo4eHHEIE Opra”bl roCyaapCTB-41JICHOB

137. YnonHoMOYEeHHBIE OpraHbl OTBEYAIOT 332 KOHTPOJb cUCTEM (apMakOHaI30pa
JepKaTeIel PEerHCTPAlMOHHBIX YJIOCTOBEpeHUH. B paMmkax maHHOTO 00s3aTenbCTBA
YIOJTHOMOYEHHBIE OpraHbl BBIMOJHSIOT OIEHKY KpaTKo HWHQOpManuu O CUCTEME
(apMakoHaa30pa, BKJIOYEHHOW B PETrHCTPALIMOHHOE [0ChE€ MPH MOJaye 3asBJICHUS Ha
MOJIyUeHUE PETUCTPAIMOHHOrO yaocTtoBepeHus. I[lomHbiii Mactep-daitn cucTeMbl
(hapMakoHa30pa MOXKET OBITH 3aMPOIICH B JIIO00OE BpeMs (Hampumep, Npyu BOSHUKHOBEHUU
BOIIPOCOB MO cHUCTeMe (papMakoHaa30pa WK mpoduiiro 0e30MacHOCTH JIEKAPCTBEHHOTO
npenapara Ju00 MpH MOAroToBKe K MHcHekuun). Mudopmanuio 06 n3MeHEHUsIX B KpaTKON
uHpopManuu mo cucreme (apMaKOHAA30pa WIHU B COJEPKAHUU MacTep-(dailiia cuCTeMBI
(hapMakoHa30pa TaK)KE UCTIOIB3YIOT B X0/1€ TUIAHUPOBAHUS U TTPOBEICHUSI HHCIIEKITUH.

138. YnomHOMOYEHHBIE OpraHbl OOMEHWBAIOTCA HWH(MOpMAIMEN O cucTeMax
dbapMakoHaa30pa, B TOM YHCIE B LENAX NEpefadyd JaHHBIX B MPOTPaMMbl WHCIEKIIHM
rocy/1apCTB-4JIEHOB, pa3pa0OTaHHbIE HAa OCHOBE aHaiu3a pUCKOB. MHCHEKTOpPHI
YIIOJTHOMOUYEHHBIX OPTraHOB COOOMIAIOT O HECOOMIOJeHUHM O0s3aTeIbHBIX TpeOOBaHUMH,
BKJIFOUasi TpeboBaHMs 1O MacTep-dailny cucreMbl (apMakoHaa30pa U CHUCTEME
bapmakoHaa3opa.

9. ocTymHOCTE MacTep-(aiina cucreMsl GpapMakoHanzopa

139. Macrep-daiin cuctemsl (hapMaKkoHaI30pa TOJDKEH MOAIEPKUBATHCS B IEHCTBYIONIEM
U JIOCTYIIHOM COCTOSIHMHM JUIsl YIOJHOMOYEHHOTO Jiuilia mo QapmakoHaazopy. OH Takxke
JIOJIKEH OBITh TIOCTOSTHHO JTOCTYTICH /TSI HHCTICKIIUA HE3aBHCHMO OT TOTO, OBLIO JIU CIEIaHO
3apaHee COOTBETCTBYIOIIEE YBEIOMIICHUE HIIA HET.

140. epxkatesib pErUCTPALMOHHBIX YIOCTOBEPEHUIN MOANACPKUBAET U MPEICTABIIAET 1O
3ampocy YIOJTHOMOYEHHOI'O0 OpraHa TrocyJapcTBa-uieHa KOMHUI0 MacTep-(aiiia CUCTEMbI
(dapmakonanzopa. Jlepkareib pPerucTpalMOHHOTO YIOCTOBEPEHUS MPEACTAaBISET KOIHUIO



Mactep-daiiia B TedyeHue 7 pabouux JHEH MOCIe MOTYyYeHUs COOTBETCTBYIOIIETO 3aIpoca.
Macrtep-daiin cucremsl (papMakoHa30pa MPEACTABISIETCS B YUTAEMOM BUJIE B 3JIEKTPOHHOM
dhopmaTe niau Ha OyMaKHOM HOCHUTEJE.

141. Ecnu oquH 1 TOT e MacTep-(daiisl cucteMbl (papMakoHaI30pa UCIOJIb3yeTcs Oosiee
4eM OJHUM JEp>KaTeIeM PErucTPalMOHHOTO YJIOCTOBEpEHHUs (B CiIydae HCIOJIb30BAHMS
oO1ielt cucteMbl (papMakoHaa30pa), OH JOJIKEH OBITh JOCTYIEH ISl KaXKJI0T0 U3 HUX TaKUM
o0pa3oM, 4YTOOBI KaXXIbld M3 JAepKaTeled PpEerucTpalMOHHBIX YJIOCTOBEPEHUN HMEN
BO3MOKHOCTh TIPEICTaBUTh MacTep-Gaiia B yIOJIHOMOUYECHHBIH OpraH rocyJapcTBa-4JieHa B
TeyeHue 7 pabouyux JHEH 1ociie MOJIyYeHHUs] COOTBETCTBYIOIETO 3ampoca.

142. Macrtep-daiin cuctembl (papMakoHaI30pa, €clii HE O0OCHOBAHO WHOE, HE
3apalInBaeTCsl B X0/I€ MPOBEACHUS OLIEHKU HOBBIX 3asIBJICHUM Ha MOJIYyYEHUE PETUCTPALUU
JIEKapCTBEHHOT0 MpemnapaTta (TO €CTh 0 PEerucTpaluy JEKapCTBEHHOTO Ipernapara), HO
MOET OBITh 3alpoIleH B OCOOBIX Clly4asix, B YaCTHOCTH B cllydyae BHEIPEHUS HOBOMU
CUCTEMBI (papMaKOHAA30pa WM MPHU BBISIBICHUU MPOOJIEM OE30MaCHOCTH JIEKAPCTBEHHOTO
npenapata MO0 BOIMNPOCOB IO COOTBETCTBHIO TpeOOBaHUSM akTOB opraHoB Coro3a u
3aKOHOJIaTENbCTBA TOCYAAPCTBA-WIeHA B cpepe papMakoHa3opa.

IV. UBCnexTupoBaHHe CHCTEMBI (hapMaKOHaI30pa
1. O6mue nomoxeHus

143. B uensix MOATBEPKICHUS BBIMOJHEHHS JE€pKATEISIMU PETUCTPAUOHHBIX
yAOCTOBEPEHUI 00s513aTeNIbCTB MO (HapMaKOHAA30PY YHOJHOMOYEHHBIE OpPTraHbl OOs3aHbI
MPOBOAUTH MHCIIEKIIUU 10 (papMaKkoOHaI30py AepKaTelie peruCTpalliOHHbBIX Y/I0CTOBEPEHUM
WIN WHBIX OpraHW3alnil, IPUBJICYEHHBIX ACPKATEISIMUA PErUCTPALUOHHBIX YAOCTOBEPEHUN
JUIsl BBITIOJTHEHHST 00s13aTenbeTB 1o (hapmakoHaazopy. Mucnekuuu no (apmakoHaa3opy
JOJKHBI TTPOBOJUTHCS HMHCIEKTOpPaMH, HA3HAYa€MbIMU OpPraHaMH TOCYIAapCTB-UJIEHOB,
YIIOJTHOMOUYEHHBIMU TMPOBOJAUTH OCMOTpP TOMENIEHUH, 3HAKOMUTBCS C MaTepualiami,
JOKyMEHTaMU U MacTep-(daitzioM cucteMbl papmMakoHaA30pa, HAXOASIIUMCS Y JepKaTENs
PETUCTPALIMOHHOTO YJIOCTOBEPEHHS WJIM MHBIX OpTraHU3allvi, MPUBJICYCHHBIX JepKaTeaeM
PETUCTPAINMOHHOTO YAOCTOBEPEHHUsI NIl BHITIOJIHEHHS 00s3aTENBCTB MO (PapMakoHAI30DY.
Jlepkatens perucTpalmoOHHOTO YJOCTOBEPEHUs 00513aH M0 TPeOOBAHUIO YITOJTHOMOYEHHOTO
opraHa rocyaapcTBa-4wieHa MpeACTaBIATh MacTep-Qailn cuctemsl (hapMaKoHa30pa, KOTOPBIM
OyJeT UCTIONIb30BaThCs KaK UCTOYHUK MH(OpMAIUU TIPU MPOBEACHUN MHCTIEKIIUMA.

144. Hensmu nHCHIEKIUH 110 hapMaKOHAA30PY SBISIOTCS:

a) OATBEPKACHUE HATUYUS Y IepKaTelsl pErUCTPAlMOHHOTO YAOCTOBEPEHUS ITEPCOHAAa,
CHUCTEM, a TaKXKe MOMEIIEHHUS, CPEACTB U 000pY0BaHMS, HEOOXOAUMBIX JJIsI BBHIOJHECHUS
00s13aTeNBCTB O (PapMaKoHA30PY;



0) BBISIBIICHUE, OLICHKA M PETUCTPALUS HECOOTBETCTBUM, KOTOPHIE MOTYT MPEACTABIAThH
OMacHOCTh JJig 3/I0POBbA HaceleHUs, ¥ UHPOPMUPOBAHHE 00 ITOM HHCIEKTUPYEMOU
CTOpPOHBI;

B) UCIIOJB30BaHUE PE3YIHTATOB MHCIEKIIMN B KaU€CTBE OCHOBBI JJI 00A3aTENbHBIX JIJIS
JepoKaTesl perTUCTPAlMOHHOTO YIOCTOBEPEHUS IEUCTBUM (ITpU HEOOXOAUMOCTH ).

YNOJHOMOYEHHBI OpPTaH rocyJlapCcTBa-ujieHa BIPABE MPOBOAUTH WHCIEKLIHH I10
(apMakoHaa30py IMepel perucTpanuell JEeKapCTBEHHBIX MpenapaToB [IJs IMPOBEPKHU
COOTBETCTBHUS JICUCTBYIOIIEH CHUCTEMbl (hapMakOHAA30pa AEpiKaTess PErHuCTPAIOHHOTO
YAOCTOBEPEHUSI TPEOOBAHUSAM 3aKOHOAATENbCTBA TOCYAapCTBa-wieHa U HacTtosumx [IpaBu.
YTOTHOMOYEHHBIE OpraHbl OCYIIECTBIISIOT B3aUMOJIEHCTBHE MO 0OMeHY MH(opManueil B
YaCTH WHCHEKIMHA, KOTOPBIE IUIAHUPYIOTCS, U PE3yJbTATOB HMHCIEKLHM, KOTOpBIE Y¥kKE
MpoBeJICHbl. B OTHOIIEHNH AepKaTeliell perucTpallMOHHbIX yA0CTOBEPEHUH JIEKAPCTBEHHBIX
IPENapaToB, 3apErUCTPUPOBAHHBIX B COOTBETCTBUU B JCUEHTPAIN30BAHHOW NPOLIEAYpPOH
pEeruCTpallMi WM NPOLEAYPOW B3aUMHOTO IPU3HAHMSA, YINOJIHOMOYEHHBIM OpraH
pedepeHTHOrO TocyapcTBa SIBISETCS OTBETCTBEHHBIM 3a OIEHKY COOTBETCTBUS CHUCTEMBbI
(apmakoHa30pa AepxKaTelsl peruCTPAllMOHHOTO YJOCTOBEPEHUS TPEOOBAHUSAM HACTOSLIUX
[IpaBui1 Ha 3Tane perucTpainy JIEKaApCTBEHHOTO IIpenapara, B TOM YUCJE TyTEM MPOBEACHUS
JOPErUCTPALIMOHHON MHCIEKUIUHA CUCTEMBI (papMaKoHa30pa JAepakKaTeNsl perucTpaluoOHHOTO
YOCTOBEPEHUS COTJIACHO KPUTEPHUSAM IEIeCO00pa3HOCTU MPOBEICHUS JOPETUCTPALMOHHON
WHCIEKIIMU B COOTBETCTBUHU ¢ MyHKTamMu 157 — 159 nacrosmux [TpaBu.

145. TIporpaMMbl MHCHEKIMU MO (papMaKOHAA30py BKIIOYAIOT B C€0s IUIAHOBBIE
MHCIIEKIIMM B COOTBETCTBUU C OCHOBAaHHBIM HAa PHUCKAX IMOJXOJAE, a TAK)KE BHEIUIAHOBBIC
MHCIEKIUU, OCYIIECTBISAEMBIE C LEJIbK OLEHKU MNPEANOJAracMbIX HECOOTBETCTBUU WU
MOTEHIIMATFHBIX PUCKOB, KOTOPbIE MOTYT OKa3aTh BIWSHUE Ha BBIMOJHEHUE (YHKIHH IO
(bapmMakoHa30py B OTHOLLIEHUHU ONPEIEICHHOTO JIEKAPCTBEHHOIO Mpernapara.

146. YomHOMOYEHHBIE OpraHbl OPTAHU3YIOT PabOTy IO HHCTIEKTUPOBAHUIO JIep KaTenen
PErUCTPAIlMOHHBIX YJIOCTOBEpPEHUM C oOecredeHueM B3aUMOJCHCTBUA Ha JTarme
MJAHUPOBAHUS W TPOBEACHUS WHCICKIIMN C TEIbI0 MUHHUMHU3AIHUHN AyOIUpOBaHUS
BBITIOJTHSEMBIX pa0O0T U ONTUMHU3ALIUU UCIIOIB30BAHUS UMEIOIIUXCS PECYPCOB.

147. Pe3ynbTaThl MHCIIEKIIUU JAOHKHBI OBITh MPECTABIEHBI HHCIIEKTUPYEMOMY CYOBEKTY,
KOTOpPBIM TOJy4YaeT BO3MOYKHOCTHh JaTh CBOM KOMMEHTApHUU B CJIy4ae BBIABICHUSA
HECOOTBETCTBUS TpeOOBaHUAM 3aKOHOAATENCTBA IOCYIapCTBa-wWieHa U HacTosmux [IpaBui.
Jlepxatenb pPETHCTPAallMOHHOIO YAOCTOBEPEHHsS 0053aH CBOEBPEMEHHO YCTpPaHUTH
BBISIBJICHHOE HECOOTBETCTBHE, pa3pabOTaB W BHEAPHUB IUIaH KOPPEKTUPYIOUIUX U
MpeayNpeIUTEIIbHBIX MEPOTPUSITU.

148. B cimyyae BBISIBICHUSI B pe3yJIbTaTe MHCIEKIHUH HECOOJIOACHUS JepikKaTeaeM
PETUCTPAIIMOHHOTO YJOCTOBEPEHHs 00s3aTENbCTB MO (PapMaKOHAI30Py YIIOJIHOMOUYEHHBIH
opran 00s13aH MH(GOPMUPOBATH YIMOJIHOMOYEHHBIE OpPraHbl APYTUX TOCYAApCTB-WIEHOB O
BBISIBICHHOM HapylleHMH. B ciaydae HE0O0XOAMMOCTH YIOJIHOMOYEHHBIM OpraH



rocyJlapcTBa-4jieHa JOJDKeH 00ecnedyuTh, MPUMEHEHHE K JepkaTento 3(P(EeKTUBHBIX,
COpa3MEpHBIX M CACPKHBAIOIIUX Mep Bo3jchcTBUA. MHbopMamus o TPOBEICHUU U
pe3yibTaTax WHCIEKIMI B paMKax (GapMakoHAA30pa, a TAKKE O MOCIEIYIONEeM KOHTPOJIE U
OIICHKE IOCIIEJCTBHI pa3MellaeTcsl rocydapcTBaMHU-4IeHAMU Ha O(UIMAIbHBIX caiTax
COOTBETCTBYIOIIUX YIIOJTHOMOYEHHBIX OPTraHOB B ceTH MHTEpHeT.

2. THIEI HHCTIEKIHA
Hucnexmuu cucteMsl (hapMakOHa[30pa B IIEJIOM H IO OT/IE/IHHEIM JIEKAPCTBEHHBIM IpenapaTam

149. Mncnexknuu B paMKax CUCTEMbI (hapMaKOHa[30pa HalpaBiIeHbl Ha OIEHKY U aHAJU3
MMEIOIINXCS MPOLeAyp, CUCTEM, MEPCOHANA, MOMEIIEHU U 000pyAOBaHUsA, a TAKXKE Ha
OTpEeNIeNIEHNEe WX COOTBETCTBHUSI 0053aTeNbCTBAM MO (DapMakoOHAI30Py, YCTaHOBICHHBIM
3aKOHOJATEJIILCTBOM TOCYAapCTB-WIEHOB M Hactosuumu [IpaBunamu. B xoae manHoro
aHalii3a MOTYT MCIIOJb30BaThCsl KOHKPETHBIE MPUMEPHI JIEKAPCTBEHHBIX MpenapaToB s
JEMOHCTpAIIMU U TTPOBEPKH pabOThl CUCTEMBI (PapMaKOHAA30pa.

150. Mucniexkuuu, HampaBJIE€HHbBIE HA OIEHKY BBINOJHEHUS (DYHKIUHU 10 (hapMaKOHAI30py
B OTHOUIIEHUHU OIPEJEICHHOTO JIEKApCTBEHHOTO Ipernapara, BKJIIOYAIT B ceOsi TOM yucie
OIICHKY W aHaJIu3 MEPONPUATUNA U JOKYMEHTAIUH, CBI3aHHOM C YKa3aHHBIM JIEKApCTBEHHBIM
npenapatoM. OrnpesenieHHbIe pa3/enbl o0meld cCucTeMbl papMakoHAI30pa, UCIIOIb3yEeMbIe
MIPU BBIMIOJIHEHUW (PYHKIIMH B OTHOIIEHWU WMHCIEKTUPYEMOI'O JIEKAPCTBEHHOIO Ipernapara,
TaK)Xe MOTYT TOJIJIeKATh OIICHKE B PaMKax JaHHOW WHCIEKINH 10 (hapMaKOHAI30Dy.

IInaroBEIC ¥ BHEIUIAHOBBEIC HHCIIEKIIMH CHCTEMEI (papMakoHaa30pa

151. [InaHOBBIE MHCIIEKIIUU CUCTEMBI (papMaKOHAA30pa MPOBOMASITCA B COOTBETCTBUHU C
IpeIBApUTEIHLHO COCTABIICHHBIM TJIAHOM MHCHEKUUNA. B 1ensax onTumMu3anuu miaHupoBaHus
MEPONPUATHI MO KOHTPONIIO (YHKIIMOHUPOBAHUSA CHUCTEMBI (DapMaKOHa/A30pa MPUMEHSIETCS
MOAXO/l, OCHOBAHHBI HAa OIIEHKE MOTEHIUAIBbHBIX PUCKOB HEBBIIIOJHEHUSI COOTBETCTBYIOIINX
o0s3aTenbcTB. [1MaHOBbIE MHCIEKIMU MPEICTaBISIOT COOOM CUCTEMHbIE MHCIEKIUU, MpH
TOM JIOIIyCKaeTCsi BO3MOXHOCTh BBIOOpa OJHOTO MJIM HECKOJIBKHUX OIpeeIeHHBIX
JIEKAPCTBEHHBIX MPENapaToB B KadyecTBE MPUMEPOB AJisl MPOBEPKH (PYHKIIMOHUPOBAHUS
CUCTEMBI (DapMaKOHA[30pa W MOJIYYCHUS MPAKTHYECKOTO TOKA3aTeNIbcTBa €€ 3P (HEKTUBHOTO
(GYHKIMOHUPOBAHHUS W COOTBETCTBUS TpeOoBaHUsSIM akToB opraHoB Corwsza #
3aKOHOJIATENIbCTBA IOCYAapCTBa-ujieHa. B mporpamMmy CTaHAapTHONW MHCHEKIMU MOKHO,
HalpUMEpP, BKIIOYUTH OIEHKY COCTOSIHHS CHUCTEMBI [0 KOHKPETHBIM IpoOiemMam,
BBISIBJIEHHBIM 3KCIIEPTAMH.

152. BHennaHOBble MHCHEKLIHMH CUCTEMBI (apMakOHaA30pa MPOBOISATCSA B cllydae
BBISIBJICHUS MHHUIIMUpPYIOUIEro Qakropa (CUCTEMHON mpoOjeMbl), TP ATOM HHCIEKLHUS
paccmaTpuBaeTcsl Kak HanOoyiee ONTUMANBHBIN CIOCOO0 M3yUeHHs U OLEHKU BBISIBICHHOU
npoOsjeMbl. BHenimaHOBblEe MHCHEKIMM HAMPAaBJICHbl HAa OLEHKY KOHKPETHBIX MPOILIECCOB



(dapmakoHa 30pa WIHM BKIIIOYAIOT B €0 M3y4YCHHE BBISBICHHOM MPOOIeMbl (BOIIPOCOB) U €€
BIIUSIHUSL Ha OMPEJACIICHHBIM JIEKapCTBCHHBIM Ipernapar. B ompeneiaeHHBIX clydasx B
3aBUCUMOCTH OT BBISIBIICHHON MHUITUUPYIOIICH MPOOIEMbI MOTYT BBITTOTHATHCS WHCIIEKITHH C
MIOJIHOW OIICHKOW CHUCTEeMBbI (hapMaKoHa/ 30pa. BHETUTAaHOBBIC WHCIICKIIUU BBITTOHSIOTCS B
ClTy4dae BBISBJICHHUS OJHOTO WJIM HECKOJBKUX U3 MHUIMUPYIONUX (aKTOPOB, YKa3aHHBIX B
nyHkTax 150 — 155 nacrosimux [IpaBui.

153. Cnenyrouiue GakTopbl B 4aCTH COOTHOIIEHUS "MOJb3a — PUCK" JTEKAPCTBEHHOTO
npenapara siBJISFOTCS OCHOBAHHMEM JIJIsl BBITIOJIHEHUS BHETJIAHOBON MHCTIEKIIUH:

U3MEHEHUE COOTHOIICHUS "MoJib3a — PUCK", €CIU TMPEeCTaBIIeTCI HEOOXOAUMBIM
JabHEHINas OIeHKa CUCTEMBI ITyTeM MPOBEACHUS MHCTIEKIINH;

3aJiepKKa B BBITIOJIHCHHH, JTNOO HEHAJIC)KAIIEE BBIMTOIHEHUE MPOIICAYPHI BBISIBICHUS
pucka win WHOOPMHUpPOBAHUA 00 HM3MEHEHHWHM COOTHOIIEHWs '"Mmonb3a — puck”, mubo
HEBBITIOJIHEHUE JAaHHOU MPOLIEAYPhI;

npejcTaBieHue uHpopmanuu no npodiemam (papmakoHaa30pa B CpeICTBA MACCOBOM
uHpopmaiu 06e3 NpeBapuTEIHLHOTO WM OJTHOBPEMEHHOTO YBEIOMIICHUS YIIOJHOMOYEHHBIX
OpraHoOB;

HecoOsroieHue TpeboBaHuid akToB opraHoB Coro3a M 3aKOHOJATEIbCTBA
rocyJapcTBa-4wieHa WU 0053aTeNbCTB MO oOecrneueHno 0e30MacHOCTH JIEKAPCTBEHHOTO
mpernapara, BBISIBICHHOE B XOJIE MOHHTOPHWHTA JESTEIBHOCTH 1O (apMaKoHAA30py
YIOJHOMOYEHHBIMU OpraHamu;

MPUOCTAHOBJICHUE OOpAICHUSI WM U3BATHE C PHIHKA JICKAPCTBEHHOTO Mpemapara 0e3
PEIBAPUTEIHLHOTO YBEIOMIICHUS YIIOJTHOMOYEHHBIX OPTraHOB TOCY1apCTB-YJICHOB.

154. Cnenyromue GakTopbl B 4acTH 00s13aTENILCTB MO MPEACTaBICHUI0 UHPOPMALIUH (
CPOUYHBIX M TEPUOAMYECKHX) SBISIOTCS OCHOBAHHEM JUISl BBITIOJTHEHHUS BHEIJIAHOBOM
WHCIICKITAH:

3a7iepKKa MO0 HEBBIMOJHEHUE O0053aTENCTB B OTHOIICHUW MPEICTABICHUS
uHpopmaluu o npodiemax 6€30MaCHOCTH B COOTBETCTBUU C TPEOOBAHUSMH aKTOB OPTaHOB
Coro3a 1 3aKOHOAATENBCTBA FOCYJapCTBA-UJICHA;
HU3KOE KauecTBO (B TOM YHCII€ HETOYHOCTh, HEMPOCIEKHUBAEMOCTh, OTCYTCTBUE
LEJIO0CTHOCTH) JINOO HEMOIHOTA MPEACTABISIEMON HHPOpMaALUK;
HECOOTBETCTBUE MEXIY IMpeCcTaBiisieMoil nHbopMalMe U JPYruMH UCTOYHUKAMU
uH(popmanuu.

155. Cnenyromue GpakTopsl B YaCTH 3alIPOCOB YIIOJTHOMOUYCHHBIX OPTaHOB SIBJISIOTCS
OCHOBAHHEM JIJIs1 BBITIOJTHEHUST BHETUIAHOBON MHCTICKITHH

OTKa3 OT MPEACTABJICHUS 3ampalrmBaeMoil MHGOpPMAIMU B CPOKH, yKa3aHHBIC
YIOJHOMOYEHHBIMU OpraHamu;

HEHa JIe)KaIee KadyeCTBO MPEACTABIAEMBIX JaHHBIX WIIM WX HEHaJJIeKalee
IpeJICTaBIIEHUE 0 3aIIpocaM OT YIIOJTHOMOYEHHBIX OPraHOB O MPEICTaBIeHUH HH(POpMAIUH.



156. Cnenyromnue (pakTopbl B YacTH BBINIOJHEHHUS YCTAHOBIICHHBIX 00S3aTEIbCTB

SIBJISIFOTCSI OCHOBAHUEM 17151 BBHITIOJTHEHWSI BHETIJIAHOBOW MHCIIEKIIUU:

00€CIOKOEHHOCTh (000CHOBAHHOE MHEHUE OTHOCUTEIHBHO OTCYTCTBUS B PACTIOPSKECHUU
JepKaTessl PeruCTPAIMOHHOTO YAOCTOBEPEHUS OPraHU3AIMOHHON CTPYKTYpPBI, PECYPCHOM
0a3pl WM CHUCTEMBI OOECIEUYCHHUs KadecTBa CHCTEMBI (papmMakoHaA30pa) MO IMOBOIY
COCTOSIHUS WUJTU BBITIOJTHEHUS 00s13aTEIBCTB B paMKax TUIaHA YIIPABJICHUS PUCKaAMU;

3a/Iep’KKa UM HEBBITIOJHEHUE KOHKPETHBIX 00s13aTENIHCTB, KACAIOMIMNXCSI MOHUTOPUHTA
0€30MacHOCTH NPOAYKIIMU, BBIABICHHBIE BO BpeMs MPOLEAYPHl IKCIEPTHU3BI
PETUCTPAIMOHHOTO JOChE JICKAPCTBEHHOTO IIpenapara;

HU3KOE KayeCTBO OTYETOB, MPEJICTABICHHBIX B OTBET HA 3alpoC O BBHINOJIHEHUU
YCTaHOBJICHHBIX 00s13aTEJIbCTB.

157. Cnenyromiue (hakTophl, CBI3aHHBIE C MPEANICCTBYIOIIMMEI WHCIICKITUSIMU SIBIISIOTCS
OCHOBAHMEM JIJI51 BBITIOJIHEHU S BHETJIAHOBON MHCIIEKIIUHU:

3a7lepKKa BO BHEJIPEHUU WJIM HEHAJJIEXkKaIlee BBIMOJIHEHHE KOPPEKTUPYIOUIUX U
MpEaYyNPEAUTEIIbHBIX JICUCTBUN;

MOJy4YEHUE TPU MPOBEJICHUU APYTUX HHCIEKIIMHA Ha COOTBETCTBUE TPEOOBAHUAM
HaJIeKamuX (apMaleBTUYSCKUX TPAKTUK HHGOpMAIUU O HEcOoONroJeHun TpeOoBaHUI
akToB opranoB Coro3a M 3aKOHOJATEIbCTBA IOCY/IapCTBA-UYJIEHA C YYE€TOM 00s3aTENbCTB,
YCTAHOBJICHHBIX YIOJHOMOYEHHBIM OPTraHOM TOCyJapcTBa-wieHa B cdepe obparieHus
JIEKapCTBEHHBIX CPEJCTB;

npoBepka WH(pOpMaIUK, MOTYYEHHOW OT APYTUX YIOJHOMOYEHHBIX OPTraHOB
rocyJapCTB-4JI€HOB, KOTOPbIE MOTJIM BBISIBUTh HECOOTBETCTBUSI CUCTEMBI (PapMaKOHaA30pa.
158. ITomumo ¢akTopoB, ykazaHHbIX B myHKTax 150 — 154 nacrosmux IIpaBui, Takxke
cienytonue GakToOphl ABJISIOTCS OCHOBAHHEM JIJIsl BBITIOJIHEHUS BHETJIAHOBON MHCTIEKIIUN:
poOJieMbl, BBISIBIICHHBIC IPU PACCMOTPEHUU MacTep-Paiina cucteMsl hapMakoHaA30pa;
uHasi MHQpOpMAIUs WU TOCTyHaIoIKe XamoObl (IPETEH3UU), YKa3bIBAIOIINE HA
OTCYTCTBHE Y JIepKaTessl pErucTPallMOHHOTO YIOCTOBEPEHHUS CUCTEMBI (papMaKkoHa30pa Win
CUCTEMbI 00ECTICUEHUS €€ KaUeCTBa.

JloperucTpaliiOHHBIC HHCIICKITHH

159. opeructpalMOHHbIE MHCIEKIIMN CUCTEMBI (papMaKOHA/130pa BBINOJHSIOTCA A0
BBIIAYN 3asBUTEII0 PETUCTPALMOHHOIO YIOCTOBEPEHHUS. LIenbro TaKuX MHCIEKIIUM SBIAETCS
u3ydyeHue (QyHKIUMOHHUPYIOUIEH WM IUIAaHUPYEMOM cuctembl (¢apMakoHaa3opa B
COOTBETCTBUU
C MPEICTABICHHBIM 3asBUTEJIEM ONUCAHUEM CUCTEMBI. J|OpETHMCTpauMOHHBIE WHCIIEKIINU
cucTeMbl (hapMaKoHa/A30pa HE SBISAIOTCS 005S3aTeIbHBIMU, HO UX MPOBEJCHUE MOXKET OBbITH
HEOOXOJAMMBIM TPHU OINpPEIEIeHHBIX 00CTOsATENbCTBAX. [I[pUHIIMIIBI 3ampoca O MPOBEACHUU
JOPETUCTPAIIMOHHON MHCIEKIUU JOJKHBI OBITh OOOCHOBAHBI YIIOJHOMOUYEHHBIM OPraHoOM (
HKCIIEPTHOM OpraHu3alMeil) ¢ ydyeToM KpPUTEpPUEB HA3HAUYEHUsI JOPETHCTPALlMOHHBIX



WHCIICKIMM, yKa3aHHbIX B OyHKTe 157 Hacrosimux IlpaBuia, U HE JOJKHBI SBISTHCS
MPUYUHON HEOOOCHOBAHHBIX MHCIEKTUPOBAHUM, KOTOPBHIE MOTYT 3aJepKaTh BbIJIauy
PErUCTPAIMOHHBIX YOCTOBEPEHUM.

160. Ilpu paccMoTpeHHHU 1€71ecO00pPa3HOCTH W OOOCHOBAHHOCTU BBITIOJHEHUS
JOPETUCTPALIMOHHBIX MHCIIEKIIUN CIEAYET YUYUTHIBATH CIEIYIONINE KPUTEPUHU:

3asiBUTENIb paHee He paboTal ¢ UMEIoIIEHCs cucTeMol (hapMakoHaa30pa Ha TEPPUTOPHUSIX
roCyJIapCTB-YJICHOB MJIM HAXOJUTCS Ha CTAJUU CO3/IaHUsI HOBOM cUCTEMBI (hapMaKOHaI30pa;

noyuyeHa uHdopmanus (Hanpumep, UCTOPHUS MPEAIICCTBYIOMINX UHCIEKINN 100
yBeaomiieHue (MHpoOpMalKs) APYTUX YHMOJTHOMOYEHHBIX OPraHOB TOCYJIApCTB-YICHOB O
HECOOTBETCTBHHU) O TOM, YTO JI€p)KATEIb PErUCTPALMOHHOTO YJIOCTOBEPEHUS HMEET
HapeKaHus 10 BBITIOJHEHUIO TpeboBaHui Kk cucteMe dapmakoHanazopa. Ecnu y nepxkarens
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS MMEETCS UCTOPUS CEPbE3HBIX U (WJIM) MOCTOSIHHBIX
HECOOTBETCTBUI cHUCTeMBI (apmMakoHaa30pa JCHUCTBYIOIIMM TpeOOBaHUSAM, TO
JIOPETUCTPAIIMOHHAS MHCIEKIUA CUCTEMbl (hapMaKoHaJI30pa MOXKET ObITh OJHUM U3
MEXaHU3MOB TOJATBEPKACHUS TOT0, YTO CHUCTeMa OblJla COOTBETCTBYIOIIMM 00pa3zoM
HCIIpaBJICHA WJIM YCOBEPIIEHCTBOBAHA;

HaJgu4yue MpoOJieM, KacaroluXxcs 0e30MacHOCTH OMPEACICHHBIX JIEKapCTBEHHBIX
MpernaparoB, MPU KOTOPHIX MOXKET OBITh NMPU3HAHO HEOOXOIUMBIM OIIEHUTH BO3MOXHOCTHU
JepKaTeisl peruCTPAlMOHHBIX YIOCTOBEPEHUM B YACTH:

pealn3auyu MEpOIpHUITUS 1I0 MUHUMHU3ALUHUN PUCKOB, CBSI3aHHBIX C KOHKPETHBIM
JIEKapCTBEHHBIM IMPENapaToM;

HaJUIeKAIIeTO BBIMOJHEHHUSI 0COOBIX TpeOOBaHUU MO OOecreueHno 0e30MacHOCTH
MIPUMEHEHUS JIEKaPCTBEHHBIX MPENapaToOB, KOTOPHIE MOTYT OBITh YCTaHOBJICHBIL;

HaJIJIE)KALIETO BBIMOJHEHUS MPOLEAYP B paMKaX PYTHUHHBIX MEPONPUSATHH 110
(dhapmMakoHaA30py B OTHOIIEHUSX JIEKAPCTBEHHOIO IMpemnapara, npoduib 0e30MmacHOCTH
KOTOPOT'O BBI3BIBAET OMACEHUSI.

162. IlpunsaTHE pellIeHHS MO0 MPOBEACHUIO JOPETUCTPAIIMOHHON MHCIICKIIMY BKIIFOYAET B
ce0s1 OIIEHKY PHUCKOB C KOMIUIEKCHOM OILIEHKOW BOIMPOCOB, KAaCAIOMIMXCS OMPEAEICHHBIX
JIEKapCTBEHHBIX MPENapaToB U CUCTEMBI.

163. B cnywae ecim B pe3ylbTare IOPETMCTPALMOHHOW WHCIEKIHU CUCTEMBI
(dapMakoHaa30pa BO3HUKAET OOECIOKOCHHOCTh MO IOBOJY CIIOCOOHOCTU JAep>KaTes
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS BBIMOJHATh TPeOOBaHUS K cucTeMe dapMakoHaI30pa,
YCTaHOBJIEHHBIE 3aKOHOJIATEIILCTBOM TOCyAapcTBa-wieHa M HactosmuMu [IpaBunamu,
YIIOJTHOMOYEHHBINA OpPTaH rocyaapCcTBa-4ieHa MOXKET MPUHSTH CIEAYIOIINE MEPHI:

a) OTKa3 B PErUCTpallly, MOATBEPKICHUN PETUCTPALNU (MIEPEPETUCTPALINHN) WIIH UHBIX
IpOLIeAypax, CBA3aHHBIX C PErUCTPalUEH;

0) BBITTOJTHEHUE TIOBTOPHOW MHCTICKIIUU JIO BBIIAYN PETUCTPAIMOHHOTO YIOCTOBEPEHUS C
LEJbI0 TOATBEPKACHUS YCTPAHEHUS KPUTHUUYECKUX HECOOTBETCTBUM M BBIINOJIHEHHS
PEKOMEH 1A,



B) BbIJIaua PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS C PEKOMEH Al TTPOBEICHUS UHCTICKITUU
CUCTEMBI (papMaKOHAI30pa HA PAaHHEM TOCTPETUCTPAIIMOHHOM 3Tare. OrpaHUYeHHE Teproaa
BPEMEHH TMPOBEICHUS TOBTOPHOW WHCIEKIHMH TMPU BKIIOYECHUU €€ B TUIAH MPOBEICHUS
TUTAHOBBIX MHCIICKITUH OIPEAeIIeTCS] HAa OCHOBAHWU OIICHKHW HECOOTBETCTBHMA M UX BIIMSTHUS
Ha BBINIOJIHEHUE JIEPXKATEIEM PErUCTPAMOHHOTO YIOCTOBEPEHUS O00S3aTEIbCTB IO
dbapmakoHaI30py;

) OMpe/eNieHne YCIOBUM 1Mo 00ecreueHnI0 O€30MacCHOCTH JIEKAPCTBEHHOTO Tpernapara
MIPH BBIJIaY€ PETUCTPAIIMIOHHOTO YI0CTOBEPEHHUSI.

IlocTperucrpaliiOHHBIC HHCIEKITUHA

164. [TocTperucTpanimoOHHbIE WHCTIEKIIMN CUCTEMBI (papMaKoHaa30pa MPOBOSTCS MOCTE
BBIJIa4YM yJOCTOBEPEHHUS O TOCYAApCTBEHHON PErucTpalli W MpeIHa3HAYeHbl JJI1 OLICHKU
BBIITOJTHEHUSL JIEP)KATEIEM PETHCTPALMOHHOIO YJOCTOBEPEHUS CBOMX 0053aTENbCTB IO
dapmakonamzopy. llocTpeructpallMOHHbIE WHCHEKIIMM MOTYT OBITh JIOOOr0 THIA B
COOTBETCTBHMHM C MyHKTaMH 146 — 149 Hacrosmux I[Ipasuir.

OOBABICHHBIC H BHE3AITHEIC HHCIICKITNHA

165. BoJBIIMHCTBO MHCIIEKIUKA CUCTEMBI (hapMaKOHAa30pa SIBISAIOTCS OO0BSABICHHBIMU,
YTO MpEIoaraeT yBe1oMJICHUE HHCIIEKTUPYEMON CTOPOHBI 0 HEOOXOAMMOCTH OOecTieueHus
MPUCYTCTBUS B MECTE MPOBEACHUS MHCIIEKIIMK COOTBETCTBYIOIIUX JIUI] BO BPEMS ITPOBEICHHUS
UMHCHeKIuu. B psne ciydaes nenecooOpa3HbIM SBIISETCS MPOBEACHNE BHE3AMHBIX HHCIEKIIUI
aub0 yBEJOMJICHUE HHCIEKTUPYEMOM CTOPOHBI HaKaHyHE MPOBEICHHUS HWHCHEKIUU (
HalpuMep, €CIU TMPEeaBAPUTEIbHOE OOBIBICHUE MOXET MOCTaBUThH IMOJ YIpo3y IENH
MHCIEKIIMN WIM €CJIM MHCIEKUIMs IPOBOJIUTCA O€30TiIaraTeabHO B CXKAThle CPOKH IIO
MPUYHUHAM, CBSI3aHHBIM C YIPO30i 0€30aCHOCTH).

IloBTOpHEIC HHCIEKIMHA

166. IloBTOpHBIE MHCIIEKIIMU MPOBOJATCS HA PETYJAPHOM OCHOBE B paMKax IIJIaHA
MHCTIEKIIUA cucteMm (apmakoHamzopa. Heo6xoauMo omeHuTh (akTOpbl PUCKA C IIENIbIO
OTpeJIENICHHs] MPUOPUTETOB MOBTOPHBIX MHCHIEKUUUA. [I0BTOpHAs MHCTIEKIUSI HA PAHHEM 3Tarie
MOXET MPOBOJIUTHCS B CIydae, €CIU BBISBICHO 3HAYUTEIBHOE YHUCIO HECOOTBETCTBHU H
TpeOyeTcsd MOATBEPXKACHUE HAJICKAIIETO BBIMOJHEHUS JEUCTBUM M MEpPONPUSATHH,
HalpaBJICHHBIX HA YCTPaHEHHE 3aME€YaHWW, W OIEHKAa IIOCTOSHHOIO BBIITOJIHEHUS
0053aTeNbCTB U COOIIIOICHUS TpeOOBaHUM K cucTeMe (papMakoHa130pa, B TOM YHUCIIE OLICHKA
U3MEHEHU B cucteme (hapMakoHan3opa. [loBTopHas MHCIEKIMS Ha PaHHEM 3Talle TakKe
1enecoodpa3Ha BCKOpPE MOCE MPOBEACHUS MPEbIIyIIe MHCHEKUUU B Clydae HaTIW4us
MH(}OpPMAIMU O HEBBITOJIHEHUN HHCIIEKTUPYEMON CTOPOHOM HAJIIEXKAIINUX KOPPEKTUPYIOIIUX
U TIpeIYNPEAUTEIbHBIX MEPOTIPUSATHI 110 MpEIUCaHNIO 00Jiee paHHEH MHCTICKIUH.



JlucTaHIMOHHEIE MHCTIEKIIAH

167. lucTaHIMOHHBIE MHCTIEKLIUK CUCTEMBI (hapMaKOHAA30pa MPOBOASTCS HHCIEKTOPAMHU
0e3 BbIe3/1a K JAepPKATEI0 PETUCTPALMOHHOTO yAOCTOBEPEHUs IMO0 OpraHu3aluu, KOTOPOH
JIEJIETUPOBAHO BBIMOJHEHUE (GYHKIUNH 10 (apmMakoHaA30py. YKa3aHHbIE HMHCIEKIIUU
MPOBOJATCS C MCHOJb30BAaHUEM TAKUX CPEACTB CBS3H, KaK ceThb VIHTepHET win TenepoHHas
cBsa3b. [10J0OHBIN THIT MHCIIEKIIUN MOMET TaKKe HCIOIb30BaThCS B CIy4yae BO3HUKHOBEHUS
JOTUCTUYECKUX TPYAHOCTEH (HaAmpumep, B ciydyae NaHAEMUM WJIH TPAHCIOPTHBIX
OTpaHUYCHHI ) PU MPOBEICHUN UHCTIEKIIUUA HA MECTE B UCKITIOYUTEIHHBIX 00CTOATENHCTBAX
U MpU HAJIUYUKM BO3MOKHOCTH OPraHM30BAaTh MHTEPBbIO COOTBETCTBYIOIIETO MEpcoHaia U
OIIEHKY JOKYMEHTAallMu, BKIIOYas 0a3pl JaHHBIX MO OE30MacHOCTH, NEPBUYHOMN
JOKyMEHTaluu 1 Mactep-¢aiina cuctemsl (hapMaKkoHaI30pa MOCPEACTBOM JTUCTAHIIMOHHOTO
nocryna. Penienue o mpoBeIeHUH TMCTaHIMOHHON HHCIIEKIUU [0 YCMOTPEHHUIO HHCIIEKTOPOB
NOJJIEKUT COTJIACOBAHUIO C YIOJHOMOYEHHBIM OPraHOM TOCYJapCTBa-wi€Ha, BBIAAIOLIAM
MOpPYyYEHUE Ha TMPOBEJACHUE HMHCIEKUHHU. JIOTMCTHYECKHE acneKTbl IUCTAaHUMOHHOU
MHCIEKINU CIEIYET COrIacCOBBIBATH C JIEPIKATENIEM PErMCTPAllMOHHOIO yAOCTOBEpeHUs. B
cllyyae €CliM B XOJI€ NPOBEACHUS UCTAHIMOHHOM HHCHEKLHMH BBISBISIIOTCS BOIPOCHI,
TpeOyIoIIre BHITIOJHEHUS OIICHKH CHCTEMbI (papMakoHaA30pa HEMOCPEICTBEHHO HA MECTE,
MIPUHUMAETCS PEIICHUE O MPOBEICHUN MHCIIEKIIMHU C BhIE3JIOM Ha MECTO MHCIIEKTUPOBAHUSI.

3. IInaaupoBaHNe HHCIEKIUN

168. IlnaHupoBaHue MHCIEKIUN CUCTEM (apMaKOHaA30pa AOHKHO OCHOBBIBATHCS HA
CUCTEMHOM NOAXOJE, OPUEHTUPOBAHHOM HAa OLEHKY PHCKOB, C IE€JIbI0 ONTHMAaJIbHOIO
UCIIOJIb30BaHUs PECYPCOB B PAMKax OCYIIECTBISEMOW AEATEIBHOCTH MO KOHTPOJIO HU
00€CIeUYEeHNUIO BBICOKOTO YPOBHS 3alllUTHI 310POBbsl HaceneHus. [logxon Kk miaHupPOBaHUIO
WHCIIEKIIMI, OCHOBAaHHBIN Ha PUCKaX, MO3BOJSET ONPEAEINUTh YaCTOTYy, HAIIPABIECHHOCTh U
00bEM MHCIIEKTHPOBAHUA.

169. Ilnanel uHCTIEKIIUA cucTeM (apMaKOHAI30pa COCTABISIOTCS YIOTHOMOYECHHBIMH
OopraHamMu TOCyJapCTB-YICHOB C YUYE€TOM CJIEAYIOIUX (PaKTOPOB:

a) (pakTOpBI, CBSI3aHHBIE C MHCIICKIUEH:

UCTOPUS BBISBICHUS HECOOTBETCTBUM IO pE3ysibTaTaM IPEAbIAYIINX WHCIEKUIUN
(apMakoHaI30pa WJIM HMHCIEKUHUH Apyroro Tuma (B COOTBETCTBUHM C HaIeXallUMU
(apMaleBTUYECKUMU NPAKTUKAMH);

JlaTa TOBTOPHOM HMHCIEKUWH, MPEI0KEHHAs] MHCIEKTOPAMH WJIM 3KCIepTaMu B
pe3ynbTare NpeablIylled HHCIIEKIUY;

0) (hakTOpBI, CBSI3aHHBIE C JIEKAPCTBEHHBIMU MTperapaTaMu:

HaJu4yue JACHCTBYIOIIETO PETMCTPALMOHHOIO YJAOCTOBEPEHUS Ha JIEKapCTBEHHBIN
npemnapar, s KOTOpOro Ha3Ha4yeHbl JOMOIHUTEIbHBIE MEPONPUATHUS 110 (hapMaKOHAA30py
WM IONOJIHUTEIbHBIE MEPONPUSTHS, HAPABICHHbBIE HA MUHUMHU3ALIUIO PUCKOB;



perucTpanys JEKapCTBEHHOIO0 Ipernapara, s KOTOPOro Ha3HAayeHO IPOBEICHUE
MOCTPETUCTPALMOHHBIX MCCIEI0BAHUI M0 0€30MacHOCTH MM Ha3HAYE€H JTOMOJIHUTEIbHbBIN
MOHUTOPVHT;

perucTpanus u rnocTaBka JEKapCTBEHHOIO Mpenapara ¢ 60JbIIuM 00bEMOM MPOJIaXK, TO

€CTh C MOTEHUIUATHHO 3HAYMMBIM BO3CHCTBHEM Ha OOJBIIYIO TOMYJIALNIO MAlUEHTOB;
perucrtpaius JeKapCTBEHHOIrO Ipernapara, He MMEIONIEro ajbTepHATUBBI HA PBHIHKE
rocyJapcTBa-4jieHa;

B) (p)aKTOpBI, CBA3AHHBIE C JEPKATEIIEM PETUCTPALIMOHHOTO YIOCTOBEPEHMUS:

JepKaTeslb PEruCTPAlMOHHOTO YAOCTOBEPEHHSI HUKOTAA HE MOABEPrayicsi MHCIEKIUU
CUCTEMbI (papMaKOHaA30pa;

JiepKaTesb PErUCTPAIMOHHOIO YAOCTOBEPEHUSI MMEET B OOpaIlIEeHUN 3HAYUTEIBHOE YUCIIO0
JIEKapCTBEHHBIX MPENapaToB Ha PhIHKAX rOCYJapCTB-UJIEHOB;

JepKaTeab PEerucTPallMOHHOIO YJIOCTOBEPEHUS paHee HE MMENl YJOCTOBEPEHUU O
roCyJAapCTBEHHOW PEruCTpallii Ha TEPPUTOPUSIX TOCYAAPCTB-UJICHOB;

HaJIM4KMe HETaTUBHOM MH(OPMAIUU O BBIMOJIHEHUU 003aTENbHBIX TPEOOBAHUN U (M) O
BO3HUKHOBEHUHU MpoOeM Oe30MacHOCTH JEKAPCTBEHHBIX MpenapaToB, MOJIYYEHHOU CO
CTOPOHBI YIIOJJHOMOYEHHBIX OpPraHOB TOCYIAapCTB-4JE€HOB M HHBIX TOCYJapcCTB,
OCYUIECTBISIOMUX (hapMaKOHA30P, a TAKKE YIOJTHOMOUYEHHBIX OPTaHOB B APYIUX 00IACTSIX
peryiaupoBaHus oOpalleHHs JeKapCTBEHHBIX IMpenapaToB (TO €CTh B COOTBETCTBYIOIIUX
HaJJIeKaX (papManeBTHUECKUX MPAKTUKAX );

BO3HUKHOBEHUE TAaKUX W3MEHEHUU B OPraHU3ALMOHHOM CTPYKTYpE HepKaTes
PETUCTPALIMOHHOTO YIOCTOBEPEHHUS, KaK CIHUSIHUS U TOTJIOMIEHUS;

) (aKTOpHI, CBA3aHHBIE C CUCTEMOM (papMakoHaa30pa:

OPUBJICYCHUEM JEeprKaTeIeM PETHCTPALlMOHHOIO YAOCTOBEPEHHUs CyOmoApsIHON
OpraHu3alliy MO OCYUIECTBIEHHUIO AEATEIbHOCTH MO (apMakoHaa30py (B 4yacTh (QyHKIUH
YHOJIHOMOYEHHOTO JIMLA N0 (papMakoHaA30py, MPEICTAaBICHHS JaHHBIX M0 OE30MaCHOCTH U T.

n.) ¥ (WIM) HECKOJIbKUX OpraHu3alMil MJisi OCYIIECTBJIEHUS JESATEIbHOCTH IO
(dhapmMakoHaI30pY;
3aMeHa YIOJIHOMOYEHHOI0 JIula o papMakoHaA30py ¢ MOMEHTA MOCieTHENH HHCTIEKIINH;
n3MeHeHus B 0aze (0a3zax) JaHHBIX MO O€30MACHOCTHU JIEKAPCTBEHHBIX MpemnapaToB,
KOTOpbIE MOTYT BKJIIOYAaTh B ce0s M3MEHEHHUE caMOl 0a3bl JaHHBIX UM B3aUMOCBS3aHHBIX
0a3 JaHHBIX, CTaTyca BaluAalMKU 0a3bl JAHHBIX, & TAKKEe MHQOpPMALUK O NEPEIAHHBIX WIH
IIEPEHECEHHBIX JaHHBIX;

U3MEHEHUS IOTOBOPHBIX OTHOIIEHUH C TOCTABIIMKAMHU YCIYT 10 (hapMaKOHA30py WIIU
MECT BBINOJHCHHS QYHKIUI 110 (hapMaKOHAI30PY;

JIeJIETUPOBaHUE WK Tiepeayda yIpaBiieHus MacTep-(haiaoM cucteMmsl (hapMaKkoHaI30pa.

170. YIOTHOMOYEHHBIMU OpraHaMu IOCYAapCTB-YIEHOB 00ECIEeYMBAETCA pa3MeIlEeHNE
TUTaHA WHCTIEKTUPOBAHUS JIEpKaTeIel perucTpallMOHHbBIX yIOCTOBEPEHU Ha OPUITHATBHBIX
BeO-mopTasiax YMNOJHOMOYEHHBIX OPraHOB TOCYJapCTB-WICHOB Ha MPEICTOSIINN



KaJIeHJApHBIM TOJ HE MO3[HEe 4eM 3a 45 KalleHAapHBIX THEW 10 HACTYIUIEHUS MEepuoaa
BBINOJIHEHUS IJIAHA UHCTIEKTUPOBAHMUSL.

171. YnomHOMOUYEHHBIE OpraHbl TOCYJaPCTB-UJICHOB BIPABE 3alPallIUBaTh HEOOXOIUMYIO
uHpopMaIMIo y Jaepkareieil perucTpallMOHHBIX YJIOCTOBEPEHHUH B IHENSAX IJIaHUPOBAHUS
MHCIIEKIIUM Ha OCHOBAHMM MOAXOJA IO OLEHKE PHUCKOB, B CJIy4Ya€ €CIM HAa MOMEHT
IJIAHUPOBAHUS OHA HE SIBISIETCA TOCTYITHOM.

4. NacnekTupyeMbie 00bEKTH

172. JIrobast cTopoHa, MOJHOCTHIO WJIM YaCTUYHO OCYIIECTBIISAIONIAS MEPOTIPUITHS TIO
(apMakoHaI30py OT UMEHU JEPKaTEeNsl PErUCTPAMOHHOTO YJIOCTOBEPEHHUS JINOO COBMECTHO
C HUM, MOXKET MOJBEPraThCsi WHCIICKIIUU ISl TIOJTBEPKACHUS CTOCOOHOCTH HAJUICKAIIETO
BBITIOJTHEHUSI JIepKaTEJIEeM PETUCTPAIIMOHHOTO YIOCTOBEPEHUS 0053aTEIBCTB U COOJIOACHUS
o0s3aTenbHBIX TpeboBanmil Mo papmakoHaa30py. OOBEKTH HHCTICKTUPOBAHUS MOTYT OBITH
PacIoJIOKEHBI Ha TEPPUTOPUSIX TOCYIAPCTB-WICHOB JINOO HA TEPPUTOPUSIX TPETHUX CTPaH.
NHcnexkTrupoBanre 00bEKTOB HA TEPPUTOPUSLX TPETHUX CTPAH MOXKET MPOBOJUTHCS B Clydae,
€CJIM TJIaBHBIN HEHTp (papMakoHa130pa, TIIaBHBIN HEHTP POpMUPOBAHUS Oa3bl JAHHBIX U (WK
) IeATeNbHOCTh Mo (hapMaKOHA30py HAXOJATCS (BBIMOJIHSAETCS) HA TEPPUTOPUSIX TPETHUX
cTpaH. THIl U KOTMYECTBO MHCIIEKTUPYEMBIX 0OBEKTOB JIOJKHBI BEIOMPATHCSI TAKUM 00pa3oM,
9TOOBI TAPAHTUPOBATH JOCTHXKCHUE KIIFOUEBBIX 11€JIeH MHCTICKIIUH.

5. O6beM HHCIIEKIMH

173. O6beM MHCHEKIIMU 3aBUCUT OT €€ IIeJIek, OXBaTa MPEAbIIYIIUMHA UHCICKIIUIMHU
YIIOJTHOMOYEHHBIX OpPraHOB TOCYAapCTB-YJIEHOB, a TaK)Ke OT THUIMA HWHCHeKnuu. [lpu
TUTAHUPOBAHUU 00bEMa UHCTIEKIIUU HEOOXOIUMO YUUTHIBATH:

a) nHGOpMaI1IO, MPE/ICTABICHHYIO B MacTep-Qaiine cucteMbl (hapMakoHaA30pa;

0) uadopmarrio o GyHKIIMOHUPOBAHUH CUCTEMBI (hapMaKoHaA30pa (Hampumep, TaHHbIC O
COOTBETCTBUHU CHUCTEMBI (apMaKOHaA30pa, MUMEIOUIMECS Y YIOJIHOMOYEHHOTO OpraHa
rocyJ1apCTBa-4JI€Ha);

B) KOHKpPETHBIC ()aKTOPHl MHUIIMUPOBAHUS UHCIIEKIIMHA B COOTBETCTBUHU C ITyHKTaMu 150 —
155 nacrosiuux [IpaBui.

O0BeM HHCIIEKIMY IIPY IUTAHOBRIX MHCHCKIUAX (papMakoHaa30pa

174. B nmporecce mpoBeJeHUS IJIAHOBBIX MHCIEKIIUM CUCTEMBbl (hapMaKOHaa30pa
npoBepsieTcss coOtoieHne TpeOboBaHU akToB opraHoB (Coro3a M 3aKOHOJATENIHCTBA
rocyaapctBa-uieHa B cdepe ¢dapmakoHaazopa. B 3aBUCHUMOCTH OT TuUMA WHCHEKIUU
WHCIIEKTUPOBAHUE JIOJKHO BKJIIOYATh B CEOS OLIEHKY CIAEAYIOIINX JIEMEHTOB CUCTEMBI:

a) mpoleaypsl pabOThI C UHAUBUAYAJTbHBIMU COOOIIIEHUSMH O HEXENaTENbHBIX PEeaKIUiIX
Ha JIEKApCTBEHHBII IIpenapar:



cOop cooOIIeHNH, MOTYyUYEHHBIX U3 BCEX MCTOYHUKOB, B TOM UHCIE OT OOBEKTOB U
OpraHm3allii, B paMKax CUCTeMbl (papMaKoHaA30pa, a TAKKE OT TeX OpraHu3aIuii, KOTOpPbIC
Ha KOHTPAKTHOM OCHOBE BBIMOJIHAIOT 00s3aTeNIbCTBA MO (PapMaKOHAI30py IS Jep KaTes
PETHCTPAIMOHHOTO YAOCTOBEPECHHS, a TaK)KE€ OT MHBIX TOJPA3CICHUI OpraHWu3aliy, HE
OTHOCSIIIUXCS K cucTeMe (hapMakoHaa30pa, U OOMEH TaKUMH COOOIICHUSAMU;

OIICHKa COOOIIEHUH, B TOM YHCIIE MEXaHU3MBI MOJIYICHHS U MPOIIEypa PETUCTPaIiH
OLICHKH JIHI], TMPEACTABUBIINX COOOIICHHsS, HCIOJIb3yeMash TEPMHHOJOTHS, OILEeHKa
CEpbE3HOCTH, MPEABUIEHHOCTH U IPUYNHHO-CIICJICTBEHHOMN CBSI3H;

perucTpanus pe3yIbTaToB MOCIEeAYIONIero cOopa JAaHHBIX U UCXOA0B (HApUMep, UCXOT B
clly4asix BO3JEHCTBUS JIEKApCTBEHHOTO Mpernapara Ha IUIOJ B Mepuoj OEpEeMEHHOCTH U
MEANIIMHCKOE TIOITBEPKIECHUE COOOIICHHIA, TOTyYEHHBIX CO CTOPOHBI MAIIMEHTOB);

BBINOJIHEHNUE TPeOOBaHM akTOB opraHoB Cor03a 1 3aKOHOJATENbCTBA TOCYIapCTB-YWICHOB
, TIO TIPEJICTABJICHUIO PA3JIMYHbIX THIIOB WHAWBHUAYAIBHBIX COOOIICHUN O HEXKEeIaTelbHbIX
peakuuax Ha JIEKapCTBEHHBIN IpemapaT B COOTBETCTBYIOUIUE YMOJTHOMOYEHHBIE OPTaHbI
rOCy1apCTB-YJICHOB;

BEJICHUE JOKYMEHTAllMM W apXWBHPOBAHUE HWHIWBHUAYAJIbHBIX COOOIMIEHHUH O
HE)KeJIaTeJIbHBIX PEAKIMAX Ha JIGKApCTBEHHBIN IIpernapar;

0) nepuoyecKre OOHOBIIIEMbIE OTUETHI 10 O€30MaCHOCTH (€CIU MPUMEHHUMO):

MOJIHOTa U JIOCTOBEPHOCTH BKJIIOUYEHHBIX JaHHBIX, 0OOCHOBAaHHOCTH PEIICHUH,
OTHOCSIIIIUXCS K JAaHHBIM, KOTOPbIE HE BKIIIOUEHBI

MPAaBIWIBHOCTH MPEACTABICHUS U OLEHKU MHPOPMAIH TTO0 O€30MaCHOCTH, ONPEACICHUS
U3MEHEHH Tpoduiis 0e30macHOCTH, TMPECTaBICHUE PEe3yJIbTATOB COOTBETCTBYIONIUX
aHaJIM30B U Mep;

oopMIIeHUE U TIpeIcTaBlieHne HH(OPMAITUU B IEPHOIUIECKOM OOHOBIISIEMOM OTUYETE TI0
0€30MMacHOCTH B COOTBETCTBUU C YCTAaHOBICHHBIMU TPEOOBAHUSIMU,

CBOEBPEMEHHOCTD IPE/ICTABICHUS OTYETOB;

B) HENpepbIBHAs OlleHKa Mpoduiis 6€30MacCHOCTH:

UCTIOJIb30BaHUE BCEX UCTOUYHUKOB HH(POPMAIINH ISl OOHAPY>KEHUS CUTHAJA,

NPaBIWJILHOE IPUMEHEHNE METOIOJIOTUHN aHalIn3a WH(OpMaIny;

COOTBETCTBHUE MPOLEAYP paccilelOoBaHUS U TMOCIECAYIOUIUX IeUCTBUN (HAmpumep,
BHEAPEHUE PEKOMEHIAINN TTOCIIC aHATN3a JaHHBIX );

peanu3anus MiaHa yIpaBlIeHUs pUCKaMU WIH JPYTHX 0053aTeIbCTB;

CBOEBPEMEHHOE BBISIBIICHUE U MPEACTABICHHE IOJHBIX U TOYHBIX JaHHBIX
YIOJHOMOUYEHHBIM OpTaHaM TOCYAapCTB-4JEHOB, B YaCTHOCTH B OTBET HAa KOHKPETHBIC
3arpocChl TaHHBIX;

BKJIFOUEHUE YTBEP)KICHHBIX U3MEHEHUH B UCIOJIb3yeMble HH(POPMAIIMOHHBIE COOOIICHHUS,
Kacaroluecs 0e30MacHOCTH, U B HHPOPMAIUIO O JIEKAPCTBEHHOM Ipernapare, B TOM YHCe
BHYTpeHHEe MHPOPMUPOBAHNE U 0OpAIeHUs K CTICIIHAIUCTAM CHCTEMBI 3[IpaBOOXPaHCHHUS U
MaIeHTaM;



I') UHTEPBEHUMOHHBIE (IIPU HEOOXOAMMOCTH) U HEUHTEPBEHLIMOHHBIE KIMHUYECKHE
HCCIIEIOBAHMUS:

IIPEJCTABICHUE COOOIIEHUH O IO0J03PEBAEMBIX CEPBE3HBIX HENPEIBHAECHHBIX
HEXKEJaTeNIbHbIX PEAKIUAX B COOTBETCTBUM C TpeOoBaHusiMu Hactosuux [Ipasun, IIpaBun
HAJUIEKAIEd KIMHUYECKOW NpPakTHKU EBpa3uiicKOro 3SKOHOMHYECKOTO COX03a,
yTBepKJaeHHbIX Pemenuem CoBera EBpazuiickoil SKOHOMUYECKOW KOMHUCCHUU OT 3 HOSAOps
2016 1. Ne 79 1 3akOHOZATENBCTBA TOCYAAPCTB-YICHOB;

IIOJIyYEHUE, PETUCTPALMS U OLICHKA CIIyYaeB HEXEJIAaTeJIbHBIX PEAKIUi, BHISIBICHHBIX B
X0/1€ UHTEPBEHIIMOHHBIX 1 HEMHTEPBEHIIMOHHBIX KIMHUYECKUX UCCIIEI0BAHMIA;

IpEICTaBICHUE PE3yIbTAaTOB HUCCIEJOBAaHUS M COOTBETCTBYIOLIEH MH(GOpPMAIUHU T10
0€30MMacHOCTH JIEKapCTBEHHBIX MpenapaToB B (OpMe OTUETOB COTJIACHO TPEeOOBAHUSM
Hactosmux IlpaBun, [IpaBun HaIexamen KIMHAYECKOM NPAKTUKUM EBpa3uiickoro
AKOHOMMYECKOTO CO03a U 3aKOHOJATENIBCTBA FOCY1apCTB-YJIEHOB;

COOTBETCTBYIOUIMI BBIOOP CIIPaBOYHON MHPOpMaLMK 110 0€30MaCHOCTH, MOAIEPHKAHUE
aKTyaJlbHOTO0 YpOBHsA WMHQOpMamuu B Opouropax HccieaoBaTeds Wi HUHPOpMAIUU 1O
0e30IMacHOCTH JJIs NAIeHTa;

BKJIIOUEHUE JAHHBIX HMCCIIEIOBAHMS B TEKYIIYIO OLIEHKY Mpoduis 6e30MacHOCTH
JIEKapCTBEHHOTI'O MPEIAapara;

1) IPOLIETyPhI CUCTEMBI (hapMaKOHAI30pa:

POJI U 00SI3aHHOCTH YTIOJTHOMOYEHHOTO JIMIIA 10 (hapMaKOHA30py, HAIIPUMED, TOCTYII K
cucTeMe KadecTBa (apMakoHaa30pa, macTep-painy cucremsl (apmakoHaa30pa,
nokazateiasiM 3((PEKTUBHOCTH M HHAMKATOpaM CHUCTEMbl (apMaKoHaA30pa, OTYETaM IO
ayIUTaM M MHCIEKIUSAM, UMEIOIIMM OTHOILEHHE K CUCTeME (papMaKOHaJI30pa, a TAaKKe HX
CHOCOOHOCTh NMPUHUMATh MEPHI MO YIYUIIEHHIO COOTBETCTBUS CHUCTEMBI (papMaKOHaI30pa
TpeOOBaHMIM akTOB opraHoB Cor03a U 3aKOHOIaTEIbCTBA TOCYAAPCTB-YJICHOB;

poJii ¥ 00SI3aHHOCTH JIep>KaTeNsi PETUCTPALIMOHHOTO YIOCTOBEPEHHSI B OTHOLICHUU
cucteMbl (papMakoHaI30pa;

TOYHOCTb, MOJIHOTA U MOAepKaHUE aKTyaJbHOTO YPOBHS HH(POpMAIMN B MacTep-(aiiie
CUCTEMBI (papMaKoHa130pa;

KayeCTBO M COOTBETCTBUE YPOBHSI MOJArOTOBKH, KBATU(UKALIMH U ONBITA IEPCOHANIA;

OXBaT U COOTBETCTBUE CHCTEMbI KaUeCTBAa B OTHOILIEHUH CUCTEMBbI (hapMaKOHa/30pa, B
TOM YHCJIE BBINIOJHEHUE MTPOLIECCOB KOHTPOJIS KAaueCTBA U 00ECIeueHUs KauecTBa;

IIPUTOTHOCTh HCIIOJB3YyEMBIX KOMIIBIOTEPU3UPOBAHHBIX CUCTEM JUIS BBIITOJTHEHUS
KOHKPETHBIX (DYHKITUI;

COTJIAIIEHUSI CO BCEMH YYaCTBYIOIIMMH CTOPOHAMHU, COOTBETCTBYIOIIUM 0OOpa3zoMm
OTpaXkarollre O00S3aHHOCTH M MEPOIPUSATUS 1O BHIMOJHEHUIO (papMakoHAA30pa, a TaKxKe
HaJUIe)KaIee UX BBIIIOJIHEHHUE;

€) BBIMIOJIHEHHUE YCIIOBUN PErucTpalli U COOTBETCTBUE OCYIIECTBIISIEMBIX MeEp
MUHUMH3AUU PUCKOB YCTAaHOBJIEHHBIM TpeOOBaHUAM (IIpH HEOOXOAUMOCTH).



O0BeM HHCIIEKIMH IIPH BHEILUIAHOBEIX HHCIIEKIHAX (papMakoHaa30pa

175. O6beM BHEIMIAHOBOM MHCIEKLMH 3aBUCUT OT MPUYUH €€ HazHaueHus. B uucno
OIICHMBAEMBIX AaCIIEKTOB CUCTEMbl MOTYT BOWTHU acCHEKThl, YKa3aHHble B TyHKTe 169
Hactosimux [IpaBui, a Takke Ciaeayromue acreKThl:

a) BOBJICYCHHE U NH()OPMHUPOBAHHOCTH YIOJTHOMOYEHHOT'O JIMIIA 10 (hapMaKOHAI30pPY IO
BOIIPOCAM, CBA3aHHBIM C KOHKPETHBIM JICKAPCTBEHHBIM IIPENapaToOM;

0) yrinyOJieHHOe M3y4YeHHUE MPOLECCOB, NPOLEAYP NPUHATHS PEIICHUI, BBIITOJTHEHUS
MH(POPMUPOBAHUS U peaTn3alii MEp, CBSI3aHHBIX C KOHKPETHBIM (DAKTOPOM MHULIMHMPOBAHUS
WHCTICKIUU U (UJTN) JICKApCTBEHHBIM MpenapaToM.

O0OBeM HHCITEKIMH IIPH IIOBTOPHBIX HHCIEKIUAX (papMakoHaa30pa

176. Onpenensisi 00beMbl pabOT MO MPOBEACHUI0 MOBTOPHOM MHCHIEKIIUU, HYXHO
YUYUTHIBATh CIAEAYIOUINE ACTIEKTHI:
a) aHAJIU3 COCTOSIHUS CUCTEMBI U (MJIK) TIJIaHa KOPPEKTUPYIOUTUX U MPeynpeauTeIbHbIX
MEPOMPUITUIA, Pa3pabOTaHHOTO M0 pe3yiabTaTaM MpeIblIyIIeld HHCIEKIUN (papMaKoHaA30pa;
0) aHanu3 3HAYUTENbHBIX U3MEHEHHH, KOTOPhIE BHECEHBI B CUCTEMY (hapMaKOHAA30pa CO
BPEMEHU MOCHEIHEeN MHCIEKIUU (papMakoHaa30pa (Hampumep, U3MEHEHHE 0a3bl JaHHBIX
dbapMakoHaa30pa, CIUSHHUE WM TOTJIONIEHUE KOMIIAHWM, 3HAYUTEJIbHbIE WU3MEHEHUS B
JOTOBOPHBIX BUIAX AESATEIBHOCTH, 3aMEHA YIIOJIHOMOUYEHHOI'O JIUIA M0 (papMaKoHA130pYy);

B) aHAJIN3 MPOLECCOB U (MJIM) BOIPOCOB B OTHOLIEHHH KOHKPETHOTO JIEKAPCTBEHHOTO
rpernapara, BhISIBICHHBIX B pe3yJibTaTe OLICHKH UH(GOPMAIIUU, IPEACTaBICHHON JiepKaTeaeM
PETUCTPAIMOHHOTO YJIOCTOBEPEHHMS, WM HE BKIIOYCHHBIX B OOBEM HWHCIIEKTUPOBAHUS
MPEABIAYIIEH UHCIICKIIUEH.

177. O6beM MOBTOPHON MHCIEKIMU ONPEAEIAETCS pe3yabTaTaMu MPEIIIECTBYOMUX
MHCIIEKIIUN U MOXKET ObITh pacUIMpeH C yuyeToM psija (HakTopoB (HampuMmep, MPOIIEIIIEro
BPEMEHHU C JaThl MPOBEJCHUS MPEIIISCTBYIONEH MHCIEKIMU, 00beMa MpeAlieCTBYOMEH
WHCTIEKITUN).

6. IIpouecc MHCIIEKITAA

178. Unacnekuu ¢apmMakoHaa30pa HEOOXOAMMO TIIIAHUPOBATH, KOOPAMHUPOBATH,
MPOBOJIUTh, MPEACTABJIATh OTYETHl O HUX, KOHTPOJIUPOBATH BBHITIOJHEHHE 3aMEYaHUl U
JOKYMEHTUPOBAaTh B COOTBETCTBUM C MPOUEAypaMH WHCHEKIUH, OCYHIECTBISIEMBIX Ha
TEPPUTOPUSIX TocyAapcTB-wieHOB. COBEpIIEHCTBOBAHUIO W TapMOHU3AIMU TMPOBEICHUS
MHCHEKINI OyAyT cnocoOCTBOBATH COIIACOBAHHBIE MPOLIECCHl U MPOLEAYPbl, COBMECTHbIC
IpPOBEPKH, OOMEH ONBITOM U OOY4YEHHE MHCIEKTOPATOB YIOJIHOMOYEHHBIX OPraHOB
rocyJapCTB-4JI€HOB.



179. Tlpouenypsl cuctem (hapmakoHaa30pa JAOJKHBI BKIIOUATh B ce0s CIEAYIONINE
OCHOBHBIE TIPOIIECCHI (MPU HEOOXOIMMOCTH BO3MOXHA pa3pab0OTKa HOBBIX MPOIIEIYD):
a) ooOmMeH uHbopMaImei;
0) MIaHUPOBAHUE UHCIICKITUH;
B) JOPETHCTPAIMOHHBIC NHCIICKITUH;
T') KOOpAWHANNS WHCTIEKIIUH crcTeM (hapMaKOHAI30pa B FOCYAapCTBaX-UJICHaX;
1) KOOpAWHAITNS WHCTIEKIINH, TPOBOIUMBIX B TOCYJIAPCTBAX, HE SBIISIONINXCS WICHAMHU
Coro3a (B TOM YHCJIE UHCIICKITUN TTOIPSITINKOB);
¢) MOATOTOBKA MHCIIEKITUI CUCTEM (hapMaKOHAA30pa;
) MPOBEJICHUE MHCTIEKIINIA cucTeM (papMakoHaI30pa;
3) OTYETHOCTH 10 MHCIICKITUSAM CUCTeM (hapMaKOHAI30pa M IMOCICAYIOMNNA KOHTPOJIb;
1) HHPOPMHUPOBAHKE U MMPUOPUTETHOCTh MHCTICKIINN (DapMakoHAA30pa U MOYUEHHBIX
pe3ybTaToB;
K) BEJICHUEC y4eTa U apXUBUPOBAHUS JOKYMEHTOB, MTOJIYYCHHBIX B PE3yIbTaTe HHCTICKITAN
cucteM (hapMakoHaI30pa;
J1) BHE3AIMHbIC HHCTICKITUH;
M) CaHKIHMH W PETYJIATOPHBIC WU MPUHYAUTEIbHBIE MEPHI B ClIydyae CEphe3HOTO
Heco0JTI0IeHNS TPEOOBAHMH 3aKOHOIaTEIILCTBA TOCYIaPCTB-UICHOB M HacTOSAIUX [IpaBwit;
H) YKa3aHUs MO TMOJTOTOBKE HMHCIEKTOPOB, BBHIMOJHSIOMINX WHCHEKIIUUA CHUCTEM
(dhapMakoHaa30pa, 1 OOMEHY OIBITOM PaOOTHI.

7. KOETpOIIb BHIIOJTHEHUS 3aMEIaHN HHCIICKIUA

180. B cimyyae BBISBICHHS B XOJI€ MHCIEKIIMU HECOOJIOAEHUS 00s3aTeNbCTB MO
(apMakoHaa30py TpeOyeTcsl MOCAEAYIOUIMH KOHTPOJIb 1O IMOJHOTO BBINOJHEHHS IUIaHa
KOPPEKTUPYIOIINX U TPEAyNpEeaUTENbHBIX AeicTBUA. CleayeT yYHUThIBATh CIEAYIOLINE
METOJIbI KOHTPOJIA:

a) aHaJIW3 IUIaHA KOPPEKTUPYIOIIHMX U MNPEeAYyNPEAUTEIbHBIX MeEp AeprKaTens
PErUCTPaAIMOHHBIX YOCTOBEPEHUM;
0) aHaIU3 MEPUOANYECKUX OTYETOB O XOJI€ BHIMTOJHEHUS PabOT MO peaan3aiuy IiaHa
KOPPEKTUPYIOLIUX U MPEAYNPETUTENbHBIX MEP (B Clydyae HEOOXOAUMOCTH);
B) MOBTOpHAs HWHCIEKIUS JIS OLIEHKH HaJJIeKallero BBIMOJHEHUS IIaHa
KOPPEKTUPYIOIIUX U MPEyNPeTUTENbHBIX JUCTBUMN;
T) 3aMpoc O MPEACTaBICHUN paHee HE MPEACTaBICHHBIX JaHHBIX, U3MEHEHUH (Harpumep,
B MH(OpPMAIIMIO O JICKAPCTBEHHOM IIperapare), aHaiau3a BIUSHUS (HaAmpuMmep, pe3yJsibTar
aHaJu3a paHee HE BKIIIOUEHHBIX B aHAJIU3 JJAHHBIX MIPU BBIMOJHEHUH TTPOLICAYPHI BBISBICHUS
CUTHaNa);

1) 3ampoc O HajJjexamieM HHPOPMUpPOBAaHUM, BKJIIOUash BHECEHHE U3MEHCHUU B
nHpOpMAIMIO, TPENCTABIAEMYI0 B paMKaX MapKETHHTOBOU JEATEIbHOCTH, W (WJIN)
pEeKIIaMHY10 HH(OPMAITHIO;



€) 3ampoc O BCTPEUYE C JIEPIKATEIEM PETHCTPALUOHHOTO YJOCTOBEPEHHS C LEIBIO
00CYyXJIeHHUSl BBIABICHHBIX HEJIOCTATKOB (HECOOTBETCTBUM) W UX BJUSHUS Ha IUIaH
KOPPEKTUPYIOIIKNX U MPETyIPEAUTENBHBIX MED;

) Tmepenavya pe3yJbTaTOB HHCIEKIMH APYTUM YIOJIHOMOYEHHBIM OpraHam
roCyJ1apCTB-UYJICHOB;

3) Apyrue NeWCTBUS, CBSA3aHHBIC C JIGKAPCTBEHHBIM IPENapaToM, B 3aBUCHMOCTU OT
BIIUSIHUS HEJOCTATKOB (HECOOTBETCTBUM) M PE3YJbTATOB MOCIEAYIOUIUX ACHCTBUM (Croma
MOTYT BXOJWTh OT3bIBbl WJIM JEHCTBUS, CBSI3aHHBIE C BbIIAYEH PErUCTPALMOHHBIX
YIOCTOBEPEHUHN WU pa3pelieHUi Ha MPOBEICHUE KIMHUYECKUX UCTIBITAHU).

8. lleiicTBHA ¥ CaHKIUH
YIOJIHOMOYEHHBIX OPraHOB I'OCYJapCTB-WICHOB

181. YnonHoMo4YeHHbIE OpraHbl 00ECEUNBAOT KOHTPOIb BBITIOTHEHUS JAEpKATEISIMU
PETUCTPALIMOHHBIX YIAOCTOBEPEHUI 00s13aHHOCTEN 10 (hapMaKOHAA30py B COOTBETCTBHUM C
3aKOHOJATEILCTBOM TOCYJapCTB-wiIeHOB U Hactosmumu [IpaBunamu. B cnyuae
oOHapyKeHus HEeCOOJ0IeHUs TpeOOBAHUI WM HEBBIMOJHEHUS OO0SI3aTEIbCTB IO
(dhapMakoHaA30py JEUCTBUS, KOTOPHIE HYXKHO MPEANPHUHSATH, JOJDKHBI OMPEACIATHCS B
KaXJ0M KOHKPETHOM Cjydae OTHeNIbHO. BbIOOp HEOOXOAMMBIX JIEHMCTBUN 3aBHCHT OT
MOTEHIIUAJIBHOTO HETaTUBHOT'O BIIUSIHUSL HECOOTBETCTBUM (HECOOII0ICHUS) Ha OOIIECTBEHHOE
3I0POBBE (3I0POBHE HACCIICHUS ), HO JIFOOOM CITydali HECOOTBETCTBUS (HECOOIIOICHUS ) MOYKET
YUUTHIBATbCS MPU TPUMEHEHUH NPUHYIUTEIbHBIX Mep. IIpu HeobXoaumocTu
YIIOJITHOMOYEHHBIA OpTraH JIOJDKeH 00ecreunTh mpuMeHeHne 3P GEeKTUBHBIX, COPA3MEPHBIX U
CACPKUBAIOIINX MEP BO3JACHCTBUS K IEPHKATEI0 PErUCTPALIMOHHOTO Y/IOCTOBEPEHHUS.

182. B coorBeTcTBUM ¢ HacTtosAmuMu [IpaBunamMu v npaBuiiaMH, YCTaHOBJICHHBIMU
3aKOHOJIaT€NIbCTBOM TOCYJapPCTB-WICHOB (IIPH HEOOXOIUMOCTH), B Clydae HECOOIOJICHUS
JepKATeIeM PETUCTPAIlMOHHOTO YJAOCTOBEPEHUS 00s3aTeNbCTB MO (papMakoHAI30pPy
BO3MO>KHO MPOBEJICHHUE CIICIYIOIINX MEPOIPUSATHIA:

a) oOy4yeHHe M COJCUCTBHE: YIOJHOMOYEHHBIE OpraHbl TOCYAapCTB-UJICHOB
OCYIIECTBIISIIOT B3aUMOJEHUCTBUE C MPEACTABUTEISIMU JAEpKaTelel pPEerucTpariiOHHbBIX
yAOCTOBEpEeHUH (HarpuMep, Ha cOOpaHuM ), YTOOBI OOOOITUTE BBISIBJICHHBIE HECOOTBETCTBUA,
pPa3bACHUTH YCTAHOBJICHHbIE TPEOOBAHUS W OXUJAAHUS YIOJIHOMOYEHHOTO OpraHa
rocyJlapcTBa-ujieHa, a TakXKe€ PacCMOTPETh KOPPEKTUPYIOIMIHME W MpeAyNpeauTesbHbIe
JEUCTBUS, TIPeIJIaraeMble JepKaTesieM PeruCTPAllMOHHbBIX YI0CTOBEPEHUI;

0) npeacTaBieHre HHGOPMAIUHU APYTUM YIIOJTHOMOYEHHBIM OpPTaHaM T'OCYIapCTB-YICHOB
B paMKax JIOTOBOPEHHOCTEHN M0 00ecreueHn0 KOHPUICHIIUATIBHOCTH;

B) MHCIEKTUPOBAHUE JEpKaTelel PEerucTpallMOHHBIX yJAOCTOBEPEHHI, KOTOPhIE HE
coOMI0/Iat0T 00513aTENHCTBA WM HE BBIMOJHAIOT TPEOOBaHUS, MOKET IPOBOJUTHCS C LIEIIBIO
ONpeJieNICHUs] CTENEeHU HecoOtoIeHusT (HEBBIMOJHEHHs1) akToB opraHoB Corsa u



3aKOHOJATENbCTBA T'OCYJapCTB-UJICHOB, B MOCIEIYIOUIEM C LENbI0 MOATBEPKICHUS HX
coOstoieHus (BBITIOTHEHUS);

I') HallpaBJICHHUE MUChMa-TPEIYTPEXKICHUS, 3asBICHUS O HECOOIOICHUH (HEBBITTOIHEHUU
) 00s3aTenbCTB MO (hapMaKOHAI30py WM YBEJAOMJICHUS O HAPYIICHHH O00S3aTEIhCTB IO
bapmakoHa30py, BBHIAABAEMBIX YIOJTHOMOYEHHBIM OPraHOM C YKa3aHHEM HOPMAaTHBHOTO
IpaBOBOIO AaKTa, KOTOpbIM ObII HapylleH, € LEJIbl0 HANOMUHAHMS JEpPKATENsIM
PETUCTPAIIMOHHBIX YJIOCTOBEPEHMI 00 MX 0053aTeabCcTBaX Mo (apMaKOHAI30py WA MEpax,
KOTOpbI€ OHU JOJKHBI IMPHUHATH, a TAKXKE€ O CPOKaX, YCTAaHOBJICHHBIX JUJISl YCTpaHEHUs
HECOOTBETCTBUN WJIM HAPYILICHUN;

1) pacCMOTpEHUE YMOJHOMOYEHHBIMH OpraHaMu TOCyJapCTB-4JIEHOB BoOIpoca 00
OIyOJIMKOBAaHWH CITUCKA JiepKaTellell PerUCTPalMOHHBIX YI0OCTOBEPEHHIA, KOTOPHIE CEPHE3HO
WIN TIOCTOSSHHO HapymaloT TpeOoBaHus akToB opraHoB Coro3a W 3aKOHOJATEIbCTBA
roCy1apCTB-YJICHOB;

€) IEHCTBHS B OTHOIICHHH PETUCTPAIIMOHHOTO YAOCTOBEPEHHUS WU 3asBICHHUS Ha
PETUCTPALINIO JIEKAPCTBEHHOI'O IIperapara, Hapumep:

ASKCTPEHHOE BBEJIEHHE OrPaHMYEHUU, CBS3aHHBIX C MpoduieM O0e30MacCHOCTU
JIEKapCTBEHHOT'O Tpernapara;

BHECCHHE M3MEHEHHI B JOKYMEHTHI PErHCTPAIMOHHOTO JI0ChE JIEKapCTBEHHOTO
npernapara;

IPUOCTAHOBKA WM aHHYJIUPOBAHUE PETUCTPALMOHHOTO YIOCTOBEPEHMS JIEKAPCTBEHHOTO
npernapara,

IPUOCTAaHOBKA PACCMOTPEHUS] HOBBIX 3asBJICHUN Ha MOJIy4eHHE YJOCTOBEPEHHH O
rOCyIapCTBEHHOW PETHCTpaIlliU IO pealn3alii KOPPEKTUPYIOMINX U MPEAypeauTeIbHBIX
JICUCTBUM;

Ha3HAYCHHE JOPETUCTPAIIMOHHBIX HHCTICKIINIA CUCTEMBI (hapMaKOHAI30Pa;

) OT3BIB JIEKAPCTBEHHOI'O Ipenapara ¢ pblHKAa (Hampumep, B cliydae €ciu B
uH(GOPMAIMIO O JEKAPCTBEHHOM Ipenapare He BKIIOUEHBI BAKHBIC MPETYNPEKACHHS IO
0€30I1aCHOCTH);

3) AEUCTBHUS, CBA3aHHbBIE C MAPKETUHTOBOM MJIM peKJIaMHOM HH(pOpMaLnel;

1) BHECEHHUE MOMPABOK B MPOTOKOJIBI MU MPHOCTAHOBKA KIMHUYECKUX HCCIEIOBAHUN B
cillydae BBISIBJICHUS W3MEHEHUM Npoduiisi 0€30MacHOCTH KOHKPETHOr'O JIEKapCTBEHHOTO
npernapara,

K) aJMHUHUCTpaTHBHbIE MTpadbl B COOTBETCTBUHM C 3aKOHOJATEIbCTBOM
rOCy1apCTB-YJICHOB.

9. Ksaimdukanus u 06ydeHre HHCIIEKTOPOB

183. MHCneKkTopsl, KOTOpPHIE YYACTBYIOT B MPOBEAECHUM HHCIEKIUNA CUCTEM
dbapmakoHaa30pa, MOOJDKHBI SIBIATHCS CHEUUATUCTAMH  YIOJIHOMOUYEHHBIX OpraHOB
rocyJapCTB-4JICHOB WJIM JIMIIAMH, Ha3HAY€HHbIMM B COOTBETCTBUU C TpPeOOBAaHUAMMU



3aKOHOJIaTEJIbCTBA TOCYJapCTBa-4ieHa, a TakKe JOJDKHBI COOJIONATh MOJOXKEHUS
PYKOBOJICTBA O KA4E€CTBY MHCIIEKTOpAaTa YMOJHOMOUYEHHOTO OpraHa rocyJapcTBa-4yieHa.
Crnenyer Ha3HayaTh WHCIIEKTOPOB Ha OCHOBAHWM WX ONBITA M TPEOOBAHUMU, OMPEIEICHHBIX
YIOJTHOMOYEHHBIM OpTaHOM. WHCIEKTOPHI JOKHBI TMPOWTH O0O0ydYeHHe B oOBeMme,
HEOOXOMMMOM I O0eCIeYeHUsT WX KOMIIETEHTHOCTH B 00JacTSX, TpeOyembIX s
MOJITOTOBKM W TIPOBEJICHUS WHCIICKIIUH, a TaKXe TMOJATOTOBKH OTYETa O IMPOBEACHHBIX
uHCcTeKIuaX. OHU JOJDKHBI TaKXKE MPOWTH OOydeHHE TpoleccaM W TpeOOBaHUSIM
(dapmakoHaa30pa TaKuM 00pa3oM, 4TOOBI OBITH CIIOCOOHBIMU OIICHUTH PA3JIMYHBIC ACTIEKTHI
CUCTEeMBI (papMaKOHaA30pa B CIIydae OTCYTCTBHUS COOTBETCTBYIOIIETO OIBITA.

10. YopaBnenne kagecTBOM
mpolriecca HHCIIEKTHPOBaHus (hapMaKoOHa30pa

184. KayecTBO mpoliecca WHCIIEKTUPOBAHUS CUCTEMBI (hapMaKOHA30pa PETyIHPYETCs
YIOJHOMOYEHHBIMA OpPTraHaMH, BXOJUT B YHUCJIO BOMPOCOB, Ha KOTOPBIE PACIPOCTPAHSAETCS
CUCTEMA KayecTBa CUCTEMBI (papMaKOHAA30pa YIOJIHOMOUYEHHOI'O Oprala rocyapcra-ujieHa,
U TOMJICKHUT ayAuTy. YTMOJIHOMOUYEHHBIE OpraHbl TOCYJIapCTB-WICHOB (HOPMHUPYIOT
rapMOHU3UPOBAHHBIE TPOIEAYPhl MHCIEKTUPOBAHUSA C I1IE€JIbI0 OOECIeUeHUsT KadyecTBa,
COTJIACOBAHHOCTH W B3aUMHOTO MPU3HAHUS PE3YyJIbTATOB HHCIEKTUPOBAHUS CHUCTEM
(hapmakoHa30pa epKaTeseil perucTpauoOHHbIX YIOCTOBEPEHUM.

11. CotpyarmaectBo B pamkax Corosa.
KonekTuBHOE HCIIOIB30BaHHe HH(OPMAIH

185. YmonHoModyeHHbIe OopraHbl 00s3aHbI COTPYIHUYATH, YTOOBI OOJIETYUTH OOMEH
UHpopManueil 00 MHCIIEKIUAX CUCTEMBI (papMaKOHaA30pa, B YaCTHOCTH:

a) uHpopMmanueit 00 MHCIEKIUAX, KOTOPbIE 3allJIaHUPOBAHBI U MPOBEJEHBI, C LEIbIO
YCTpaHEHUsI HEHYXKHBIX NHOBTOpPOB M JyOnupoBaHusi pab6or B Coro3e, a Takxke s
ONTHUMM3ALMU UCIIOJIb30BAHUS MHCIIEKIIMOHHBIX PECYPCOB;

0) nadopmarmeii 06 00beMe HHCTICKIINH C IENIbI0 INIAHUPOBAHMS CIICTYIOIINX HHCIICKITHI

B) nH(opManueil o pe3yinbTarax HMHCIEKIHUHU, B YACTHOCTH B TOM Ciyyae, Korja
pE3yIbTATOM SIBISICTCSl BbIsIBJIEHUE (haKTa HEBBINOJIHEHUS AepKaTeleM PEerucTpaldoOHHBIX
YAOCTOBEPEHUI TpeOOBaHUI 3aKOHOJATENBCTBA IT'OCYIaPCTB-WICHOB U HacTosux [TpaBui.

186. YoiHOMOYEHHBIE OpraHbl rOCYAapCTB-UYJICHOB 0OMEHUBAIOTCS UHPOpMAIIHEH O
KPUTHUYECKUX U CYHIECTBEHHBIX BBISIBICHHBIX HEJIOCTATKaX, a TAKXKE KPAaTKUM U3JI0KEHUEM
KOPPEKTUPYIOIINX U MPEAYIPEAUTENbHBIX JEHCTBUI U UX TaTbHEUIIIMM KOHTPOJIEM.

12. Poip yrmoJIHOMOY€HHEBIX OPIaHOB IrOCyJapCTB-WICHOB



187. YnomHOMOYEHHBIE OpTraHbl O0ECIEYUBAIOT CO3/JaHUE IOPUAUMYECKON U
OpraHu3allMOHHON 0a3bl [Ji1 BBINOJHEHUS (QYHKIUNA N0 HMHCIEKTUPOBAHUIO CUCTEM
dapmakoHa30pa Jepikareieil perucTpaloOHHbIX YJIOCTOBEPEHUH, BKIIOYAs OMpEeIIeHNe
IPaB MHCIIEKTOPOB B OTHOIICHUH MHCIIEKTUPOBAHUS MECT OCYIIECTBICHUS ACSTEIbHOCTHU 110
(dbapmMakoHaa30py U OLICHKE JAHHBIX MO (papMaKoOHAA30DY.

188. T'ocynapcTBaMu-uieHaMH JTOJKHBI OBITH BBIACJIEHBI JOCTATOYHBIE PECYPChI U
onpeneNeHbl KBalu(UIMPOBAHHBIE MHCIEKTOPHI C LEeNbl0 obecrnieueHus: 3(PPEeKTUBHOTO
BBIIIOJIHEHUSI MPOLEAYPHl OLIEHKU BBIMOJHEHUS JEPKATEIIMU PETHUCTPALMOHHBIX
YAOCTOBEpPEHUN 00s3aTeNbCcTB MO (hapMaKOHAA30py B COOTBETCTBUU C TpPeOOBaHHUSIMU
rocyaapcTB-uieHoB U HacTosmux [Ipasui. [Ipn HEOOXOAUMOCTH K IPOBEJCHUIO HHCTICKIIUN
MOTYT IIPUBJIEKATHCS AKCIIEPTHI B 00Jiee y3KUX 00JIaCTIX ACSATENbHOCTH MO (hapMaKoOHaA30py.
YTOTHOMOYEHHBIE OpTraHbl MOTYT MPU HEOOXOIMMOCTH HAMPaBIATh 3aMpOC O COJCHCTBUU B
NPOBEJCHUM HWHCIEKTUPOBAHMUS B JIPYrOd YIOJIHOMOYEHHBI opran ¢ oOecrnedeHueM
COOTBETCTBYIOILLEr0 JIOCTyNa K MECTY NMPOBEIAECHUS WHCIEKUWHU U OLUEHUBAEMBIM JTAHHBIM
CUCTEMBI (papMaKkoHa130pa.

189. YHoaHOMOYEHHBIMU OpraHaMH TrOCYJapCTB-WICHOB JOJKHO OBITh 00ECIedYeHO
IJIAaHUPOBAHUE U TMPOBEJIECHHME HHCIEKUUW cucteM ¢apMakoHaa30opa AepkaTeneit
PErUCTPALMOHHBIX YOCTOBEPEHUI B COOTBETCTBUU C MojpasienomM 2 pasnena [V Hactogmumx
[IpaBui.

190. Ilpu pa3paboTke uIaHa MHCIEKIUA YIOJIHOMOYEHHBIN OpraH rocyapcTBa-4ieHa
3ampaliuBaeT YIOJIHOMOYEHHBIE OpraHbl HMHBIX T'OCYJApCTB-WIEHOB OTHOCUTEIBHO
MHCIIEKIMOHHOTO CTaTyca U IUIaHOB IO MHCIEKTUPOBAHUIO JEpKaTEIEH PEruCTPallMOHHBIX
YAOCTOBEPEHU, KOTOPbIE MPEAINONaratoTcs JJis BKIIOYEHUS B IUIAH MHCIEKTHUPOBAHMS, U
o0ecnieynBaeT IUIAHUPOBAHME C YYETOM IUIAHOB [0 MHCHEKTUPOBAHUIO HHBIX
YIOJIHOMOYEHHBIX OPraHOB rOCY/IapCTBa-wieHa C LEIb0 MUHUMHU3AIUU HEOOOCHOBAHHOTO
AyOIUpOBaHMsI BHIIOTHAEMBIX pa0OT U ONITUMU3ALNY UCIIOJIB30BAaHUS UMEIOIINXCS PECYPCOB.

191. B ciryyae eciy ynoJHOMOYEHHBIM OPraHOM TOCYJapCTBa-4i€HA IUIAHUPYETCS
IIPOBEICHHE MHCIIEKIIUU JEPKaTeNsl PETUCTPALMOHHOIO YAOCTOBEPEHUS, KOTOPBIN IPOXOINI
MHCIIEKTUPOBAHNUE CO CTOPOHBI JPYTOro YIMOJHOMOYEHHOTO OpraHa rocyiapcTBa-dJicHa,
JIOJDKEH ObITh oOecrnedeH oOMeH uH(opmanuedl B 4YacTH 00beMa M PE3YJbTaTOB
BBITIOJITHEHHONM HWHCHEKIMU C ILEJbI0 yueTa HMMEKIIUMXCA NAaHHBIX MpPU IJIAHHUPOBAHHH,
OINpeNeIeHUH 00beMa U BPEMEHH MPOBEAEHUS MHCIIEKIIUH.

192. Cnenyer ¢GopmupoBaTh €AUHBIN WH()OPMAIMOHHBIA peCcypc, COAEepKaIIuil
pe3yJbTaThl MHCIEKTUPOBAHUS CUCTEM (apmakoHaJ30pa JepiKaTeliel perucTpalioOHHbIX
yAOCTOBEpEHUM, ¢ oOecrneyeHueM JocTyna K HEMYy YIOJHOMOYEHHBIX OpraHOB
roCyJ1apCTB-YJIEHOB.

13. Pois pepxareneit perucTpaliOHHBIX YAOCTOBEPEHHI



193. Jlepkatenu perucTpallMOHHbIX YIOCTOBEPEHU, UMEIOLIUE 3aPETUCTPUPOBAHHBIE HA
TEPPUTOPHUSIX TOCYJAPCTB-WICHOB JICKAPCTBEHHBIE Mpernaparbl, MOJJIEkKAT HHCHEKIUSIM
cuctemsbl (papmMakoHazopa. JepkaTenu perucTparmoOHHbIX YIOCTOBEPEHU 00sI3aHbI:

1) Bcerna OBITh TOTOBBIMU K WHCIEKIIMHU, MOCKOJBbKY HUHCIEKIIUU MOTYT OBITh
BHE3aIHbIMH;

2) BECTH M MPEJCTABIATH O TPeOOBAHUIO MHCIIEKTOPOB HE MO3/1Hee 7 pabouyux JHEH
MIOCJIE MOJIYYEHHUS] COOTBETCTBYIOILIETO 3apoca MacTep-(ailsl cucteMsl papMakoHaA30pa;

3) rapa"nTUpoBaTh MOJYYEHHUE COIJIACHS 0 Hadajla WHCIEKIMU HA IMPOBEJICHUE
MHCTIEKIIMU OT OOBEKTOB, BBIOPAHHBIX MJISI MHCIEKIHH, K KOTOPHIM MOTYT OTHOCHUTBHCS
OpraHu3alliy, BBITIOIHAIONINE (PYHKITUHU 10 (papMaKOHAI30py MO COTJIAIICHHIO C IepKaTelieM
PErUCTPaIMOHHBIX YIOCTOBEPEHUM;

4) mpeACTaBUTh WHCIIEKTOpaM JIFOOYI0 HHpOpMAIHiO U (WJIH) JOKYMEHTAIIUI0, KOTOpas
HEeoOXoMMa Jig MOJATOTOBKM K MHCHEKIMU, B YCTAHOBJIEHHBIE CPOKHU WIJIM BO BpeMs
MPOBEJICHUS] HHCIIEKITUY;

5) rapaHTHpOBaTh, YTO COOTBETCTBYIOIIUNA MEPCOHAN, YYACTBYIOUIUHN B IEITEIHHOCTH T10
(hapMakoHa30py WIM B3aUMOCBS3aHHOW JEATEIbHOCTH, OyAET MPUCYTCTBOBATH BO BpEMs
MHCIIEKIIUH U J1aBaTh Pa3bICHEHUS 110 BOSHUKAOIIUM BOIIPOCAM;

6) rapaHTUpOBaTh HAaJJIeXalllee€ U CBOECBPEMEHHOE BBIMOJHEHHUE ILJIAHOB
KOPPEKTUPYIOUIUX U NPEayNpPEeAUTEIbHBIX MEPONPUSATUN 1JIsI YCTPAHEHUS BBISIBICHHBIX BO
BpeMs HMHCIHEKI[MM HEIOCTATKOB (HECOOTBETCTBHI) C yCTaHOBJIEHUEM MPHUOPUTETOB IO
KPUTHYECKUM U CYIIECTBEHHBIM HEJOCTAaTKaM (HECOOTBETCTBHUSM).

14. NacnexknuonnbIe COOpHI

1. COopsI 32 MpOBE/ICHNE HHCIIEKIHIA B3NMAIOTCSA B COOTBETCTBHH C 3aKOHOAATEECTBOM
rOCyIapCTB-WICHOB.

V. Aynut cucreMHl hapMakoHaa30pa
1. AyauT cucteMsl papMaKOHA30pa U €T0 HEH

194. Ilenbro MpoBeNEHUS ayJuTa CUCTEMBI (hapMaKOHA[30pa SBIISETCS MMOATBEPKICHHUE
COOTBETCTBUS W OSPDEKTUBHOCTH BHEApPEHHUS U (GYHKIHOHUPOBAHUS CHCTEMBI
dbapMakoHaJ30pa MyTEM aHalIM3a U OLEHKU OOBEKTUBHBIX (DAKTOB, BKIIOYAS CUCTEMY
Ka4yecTBa CUCTEMBI (papmMakoHaa30pa.

195. Ayaut npeacTaBisieT co00il CHCTEeMAaTHUECKUH, YIOPSI0YCHHBIN, HE3aBUCUMBIN U
JTOKYMEHTUPOBAHHBIM MPOIECC TOJNYyYeHHUS U OOBEKTHBHOW OIIEHKH (PaKTOB,
XapaKTepU3YIIMKUX paboTy CHCTEMBbI (papMakoHAA30pa, C IEIbI0 ONMPEACIICHHUS CTETICHU
BBITIOJTHEHUSI KPUTEPUEB ayJuTa, CIIOCOOCTBYIONMUX YIYUYIICHHIO MPOIECCOB YIPaBICHUS
pUCKaMH, KOHTPOJIS U YIIpaBJIEHUS TpolieccaMu. AyauTopckue (aKThl COCTOSAT U3 3aMHCEH,
JTOKYMEHTAJbHBIX MOATBEPKIACHUNA WM WHOM WHGPOpPMAaIMU, KOTOpas UMEET OTHOIIECHUE K



KpUTEpUAM ayauTa W MoJjaaeTcs npoBepke. Kpurepuum ayaura oTpa)karOT CTaHIAPTHI
NEATeNIbHOCTH WU €€ KOHTPOJIs, MO OTHOLIEHUI0 K KOTOPBIM BBINOJHSETCS OIEHKa
MIPOBEPSIEMOI CTOPOHBI U €€ JNeITeNbHOCTU. [I[puMeHuTEeNbHO K cucTemMe (hapMaKkoHaa30pa
KpUTEpUU ayJuTa JOJKHBI OTpaxaTrh TpeOOBaHUS, NPEIbIBISEMbIE K CHUCTEME
dbapmakoHaa3zopa, B TOM YHCJI€ K CHUCTEME KauecTBa BBIMOJHAEMBIX MPOLEAYp IO
dbapmMakoHaa30py, KOTOpBIE OMNpPENENSIOTCS TpeOOBaHUSMHM  3aKOHOJATENbCTBA

rocyAapcTB-4iIeHOB U HacTtosuux [IpaBui.

2. OcHOBaHHEI}! Ha PHCKe IOAXOJ K ayAWTy CHCTEMBI (hapMaKkOHaI30pa

196. OcHOBaHHBIM Ha PUCKE NOAXOJAOM SIBISAETCS MOAXOJ, IPH KOTOPOM HCHOJIB3YIOTCS
METO/Ibl oTpeaesieHus: 00aacTu pucka. [lox puckom nmoHMmMaercst BEpOATHOCTh HACTYILICHHS
COOBITHSI, KOTOPOE OKAXKET BIUSHHUE HAa JOCTH)KEHHE IOCTABJICHHBIX LEJEH, C y4eTOM
CEpbE3HOCTH €r0 MOCIEACTBUM U (MJIM) BEPOATHOCTH HEOOHAPY>KEHUSI APYTUMU METOJIaMHU.
OCHOBaHHBII Ha PUCKE NOJIXOJ K ayIMTy OPUEHTUPOBAH Ha 00JaCTH CaMOro BBICOKOTO pPUCKa
IUISL CUCTEMBI (hapMaKOHa30pa OpraHU3aliK, B TOM YUCJE JJIsI CACTEMbI KaY€CTBAa CUCTEMBI
¢dapmakonanzopa. IlepBocTeneHHOE 3HaUE€HHE UMEET PUCK MPUUYMHEHHUS Bpefa 370POBbIO
HaceJieHHsl. PUck oLieHMBaeTcs Ha CIIEIYIOMNX dTallax:

IUIAHUPOBAHUE ayJHUTa Ha CTPATETMYECKOM YPOBHE, PE3YJbTaTOM KOTOPOIO SIBISETCS
cTpaTterusi ayauta (AOJTrOCPOYHBIM MOAXOJ), KOTOpas JOJKHA YTBEP)KIAThCS BBICHIUM
PYKOBOJCTBOM;

IJJAHUPOBAHUE ayJUTa HA TAKTUYECKOM YPOBHE, PE3YyJIbTATOM KOTOPOTO SIBISETCS
nporpaMma ayJuTa, YCTAaHOBJICHHE LIeJIeH ayauTa, a Takke o0JacTH pacrmpocTpaHEHUs
ayJInTa;

IJJAHUPOBAHME ayJUTa HA ONIEPATUBHOM YPOBHE, PE3YIBTaTOM KOTOPOTO SBJISIETCS IUIAH
ayJuTa Ui OTAEIBHBIX ayJUTOPCKUX 3aJad, ONpPEIEICHHE NPUOPUTETOB 3a/1a4d ayJuTa Ha
OCHOBAaHHUM OIEHKU PHUCKOB, HMCIIOJIb30BAaHUE METOAOB BBIOOPOYHOrO HCCIENOBAHUS U
TECTUPOBAHUS, OCHOBAHHBIX HA PUCKE, OTYETHOCTH I10 PE3YJIHTATAM AYJUTA B COOTBETCTBHUHU C
OTHOCUTEJIBHBIM YPOBHEM PUCKA, a TAKXKE YKa3aHUSIMU IO ayUTY.

OuneHka pHCKa JOJDKHA JOKYMEHTAIbHO IMOJATBEPKAATHCSA JJISI CTPATETHYECKOTO,
TaKTUYECKOT0 W OIEPAaTHBHOTO IUIAHMPOBAHUSA AYIUTOPCKOW JESITEIBHOCTH CHCTEMBI
(apmMakoHaq30pa B OPraHU3aLUU.

[InanupoBanue ayauTa Ha CTPATErM4€CKOM YPOBHE

197. Crparerust ayauta OpeAcTaBIsIET cOOOM OMNpe/esieHMe Ha BBICIIEM YpPOBHE
IJIAHUPOBAHUS AyJUTOPCKUX MEPONPHITHI, POBEAEHUE KOTOPBIX 3aINIAHUPOBAHO HA CPOK
oosee 1 roga (Kak MpaBWIO HA CPOK 2 — 5 JIeT, €clid JIep’KaTesleM PErucTpalMoOHHOTO
YIOCTOBEpEeHUs He 000cHOBaHO HHOE). CTparerusi ayAuTa BKJIIOYAET B ce0sl MepeyueHb
ayIUTOPCKUX MPOBEPOK, BBIMOJHEHHE KOTOPHIX MOXKET OBbITh J0CTaTOYHBIM. CTpaTerus



ay/IUTa WCIOJb3YyeTCs ISl OmpeseeHus 00JacTh, HAaMEUEHHON IS MPOBEJCHUs ayauTa,
TEMBI ayJ1Ta, a TAaKKE€ METOJOB W JIOMYyIICHUH (BKJIIOYas, HapuUMep, OICHKY PHUCKa), Ha
KOTOPBIX OCHOBaHa IIporpamMma ayura.

198. Ctparerus ayauta I0JDKHA OXBAThIBATh OPTAHM3AIUIO YIIPABJICHUS TPOIIECCOM,
yIpaBJCHUE PUCKAMH U CPEJCTBA BHYTPEHHETO KOHTPOJISI BCEX COCTABISIONIMX CHUCTEMBI
(dhapmakoHa30pa, BKIIOYAs CIETYIOIINE:

a) BCE MPOIIECCHI U 3aJ]a4l CUCTEMBI (hapMaKOHaA30pa;

0) cucTeMa KauecTBa JesATEIHLHOCTU B cucTeMe (papMakoHaI30pa;

B) B3aMMOJICHCTBUE W CBS3YIONIME 3BEHBSA C IPYTHMHU MOApa3acicHUIMHU (TIpu
HEOOXOJIMMOCTH);

') MEpOIPHSITHS TI0 (papMaKOHAI30pY, MPOBOIUMBIC TTOTYNHEHHBIMU OpTaHU3aAIUSIMH HITH
JeTIeTUPOBAHHBIC APYTOM oOpraHu3anvu (HapuUMeEp, PETHOHAIBHBIM IEHTPaM,
NpeICTaBIIOMNM HHPOPMALIKIO, (priihamam AeprKaTessi peruCTPallMOHHOTO yI0CTOBEPEHHUS,
TaKUM TPETBUM JWIAM, KaK TMOAPSIHBIC OpTaHWU3aUU € JApPyTUe Jep KaTelH
PETUCTPALMOHHBIX yIOCTOBEPEHHUM).

199. ®aktopsl pucka, KOTOPHIE CIEAYeT YYUTHIBATh MPHU BBITIOJHCHUH MPOIETYPHI
OIICHKHU PHCKA, BKIIOYAIOT B €05 B TOM YHCIIE Cleayolue (hakTOphI:

a) U3MEHEHHU 10 BompocaM (papMakoHaA30pa B 3aKOHOJATENIbCTBE TOCYIaPCTB-UJICHOB
K B HacTosmux [IpaBunax;

0) KpyIHasi peopranus3alus Wid Jpyrue npeoOpa3oBaHusi cucTeMbl (hapMaKOHAA30pa,
CIIMSIHUS, IPUOOPETEHNS;

B) U3MEHEHHE KIIFOUEBBIX YNPABICHYECKUX QYHKIIUN;

I') PUCK HEXBATKU HAJJICKAIINM 00pa3oM MOATOTOBICHHBIX U OMBITHBIX COTPYIHUKOB
(dapmakoHaa30pa (HarpuMep, BBUAY 3HAYUTEIHHOM TEKY4YEeCTH MEpPCOHAlIa, HEJIOCTATKOB B
nporieccax oOy4eHus1, yBeJIudeHnus 00beMOB padoThI);

71) CYIIECTBEHHBbIE U3MEHEHHS B CUCTeME (papMaKOHaI30pa ¢ MOMEHTa MPEIbIIYIIETO
aynuTa (HarpuMep, BBEJICHHE HOBOW 0a3bl JAHHBIX IO JEATEILHOCTH MO (apMaKOHAI30Py
WM 3HAYUTEIHLHOE OOHOBJIEHWE CYIIECTBYIOIIEH 0a3bl MaHHBIX, U3MEHEHHs MPOIECCOB U
BUJIOB JICSITEIbBHOCTH C YYETOM HOBBIX TPEOOBaHMI 3aKOHOAATENHCTBA FOCYJaPCTB-UJICHOB);

€) JIEKapCTBEHHBIN Tpemapar sBJISETCS NMEPBBIM Ha PBIHKE JUISL JepKaTeien
PETUCTPAIMOHHBIX yIOCTOBEPEHHUI;

) B OTHOIIIEHWUHU JIEKAPCTBEHHOTO TIpemnapaTa Ha PBIHKE C BBEJCHBI JOMOTHUTEIbHBIC
Mepbl MUHUMU3AIMA PUCKOB WM JIPYTHUE YCIOBHUS OOpallleHHs], CBA3aHHBIE C Mpoduiiem
0€30IMacHOCTH JICKAPCTBEHHBIX IIperapaTroB (HampuMep, Ha3HAYCH JIOMOJHUTEIbHBINA
MOHUTOPHHT);

3) CTeneHb KPUTUYHOCTH TMpoIlecca, B YACTHOCTH:

JUTSL YIIOJTHOMOYCHHBIX OPTaHOB TOCYIaPCTB-WICHOB — HACKOJIBKO KPUTUYHA 00IaCTh WIIH
Ipolecc MO OTHOIICHHUIO K HaJyIekameMy (GyHKIMOHUPOBAHUIO CUCTEMBI (hapMaKoHaI30pa
rOCyIapCTB-WICHOB U OOIIEH eI CUCTEMBI 3IPaBOOXPaHCHHS,;



JUISL ICpIKaTelIe perucTpaliOHHbBIX YIOCTOBEPEHNUH — HACKOJIBKO KPUTHYHA 00JIaCTh HIIH
MPOIIeCC IO OTHOIIEHUIO K HajIekaneMy (DyHKITMOHHPOBAHUIO CHCTEMBI (hapMaKoHaa30pa.
IIpy pUHATHN pElIeHUs O MPOBEACHUN ayauTa Kakoro-1u06o ¢uiraia Wil TPEThero JIUma
JIepIKaTeIb PETUCTPAIIMOHHOTO yIOCTOBEPCHHS JOJIKEH YUUTHIBATh XapaKTep U KPUTUYHOCTh
MepOTpUsITHI TI0 (PapMaKOHAA30pPY, KOTOPBIE TTPOBOIATCS B HACTOSINEE BpeMs (PUIHAIOM
WM TPEThEeH CTOPOHOW OT MMCHH JIEp)KATEesl PETHCTPAIlMOHHOTO YJIOCTOBEPEHUS, TTOMUMO
ydeTa IpyruX yKa3aHHBIX (DaKTOPOB;

M) pe3yabTaThl MPEABIAYIIUX ayJAUTOB (IPOBOIUIINCH JIM KOT/A-JIMOO ayJauThl TOMN
00J1aCTH WM TIpoIiecca, pe3yIbTaThl MPEABIAYIIETo ayauTa). B cirydae HaTM4Ius pe3yibTaToB
MIPEIICCTBYIOMINX ayAUTOB OHM MIPUHUMAIOTCS BO BHUMaHUE TIPH ONPEACICHUN BPEMCHH U
00J1aCTH MOCTEAYIONTUX ayIUTOB;

K) BBISIBIICHHBIE TTPOIICTyPHBIEC HEJOCTATKH (HECOOTBETCTBHSI ), KACAIONTUECS KOHKPETHBIX
o0JacTeit 1eITeTbHOCTH WIIH MPOIICCCOB;

1) nHas wHGOPMAIUS B OTHOIICHUU BBITIOJTHEHUS 0053aTEHCTB B COOTBETCTBUU C
TpeOOBAHKMIMU 3aKOHOATEIIBCTBA 1O (DApMAKOHA30PY:

JUTSL YITOJTHOMOYEHHBIX OPTaHOB TOCYJIapCTB-WICHOB — HHGOPMAITUS TI0 COOTBETCTBHIO
TpeOOBaHUSIM 3aKOHOJIATENBCTBA MO (apMaKOHAI30Py COTJIACHO OICHKE WIIHU ayIuTy,
BBITIOJITHCHHOMY BHEITHUMU OpTaHU3alUsSIMH;

JUTS JIepIKaTelIe peruCTpallMOHHBIX yI0CTOBEPEHUN — HHGOPMAIIHUS IO COOTBETCTBHUIO
TpeOOBaHUSAM COTJIACHO WHCHEKIIMOHHBIM OTYETaM, OIICHKE WJIM ayJuTy, BBIIOJHEHHOMY
BHEITHUMH OPTaHU3AIUSIMH, >Kano0aM WM HapeKaHWsIM B YacTH O0S3aTeNbCTB IO
(dhapMakoHaI30PY;

M) ApyTUe€ OpraHU3aIMOHHBIC U3MEHEHUS, KOTOPhIE MOTYT HETaTUBHO OTPAa3UTHCS HA
00JIacTH NIeSITEILHOCTH WJIM TIporiecce (Hampumep, €Cld IMPOUCXOAUT M3MEHEHHE TaKoOn
BCIIOMOTATeIbHON QYHKITNN, KaK HHPOPMAIIMOHHO-TEXHOJIOTHYECKas TIOIICPIKKA).

IInarupoBaHue ayuTa Ha TAKTHIECKOM YPOBHE

200. [1nan ay1uToB mpeacTaBisieT co0oi mepeyeHb ayIuTOB, COCTOSAIIUN U3 OJTHOTO WIIH
HECKOJIbKUX ayJIUTOB, 3alUIAHMPOBAHHBIX HAa KOHKPETHBIH CpOK (Hampumep, Ha 1 Tox).
[ToaroroBka miaHa ayAUTOB JOJKHA OCYIIECTBISATHCS B COOTBETCTBHM C JOJITOCPOYHOM
cTparerueit ayaura. [lman ayauToB TOKEH ObITh 0JJ0OPEH BBICIIMM PYKOBOJICTBOM C OOILIEH
OTBETCTBEHHOCTbHIO 32 ONEPATUBHYIO U YIIPABICHUYECKYIO CTPYKTYPY.

201. [InaH ayauTOB OCHOBBIBAETCS Ha Ha/JIeKallel OLEHKE PUCKOB U JOJIKEH OBbITh
OpPUEHTHPOBAH Ha OLICHKY CJIEIYIOIINX acleKTOB:

a) cUCTeMa KavyecTBa CUCTEeMbI (papMaKkoHa30pa;

0) KpUTHUYECKHE IPOLIECCHI B CUCTEME (papMaKkoOHaA30pa;

B) KJIIOUYEBBIE CMIOCOOBI KOHTPOJIA 32 (DYHKIIMOHMPOBAHUEM CHUCTEMbI (papMaKoHaI30pa,
OTMparoIIrecs Ha MEpOnpuiTUs hapmMaKoHa130pa;



r) 00JaCTU BBICOKOTO pUCKa MOCJEe BHEAPEHHUS MPOLEAYP KOHTPOJISA U MPUHATUS MEp
MUHHUMH3AIUU PUCKA.

202. OcHOBaHHBII Ha PUCKE IJIAH ayJUTOB JOJKEH TAKXKE YUUTHIBATH PE3YJIbTAThI
OpeAbIAYIUX ayJIUTOB B YacTU HEJOCTATOYHOIO OXBaTa o0JacTeil JeATeNbHOCTH,
HaIlpaBJIEHUI BBICOKOTO PHUCKA, a TAKXKE HEMOCPEACTBEHHOTO YKa3aHUsI PyKOBOJCTBA U (MJIH)
JIU1I, KOTOPBIE HECYT OTBETCTBEHHOCTH 3a CHUCTEMY (hapMaKoHa130pa.

203. JlokymMeHTalus 0 IUIAaHUPOBAHUIO ayJIUTOB JIOJDKHA BKJIKOYATh B CE0sl KpaTKoe
OINHCaHueE IJIaHa KaKJ0ro ayJuTa, KOTOpbIi Oy/leT MpoBeAEH, B TOM Yncie 00bEM ayauTa U
uenu. OOOCHOBaHME CPOKOB, NEPUOAMYHOCTH U O00BEMa OTIENbHBIX ayJUTOB, KOTOPHIE
SBJISIIOTCA YaCThIO TUIaHA ayJIMTOB, TOJIKHBI OCHOBBIBATHCS Ha IOKYMEHTAJIbHO 0(OPMICHHON
olleHKe PUCKOB. OCHOBaHHBIE HAa OLIEHKE PUCKOB ayJIUThl CUCTEMBI (papMaKoHa130pa AOTKHBI
BBITIOJIHATBCSL PEryJIPHO B COOTBETCTBUU C TpeOOBaHUAMH akTOB opraHoB Coro3a H
3aKOHOJIATEIhCTBA FOCYJApPCTB-UJICHOB. BHECeHe 000CHOBaHHBIX U3MEHEHUH B IJIaH ayAuTa
JOJKHO OBITh HaJIJIEXKAIIUM 00pa30oM TOKYMEHTHUPOBAHO.

IInarvpoBaH¥E H OTICTHOCTH IO ayAUTY HA OICPATUBHOM yPOBHE

204. Opranuzanus J0MKHA BHEAPUTH NMPOLEAYPHI IO TJIIAHUPOBAHUIO M NPOBEICHUIO
OTJENbHBIX ayJAUTOB, NMPUHATHIE B BHUJAE JOKYMEHTOB B NucCbMeHHOU ¢(opme. Cpoku
peanu3anuu BcexX Mep, HEOOXOAUMBIX JIJISl BBIMOJIHEHUSI OTJIEIBHOTO ayIuTa, TOJKHBI ObITh
YCTaHOBJIEHBI B COOTBETCTBYIOIIMX IIPOLIEAYPAX, CBA3AHHBIX C IPOBEICHUEM AayJIHTa.
Opranuzanus J0JDKHA 0OO0€clnedyuTh MNPOBEIAEHUE ayJAUTOB B COOTBETCTBUU C STUMU
IIPOLIEAYPAMH COTJIACHO HACTOSIIEMY Pa3ACILy.

205. OtnenpHble ayAMThl CUCTEMBI (papMaKOHAI30pa JOJKHBI MPOBOAUTHCSA B
COOTBETCTBUM C YTBEPKIACHHOM NPOrpaMMOM ayJInTa, OCHOBAaHHOM HAa pPHUCKAX B
COOTBETCTBUU C MyHKTaMu 196 u 197 nactosimux [Ipasun. [Ipu naaHUpOBaHUM OTIETBHBIX
ayAUTOB ayJUTOP OIPENENSIET U OLICHUBAET PUCKH, COINPSHKEHHBIE C PACCMATPUBAEMOUN
00JacThi0, MPUMEHSS CaMble NOAXOASIINE METOAbl BBHIOOPOYHBIX HCCIEAOBaHUN U
TeCTUpOBaHMs. MeTo/ BBINOJHEHUS ayAuTa HaJJiexalluM 00pa3oM JOKYMEHTHUPYETCS B
IJIaHE MPOBEJACHUS ayINUTA.

206. BeiBobI ayIUTOPOB JOKYMEHTAIBHO OTPAKAIOTCS B ayJUTOPCKOM 3aKJIIOYEHUU U
CBOEBPEMEHHO JIOKJIAJbIBAIOTCA pyKOBOJACTBY. [Iporecc ayaura JOMKEH BKIOYATh B ce0s
MEXaHU3Mbl II€pelayd BHIBOJOB ayJUPYEMOW CTOpOHE, MOJIydeHHs OOpaTHOH CBS3M U
IIPEACTABIICHUS ayAUTOPCKON OTUETHOCTH PYKOBOJICTBY M 3aMHTEPECOBAHHBIM CTOPOHAM, B
TOM 4YHUCJI€ JIMIIaM, OTBETCTBEHHBIM 3a CHUCTeMY (apMakoHaA30pa, B COOTBETCTBUM C
TpeOOBaHUSIMU aKTOB opraHoB Coro3a, 3aKOHOIaTEIbCTBA FOCYJAPCTB-UJICHOB U YKa3aHUSIMU
o ayauTy cucteMbl (papmakoHana3opa. Pe3ynpTaThl aynuTa IOJDKHBI MPEACTABISTHCS B
COOTBETCTBUH C OTHOCUTEIBHBIM YPOBHEM PUCKA U KIACCU(PUIIMPOBATHCS C LEJIbI0 YKa3aHUs
X KPUTUYHOCTU IO OTHOILIEHHIO K PUCKAM, BIMSIONIMM Ha cHUCTeMy (hapMaKoHaa30pa,
IIPOLIECCHI M KOMIIOHEHTHI IPOLECCOB.



207. Cucrema knaccuukanuu J0JKHa ObITh ONpe/ieJieHa B OMIMCAaHUU CUCTEMbI KaueCcTBa
(dhapMakoHaa30pa U JIOIKHA YUUTHIBATh CICAYIOIINE TOPOTOBBIE 3HAYEHUSI, KOTOPHIE CIEAyeT
WCIOJIB30BaTh B TAJIbHEUIIIEH OTYETHOCTH:

KPUTHYECKUM SIBJISICTCSl IPUHIIMITHATIbHBIA HETOCTAaTOK (HECOOTBETCTBUE) OJHOTO WJIU
HECKOJBKHX TPOIECCOB WM BBHITIOTHAEMBIX MPOIIETYyp CUCTEMBI (hapMaKOHAI30pa, KOTOPHIN
HEraTUBHO BJIMSAET Ha BCIO cucTeMy (apmakoHaja3opa M (WMiau) mpasa, 0€30MacHOCTh U
0Jlaronojay4re NauueHToOB U (MJIM) MPEACTABISIET COOOM MOTEHIIMAIBHYIO YIPO3y 3J0POBbIO
HaceleHus W (WJIHM) Cepbe3HOEe HapyllueHue TpeOoBaHWil akToB opraHoB Coro3a u
3aKOHO/ATENIHCTBA TOCYIaPCTB-UJICHOB;

CYIIECTBEHHBIM SIBIIIETCSl 3HAUUTENIbHBIN HENOCTATOK (HECOOTBETCTBUE) OJIHOTO WIIU
HECKOJIBKMX TPOIIECCOB WM MPOLEAYp CUCTEMBbI (papMaKoHaA30pa WIM MPUHIMIUATILHBIN
HEIOCTAaTOK KaKOW-IMO0O 4YacTH OJHOTO MM HECKOJBKUX IMPOLECCOB WU MPOLEAYP
(dbapmakoHa30pa, YTO OTPUIIATENILHO CKAa3bIBACTCS Ha BCEM Ipoliecce U (WJIH) MOTEHIIUATBHO
MOXET CKa3aThCsl Ha IMpaBax, O€30MACHOCTH U OJaromnojy4yuu MalueHTOB, U (MJIM) MOXKET
NPEICTaBIISATh MOTEHIUATBHYIO OMACHOCTH JIJISl 3/IOPOBbsI HACENEeHUS U (W) MIPEACTABISET
coboif Hapymenue TpeOoBaHul akToB opraHoB Cor3a U 3aKOHOJATENbCTBA
rocyJ1IapCTB-YJIEHOB, KOTOPOE, HE CUUTAETCS CEPHE3HBIM,;

HECYIIIECTBEHHBIM SIBJIETCS HEIOCTATOK (HECOOTBETCTBUE) KAKOTO-IUOO0 KOMIIOHEHTA
OJTHOTO MJIM HECKOJIBKUX TPOIECCOB WM MPOIEAYP CUCTEMBI (papMaKoHaa30pa, KOTOPHIE, KakK
O’KMJIaeTCsl, HE MOTYT OTPHUIATEIbHO CKa3aThCs Ha BCell cucreMe (papMaKoHAaA30pa WU
nporiecce 1 (Win) mpaBax, 0€30MacHOCTH U 0JIarOMOTyIiH MarlieHTOB.

208. ITo BompocamM, KOTOpbIE HEOOXOMMO PEIIaTh B CPOYHOM MOPSAJIKE, HEOOXOAUMO
He3aMeIJIMTEeNbHO UH()OPMUPOBATH PYKOBOJCTBO O0OBEKTa ayJuTa U BBICIIEE PYKOBOJCTBO
JepKaTesl peruCTPAllMOHHOTO YIOCTOBEPEHUS.

3. JleficTBES1, OCHOBAaHHEIE Ha Pe3ybTaTax ay[HUTa M MOCICAYIOMEro KOHTPOIL ayIuTa

209. HezamennurenbHble NEUCTBUS, ONIEPATUBHBIC JIEUCTBUS, IEMUCTBUS B Pa3yMHbIE
CPOKH, a TaK)K€ BOMPOCHI, MO0 KOTOPHIM HEOOXOJUMO CPOYHOE MPHUHSITHUE PEIIeHUs JHOO
cpouHO€ HH(POPMUPOBAHUE, YKa3aHHBIC
B HACTOAILEM paszjese, NpeAHa3HAYEHbl ISl BBIMOJHEHUS B CPOKH, KOTOPBIE SIBIISIIOTCS
HAUIC)KAIMMH, YMECTHBIMU M COOTBETCTBYIOIIMMHA OTHOCHTEIBHOMY PUCKY I CHUCTEMBI
dbapmakonangzopa. Heobxonumo ycTaHOBUTh NPUOPUTETHI KOPPEKTUPYIOLIUX U
NpPEAYNPEAUTEIIBHBIX JACUCTBUM JJIsI YCTPAHEHHUS BBISBICHHBIX KPUTUYECKHX U
CYIIECTBEHHBIX HEJOCTATKOB (HECOOTBETCTBUM). TOYHBIE CPOKHM AEHCTBUM, CBSI3aHHBIX C
BBISIBJICHHBIM KPUTHYECKUM HEJAOCTAaTKOM (HECOOTBETCTBHUEM), MOTYT BapbUpPOBATHCS B
3aBUCUMOCTH OT XapakKTepa BbIBOJOB U 3aIJIAHUPOBAHHOTO JEHUCTBUA.

210. PykoBoACTBO OpraHu3aiiiu, KOTopas MmoJIBepraercs ayJIuTy, 00ecrieYuBaeT HAIMUNUe
B OpraHu3allid MEXaHW3Ma, MO3BOJISIONIETO HAJIeKAMUM o0pa3oM pemraTh BOIMPOCHI,
CBSA3aHHBIE C pe3yJbTaTaMM ayauTa cUcTeMbl (papmakoHaazopa. Komrmuiekc meponpustuii



JOJKEH BKJIKOYaTh B ceOsl aHaiIu3 HM3HA4YaJIbHOM NIPHUYMHBI BBISBICHHOI'O HEJOCTATKa,
BIIMSTHUS BBISIBIICHHBIX PE3YyJIbTaTOB ay/INTa, a TAKXKE MOJTOTOBKY IIaHA KOPPEKTUPYIOIINX U
peIynpeaUuTeNbHBIX MEPOIPUATHH.

211. Beicmiee pyKOBOJCTBO OpraHW3AIlMU W JIMIA, HAJEJICHHBIC PYKOBOASIINMHU
MOJIHOMOYHSIMH, JOJDKHBI 00€CTIEUUTh MPUHITHE BCEX HEOOXOAUMBIX 3((HEKTUBHBIX MEpP MO
YCTPAaHEHUIO HEJIOCTATKOB, BBISIBJICHHBIX B IIPOLECCE ayAUTa. BhINoONHEHNE COTIacOBaHHBIX
JNEUCTBUN JTOJDKHO CUCTEMATHYECKH KOHTpoJupoBaThcsa. MHpopManus o xone peaausanuu
KOPPEKTUPOBOYHBIX U MPEIYyNPEAUTENbHBIX MEPONPUATUN JOJKHA NEPUOJUYECKHU
TOBOIMUTHCS 10 CBEJICHUS BBICIIETO PYKOBOJICTBA COOOPAa3HO 3alUIAHUPOBAHHBIM JIEHCTBUSM.
®dakThl, NOATBEPKAAIOIIME 3aBEpUICHHE KOMIUIEKCA KOPPEKTHUPOBOYHBIX H
peIyNpeIUTEIbHBIX MEPOTIPUATHN, JOIHKHBI HAJICKAIINM 00pa3oM JTOKYMEHTHPOBATHCS.
[IporpamMma aynuTa IOJKHA MpEAyCMaTpUBaTh MOTEHIMATBHYIO BO3MOKHOCTD MTPOBEICHUS
KOHTPOJIBHBIX ayJHWTOB, KOTOPbIE OCYILECTBIAIOTCS MO MEpEe HEOOXOIUMOCTH C LENbIO
MOJITBEPIKICHUS 3aBEPILICHNUS BBITIOTHEHHS COTJIACOBAHHBIX JCHCTBHIA.

4. CucreMa Ka9ecTBa B JOKYMCHTHPOBAaHHUA
VpapieHrne Ka9€CTBOM ayIATOPCKOH JeATEIbHOCTH.
HesasucuMocTh # 0OBEKTHBHOCTD ayJUTa H PabOTHI Ay IUTOPOB

212. B opraHu3zanuu, KOTopas MPOBOJIUT ayAUT, JOJHKHO OBITh MPETYyCMOTPEHO
BBITIOJIHEHUE KOHKPETHBIX OO0S3aHHOCTEW B YACTH JEATEIBHOCTH IO ayAWTy B 00JacTu
(dapmakoHaa3opa. JlesTenbHOCTh O BBIIOJHEHUIO ayIUTOB CHCTEMBI (hapMaKoHaJa30pa
JOJIKHA OBITh HE3aBUCHUMOW. PYKOBOJICTBO OpraHu3aiiu, KOTopas MpOBOAMUT ayIUT, JOJIKHO
00ecreunTh U TOKyMEHTHUPOBAaTh HE3aBUCUMOCTh M OOBbEKTUBHOCTD ay JUTOPOB.

213. Aynutopsl JOJIKHBI ObITh CBOOOJHBI OT BMEIIATEIBCTBA ayAUPYEMON CTOPOHBI B
omnpeneneHne oObemMa ayauTa, IMPOBEACHHE ayJIuTa CHUCTEMBl (apMakoHaa3opa U
uH(popMUpoBaHUE O pe3yJibTarax ayauTa. OCHOBHAasi OTYETHOCTh JOJKHA HANPABISATHCA
BBICILIEMY PYKOBOJCTBY ayAUPYEMOU OPraHU3ALMH, KOTOPOE HECET MOJHYI0 OTBETCTBEHHOCTD
34 UCHOJIHUTENIBCKYIO U YIIPABICHUECKYIO CTPYKTYPY, YTO MO3BOJISIET ayIUTOPY BBINOJIHSITH
CBOM O0513aHHOCTHU U MPEICTABIATh HE3aBUCUMOE H OOBEKTHBHOE ayIUTOPCKOE 3aKIIOUEHUE.
AyauTopsl MOTYT KOHCYJIBTUPOBATbCS C O3KCIEPTAaMH, IMEPCOHAIOM, YYaCTBYIOIIUM B
nporueccax 1o (papMakoHaa30py, a TAKKE € JIUIOM, YIIOJTHOMOYEHHBIM IO (papMaKoHaA30py,
IPU COXPAaHEHUHU HENPEJB3SITOr0 OTHOLIEHUS U OTCYTCTBUU BIUSHUS Ha OOBEKTUBHOCTH U
KaueCTBO BBINOJIHAEMBIX paOoT. B nensix obecreyeHus: 00beKTUBHOCTH ayIUTOP MPHU OLIEHKE
ayIMTOPCKUX (PaKTOB HE JOJDKEH NMPUHUMATh TOUYKY 3PEHHUS MPUBJICKAEMBIX 3KCIEPTOB B
Ka4yeCTBE IPUOPUTETHOM.

KBannduxarmys, mpodecCHOHAIN3M, ONBIT U HEIPEPHIBHOE MOBHINCHNE KBATH(HKAITHA
ayIuTOpOB



214. Aynuropsl AOKHBI 0071aaTh TpeOyeMol KBaIM(PUKaLMe U NOAIEPKUBATH €€ B
JacTH 3HAHWH, HABBIKOB W CIOCOOHOCTEH, HEOOXOAMMBIX IS 3(PPEKTUBHOTO MPOBEACHUS
ayTUTOPCKUX MEPOIPHUATHN B OTHOIICHUH CHCTEMBbI (hapMaKOHaI30pa. AyIUTOPHI JOJKHBI
00J1a71aTh HABBIKAMH, YMCHHUSAMHU U 3HAHUSIMH B YaCTH:

a) MMPUHITUIIOB, TIPOIEAYP U METOJIOB ayIUTA;

0) CyIIECTBYIONNX HOPMATHBHBIX MPABOBBIX aKTOB, PYKOBOJICTB M JAPYTHX TPEOOBAHUH,
OTHOCSIIIMXCS K cucTeMe hapMaKoHaa30pa;

B) MEPONPUSTUIA, TPOIIECCOB U MpoIeAyp hapMakoHAI30pa;
') CUCTEM YNPABJICHUS;
1) OPTaHU3AITUOHHBIX CHCTEM.

OneHka KagecTBa ayANTOPCKOH AEATEIbHOCTH

215. Ounenka kayecTBa ayIUTOPCKOM AESITEIBHOCTH MOKET OCYIIECTBISTHCA
MOCPEJICTBOM TEKYIIEH M IEPUOJNYECKON OILIEHKH BCEW ayJIUTOPCKOM IE€SATEIbHOCTH,
OT3BIBOB ayJUPYEMOW CTOPOHBI U CaAMOOIIEHKH ayJAUTOPCKON AEATEIbHOCTH (Hampumep,
KOHTPOJIb Ka4yeCcTBa ayJUTOPCKOW JI€SITEIbHOCTH, COOJIOJEHHUE KOJIEKCa MOBEICHUS,
IporpaMM ayJauTa U ayJAuTOPCKUX MPOLEIYP).

5. AyTHl, IPOBEACHHLIC BHEITHAMY [TOCTABIIUKAMH ayIATOPCKHX yCIIyT

216. OcHOBHasi OTBETCTBEHHOCTh 32 (PYHKIIMOHUPOBAHUE U dPPEKTUBHOCTH CUCTEMBbI
dbapmakoHaa30pa JSKUT Ha JepKaTese PEeTUCTPAlMOHHOTO yAOCTOBepeHus. B cinyuae ecnu
OopraHu3alus MPUHUMAET PEIIeHHEe NMPUOETHYTh K BHEIIHEMY IMOCTaBIIMKY ayJAUTOPCKHUX
YCIIYT JUIsl BBITIOJIHEHHsI TpeOOBaHMIA TO ayIWUTy CHUCTEeMBbI (papMakoHaa30pa Ha OCHOBE
COOTBETCTBYIOIIMX TpeOoBaHuii Hactosuux [IpaBui, ciexyeT COOMIOCTH ClenyIolue
TpeOOBaAHMUS:

a) TpeOOBaHUA K MPOBEACHUIO ayJUTa U MOJITOTOBKA OIEHKHU ayJIUTOPCKOTO PHUCKa,
CTpaTeruy ayauTa, MPOTrpaMMbl ayJIuTa U OTICIBHBIX ayJUTOPCKUX 3aJaHUI TOJKHBI OBITh
JOBEACHBI JIepXKATEIEM PETHCTPAIMOHHOTO YJIOCTOBEPEHUSI 10 CBEICHHSI BHEIIHUX
MOCTABIINKOB ayIUTOPCKUX YCIYT B TUCbMEHHOM (hopMme;

0) 00beM paboOThI, 3a/1a4X U MPOLEAYPHBIC TPEOOBAHUS K TPOBEJACHUIO ayIUTa JTOJKHBI
OBITH JTOBENICHBI JeprKaTelieM PEruCTPAIMOHHOTO YIOCTOBEPEHUS O CBEJCHUS BHEITHUX
MTOCTABIIIMKOB ayIUTOPCKUX YCIYT B TUCbMEHHOH (hopMme;

B) OpraHu3aIus JI0JDKHA MOTYYUTh TOKYMEHTAIBHOE MOATBEP)KICHUE HE3aBUCUMOCTH U
O00BEKTUBHOCTH BHEUTHUX MOCTABITUKOB ay TUTOPCKUX YCIIYT;

r) BHEIIHWHA TOCTaBUIMK ayJUTOPCKUX YCIYr JOJKEH TakXe COOJI0AaTh
COOTBETCTBYIOIINE TPEOOBAHUS, IPELyCMOTPEHHBIE HacTosmuMu [IpaBuiamu.

6. Xpanenue oraeToB 00 ayurax



217. Otuetrsl 00 ayIUuTax U CBEJEHUS, MOJTBEPKIAIOIINE 3aBEPIICHUE JCHCTBHI 1O
pe3yJibTatam ayJiuTa, JOJKHBI XPAHUTHCS B COOTBETCTBUM C TPEOOBAHUSIMHU, YKA3aHHBIMU B
paszzaene Il nacrosmux [Ipasuir.

7. TpeboBaHUA K MPOBEICHUIO ayIUTa
JlepkaTeiy peruCTPAOHHbIX YAOCTOBEPEHMIA

218. lepkarenu perucTpalmOHHBIX YJOCTOBEPEHUN 00s13aHbI PETYJSIPHO MPOBOJUTH
OCHOBAHHbBIE HA PHUCKE ayIUTOPCKUE MPOBEPKU CBOEH CUCTEMBI (pApMaKOHAA30pa, BKIIIOYAS
ayJIUT CUCTEMbI Ka4eCTBa CUCTEMBI (papMaKOHAA30pa, C IEeIbl0 00eCTIeueHus] COOTBETCTBUS
JNEUCTBYIONIEH CHUCTEMBbl KayecTBa MpeabsBiIsieMbiM TpeOoBaHusAM. [laTel mpoBeneHus
ayJAUTOB U PE3yJbTaThl MPOBEACHHBIX ayJUTOB, a4 TAKXKE€ KOHTPOJIBHBIX AYJIUTOB JIOJAKHBI
HaJUIeKalmM o0pa3oM JOKYMEHTHUPOBATHCS.

JInno, ynoHoMo4eHHOE IO (PapMaKOHAI30py B TOCYQapCTBaX-WICHAX

219. O6s13aHHOCTH YIOJHOMOYEHHOTI'O JIMLIA [0 (papMaKOHAA30py B TOCYIapCcTBaX-UIeHaX
B OTHOULIEHUH JEATEIBHOCTH M0 ayauTy onpeneneHsl B paszaene I nacrosmux Ipasui. JIuno,
YIOJIHOMOUYEHHOE 110 (papMaKOHA30py B FOCY1apCTBAX-UIEHAX, TOJKHO MOJIy4aTh OTUETHI O
pe3yibTarax ayauTa CHUCTEMbl (apMakoOHaJI30pa, a TaKXKe NPEeACTaBIATh MH(POPMALHUIO
ayIUTOpaM, MUMEIOLIYI0 OTHOLIEHUE K OLIEHKE PUCKOB, BKIKOYas CBEACHUS O COCTOSIHUU
BBITIOJIHEHUSI KOPPEKTUPYIOUIMX U MOPEeayNpeauTeNbHbIX Meponpusatui. Jluio,
YIOJIHOMOYEHHOE MO (apMakoHaA30py B TroOCyAapcTBax-wieHaX, JOJDKHO IMOJIy4yaTh
uH(poOpMaLMIO O pe3yJbTarax J000ro ayauTa, HMMEIOUIYI0 OTHOIIEHHE K CHUCTEME
(bapMakoHa30pa B rOCYAapCTBAaX-UIEHAX, BHE 3aBUCUMOCTH OT MECTa €r0 MPOBECHMUS.

YIOITHOMOYEHHEIE OpraHbl FTOCYAapCTB-WICHOB

220. YHOJIHOMOYEHHBIM OpPraH IOCyAapCTBA-YJIeHA JOJDKEH PETYJSPHO NMPOBOJIMTH
HE3aBHCHUMbIE IPOBEPKU 3a/1ay CUCTEMBI (papMaKOHa30pa rocyJapCcTBa-ujeHa, peryisspHbIi
ayIUT CBOEW cuCTeMbl (papMakoHaaA30pa U OCHOBAHHBIE HA PUCKAX ayAUThl CUCTEMBbI
KauecTBa C LEJIbl0 OOECIEeUeHUs] COOTBETCTBUS CHCTEMBbl KauyecTBa MPEIbABISIEMBIM
TpeboBaHuAM. JlaThl MNpOBEAECHHS W pPE3YyJIbTaThl NPOBEICHHBIX AaYyJIHUTOB, a TaKkKe
KOHTPOJIBHBIX ayAUTOB JIOJKHBI HA/IJIEKAIIUM 00pa3oM T0KYMEHTHPOBAThCS.

8. IIpunsTas MeTOmOIOTHA

221. B uensax obecniedeHus COrNIACOBAHHOTO M TapPMOHU3UPOBAHHOIO IUIAHUPOBAHUSA U
peanu3aluu ayguTOB M TMOATOTOBKM KX OTYETHOCTH AayJIuUThl, MNPOBOJUMBIC B
YIIOJJHOMOYEHHBIX OpraHax roCyJapCTB-WIEHOB, JOJDKHBI OCHOBBIBATHCA HAa MHPUHITOU
HactossMH 1 IpaBunamMu TEpMUHOIOTUU U METOIOJIOT U U.



9. TpeGoBaHuA K ayJUTOPCKOH OTIETHOCTH
OT4eTHOCTH JepXKaTeNna pETHCTPAIHOHHOI'0 YAOCTOBEPEHUA

222. JlepkaTtenp pErucTpaliMOHHOIO YIOCTOBEPEHHUS JOJKEH BKIFOUUTD MOSICHUTEIBHYIO
3aMKCh MO KPUTHUYECKUM U CYIIECTBEHHBIM Pe3yJIbTaTaM ayJuTa CUCTEMBI (papMaKoOHaA30pa B
Mactep-(haitn cucremsl papmakoHaa3zopa. OCHOBBIBasICh Ha pe3yJbTaTax ayJIuTa, Aep>KaTelb
PETUCTPAIMOHHOTO YJOCTOBEPEHUsSI JOJKEH OOECHeUUTh IOJATOTOBKY M pealu3aluio
COOTBETCTBYIOIIETO IIJIaHa, B KOTOPOM NOAPOOHO YKa3bIBAIOTCS KOPPEKTUPYIOIIUE U
NpeayNpeaUTEIIbHbIE MeponpusaTus. llocne BBINOJHEHUS KOPPEKTHUPYIOIIUX U
MpeayNpPEeAUTENHHBIX MEPOIPUATUHN B MOJTHOM 00BEME 3aMKcCh B MacTep-(paiiie MoxeT ObITh
yaanena. J{ng ynaneHuss Kakux-aubo CBEACHUH, Kacaroluxcs ayauTa, U3 mactep-daiina
cucTeMbl (papMakoHai30pa TpeOyOTCsS 00bEKTUBHBIE MTOATBEPKIAIOIINE JAHHBIE.

223. [lepxaTenb PErucTPAllMOHHOTO yAOCTOBEPEHUS JIOKEH 00ECIEeUUTh BKIIFOUEHUE
CIIMCKA BCEX 3alJTAHUPOBAHHBIX M MPOBEJCHHBIX ayJAWTOB B MPHJIOKEHUE K MacTep-Gaiity
cucteMbl (papmMakoHaJ30pa, a TAKXKE BBINOJHEHUE BCEX 3aINIAHUPOBAHHBIX AyJUTOB C
coOmoieHueM 00s3aTeNbCTB MO OTYETHOCTH, MPEAYCMOTPEHHBIX 3aKOHOJIATEIbCTBOM
rocyaapCTB-4JIE€HOB, HacToAMMU [IpaBriiamMu U BHYTPEHHUMH NIPaBUJIAMU, IPUMEHSIEMBIMU
K OTYETHOCTH. [[aThl U pe3yabTaThl MPOBEACHHBIX ayJAUTOB, & TAKKE€ KOHTPOJIBHBIX ayJAUTOB
JOJDKHBI HaJjIeXKaIuM 00pa3oM TOKYMEHTHPOBATHCS.

OT9eTHOCTh YIIOJHOMOYECHHBIX OPTaHOB rOCYapCTB-WICHOB

224. YIIOJTHOMOYCHHBIE OpPraHbl TOCYAapCTB-UWICHOB JOHKHBI TApAaHTHPOBATh, YTO OHH
obecrneynBalOT COOJIOJCHUE 0043aTENbCTB MO MPEJACTABICHUID OTYETHOCTH MO
BBITIOJITHCHHBIM ayJIMTaM B COOTBETCTBUH C HacTosmuMmH [IpaBuiamu, akTamMy OPraHOB
Coro3a W 3aKOHOAATEIHCTBOM TOCYJIapCTB-YJICHOB, a TAaK)K€ BHYTPCHHUMH IpPaBHUIIAMH,
MIPUMEHIEMBIMU K OTYETHOCTH.

10. Kon}uneHIHaI-HOCTE

225. C npoxymeHnTaMu 1 uH(popmanueir, COOpaHHONW BHYTPEHHUM ayJUTOPOM, CIEAyeT
oOpamarbcs ¢ coONM0JIecHHeM TpeOOBaHUM 3aKOHOAATEILCTBA T'OCYJapCTBa-4jeHa, B TOM
qucie B cepe 3aliuThl IEPCOHATBHBIX JAHHBIX U KOH(GUISHIHAIBHOW HH(GOPMAITUH.

VI. Cucrema ynpaBiieHHA pACKaMH
1. O6mme monmoxeHus

226. IIpouecc ynpaBiieHUS PUCKAMH COCTOHUT U3 CIEIYIOIIHUX B3aUMOCBSI3AHHBIX U
MTOBTOPSOIINXCS CTAIHM:

1) cocTaBieHue XapakTepUCTUKU NPOoGuIIsi 6€30MaCHOCTH JIEKAPCTBEHHOTO Ipernapara ¢

OMpEeeICHUEM BaXXHBIX HJICHTU(UIMPOBAHHBIX, BAXKHBIX MOTEHUIUAJIbHBIX PHUCKOB U



OTCYTCTBYIOIIEH WMH(OpMAINK, a TaKXe acleKTOB Mpoduis 0e30MacHOCTH, TPeOyromux
aKTUBHBIX MEPOTPHUATHH MO yHPABICHUIO WU JAIbHEUIIIEMY H3yUeHHUIo (crienuduKams mo
0€30I1aCHOCTH);

2) TUIaHUpPOBaHUE JEATENBHOCTU MO (papMaKOHAI30py MO XapaKTEPUCTUKE PUCKOB U
BBISIBJICHUIO HOBBIX PHUCKOB, @ TaKXe IMOBBIIMICHHE OOIIEro YpOBHSA 3HAHMA O mpoduie
0e30MacHOCTH JIEKapCTBEHHOTO Ipenapara (TuiaH no ¢papMakoHaa30py);

3) naHUpOBaHUE M OCYIIECTBJIEHUE ACSATEIbHOCTH MO MUHHUMM3ALMH MOCIEACTBUM
PHUCKOB, a TakXKe OlleHKa Y()PEKTUBHOCTH ATOM IEATENHHOCTH (IUIaH M0 MEPAM MUHUMU3AIINH
PHUCKOB).

227. IlockosbKy Ha NPOTSHKEHUU MOCTPETUCTPALIMOHHOTO 3Tana MPOUCXOAUT HAKOTJIEHHE
JAHHBIX 1O OE30MacCHOCTU C YBEIWYEHUEM 3HaHUW 1o npoduiro 0e30MaCHOCTH
JIEKapCTBEHHOTO Ipemnapara, B IJIaH yNPaBICHHUS PUCKAMHU BHOCATCA COOTBETCTBYIOIIUE
U3MEHEHHS.

228. Ha sTame peructpanuu JEKapCTBEHHOTO Mpemnapara, a TAaKKE HHBIX 3Tamax
KU3HEHHOTO IUMKJIAa JIEKAPCTBEHHOTO Mpernapara MOTyT ObITh ONpeaesieHbl HEOOXOIUMBbIE
JOTIOJTHUTENbHBIE MEPOIPUSITHS MO U3YUEHHUIO aClIEKTOB 0€30MacHOCTH WK 3(PPEKTUBHOCTH
au00 JOMOJTHUTENbHBIE MEpPhl MUHUMM3ALUU pPHUCKA i OOECleueHUs] MPUMEHEHHUs
JICKapCTBEHHOT'O CPEJICTBA MIPH MPEBBIIIEHUH MOIB3bI HAJl PUCKOM, KOTOPBIE TOJDKHBI OBITH
BKJIIOUEHBI B IJIaH YNPABJIEHUS PUCKAMU UM BBIIIOJIHEHBI JIepKaTelIeM PETUCTPALIMOHHOTO
yIOCTOBEPEHHS.

229. TpeboBanus k ¢popMary IpencTaBICHUS JAaHHBIX B IUIAHE YIPABJICHHUS PUCKAMHU
OTIPEIEISIOTCS C yUeTOM OOeCIeueHusl UX eIMHO00pa3usi U COOTBETCTBUS MPEACTABIISIEMOM
uH(popmauu TpedoBaHusAM HacTosmux [IpaBui.

2. ITpvHIMITEI yIpaBICHUASA PUCKaMH

230. OcHOBHOU IIeNbIO0 TIpoOllecca yIpaBJICHUS PUCKaAMU SIBISETCS oOecreueHue
MPUMEHEHHS JIEKapCTBEHHOTO Mpernapara MpH MAaKCUMaJIbHO BO3MOXHOM MPEBBIIICHUH
ITOJIb3bI IPUMEHEHUS JIEKAPCTBEHHOIO MPENapara HaJl pUCKaMHU JJIs KaXJ0ro NalueHTa v JAJis
LEeJIEBBIX MOMYJSUUM B 1ieioM. Hannexaniee mianupoBaHUE CUCTEMBI YIIPABICHHS PUCKaMU
JOJDKHO OBbITh 00€CredYeHO Ha MPOTSHKEHUH BCEro KU3HEHHOTO IMKJIAa JIEKapCTBEHHOTO
npenapata. Cuctema ynOpaBieHHsS pUCKaMH [JIOJDKHA OBITh MPOMOPIMOHATbHA
UACHTU(PUIUPOBAHHBIM U MOTEHIIMATBHBIM PUCKAM MPUMEHEHHUs JIEKApCTBEHHOTO Mpernapara,
a TaKke HEOOXOJIMMOCTU TOJYYEHHUS! JaHHBIX O 0€30MacHOCTH Ha MOCTPETrHCTPALMOHHOM
JTare.

231. [1nan ynpaBiaeHuUsi pUCKaMu JIOJKEH ObITh COCPEOTOUYEH HA TEX PUCKAX, KOTOPbIE
MMEIOT OTHOLIEHUE K MEPOIPUATHUAM 110 YIPABICHUIO PUCKAMH, CB3AHHBIX C IPUMEHEHUEM
3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOIO Mpenapara.

232. K uaeHTHGUIIMPOBAaHHOMY PUCKY OTHOCST:



1) HexxenaTenbHbIE PEAKIMU, JOCTOBEPHO MPOJIEMOHCTPUPOBAHHBIE B IOKIMHUYECKUX
HCCIIEIOBAHUSIX U TIOATBEPKICHHBIC JAHHBIMU KIIMHUYECKUX HUCCIICIOBAaHMM, HEXKenaTeIbHbIC
pEaKIuK, BBIABICHHBIE B XOPOUIO CIUIAHUPOBAHHBIX KIMHUYECKUX WU AMUAEMUOIOTUUECKUX
UCCIICIOBAHUSAX, B KOTOPBIX CTENECHb OTJIIMYHUS IO OIEHHMBAEMOMY TMapaMeTpy MExXIy
rpyImamMu npeanoiaraeT HalMurue NPUYUHHO-CIEACTBEHHON CBSI3H, HEXKENATEIbHbIE PEAKIIUN
, TpeamnoyiaraeMble Ha OCHOBAaHMHM JAaHHBIX HECKOJIBKHUX CIIOHTAHHBIX COOOIIEHHH C
HaJIJIC)KAIUM YPOBHEM JOKYMEHTHUPOBAHHMS, B KOTOPBIX NMPUUUHHO-CJIEACTBEHHAs CBS3b
JIOCTOBEPHO TIOATBEPKIACTCA BPEMEHHOW B3aMMOCBS3bI0 U OHOJIOTUYECKUM WIU
(hapMaKoJIOTHYECKUM MEXaHU3MOM Pa3BUTHS;

2) HeXenaTeabHbIE PEakIuu, BKIIOUEHHBbIC B pasfen 4.8 olmiel xapaKTepHCTUKH
JIEKAapCTBEHHOT'O TIpernapara, 3a UCKIIOUEHUEM CIIy4YaeB, KOTJla OHU SABISIIOTCA d(Pdexkramu,
CBOMCTBEHHBIMH 7151 (hapMaKOJOTHYECKOTO KJIacca M YKa3aHbl B OOIIEH XapaKTEPUCTUKE
JIEKapCTBEHHOT'O MIpenapara, HO He OMKUCaHbl HEMOCPEACTBEHHO JIsi JAHHOTO JIEKApCTBEHHOTO
npenapara (B JaHHOM CIy4dae TaKOW PUCK SBJISIETCS MOTEHIIUATBHBIM PUCKOM).

233. U3 uneHTuUIMpoBaHHBIX PUCKOB, CBA3aHHBIX C MPUMEHEHHUEM JIEKApCTBEHHOTO
npemnapara, B IUIaHE YIPaBJICHUS PUCKAMM JIOJKHBI pacCMaTPHUBATHCA PUCKHU, KOTOPBIE
CBSI3aHbl C HEXKEJNATEJIbHBIMH KIMHUYECKUMH HCXOJaMU M JJisi KOTOPBIX HMEEeTCs
JIOCTATOYHOE KOJIMYECTBO HAYUYHBIX JOKA3aTEIbCTB HAJIMYMS B3aUMOCBSI3U C NMPUMEHEHHUEM
nekapcTBeHHOTro mpemnapaTta. CooOlIeHUss O HEXeNaTeNbHBIX PEaKIHUsIX MOTYT OBITh
NOJIy4eHbl W3 MHOTOUYMCIEHHBIX HMCTOYHHMKOB, TAKUX KaK JaHHbIE JOKIMHUYECKUX (
HEKJIMHUYECKUX) HCCIEAOBAaHMI, MOATBEPKICHHbIE KIWMHUYECKUMU JIAaHHBIMU, JaHHBIC
KJIMHUYECKUX U AMUAEMHUOIOTUYECKUX UCCIEAOBAHUN M UICTOYHUKH CIIOHTAHHBIX COOOIIIEHUM
, BKJIOYass JaHHbIe, ONYyOJMKOBAHHBIE B HAyYHOM MEJUIIMHCKOW JHUTEpaType.
NnentudunupoBaHHbIe pUCKH MOTYT OBITh CBSI3aHBI B TOM YHCIIE C TAKUMHU CUTYAIUsIMU, KaKk
MPUMEHEHUE JIEKapCTBEHHOTO MpernapaTa He B COOTBETCTBUM C OOUIEH XapaKTEPUCTUKOMN
JIEKapCTBEHHOIO Mpenapara Wik €ro MHCTPYKIUEN 110 MEIUIIMHCKOMY MMPUMEHEHUIO, a TAaKKe
OomMOKaMU TMPUMEHEHUS JIEeKapCTBEHHOr0 IIpemapata WM JIEKapCTBEHHBIMHU
B3aMMOJEMCTBUAMU JAHHOTO JIEKapCTBEHHOro nmpemnapara. He Bce cooOmaemsie
HEeKeJlaTebHbIE PeaKly 0053aTeIbHO OIIEHUBAIOTCS KaK PUCK, CBA3aHHBIA C IPUMEHEHUEM
JIEKapCTBEHHOTI'O MIpenapara, B ONpeIeJIEHHOM KIMHUYECKOM KOHTEKCTE.

234. V3 moTeHIMabHBIX PHUCKOB, CBS3aHHBIX C MPUMEHEHHEM JIEKapCTBEHHOTO
npenapara, B IUIAHE YMPABICHHUS PUCKAMHU JIOJKHBI PAacCMAaTPUBATHCS TOJIBKO PHCKHU,
KOTOPBIE CBSI3aHbI C HEXKENATENbHBIMU KIIMHUYECKUMHU UCXOJIaMU M B OTHOIIEHUH KOTOPBIX
MMEIOTCS Hay4Hble JaHHBbIE, IO3BOJIAIONIME TOJ03pEBaTh BO3MOXKHOCTh HaJIWUYUS
MPUYUHHO-CIIEJICTBEHHON CBS3M MOTEHIUAIBHOTO PUCKA C NMPUMEHEHUEM JIEKAPCTBEHHOTO
npenapara, HO B OTHOIIEHHMH KOTOPBIX B HACTOAIIEE BpEMsi UMEETCS HEJOCTATOYHO
N0Ka3aTeNbCTB I 3aKJIIOYEHHS O TMOATBEPXKACHUM  HaJIUuUsg  JaHHOU
IPUYUHHO-CJIE/ICTBEHHON CBS3H.



235. B muta"e ynpaBiieHHs] pUCKaMH OCHOBHOE BHUMAaHME JIOJHKHO OBITH HAMPABIICHO HA
Ba)KHbIE MJECHTU(UIIMPOBAHHBIE PUCKU, KOTOPBIE MOTYT OKa3aTh BIUSHUE Ha COOTHOIIEHHUE "
M0JIb3a — PUCK" JIEKAPCTBEHHOT'O MpernapaTta. B oTHOIIEHNN BaKHOTO HIEHTU(UIIUPOBAHHOTO
pUCKa, KOTOPBIA JOJKEH OBITh BKJIOYEH B IUIaH YIPaBJICHUS PUCKAMM, KaK MpPaBUIIO,
HEOO0XOUMO:

1) BbIOJIHEHUE NalibHEHIIEeH OIEHKU pUcKa B paMKax IjiaHa mo (apMakoHana3opy (
HanpuMmep, ISl U3yYEHHS] 4acCTOThI, CTENEHHU TSKECTH, CEPHE3HOCTH M MCXOAOB AAHHOIO
PUCKA NPU NPUMEHECHUU JIEKaPCTBEHHOTO Ipemnapara B YCIOBUSIX PYTUHHOW MPAaKTUKH, a
TaKKe JUIsl MOy, HanOoiee MOABEP)KEHHBIX PUCKY);

2) peanu3anus IEATEIbHOCTU M0 MUHUMU3AIMU PHUCKA: BKIIOYEHHWE B MH(OpPMAIIUIO O
JIEKapCTBEHHOM IIpENapare pPeKOMEHAAUW OTHOCUTEIBHO OINPENECIECHHBIX KIMHUYECKUX
MEpOMPUATHH, KOTOpPHIE HEOOXOAMMO MPEANPUHATH IS MUHUMH3AIMNU PHUCKA, WU
BBIIIOJIHEHUE JOTIOJHUTENbHBIX MEP MUHUMU3ALMHN PUCKA.

236. BaxxHbIMU TOTEHIIUAIBHBIMU PUCKAMU, KOTOPHIE JOJKHBI ObITH BKJIIOUYEHBI B TUIaH
yIOPaBICHUSI PUCKAMU, SIBIISIIOTCS PUCKH, KOTOpPbBIE MPU MOCHEAYIOIIEH XapaKTEPUCTUKE U
MTOATBEPKIECHNUN TAHHBIX PUCKOB MOTYT OKa3aTh BIMSHUE HA COOTHOLIECHHUE "'TI0JIb3a — PUCK"
JIEKapCTBEHHOT' 0 Ipemnapata. B Tex ciiydasx, Korja CymecTByeT HaydHoe 000CHOBaHHE TOTO,
YTO HEXeJIaTeNbHbIM KIMHUYECKUN Pe3yibTaT MOXKET ObITh CBSI3aH C MPUMEHEHUEM HE B
COOTBETCTBHH C 00IIIEH XapaKTePUCTUKON JIEKAPCTBEHHOTO MperapaTa Uid WHCTPYKITUEH 10
MEIUIMHCKOMY NPUMEHEHHUIO, NMPUMEHEHUEM B MOIMYJSIUUSIX, HE H3YyYEHHBIX B XOJ€
KJIIMHUYECKHUX MCCIIENOBAaHUM, WA B PE3YyJIbTATE JUIMTENBHOTO PUMEHEHHUS JIEKAPCTBEHHOTO
npenapara, HeXeNnaTeIbHY0 PEAKIUIO CIIEIyET pacCCMaTPUBATh KaK MOTEHUUAIIbHBINA PUCK, H,
€CJIM OH OLEHMBAETCS KaK Ba)XHbIM, €ro CJIeAyeT BKIIOYUTh B IMEpPEUYEHb MpPOOJIEM IO
0€30MacHOCTH KaK Ba)KHBIN MOTEHIIMABHBIN pUCK. BaXXHBINM MOTEHIIMATBHBIN PUCK, KOTOPBIN
BKJIFOYAETCs B IJIaH YNPABJICHUS PUCKaMH, KaK MpaBuio, TpeOyeT Mocaeayonieil OeHKH B
pamMKax IutaHa 1mo ¢hapMakoHaI30py.

237. Ilpumepbl MOTEHUUATBHBIX PUCKOB BKJIIOYAIOT B CEOSI:

1) pucku, ycTaHOBJIEHHBIE MO pPE3yJbTaTaM JOKIMHUYECKUX TOKCHKOJIOTHYECKUX
UCCIIEIOBAHUN, KOTOphIE HE HAOMIOJAINCh WIM ObUITM OTKJIOHEHBI IO pe3yjbTaram
KJIINHUYECKUX UCCIENOBAaHNN;

2) HeXeNaTeNbHbIE SABJICHUS, HAOI0AaeMble B KIMHUYECKUX WITU DIUIEMUOIOTHYECKUX
HCCIIEIOBAHMAX, B KOTOPBIX CTENEHD OTJIMYHUS I10 IMAPAMETPY, XAPAKTEPU3YIOIIEMY PHUCK, IO
CpPaBHEHHUIO C TPYIION cpaBHEHHUs (TPYyNMoi mianedo Wiu JASHCTBYIONIETO BEIIECTBA, WU
IpyNIoi, He MOABEPTHYTOM BO3ACHCTBUIO) MPEANoIaraeT HaJuure NPpUINHHO-CIEACTBEHHOM
CBS3U, HO HEJOCTATOYHA JUUIS TOATBEPKACHUS IPUYNHHO-CIIEICTBEHHOM CBSI3H;

3) curHai, MoJy4eHHBIA OT CUCTEMbI COOpa CIIOHTAHHBIX COOOIIEHHUI O HEXKeNaTeIbHbIX
peaKIusix;



4) puck, B OTHOIIEHHMU KOTOPOTO M3BECTHA CBA3b C JAPYTMMHU JACHCTBYIOIHUMHU
BEI[ECTBAMH B Mpejenax OJHOr0 Kiacca WM Pa3BUTHE KOTOPOTO MPEIOoJiaraeTcs Ha
OCHOBaHUM CBOWCTB JIEKAPCTBEHHOTO Mpenapara.

238. OtcyrcrByromas uHGOpMaIusa, UMEIONIas OTHOIIEHHE K IUIAHUPOBAHUIO
yOpaBJieHUS PUCKAMH, OMpEAeNseTcsl UCXOoAs U3 OOJAacCTH OTCYTCTBYIOLIUX 3HAHHUM O
0€30MacHOCTH JIEKapCTBEHHOr0 TMpenapaTta i OMNPEAeJIEHHOr0 MPEearnojiaraeMoro
MpUMEHeHUsI (HanmpuMmep, JIUTEITbHOS MPUMEHEHUE) WU JIJISl IPUMEHEHHUS Y KOHKPETHBIX
MOMYJISIUNA MAIMEeHTOB, IS KOTOPBIX HENOCTATOYHO 3HAHUW JJIS OMPENENICHHs TOTo,
oTnuYaeTcs i mpoduiib 6€30MacHOCTH OT OXapaKTePU30BAHHOTO HA JAHHBIA MOMEHT
npo¢uis 6e30MacHOCTH JEKapCTBEHHOTO Npemnapara. OTCYyTCTBHE caMUX JaHHBIX (HarpuMep,
WCKITIOUCHHE TOMYJSIIINN U3 KIMHUYECKUX HCCIEIOBAHUN) HE O3HaudaeT 00s3aTenbHOe
OTHEcCeHHe K mpobieme mo Oe3omacHocTH. [ImaHupoBaHue ynpaBieHUS pUCKAMH B YacTH
OTCYTCTBYIOIIEH HMH(POPMAIIMU JTOJDKHO OBITh COCPENOTOYECHO Ha aCIeKTaX MPUMEHEHUS
JIEKapCTBEHHOTO Tpernapara, B OTHOIMIEHUH KOTOPBIX MPENOoIaraeTcsi BO3MOKHOE OTIMYUE OT
U3BECTHOTO Tpoduiiss 6e30MacHOCTH JIeKapCTBEeHHOTO mnpemnaparta. HeoOxonumo HaydHOe
00OCHOBaHWE ISl BKJIOUCHHUS OMPEACIICHHOW MOMYJANMH WM acleKTa MPUMEHEHHS
JEKapCTBEHHOIO TIpernapara B IUIaH YIPaBICHHUS PUCKAMU B KAadyeCTBE OTCYTCTBYIOIIEH
uHpopmanuu.

239. Ilnan ympaBiaeHUs PUCKAMHU SIBISETCS JUHAMUYHO U3MEHSIONIUMCS JOKYMEHTOM,
KOTOPBIN JIOJKEH OOHOBIIATHCS HA MPOTSHKEHUH BCETO JKU3HEHHOTO IMKJIA JIEKAPCTBEHHOTO
npenapata. OOHOBIIEHHE TIJIaHAa YIPaBICHUS PUCKAMU TpeTyCcMaTpUBAEeT BKIIOUYEHUE B
CUCTEMY YIIpaBJIEHUSI PUCKaMU HOBBIX BBISIBJICHHBIX IPOOJIEM MO 0€30MacCHOCTH, a Takxke (1o
Mepe wu3yueHuss mnpoduisi 0e30MacHOCTU) UCKIIOUYEeHHE Ju0O0 U3MEHEHUE
KJIaCCU(DUKAITMOHHOTO OTHECEHHU MPoOIeM 1o 0€30MaCHOCTH.

240. I1lpu onpeneneHun KiaacCu(PUKAITMOHHOTO OTHECEHUSI PUCKOB CJIEIyEeT UCIOJIb30BaTh
CJIEyIOIINEe yKa3aHus, HalpaBJIeHHbIE HA MOCTOSIHHBIN MEPECMOTp M COKpallleHHUEe MepeyHs
npo6JieM 1o 6€30MacHOCTH Ha MPOTSHKEHUH KU3HEHHOTO [UKJIIA JICKApCTBEHHOTO Mpemnapara:

1) BaxHBIE TTOTEHIIUAIBHBIC PUCKH MOTYT OBITh MCKIIOYCHBI U3 CIECIUPUKAIANA TIO
0€30MacHOCTH IJIaHa YNpaBJICHUS PUCKAMH (HAIpHUMEp, B CllydasX, KOT/la HAKOTUICHHBIC
HAy4YHbIE W KJIMHUYECKHE JAaHHbIE HE TMOJACPKUBAIOT MEPBOHAYATHHOE MPEANOJIOKECHHE
OTHOCUTENIbHO BIIMSHMS Ha YeJIOBEKa U MOTEHIIMATBHBIN PUCK HE MOXKET OLICHHBATHCA Kak
Ba)KHBIM,

2) B ciydasix, KOrja HET OCHOBAaHHMHM IMoOJjarath, 4To Jt00as JNeATeIbHOCTH IO
(dbapMaKoHaI30py MOXKET J1ajee JOMOIHATh UMEIOIINECS JTaHHBIC 10 XapaKTePUCTHKE PHCKA)
UM MOXET OBITh HW3MEHEHa WX KilIacCUPUKAIUS C OTHECEHHEM K BaXHBIM
UICHTUQUIUPOBAHHBIM pPHUCKaM (HalpuUMeEp, €CIAM Hay4yHble W KIMHUYECKUE JaHHbIC
YCHWJIMBAIOT JIOKA3aTelbHYI0 0a3y MO MOATBEPKACHHUIO B3aHMMOCBSI3H MEXKIYy PUCKOM U
IpUMEHEHHUEM JIEKapCTBEHHOTO Mperapara);



3) BaxkHbIEC UACHTU(PUIIMPOBAHHBIE PUCKH MOTYT OBITh UCKIIOUYEHBI U3 CHEU(pUKALUU 11O
0€30MacHOCTH TUTaHA YMPAaBICHUS PUCKAMU MPH OMpPENeJCHHBIX OOCTOSITENbCTBAX, KOTIA
MOXXET OBITh MOJATBEPXKIEHO, YTO PUCK MOJHOCTHIO OXapaKTEpHU30BaH U HaIJICKALIUM
oOpa3oM ympaBisercst (HampuMmep, s JIEKapCTBEHHBIX IMPENapaToB, HCIOIb3YEMbBIX B
TE€YEHHE JUIUTEIHLHOTO BPEMEHH, B OTHOIICHUN KOTOPBIX HAa TEKYIIEM dTare He MPUMEHSIIOTCS
Kakue-1100 IOMONTHUTENbHbIE MEPONPUITHS 10 dapMaKoHaa30py U (WIM) TpeasiaraeMble
MEpPONPHUATHS 10 MHUHUMH3ALHUH pPHUCKA CTAIH TMOJTHOCTHIO HHTETPUPOBAHHBIMU B
CTaHJIAPTHYIO KJIMHUYECKYIO IPAKTUKY, HAIPUMEp, ObUIM BKIIOUEHBI B IPOTOKOJIBI JICUEHHUS
WA KIIMHUYECKHE PEKOMEH IAINN);

4) yuuTbiBass KOHEUHYIO OOIIYIO LEdb — MOJYYUTh 00Jble NHPOPMALIUU OTHOCUTEIBHO
COOTHOIIEHUsI "Modb3a — PHUCK" IS OMpPENENCHHBIX MOMYJSIUH, HE BKIIOYCHHBIX B
nporpamMmy H3y4eHHUs JIEKapCTBEHHOI'O IMperapaTa Ha JOPETUCTPAIlMOHHOM JTare, —
COOTBETCTBYIOIIUE AaCMEKThl OTCYTCTBYIOIIEH HH(pOpMAlUM B IepeyHe MNpodiieM o
0€30MacHOCTH MOTYT MCKJIIOYAThCS W3 pasnenia cnenudukanuu no 6€30nacHOCTH MO Mepe
MOJIyYEHUsI JAaHHBIX MO O€30MacHOCTH Ha MOCTPETHCTPALIMOHHOM JTane JM0o B cllydasx,
KOT/Ia HET OCHOBAHUM MoOjarath, 4TO JOCTYMHAs B HACTOAIIEE BpeMs WM B OyaymieMm
AEATENbHOCTh MO (hapMaKOHAI30py MOXKET JONOJHUTh HMEIOLIUecs] JaHHbIE II0
XapaKTEepPUCTUKE PUCKA B OTHOIICHUHU 00acTel HeOCTaromIel nH(OpMaIny.

241. JlononHUTENbHBIE MEPOTIPUATHUS O (PapMaKOHAI30Py OMYyCKaeTCs UCKI0YaTh U3
IJlaHa yOpaBJieHHs PUCKAMHU IO Mepe MX BBIMOJHEHHS, 32 HCKIIOYEHWEM HEKOTOPBIX
PErUCTPOB MAIUEHTOB.

242. Heo6XxoauMoCTh B MPOAOKEHUN OCYIIECTBICHUS TOMOJIHUTEIBHBIX MEPOIPUSTUN
M0 MHHUMHU3AIMHA PUCKA TMOJICKUT MOCTOSHHOW OIIEHKE C OMpeaeieHHEM TpeOyeMBbIX
u3MeHeHuil. B ciiyyae ecnu AOMONMHUTENbHbIE MEPbl MUHUMHU3AIUU PUCKA CTAHOBSTCS
YacThI0 PYTUHHOW MPAKTUKHU (HApUMEp, MPU BKIIOUYEHWU PEKOMEHIAIUHA B OTHOILICHUU
KOHKPETHBIX KIMHUYECKUX MEp MUHUMU3ALNU WU TMPEJOTBPAIICHHUIO PUCKA B CTaHJapPTHHIE
MPOTOKOJIBI JICYCHUS), JOMOTHUTEIbHBIE MEpPbl MHHHMHU3AIUU pHUCKAa MOTYT OBIThH
NepeBe/IeHbl B CTATyC PYTUHHBIX MPHU MOATBEpXkAeHUU HX 3pdextuBHOCTU. B ciayuae
BBISIBJICHUSI HEA(DPEKTUBHOCTH MEp MUHUMHU3AIUMU PUCKA MOXKET OBITh MPHUHATO pEIICHUE
OTHOCHUTEJIIbHO HEOOXOIMMOCTH BBeA€HUs Oojee 3(P()EKTUBHBIX IOMOTHUTEIBHBIX MeEp
MUHUMHU3aIuU prucka. OCyIecTBIEHHE HEKOTOPBIX BUIOB MEPONPUATUN IO MUHUMMU3AIUU
pUCKa MOXKET MOTpeOOBaThCS Ha MPOTHKEHUH BCETO CpPOKa JKU3HEHHOTO ITMKIIA
JIEKapCTBEHHOT'O Tpernapara (Hanpumep, IporpaMMbl IPeA0TBpaIleHUs: 0EpEMEHHOCTH).

3. OTBETCTBEHHOCTH 32 YIIPAaBICHUE PHCKAMH B paMKaX OpraHH3aiH

243. OCHOBHBIMH YYaCTHHUKaMHu MpOIleCcCa, HENOCPEACTBEHHO BOBJICUCHHBIMHU B
IJIJAaHUPOBAHUE YIIPABJICHUS PUCKAMHU, CBSI3aHHBIMH C TPUMEHEHHEM JIEKapCTBEHHBIX



MIPENapaToB, SABJISIOTCS JAEPKATEIN PErUCTPALMOHHBIX YIOCTOBEPEHHUI U YIIOJTHOMOYEHHBIE
OpraHbl TOCyJapCTB-YJIEHOB, OTBETCTBEHHBIE 3a PEryJMpOBaHHE IMpoliecca oOpalieHus
JIEKapCTBEHHBIX MPEMApaTOB.

JepxaTeny perucTpaliOHHbIX YAOCTOBEPCHHM

244. B OoTHOWIEHUHN IPOLIECCA YIIPABICHUS PUCKAMU AEPHKATEIb PETUCTPALUOHHOTO
YAOCTOBEPEHUSI HECET OTBETCTBEHHOCTb 34!

a) obecrieyeHue (PyHKIIMOHUPOBAHMS HaJIEKALIEH CUCTEMBI YIIPABICHUS pUCKaMU Ha
TEPPUTOPHUH TOCYAAPCTB-WICHOB B COOTBETCTBHUU C TpeOOBaHUSMH 3aKOHOJIATEIbCTBA
roCy1apCTB-UYJIEHOB;

0) oOecriedueHre BHITIOTHEHUS HEMPEPHIBHOW KPUTHUECKON OIEHKH BCEX JAHHBIX TIO
npodwiro 0€30MacHOCTU, TMOJIy4YaeMbIX MPH MPUMEHEHUU JIEKApCTBEHHOTO IIpernapara.
JlepkaTenb PETUCTPANMOHHOTO YIOCTOBEPEHUS JOJDKEH O00ECIeYUuTh HEeNpPepPhIBHBIN
MOHUTOPHUHT JIaHHBIX MO (PapMaKOHAA30py C LETbIO BbISIBICHUS HOBBIX PUCKOB, NU3MEHEHUS
uMeronieicss MHGOpMAUM O PUCKAX M U3MEHEHHS COOTHOIIEHUS "Mojdb3a — PUCK"
JIEKAPCTBEHHBIX MPENapaToB C COOTBETCTBYIOIIMM OOHOBJIEHHWEM CHCTEMBI YIPABICHUS
pUCKaMHM U IIJIaHAa YMPABJICHHUS PUCKAMH COTJIACHO TPeOOBaHUSIM HACTOSIIETO pasjena
[IpaBun. Kputnueckas orieHka nmpodussi 0€30MacHOCTH JIEKapCTBEHHOTO Mperapara JI0JKHA
BBITIOJIHATHCS HEMPEPHIBHO M OTPAXKaThCS B JIAHHBIX, MPEACTABIISIEMBIX B MEPUOIAUYESCKOM
OOHOBIIIEMOM OTYETE IO OE30MacHOCTH BHE 3aBUCHUMOCTH OT 0053aTElbCTBA 10
NpEJCTAaBICHUIO TIJIaHa yIpaBiieHUs puckamu. [loMHMO yka3aHHBIX YCIOBHH CleAyeT
JOTIOJTHUTENBHO BBIMIOJHUTH JiBa JTama MEepecMOTpa IJaHa YIPaBICHHUS PHUCKaAMU B
OTHOIIIEHUHU JICKAPCTBEHHBIX IMpEnapaToB, 0JOOPEHHBIX B COOTBETCTBUU C 3asBJICHUEM Ha
MOJIYyYE€HUE PETUCTPALIMOHHOTO YJIOCTOBEPEHHS MO MEPBUYHOMY MPEICTABICHUIO MOJIHOTO
J0Che, C OTPAXKEHUEM HEOOXOJUMOCTH BHECEHHUS W3MEHEHUW B CHEHU(UKAIHIO I10
0€30IMMacHOCTH, 3allJIAHUPOBAHHBIE U TEKYIIUE MEPONPUATHS MO (HapMaKOHAI30py U MEphI
MHUHUMU3AIUU PUCKOB:

IIPU MOATBEPKACHUU PETUCTPALNU (TIEPEPEerucTpaIiin) 4epes S JIET Mocie perucTpaluy;
B MEPUOJ MPEJCTABICHUS MEPBOTO MEPUOJUYECKOTrO OOHOBIISIEMOrO OTYETa IO
0€30MacHOCTHU MOCJIE MPOXOKACHUS MPOLEAYPHI IEpEPErUuCTpaIuu.

[Ipennonaraercsi, 4To MPEACTABICHUE YKA3aHHOTO MEPUOJUYECKOTO OOHOBIISIEMOTO
oTyeTa Mo 0E€30MacCHOCTH BBITIOJHIETCS MOCE MPOXOKIACHUS MPOUETYPhl MOATBEPKIACHUS
MepeperucTpalyu B COOTBETCTBUM C YCTAHOBJICHHBIM rpaduKoM mojadyu (OPUEHTHUPOBOYHO
yepe3 8 — 9 sieT nociie Noay4eHus: perucTpallioOHHOTIO YIOCTOBEPEHHUS ), B TOT IEPUOI, KOT1a
MOKET HA4YMHATHCS PACCMOTPEHHUE 3asABICHUN Ha PETUCTPaAllMI0 BOCIPOU3BEICHHBIX
MpenapaToB COOTBETCTBYIOIIETO aKTUBHOTO BelecTBa. TakuM 00pa3oMm, K yKa3aHHOMY
MOMEHTY Mpoduiab OE30MaCHOCTH JICKAPCTBEHHOTO Tpernapara OyJeT B OOJbIIMHCTBE
CJIy4aeB JIOCTATOYHO XOPOIIO OXapaKTepU30BaH, YTOObI 00ECIIEUUTh KPUTHUECKYIO OLICHKY U
OOHOBJICHUE TIEPEYHs MPOOIEM MO 6E30MaCHOCTH.



VIOJIHOMOY€HHEIE OpraHEI TOCYAaPCTB-WICHOB

245. O0s13aHHOCTSIMU YIIOJIHOMOUYEHHBIX OpPraHOB T'OCYAAapCTB-WICHOB B OTHOILIEHUU
Mpoliecca yIpaBJICHHs] pUCKAMU SIBISIOTCSA:

a) MOCTOSIHHBIM MOHUTOPHHT OJIb3bI U PUCKOB IPUMEHEHUS JIEKAPCTBEHHBIX MTPENApaTOB,
BKJIIOYAs OLIEHKY COOOIIEHHI O BBISIBIICHHBIX HEKENATEIbHBIX PEaKUUsX, IPEICTABICHHBIX
JepKaTelIIMU PErUCTPALMOHHBIX YIOCTOBEPEHHH, MEIULIIMHCKUMH U (hapMalieBTHUECKUMHU
pabOTHHUKaMH, MAalMEHTaMHU U IOJYYEHHBIX U3 JPYTUX HCTOYHUKOB HHpOpMauuu (mpu
HEOOXOIUMOCTH);

0) IpUHATHE COOTBETCTBYIOIIUX PETYJISITOPHBIX MEP MUHUMM3AIMHU PUCKOB, CBSI3aHHBIX C
MPUMEHEHUEM JIEKAPCTBEHHBIX IPENApaToB, U OOECIEUEHHE MOIYYEHHS] MAKCHUMAJIBHO
BO3MOYKHOM MOJIB3bI OT IPUMEHEHUS JIEKAPCTBEHHBIX IIPENapaTos;

B) o0OecrieyeHue npoBeICHNU MEPONPUSITHI 10 MUHUMHU3AIUU PUCKOB;

r) 3Q¢pexkTuBHBIA 0OMEH JaHHBIMU C 3aWHTEPECOBAHHBIMU CTOPOHAMM MPU HAIUYUHU
HOBOM JnoctynHoil wuHpopmanuu. Takoii oOMeH BKIIOYaeT B ceOs MpeacTaBICHHE
uHpopMalMM B COOTBETCTByMOHIeM (opmaTe NaLMEHTaM, MEIUIUHCKUM U
(dapmaleBTHYECKUM pabOTHHUKAM, IpyNIaM MallueHTOB, HAyUYHbIM COOOIIECTBAM U T. [1.;

1) oOecreyeHrne MPUHATHS COOTBETCTBYIOIIMX MEpP MUHUMH3ALHMKH PUCKOB (IPU UX
BBEJICHUH) BCEMHM JI€pKATENsIMH PEruCTPAallMOHHBIX YAOCTOBEPEHUN B OTHOILIEHUU KaK
OpUTMHAJIbHBIX, TaK M BOCIPOU3BEICHHBIX, & TAaKKe OMOAHAJIOIMYHBIX JEKAPCTBEHHBIX
[Ipenaparos;

€) npeacTaBieHrue HHPOPMALIMK IPYTUM YIIOJTHOMOUYEHHBIM OpraHaM IoCyAapCTB-YICHOB,
B TOM YHCJIE YBEIOMJCHHE O JI000M AesTeIbHOCTH MO 00ecleueHnt0 0e30macHOCTH B
OTHOLIEHUHU JIEKapCTBEHHOI'O0 Ipemnapara, BKJIKOYas YBEAOMJIEHHE OO0 H3MEHEHHUSX B
uH(pOopMaIuu 00 OPUTHHAIHLHOM JIEKapCTBEHHOM IIpenapare.

4. 3agaqum 1aHa yNpaBICHAA PACKAMH

246. Ilnan ynpaBiieHUsS PHUCKaMHU COAEPKHUT HH(OpManuio, KOTOpas AOJDKHA
COOTBETCTBOBATH CJIEIYIOIIUM TPeOOBaHUIM:

a) ONpeJeNsaTh U XapakTepru30BaTh NPoduiib 6€30MaCHOCTH JICKAPCTBEHHOTO Mpernapara;
0) yka3pIBaTh, KakKuM 00pa30M MOXHO JOMOJIHATH AAJIbHEHINYI0 XapaKTepUCTUKY
npodusst 6€30MacHOCTH JIGKAPCTBEHHOTO Mpernapara;

B) JOKYMEHTaJbHO MOJATBEPKAATh MPUHITHE MEpP MO MPEAOTBPALICHUIO HWIIU
MUHUMH3ALUN PUCKOB, CBA3aHHBIX C IPUMEHEHHEM JIEKAPCTBEHHOI'O Ipernapara, BKIIrodas
OLICHKY 3(P(EKTUBHOCTH JAHHBIX MEPOIPUSATHUIL;

I') JOKYMEHTAJIbHO MOJITBEPKIaTh BBIMOJIHEHNE TOCTPETUCTPALIMOHHBIX 0053aTEIbCTB IO
oOecrieueHn0 0O€30MacCHOCTU TMPUMEHEHUS, YCTAaHOBJIEHHBIX TNIPU PErUCTpalUU
JIEKapCTBEHHOTI'O Tpernapara.



247. B nuaH ynpaBlieHUsl pUCKaMU JIOJDKHBI OBbITh BKJIFOUEHBI YKa3aHUs, KaKOBa CTEIEHb
YBEPEHHOCTH B TOM, YTO 3(PPEKTUBHOCTD JIEKAPCTBEHHOIO Mpernapara OyJeT Takoil ke, KakK B
KJIIMHWUYECKHUX UCCIIEI0BAHUSIX.

5. O630p dopmara u comepkaHus IUIaHA YIIPABICHUS PACKaMH

248. Ilnan ympaBiieHHsI puCKamu cOCTOUT W3 7 vacteud. [IpencraBnsiemblid 1iaH
YIPABJICHUS PUCKAMU JOJKEH UMETh €AMHOOOPA3HbIN 111a00H, MO3BOJISIONIUNA BBITTOIHUTH
OIICHKY IJIaHA YIIPaBJIEHUS PUCKAMHU.

249. Yacrtp Il mnana ympasnenus puckamu "Crnenudukanus mno 6e3omnacHocTu"
MO/IPA3/IESAETCs HA HECKOIBKO MOJIYJIEH, YTO MO3BOJIET aJalTUPOBATh COAEPKaHUE pa3/ena
K crnenuduke JEeKapCTBEHHOTO Mpemnapata. MoaylbHas CTpYKTypa MpeaHa3HadeHa Jis
oOJyierueHuss OOHOBJICHMS IUIaHA YIPABICHHUS PUCKaMHU, OO0eCHeYeHHs BO3MOKHOCTHU
MIPUMEHEHUS YIPOIIEHHBIX TPEOOBAHUIM K COJEPKAHUIO ONPEJECICHHBIX MOAYJEH, OJHAKO
IJIaH JOJDKEH MPEACTAaBIATHCS B BHUAE €IMHOTO JOKYMEHTA, BKJIIOUYas BCE MOAYJIH U
MPUJIOKEHUS COTJIACHO COOTBETCTBYIOIIUM TPEOOBaHUAM HacTosIIero pasnaena [Ipasui.

250. Ilnan ynpaBiieHHs] pUCKaMH BKITFOUAET B c€0sl CIIEYIONINE YaCTU U MOIYJIH:

yacTh | "O0630pHast uHPpopManus 1o JIeKapcTBEHHOMY Ipenapary";

yacTs Il "Crenndukarnus mo 6e3omnacHocTu";

Moayib Cl "InuaemMuonorus moka3aHui Mo HeJIEBbIM MOMYJIAIUsiM;

Moyib CII " JoknuHuYecKkas 4acTh';

moxyJib CIII "Bo3aeicTBre 1eKapCTBEHHOIO MPENapaTa B KIMHUYECKUX UCCIEN0BAHUAX "

MoxayJib CIV "[lonmynsanuu, He U3yYEHHBIE B X0/1€ KIMHUYECKUX UCCIIeIOBaHM";

Moayib CV "IlocTperucTpalimoOHHbIN ONBIT MPUMEHECHUS " ;

moxayJsib CVI "JlononHuTenpHble TpeOOBaHUs K crienudukanuu no 6e3onacHoCcTH";

moaysb CVII "UnenTudunupoBaHHbIe U TOTSHITMATBHBIE PUCKU'";

moxayJsib CVIII "O6o6mennas undopmaius mno npodiemMam 6€30nacHoCTU";

yacTs 11 "[lnan mo papmakonamzopy";

yacTh [V "[Inan nocTperucTpalinOHHBIX UCCaeA0BaHUN d(PPEKTUBHOCTU JIEKAPCTBEHHOTO
npenapara';

yacTb V "Mepbl MUHUMHU3AIMU PUCKOB (BKJIIOYas OLEHKY 3(P(HEKTUBHOCTU Mep
MUHUMU3AIUU PUCKOB)";

yacTh VI "Pe3toMe miaHa yrpaBiieHHs] pUCKaMH '
yacte VII "l[Ipunoxenns".

251. O6wvem undopmanuu, ocodbeHHo B yactu Il miana ynpaBieHUus pUCKaMmu, JOJHKEH
OBITH TTPOTIOPIIMOHAJICH UICHTU(UIIMPOBAHHBIM U MOTECHIIMATBHBIM PUCKAM, a TaKKE 3aBUCUT
OT THUIIa JICKAPCTBEHHOTr'O Ipernapara, PUCKOB, CBSI3aHHBIX C €ro MPUMEHEHHEM, U 3Tama
YKU3HEHHOTO IIUKJIa JICKAPCTBEHHOTO Mpernapara.

252. llnan ynpaBi€HHSI PUCKAMH JJIsI BBICOKOTEXHOJIOTMYECKUX JIEKAPCTBEHHBIX
npernaparoB JOJDKEH YYUTHIBaTh 0COObIE TPEOOBaHUs, MPEAbSBIsSEMbIE K JaHHOW rpyrie



[IpenapaToB B OTHOLIEHWH CONPOBOXKACHUS HA IMOCTPETMCTPALIMOHHOM 3Talle C YYETOM HX
ocobeHHocTeil. KoHKpeTHble TpeOoBaHUS K IUJIaHy YIpaBJIEHUS PUCKAMU B OTHOIICHUU
BBICOKOTEXHOJIOTUYECKUX JIEKAPCTBEHHBIX MPENApaToOB CJEAYET COrJacOBBIBATH C
YIOJHOMOYEHHBIM OpPraHOM TOCyAapcTBa-ujieHa 10 MOJAaud 3asBJICHUS] HA PETMCTPALIMIO B
paMKax IpolLeaypbl Hay4HOro KOHCyJbTHpoBaHus. IIpu pa3paboTke miaHa ynpaBieHUS
PUCKaMM BBICOKOTEXHOJIOTMUECKUX JIEKAPCTBEHHBIX IPENAapaToB CJEAYyeT YUYHUTHIBAThH
JOTOJHUTEIbHbIE TPEOOBAaHUS K CUCTEME YHPABICHHUS PUCKAMHU, MOCTPETHCTPALUOHHOMY
MOHHUTOPUHTY 3(PPEKTUBHOCTH U OE30MAaCHOCTH JAHHOMN I'PYMIBI IPENapaToB, ONPECIIeMble
akTamu opraHoB Coro3za.

253. B ciayyae HaIU4us y AepiKaTelss perucTpalMOHHOTO yJIOCTOBEPEHHS O0jiee OJTHOTO
JIEKapCTBEHHOT'O Mpenapara, CoAepxKailero aHalori4Hoe JeHCTBYIONIEe BEUIECTBO (BeIlecTBa
), CIIeqyeT BKJIIOYaTh B IJIAH YNPABIECHUS PUCKAMHU BCE COOTBETCTBYIOUIUE JIEKAPCTBEHHBIE
npenapaTsl (TakuM 00pa3oM, IJIaH yHpPaBJIEHUS PUCKAMM pa3paldaThIBA€TCsl B OTHOIICHUU
JIEUCTBYIOIIETO BEIIECTBA).

254. ndopmarus B IUIaHE YIPaBICHUS PUCKAMMU JI0JKHA MPEACTABIATHCSA TOCTATOYHO
NoAPOOHO, HO HE JOIMYCKAETCsl BKJIIOYEHHE TEKCTa, HE MMEIOLIEro MPsIMOro OTHOIIECHHS K
uH(popMalMi B JOKYMEHTE M OTBJICKAIOLIEr0 OT KIIIOYEBBIX ACIEKTOB IMPEACTABISIEMON
uH(popMaluK, KOTOpble HEOOXOAUMO YUYHUTHIBaTh AJIsI (POPMHUPOBAHMS TUIAHA YIPABICHUS
pUCKaMH, CBS3aHHBIMHU C NpUMEHEHueM Ipenapata. [man ynpaBieHus puckamu JOJDKEH
COJIEpKaTh KOMIUIEKCHBIN 0030D, OLIEHKY U 00CYX/I€HUE PUCKOB, CBSI3aHHBIX C IPUMEHEHUEM
npernapara, ¢ akleHTOM Ha HauOojee BaXKHble PUCKH, KOTOpPbIE OBUIM BBISIBICHBI HIIH
OXXKHMJAIOTCS MO  pe3yjbTaTaM OLEHKUM JOKJIMHUYECKUX, KIUHUYECKUX U
MOCTPETUCTPALMOHHBIX JaHHBIX, MPEICTABICHHBIX B IPYTUX MOIYJSIX PErHCTPALOHHOTO
J0Che JIEKapCTBEHHOIo mpemnapata. JroOble naHHbIE, BKJIIOUYEHHbIE B IUIaH YINpaBICHUS
pUCKaMH, JOJKHBI COOTBETCTBOBAaTh MH(pOpPMAIUH, MPEACTABICHHON B JIPYTHX pa3ienax
PErUCTPALlMOHHOIO JOChE JIEKAPCTBEHHOIO Mmpenapara. B miaH ynpaBieHHs puUCKaMU
JOJDKHBI OBITh BKJIFOYEHBl OTCBUIKM MJIM CCBHUJIKM HAa COOTBETCTBYIOLIUME pa3/ielibl
JOKIMHUYECKUX U KIIMHUYECKUX 0030pOB M PE3IOME, NMPEJACTABIECHHBIE B PETHCTPALOHHOM
J0ChE.

255. C uenpro obecrieueHts CorIacOBaHHOCTH MEXy HH(POpMAaLIMEl, MpeACTaBICHHON B
PETrUCTPALIMOHHOM J0ChE U IJIaHE YIIPABJICHUSI PUCKaAMU
B Clly4ae MPeACTABICHHS ATOr0 IJIaHa B COCTABE PETMCTPALMOHHOTO JOChE JIEKAPCTBEHHOIO
npenapara, HeOOXO0AMMO YYUTHIBATh B3aMMOCBSI3b MEXIy MH(pOpMalMel, NpUBeIeHHON B
paszenax IUJlaHa YHOpaBlIeHUS pPHUCKAaMU M B MOJYJISAX PETUCTPALUOHHOTO J10Che

JIEKapCTBEHHOTO TIpernapara B COOTBETCTBUU C Tabmuiei 1.
Tabmmma 1

CooTBeTcTBHE pa3AeiioB IUIaHA YIPABJICHAS PUCKAMHU W MOAYJIEH PETHCTPAIHOHHOTO HOCHE
JIEKapCTBEHHOT'O TpenapaTa



Pa3aen IJIaHa yOpaBJICHUA PUCKaMU MOZ[yJ'IB PETUCTPALIUOHHOT'O JOCHE

gacTh | "O0630pHas HH(MOPMAIKSA 110 JEKAPCTBEHHOMY MoJyJib 2.3 "OO1ee pe3toMe 10 KauecTBy';
npemnapary" Moxyis 3 "Kauecto"

yacte II, moxyns CI "Onupemuonorus noxasaHui 1o " "
" MozyJb 2.5 "O630p KIMHUYECKUX JaHHBIX
IIENIEBBIM MOMYISALHAM

Moxyis 2.4 "O630p TOKTHHUYECKAX JaHHBIX";

Moaynb 2.6 "Pe3toMe (papMakoIOTHUECKHX NaHHBIX B
gactsb I, mogyns CII "J{oxnmanueckas 9acTsp” TEKCTOBOM (popmaTe 1 B BUE Tabmui'";

MoxyIb 4 "OT4eTH 0 JOKITMHIYECKUX (HEKIMHUYIESCKIIX )

HCCIIeTOBaHUAX "

yacth 11, mogyne CIII "Dkcno3uiust ieKapCTBEHHOTO MOAyJb 2.7 "Pe3toMe KIMHUYECKUX NaHHBIX;
npenapara B KIMHUYECKUX UCCIeIOBaHUAX " MoAyab 5 "OTYeTsl 0 KIMHUYECKUX UCCIIe0BaHUIX"

gacthb 1I, mogyne CIV "llomynsmnuu, He W3YYCHHBIC B " "
“n Moyib 2.5 "O030p KIMHHUYECKHUX JaHHBIX
X0Zi€ KIMHUYECKUX UCCIEI0BaHNI

yacth 1, mogyns CV "IlocTperncTpaluOHHEIN OIBIT " "
" Moaynb 2.5 "O630p KIMHUYECKUX TaHHBIX
HNPHMEHEHHS

Moayib 2.5 "OO030p KIMHHYECKHX JAHHBIX (BKIIOUas

" 3aK/II04EHHE 00 OLIEHKE COOTHOLIEHHMs "TI0JIb3a — PUCK')
gacte II, moxyns CVII "UnentudunupoBaHusie u

HOTEHLUATbHBIE PHCKU" ’ .
Monynb 2.7 "Pe3toMe KIMHUYECKUX NaHHBIX (0O0ras

XapaKTepUCTHKa JISKapCTBEHHOTO Npernapara)"”

gacte I, momyne CVIII "O6o6muiennas wapopManust mo MOLynb 2.5 "O030p KIMHUYECKUX JAHHBIX';
npobyiemMam 1o 6e3omacHocTH" Moxmyis 2.7 "Pe3toMe KITMHHYEeCKIX TaHHBIX"

Moaynb 2.5 "O630p KIMHUYECKUX TAHHBIX'";
n n
gacts [II "Ilnan mo gpapmakoHag30py Y .
Moaynb 2.7 "Pe3toMe KIMHUYECKUX JaHHBIX

gacTp [V "Tlnan mocTperucTpanuoHHEIX HCeCleoBaHnil MOLyb 2.5 "O030p KIMHUYECKUX JAHHBIX';
a¢pextuBHOCTH" Monyisb 2.7 "Pe3toMe KIMHUYECKUX NaHHBIX"

gacTh V "Mepsl MUHUMH3AIIUU PUCKOB MPUMEHEHUS " "
Mo ytb 2.5 "O030p KIMHHYECKHUX JaHHbIX";

JEKapCTBEHHOTO Tpemnapara (BKIO4Yas OLCHKY
3¢ PEKTUBHOCTH MEP MUHUMH3ALUH PUCKOB)"

Moayib 2.7 "Pe3oMe KIMHUYECKUX JaHHbIX"

256. Ucnonp30BaHue CBEAECHUN MOYJIEN PETUCTPALIMOHHOTO JOCHE OTHOCITCS K CIIydasiM
IPEACTABICHUSI HA PETUCTPALMI0 PETUCTPALMOHHOIO J0ChE JIEKAPCTBEHHOTO Ipernapara ¢
BKJIFOUEHHBIM B YHUCJIO JOKYMEHTOB IUIAHOM YIpaBlICHUS pUCKaMM (HampuMmep, mojaya
3asBJICHUSI HA PETHCTPAIMIO WM BHECEHUE CYIIECTBEHHBIX M3MEHEHHI) MO0 OTHOCSTCSA K
paHee IPEeACTaBIEHHBIM B JJOCHE TAHHBIM.

257. Onucanue coAepkaHus pa3eIoB U MOYJIEH MJIaHa YIPABICHUS! PUCKAMU COTJIACHO
nyHkraM 246 — 347 wnacrtosmux IIpaBun naeT pekomMeHAAlMU MO OCHOBHBIM JIaHHBIM,
KOTOPBIE OJKHBI OBITh MPE/ICTABICHBI B JOKyMeHTe. CleAyeT NpuHUMaTh BO BHUMAaHUE, YTO
HEKOTOPBIE ACIEKTHI MPEACTABIISIEMbIX JAHHBIX, B CIIy4ae €CJId OHU HE UMEIOT OTHOIIEHUS K
ONPENECICHHOMY JICKAPCTBEHHOMY MpEnapary, MOTYyT COKPallaThCs, W, HAPOTUB, MOXKET
NOTPeOOBAThCS OCBEIICHUE JOMOJHUTENBHBIX aCIEKTOB, KOTOpPhIE HE YIOMSHYTHI B
Hactosiiux [lpaBunax. Best mpencraBieHHasl B IJIaHe YHOpaBieHUs] puckaMu uH(opmarius
J0JKHA OBITh HaydHO 00OOCHOBaHA, HE JOIYCKAeTCsl BKIIOUEHUE DJIEMEHTOB WMH(MOpMaIuu
PEKJIaMHOT0 XapakTepa.



258. Paznen nnana ynpaBiaeHUs pUCKaMHU, IPEIBaPSIIOIINA OCHOBHOUM JOKYMEHT, JOJKEH
BKJIIOYATh CIEAYIONIYIO a/IMUHUCTPATUBHYIO HH(DOPMAIIUIO:

1) naTa okoHuaHus cOOpa JaHHBIX TEKYIIETO TUIAHA YIIPABJICHHS PUCKAMU;

2) naTa NOJANMCAaHUs U HOMEP BEPCUU IJIaHa YIPABICHUS PUCKAMU;

3) nepeueHp yacteil U Moayneil. J[nsg oOHOBIEHWI IJIaHa ynpaBJE€HHUsS PUCKaMH B
yKa3aHHOM pasjiejie IJIaHa yIpaBiIeHUsI pUCKAMU JOJDKHBI ObITh MPUBEIACHBI B TaOIUYHON
dbopmMe HOMep BepcHM MOAyJed U Jara OAOOpEeHHs Aep)KaTeleM pPErucTPaluOHHOIrO
yaocToBepeHus. B ciyuae npencraBieHus 0OHOBIEHHON BEPCHUM IJIaHA YIPABICHUS PUCKAMHU
BKJIIOYAETCS KOMMEHTAapUi C KpaTKUM ONMCAaHHUEM OOOCHOBaHMS OOHOBJIEHUS ILIaHA
YIIPABJICHUS PUCKAMHU U PE3IOME BHOCHMBIX CYIIECTBEHHBIX M3MEHEHHUW B pa3eibl IJIaHA
YIIPaBJICHUS] PUCKAMHU;

4) moATBEpKAEHUE PACCMOTPEHHUSI U COIJJACOBAHMS IJIAaHA YNPABJIECHUS PUCKAMH CO
CTOPOHBI YIOJIHOMOUYEHHOI0 JUla 1Mo ¢dapMakoHaa3opy B ¢opme (aKTHUECKON MOANHCH
ATOTO JWLA WM HMHOIO J0Ka3aTeabCTBa OJOOpPEHHUs MNPEACTaBIAEMON BEpCHUM ILIaHA
yIPaBJICHHUS] PUCKAMH CO CTOPOHBI YIIOJTHOMOYEHHOTO Jiulia o ¢apMakoHaa3opy. B ciyuae
IIOJJa4YM IJIaHA YIIPABIICHHUS PUCKAMHU B COCTaBE PETMCTPALMOHHOTO JOCHE JEKAPCTBEHHOIO
[Iperapara B Ka4eCTBE MOATBEPKIACHUS KOHTPOJISL CO CTOPOHBI YIIOJHOMOYEHHOIO JIALA 10
(dbapMakoHaA30py MOXET OBITh MPEACTABICHO 3asBJICHUE O TOM, YTO IJIAH YINPABICHUS
puckaMu OBUI PacCMOTPEH U OA0OpEH YIMOJHOMOYCHHBIM JIUIIOM MO (hapMakoOHAI30py
JEepKaTeNsl pETUCTPALIMOHHOTO YJIOCTOBEPEHHUS U JOKYMEHT 3aBEPEH AJIEKTPOHHON NMOAIHUCHIO

6. ITonpo6HOE omcanue KaXx 0¥ J9aCTH IUIaHA YIIPaBICHUS pPUCKAMHI
Yacts I "O630pHas napopManms no jeKapcTBEHHOMY Ipenapary"

259. JlanHas 4acTh JOJKHA COAEpX aTh aJMUHUCTPATUBHYIO MH(QOpPMAIMIO O IJIaHe
yIOpaBJ€HUs pUCKaMu, a TaKkke 0030pHYI0 MH(OpPMAIMIO N0 JIEKAPCTBEHHOMY Ipemnaparty (
JIEKApCTBEHHBIM IIperapaTraM), B OTHOLIEHHMH KOTOPOrO COCTAaBJSAETCS IUJIAH YIPAaBICHHUS
puckamu. [IpencraBnsemas nHpopMaus A0HKHA ObITh aKTYalbHON U TOUHOM B OTHOIICHHUH
TEKYILEro 3asBJICHUS HAa PErMCTPALMIO JEKAPCTBEHHOIO Ipenapara, MOCKOJIbKY OHa OyAeT
OTpa)k€Ha B PETUCTPALIMOHHOM YJIOCTOBEPEHUHU.

VYkazaHHas 4acTh JIOJKHA COAEPKATh CIEAYIOLTYI0 HH(OPMAIIHIO:

uHpopMaIus 00 aKTUBHOM BEILIECTBE:

aKTUBHbBIEC (hapMalEBTUUECKHE CyOCTaHIIMM (JEHCTBYIOIME BEMIECTBA) JIEKAPCTBEHHOTO
npenapara (JIeKapCTBEHHBIX MPENapaToB);

dapmakotepanesTuueckas rpynna (kox ATX (ATC));

HAaUMEHOBAHUE IUIaHUPYEMOTO AEPKATENS PETUCTPALMOHHOIO yI0CTOBEPEHMS;

HalMEHOBaHUE U (opMa BbIIYCKa JIEKAPCTBEHHOI'O IIpenapaTta, Juisi KoToporo paspadoTaH
JAHHBIN [JIaH YIPABIECHUS PUCKAMH;



uHdOpMAIIHs O MPOIeaype perucTpanuu (B3auMHOTO PU3HAHUS, ICIICHTPATN30BaHHAS, B
COOTBETCTBUH C 3aKOHOJIATE€ILCTBOM rOCyAapCTBa-JICHA);

TOPrOBO€ HAUMEHOBAHUE B TOCYAapCTBAX-WICHAX;

KpaTKoe OIMKCaHue JEKApCTBEHHOTO Mpernapara (BKIoYaroIiee B ce0s KIacC XMMUYECKUX
COEMHEHU, K KOTOPOMY OH OTHOCHUTCS, KPaTKO€ OMUCAHUE MEXaHU3Ma JICHCTBUS, BAXKHYIO
uHpopmanuio 0 ero cocraBe (HampuMmep, MNPOUCXOXKICHUE AKTUBHOTO BEIECTBA
OMOJIOTMYECKUX JIEKAPCTBEHHBIX MPEMApaTOB, COOTBETCTBYIONIUX abIOBAHTOB JJIsI BAKIIMH));

CChUIKA Ha pasjie]l PEeruCTPAllMOHHOTO JO0ChE, COJepKamuil uHOOpMAIUIO O
JIEKapCTBEHHOM Ipernapare (€ciau IPUMEHUMO);
noka3aHus (0JJ00pEeHHbIE U MpeajiaraeMbie) (€CIIM TPUMEHUMO);
peXUM J03upoBaHUs (KpaTkas WHGOpPMAIUS MO OCHOBHOM II€JIEBOM MOMyJisiiiuu 0e3
nyonupoBanus pazzena 4.2 oOlel XxapakTepUCTUKU JIEKapCTBEHHOIO Mpenapara);
uH(dOpMaIs O JEKAPCTBEHHBIX (POpMax U I03UPOBKE;
yKa3aHUE O HaJIMYUU Yy JIEKAPCTBEHHOI'0 Mpemnapara cTaTyca MOJIEkKAIIEro
JOTIOJTHUTEILHOMY MOHUTOPHUHTY (TP MPUHATUU PEUICHUSI O PETUCTpaIluu MO0 Ha dTamax
OOHOBJICHUS TIJIaHA YIPABJICHUS PUCKAMU).

Yacts 11 "Croemuduxanua mo 6e3omacHOCTH"

260. B nanHoi#1 yacTu A0JKEH OBITh MIPEACTABICH KpaTKuil 0030p npoduis 0€30MacHOCTH
JIEKapCTBEHHOTO TIpernapara ¢ BBIICTICHUEM TeX aCIeKTOB 0€30MacHOCTH, KOTOPhIE TPEOyIOT
JanbHENIINX NEHCTBUM MO ynpaBieHuio puckamu. Crnenudukanus no 6€30nacHOCTH JA0HKHA
MPEACTaBIATh COOOM pe3toMe BaKHBIX HACHTU(UIIMPOBAHHBIX PHUCKOB JIEKAPCTBEHHOTO
npernapara, BaXKHBIX MOTEHUHMAIbHBIX PUCKOB M OTCYTCTBYomeld wuHpopmanuu. B
cneuu@uKanuy Mo O€30MaCHOCTU TAKXKE JOJDKHO OBITh JJAHO ONKMCAHUE MOMYJISLIMOHHBIX
IpyMNn, TOTEHIHATBHO MPEACTABISIOMMUX CcOOO0W Trpynmbl pucka (Ipu MPUMEHEHUH
JIEKapCTBEHHOr0 Ipenapara Kak B COOTBETCTBMU, TaK M HE B COOTBETCTBHM C 0O0mIEH
XapaKTEPUCTUKOW JIEKApCTBEHHOrO IIpenapara), a TaKXKe yKa3aHbl BCE€ HEIOCTAaTOYHO
M3YUYEHHbIE acCMeKThl mpoduis 0e30MmacHOCTH, TpeOylolue NajbHEWIIero MU3y4yeHus Ha
MOCTPETUCTPAIMOHHOM JTale ¢ MeNbI0 YTOYHECHHS U (POPMUPOBAHUS MPABUIHLHON OIICHKH
COOTHOIIIEHUsI '"Tojb3a — pHUCK" JIeKapcTBeHHOTo mpemnapara. Crneuudukanus 10
0€30MacHOCTH B IJIaHE yIpaBleHUs puckamu (OPMUPYET OCHOBY IIaHa MO hapMaKoHAA30PY
¥ TUTaHA 110 MUHUMU3AIMN PUCKOB.

261. Cnenudukanus no 0€30MaCHOCTH B IJIAHE YIIPABJICHUS pUCKaMH BKIIIOYAET B ce0s 8
MOJyJIE B COOTBETCTBUHU C IMyHKTOM 237 HacTosiuux [IpaBui.

262. [lep>xaTeysiM PETUCTPAILIMOHHBIX YJIOCTOBEPEHUM PEKOMEHIYETCS CIIEA0BATH
yKa3aHHOU CTpyKType crnenudukanuu no o6e3onacHoct. Crnernudukaius mo 6€301macHOCTH
MOXET BKJIIOYaTh B ce€O0s JOMOJHUTENbHBIE 3JEMEHThl B 3aBUCHUMOCTH OT CBOWCTB
JIEKapCTBEHHOTO Tpenapara, MporpaMmbl €ro pa3paboTKU M W3Y4YEHUSs, BKIIOYAs aCHEKTHI
KauecTBa U WX BJIUsSHHME Ha Npoduib 6e30macHOCTH U 3(PPEKTUBHOCTU JEKAPCTBEHHOTO



npenapara, pucka, CBsI3aHHOTO ¢ ()OpPMOIi BBITYCKa, U WHBIE aCMEKThl, MOIUMDUITHPYIOIINE
npoduIb 6€30MaCHOCTH.

OO6mie yka3aHus B OTHOIEHHA BOCIPOU3BENEHHEIX M BRICOKOTEXHOIOTHIECKHX JISKAPCTBEHHBIX
IpenaparoB

Bocmpon3BeieHHEIE JISKAPCTBEHHEIE TIPEIapaThl

263. B oTHOLIEHUH BOCIPOU3BEACHHBIX JIEKAPCTBEHHBIX MPENAPATOB MPEANOIAraeTcs,
yTo crnenudukanus 1Mo 0e30MacHOCTH OyJeT COOTBETCTBOBATh crHelnupUKAIUUA TI0
0e30macHOCTH peEepEeHTHOTO JIEKAPCTBEHHOTO TMpemnapara WiId JIPYyTUX BOCIHPOU3BEICHHBIX
JIEKapCTBEHHBIX TMpEnapaToB, [JIs KOTOPBIX HMEETCS OJI00peHHas JAelCTBYOIIas
cneruuKkarms mo 0e30MacHOCTH. B ciiyyae Hanu4uus HECOOTBETCTBUN MEXIAY 0J00PCHHBIMU
IUTAaHAMU YTIPABIICHUS] PUCKAMU JIJIs1 aHAJIOTUYHBIX JIEKAPCTBEHHBIX MIPEMNapaToB JepKaTesieM
PErUCTPAIMOHHOTO YAOCTOBEPEHUS JOJKHA OBITh MPEJI0KeHa U 000CHOBAaHA crielpUKaIus
1o 0e30IMacHOCTH, KOTOpasi COOTBETCTBYET JIAHHOMY BOCIPOU3BEACHHOMY JIEKAPCTBEHHOMY
npernapary. B UCKIIOUUTENBHBIX ClIydasX MPU HAMYUKU COOTBETCTBYIOIIUX OCHOBAaHUM B
OTHOIIIEHUW HOBOTO BOCIPOM3BEICHHOTO JIEKAPCTBEHHOrO IMpernapara MOXKET OBITh
npejcTaBiieHa crenudukanus mo 0€30MacHOCTH € OTJAWYUSIMU B 4YacTU TpoOsieM IO
0€30macHOCTH 0 CPaBHEHHIO ¢ TpodriieM 6e30macHOCTH pedepeHTHOTO JIEKapCTBEHHOTO
npemnapara (Hampumep, B ciiydae, Korjia 3a OTYETHBIN MEepHoJl Ha OCHOBAHMM TOJYUYECHHBIX
JAHHBIX TPOM3ONUIN W3MEHEHHS B OIeHKe Npoduis O0e30macHOCTH JIEKapCTBEHHOTO
npernapara, B clydae HaJdu4yusg OTJIMYMN B XapaKTEPUCTUKAX BOCHPOU3BEIECHHOTO
JIEKapCTBEHHOTO Tpernapara Mo CPpaBHEHUIO ¢ PedEepEeHTHBIM JIEKAPCTBEHHBIM MpenapaTom,
Hanpumep, MpyU HAJIUYUU PUCKA, CBA3AHHOIO C MPUCYTCTBYIOUIMM TOJIBKO B HEKOTOPBIX
npemnaparax BCIIOMOTaTeIbHBIM BEIIECTBOM).

BBICOKOTEXHOJIOTHIECKHE JICKapCTBCHHBIC IIPCIIAPATHI

264. BBICOKOTEXHOJIOTUUECKHE JIEKAPCTBEHHBIC MPEMAPATHI, COIVIACHO aKTaM OPTaHOB
Coro3a, BKJIIOYAIOT B ce0S TEHOTEpaNeBTHYCCKUE JIEKAPCTBEHHBIC IIPEINaparhl,
JIEKapCTBEHHBIE MpenapaTbl HA OCHOBE COMATHYECKHX KJIETOK M IpernapaTbl TKaHEBOU
WHXXEHEPUH.

265. Jl7ia BBICOKOTEXHOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaToB BBUAY CIIEHUPUIECKOMI
MPUPOJIbI XapaKTEPHBI 0COObIE PUCKH, KaK MPABUIIO, HE MPUCYIIUE APYTUM JICKAPCTBEHHBIM
npemnaparaMm. JlaHHbIE OCOOBIE PUCKH BKJIIOYAIOT PUCKHU [JIsl JKUBBIX JOHOPOB, PUCKHU
TpaHchopMalu KJIETOYHOM JIMHUU U TIEPEHOC BEKTOPOB. YKa3aHHbIC cEIU(DUUECKUE PUCKHT
HeOoOXOIMMO VYYUTHIBATH TMpU pa3paboTke crnenudpuranuu 10 0e30MacHOCTH
BBICOKOTEXHOJIOTHYECKHUX JIGKAPCTBEHHBIX IIPEenapaToB.

Mogyis CI "OnmuaeMronorus NoKa3anwii 0 OEeICBRM IOy IAnusM"



266. IIpenMeTOM ONMMCAaHUS W OLICHKH B JTaHHOM MOAYJIE SIBISETCS 3IHJIEMHOJIOTHUS
noka3zanuil. OmnucaHue JOKHO BKIIOYATh B ce0s OLEHKY YpOBHSI 3a00JIeBa€MOCTH,
pacupoCTPaHEHHOCTH, CMEPTHOCTH, TAHHBIE IO MCXO0J1aM MPHU OTCYTCTBUU JICUYEHUS LIEJIEBOM
NOMyJISILUKA, UHHOPMAIIMIO O PACIPOCTPAHEHHBIX B 1EJIEBOM MOMYJISIIIMU COMYTCTBYIOIIUX
3a0oneBanusx. Onucanue JOMKHO OBITH MPEJCTABICHO CO CTpaTU(UKAIMe Mo BO3pacTy,
[OJly U PacoBOMY M (WJIM) 3THUYECKOMY IPOUCXOXKJEHUIO B CiIyyae, €Clii yKa3aHHbIE
MOMYJSALMOHHBIE ACHEKThl XapaKTEPUCTUKHU SBISIOTCA 3HAYMMBIMH JJISI  OLEHKH
0€30MacCHOCTH U YTIPaBJICHUS PUCKAMHU.

267. Paznuuus B dNIMAEMHOJIOTUH TOKAa3aHUM B Pa3HbIX PETHMOHAX TAKKE JIOJIKHBI
MOABEPraThCad OLEHKE M ONUCAaHMIO (B Cilydyae, €CIM I 3MUIAEMUOJIOTHH XapaKTEpPHbI
peruoHanbHble pasznuuusd). [lpy HaauYuM OTAMYMN XapaKTEpPUCTUKH SMUIAEMUOIOTUH
MOKa3aHUM B TOCYJapCTBAX-UJICHAX ONMUCAHUE JAHHBIX OTIUYUNA MOKET OBITh MPECTABICHO B
4acTH NPUJIOKEHMS 9 IIaHa yIpaBlIeHUsS PUCKAaMHM, YKa3aHHOW B IyHKTE 344 HaACTOSIIMX
[IpaBui, B COOTBETCTBUH (DOPMATOM M CTPYKTYpPOM TaKUX JTAHHBIX.

268. Cnenyer Taxke IpencTaBUTh MHGOpManMio o (akTopax pucka 3aboneBaHuUs U
OCHOBHBIX CYHIECTBYIOLIUX MOAXOJaX K JIUEHHUIO. B Monyip BkiItouaeTcs uHpopmaius o
3HAYUMBIX (pEJICBAHTHBIX) HEXKEJIATENbHBIX SBICHHUAX, KOTOPBIE OXHAAKTCI (IpH
OTCYTCTBUM JICUECHMS) y I€JI€BOM MOMYJSALMH, BKIIOYAs YacTOTy U XapaKTEPHUCTUKY
HEeXeJaTelIbHbIX SBJIICHUN. /[aHHbBIE, IpeICTaBIEHHBIE B MOAYJE, JOJKHBI CLIOCOOCTBOBATH
[IPOTHO3UPOBAHHUIO M MHTEPIPETALUN NOTCHIUAIBHBIX CHUTHAJIOB, a TAKXKE ONPEIEICHUIO
HaAIpaBJIEHUH MUHUMM3AINH prckoB. MH(popmalusa nomkHa ObITh KpAaTKOM, JOCTOBEPHOHN U
HE JI0JDKHA COAEPIKATh AIEMEHTBI PEKJIAMHOT0 XapakTepa.

Monyms C II "Joxnmuwdeckas 9acTs"”

269. JlaHHBI MOAYJb JIOJKEH COJIEp)KaTh PE3IOME BaXKHBIX JaHHBIX, MOJYUYEHHBIX B
pe3yibTare NPoBEICHUs JOKIMHUYECKUX UCCIIeIOBaHUM 0€30MacCHOCTH, HallpuMep:

1) pe3ynbTaThl HMcCieAOBaHUS TOKCUYHOCTU (KJIIOYEBBIE AAHHBIE O TOKCUYHOCTH,
MOJy4YeHHBbIE B XOJI€ MCCIIEeIOBaHUN, HANPUMEpP, TOKCUYHOCTH TMPU OJHOKPATHOM W TIPHU
MOBTOPHOM  (MHOTOKPAaTHOM) TNPUMEHEHUHM, PENPOAYKTUBHOM  TOKCHYHOCTH,
AMOPUOTOKCUYHOCTH, TEpPATOr€HHOCTH, HE(PPOTOKCUYHOCTHU, TeMaTOTOKCUYHOCTH,
F€HOTOKCUYHOCTH, KaHIIEPOTE€HHOCTH);

2) nanHble 00 UCCIeI0BaHUIX (PapMaKOIOrHYeCKON 0€30IacCHOCTH (HampuMep, BIUSIHHE
Ha CEepJIEYHO-COCYJIUCTYIO CUCTEeMY, BKIItoUas yanHeHue QT-uHTepBana, HEPBHYIO CUCTEMY
UT. 1.);

3) JaHHBIE O PEAKIUIX B3aUMO/JICUCTBUS JIEKAPCTBEHHOTO Mpernapara;

4) uHbIEC TaHHBIE O TOKCUYHOCTH.

270. B moayse qoiKHA coaepkaThess HHGOpMAIUs O 3HAYMMBIX TOKCUYECKUX CBOMCTBAX
U aKTyaJbHOCTH BBIBOJOB MHPHU KMCIOJB30BAHUHU HA JIIOJAX. 3HAYUMOCTh JIaHHBIX OyJeT
3aBUCETh OT CBOMCTB JIEKAPCTBEHHOTO IpernapaTra, 0COOEHHOCTEH IEJIEBON MOMYJIAIHNN U



OTbITa TPUMEHEHHUsI MOJOOHBIX COSTMHEHUM WU TMOJXO0J0B K Tepanmuu NpU MPUMEHEHUHU
JIEKapCTBEHHBIX MpernapaToB ToM ke Tpymnnbl. Heo0xoauMo OTpa3uTh yCTAHOBJICHHBIC
3HAYMMbIE HANPaBJICHUSI TOKCUYECKOTO BO3JIEUCTBUA (110 IIEJIEBBIM CUCTEMaM M OpraHaM) u
000CHOBaHHYIO OIICHKY MOJYYEHHBIX JAHHBIX IO TOKCUYHOCTH JJig yenoBeka. [lomumo 3Toro
TOJDKHBI 00CYKIAaThCsl aCMEKThl KadecTBa, B CiIydae €CJIM OHM MOTYT 3HAYUTEIHHO
OTpa3uThCsl Ha npoduse 6e30MaCHOCTH JEKAPCTBEHHOIO Mpernaparta (B YaCTHOCTH, Ba)KHas
uHpopmalus 00 aKTUBHOM BEHIECTBE WJIM €ro MPUMECSX, HAIpUMep, T€HOTOKCUUYECKUX
npuMecsx). Ecnu nexkapcTBEeHHbIM NpenapaT MpeJHa3HAYeH [Jis1 OPUMEHEHUS KECHIIMHAMU
JIETOPOJITHOTO BO3PACTa, B JOKYMEHTE JIOJKHBI ObITh MPUBEICHBI JaHHBIE O PEMPOIYKTUBHON
TOKCUYHOCTH W BJIUSHUU HA PAa3BUTHE IUIOJA, a TAKXKE O IMOCIEICTBUSIX HCIOJIb30BAHUS
JIEKapCTBEHHOT'O MIpenapara y JaHHOM TpyMIIbl MallUeHTOB.

271. B cnyyae eciiy AOKJIMHUYECKUE (HEKJIMHUYECKHUE) NaHHbIE MO 0€30MacHOCTH
CBHUJIETENBCTBYIOT O HAJIWMYMHU BAXKHOT'O MOTEHLIHMAIBHOTO PUCKA IS LIEJIEBOM MOMYJIALNH,
COOTBETCTBYIOIIMI PUCK TOJKEH OBITh BKIIFOUEH KakK Ipodiema 1o 0€30MacHOCTH B MOAYJIb
CVIII cnenudukanmu mo 6e30MacHOCTH IJIaHa M0 YIPABICHUIO PUCKOM.

272. B OTHOIIEHUM BBIABICHHBIX B XOJ€ JOKJIMHUYECKUX (HEKIMHUYECKUX)
HCCIIEIOBAHUI aCIIEKTOB TOKCUYECKOI0 BO3JIEUCTBUSA, KOTOPHIE OIIEHEHBI KaK HE MMEIOIIINE
3HAYMMOCTH TNPU MPUMEHEHHH Y 4YEJIOBEKA, JOJKHO OBbITh MPUBEIEHO COOTBETCTBYIOLIEE
000CHOBaHUE PE3yJIbTATOB BBHITTOJTHEHHON OIIEHKH U HE TPeOyeTCs BKIIOUEHUE UX B KAUYECTBE
npobieM 1o 6e3onacHoct B Mmoayiau CVII u CVIIIL.

273. B cnywae ecnu mo pe3yiabTaTaMm JOKIMHUYECKUX (HEKIMHUYECKHUX) WU
KJIMHUYECKUX UCCIEOBAaHUMN OMpenessieTcss He00X0IMMOCTh BBIMOTHEHUS TOTOIHUTEIbHBIX
JOKJIMHUYECKUX (HEKIIMHUYECKHUX) UCCIIEIOBAHUN C BKJIIOUEHHEM JaHHBIX MCCJIEJIOBaHUU B
miaH o ¢apMakoHaI30py, B MOAYJb BKJIIOYAETCS KpaTkas UHQpopMaius ¢ 000CHOBaHUEM
TaKoi HEOOXOAMMOCTH U yKa3aHUEM 3aIlJIaHUPOBAHHBIX MEPOTPUSITUH.

274. 3aktounTeNbHBIC BBIBOJBI M0 JAHHOMY Pa3feiy JOKHBI OBITh COTJIACOBAHBI C
coaepxkanrieM MoayJist CVII, u Bce ycTaHOBJIEHHBIE TTPOOJIeMbl 0€30MacCHOCTH JOJKHBI ObITh
otpaxeHnsl B moaysie CVIILL

275. ConepkaHue HACTOAIIETO0 MOAYJS JOJDKHO OLIEHMBATHCS C TOYKH 3PEHUS
COOTBETCTBUS OOHOBIIIEMOMY YPOBHIO 3HaHHWI B OTHOILLEHUH JIEKAPCTBEHHOIO MperapaTa Ha
OPOTSKEHUHU €ro XU3HEHHOro nukia. Ha mocTperucrpalilmoHHOM 3Tane JaHHBIM pa3nel
MOJIJIE)KUT OOHOBJIEHUIO B CiIyyae, KOrJa Ha OCHOBAHMHU IOJYYEHHBIX HOBBIX JTaHHBIX
JTOKJIMHUYECKUX (HEKIMHUYECKHX) MCCIEeNOBaHUN TpeOyeTcs BHECEHHE HW3MEHCHHI B
nepeueHp mpodsiem O6e3omacHocTU. [IpobieMbl o GE30MacHOCTH, BBISIBIICHHBIE HA OCHOBE
JAHHBIX JIOKIMHUYECKHX (HEKJIMHUYECKUX) HCCIEAOBAHUN, KOTOpPbIE MO MPOIIECTBUU
BPEMEHHU HE OLEHMBAIOTCS KaK aKTyallbHbIE JINOO HE OBLIU MOJATBEPKACHBI IO Pe3ysibTaTam
MOJIy4E€HUsI JOCTaTOYHOTO U COOTBETCTBYIONIETO ONbITa MNPUMEHEHUS Ha
MOCTPETUCTPAIMOHHOM JTale WM Ha OCHOBAaHHM C(HOPMHUPOBAHHOM J0Ka3aTelbHON 0as3bl,
MOTYT OBITh UCKIIFOUEHBI U3 NIEPEYHs MpoOIeM 1o 0€30MaCHOCTH.



Monys CIII "Bo3aelcTBHE J1€KapCTBEHHOT0 IIpenapara B X016 KIIMHWIECKHX HCCIeIOBaHuA"

276. B moayne C 11eNbI0 BHIMOJHEHUS OLICHKH OTPAaHUYECHUHN TaHHBIX MO0 OE30MacHOCTH,
MOJYYCHHBIX TPU TPOBEACHUHM KCCICAOBAHUM C y4YaCTHEM 4YEJOBEKA, JOJDKHBI OBIThH
MpPE/ICTaBICHBl JIAaHHBIC O TAIMEHTaX, KOTOPbIe OBLIM BKJIIOYEHBl B KIMHUYECKHE
MCCIeI0BaHMs (Ha KaKUX TPyMIax MalMeHTOB U3ydascs JICKapCTBEHHBIN mpemnapar). [lanHbie
JIOJDKHBI OBITH MpEJACTaBlIeHbl B dopMmare, yA0OHOM s aHanu3a (Hampumep, B gopme
Tabaui, win rpadukos). JlaHHBIE IO KIMHUYECKUM HCCIICIOBAHUSM TMPEICTABISIOTCS 0
MOMEHTa TMEPBUYHOM TMOJayu IUIaHA YIpPaBJICHHUS PUCKAMU WM TPHU CYIIECTBEHHBIX
W3MEHCHHSIX MOJYJS B CBSI3U ¢ OOHOBIICHHEM JaHHBIX TIO OIICHKE BO3JICUCTBUS B XOJIC
KIIMHUYECKUX UCCIEN0BAaHUN (HampUMep, 10 HOBBIM MoKa3zaHusM). CoaeprkaHue HaCcTOSILIEro
MOYJIS JOJDKHO OIICHMBATHCS C TOYKH 3PEHUS COOTBETCTBHS aKTyaJdbHBIM JIAaHHBIM Ha
MPOTSDKEHUH JKU3HEHHOTO ITUKJIA JICKAPCTBEHHOTO TIpernapara, B CIydae OTCYTCTBHS HOBBIX
3HAYMMBIX JaHHBIX IO BO3JCHCTBHIO JICKAPCTBEHHOrO Mperapara B X0Ji¢ KIMHHYCCKUX
MCCJIeIOBaHN OOHOBIICHUE JAHHOTO MOJYJISI HE TpeOyeTcs.

277. O6bem ucciaeayeMon MOMmyJIsiuy JOJIKEH OBITh MOJPOOHO OMHUCAH C yKa3aHUEM
JAHHBIX O KOJIMYECTBE MAIIMEHTOB U Mnepuojia (B BUE "malueHTo-jaeT", "maiueHTo-mecsieB")
, B TeUEHHE KOTOPOTO MAIMEHTHI MOJABEPTaIuCh BO3ICUCTBUIO JIEKAPCTBEHHOTO Mpemnaparta (
€CJTM MPUMEHUMO). J[aHHBIE TI0 TTOMYJIALHSIM, BKIIOUYEHHBIM B KJIMHUYECKHAE UCCIICIOBAHMS,
TaKXe JOJKHBI OBITh MpEACTaBICHBl C ydeToM cTpatudukanuu. Crpatudukamnus
MOMYJIAIIMOHHBIX MTOATPYII B TAKUX CIydYasx, Kak MPaBHIIO, BKIIOYAET B CEOS:

1) Bo3pacTt u nou;

2) MoKa3aHus;

3) 103UPOBKY;

4) ctpatuduKanys M0 UHBIM KPUTEPHUSM MOXKET ObITh MPUBEJICHA B CIy4ae 3HAUMMOCTH
JUTSI TUTAHUPOBAHUS CUCTEMBI YITPABJICHHS pUCKaMU (HapuMep, pacoOBOE TPOUCXOKICHUE).

278. Tlpu mpeAcTaBIEHUM JAHHBIX O BO3PACTE MOJDKHBI ObITh BHIOpAHBI KaTETOPHH,
KOTOpPbIE HMEIOT OTHOIICHHE K IeJIeBOW momyisnuu. JlaHHBIE MO MeAUaTPUUSCKUM
MAIMEHTaM U TTOXWJIBIM MAIIMEHTaM JIOJKHBI OBITh pa3/ieNieHbl B COOTBETCTBUU C MIPUHSATHIMHU
BO3PACTHBIMH KaTErOpUsMHU (HAIpUMep, 1Mo KaTeropusm 65 — 74 roxa, 75 — 84 rona u crapiie
85 JeT s MOKUIBIX MAUEHTOB).

279. 3a UCKJIIOUYEHHEM CIy4aeB, KOT/A 3TO SIBISETCS HEOOXOAMMBIM, JaHHBIE IO
KIMHUYECKUM HCCJIEAOBAHUSAM JOJIKHBI MPENCTaBIATHCA B 00001eHHON (opMe, HE IO
OTJIETTbHBIM KJIMHUYECKUM HCCIIEIOBAaHUSIM, C CYMMHUPOBAHUEM TOKa3zaTesei mo rpadam u
pazznenaM (eciau 3To 000CHOBaHO). B ciyuae ecnu oaHa M Ta ’Ke rpynmna NalueHToB Obuia
BKJIIOUCHA B 0oJiee 4YeM OJHO HCClieoBaHWE (HAmpuMep, MPOJOJDKEHHE OTKPBITOTO
HaOJII0/ICHUS TI0CJI€ OKOHYAHUS KJIMHUYECKOTO MCCIIEA0OBAHUS), OHA BKIIFOYAETCS B TaOIUILY
M0 TPYIINE BO3pAacTa, MoJjia M packl OAWH pa3. B ciaydae ecnu Mexay TaOnuIiaMu BO3HUKAET
HECOOTBETCTBHE 110 YHCITY MAI[MEHTOB, TOJKHBI ObITh 1aHBl COOTBETCTBYIOIINE PAa3bICHEHHUS.



280. Ecnu nnaH ynpaBlieHUsI PUCKAMU MPEACTABISIETCS BMECTE C 3asBICHUEM Ha
BHECEHHWE HOBOT'O TIOKa3aHUsS K MPUMEHEHHUIO JIEKApCTBEHHOrO IIpenapara, HOBOU
dapmarneBTHUUeCKON (POpMBI WK crioco0a BBEACHUS, OT/ICIHLHO B HAYalle JAHHOTO MOIYJIS U B
CBOJIHBIX TaOJUIIAaX JOJKHBI OBITh MPEJICTABICHBI JAHHBIC BHOCUMOTO U3MEHEHUS.

Moayns CIV "Ilonynsamun, He H3y4E€HHEIE B X0/1¢ KIIMHWYECKAX ACCIICIOBaHAN"

281. JlanHblil MOIYNb cielUM(UKALMU 110 OE30MAaCHOCTHU IJIaHA YIPaBJICHUS PUCKAMU
MpEeAHAa3HAYEH [JI1 ONMUCAHUS MNONMYyJAMA, KOTOpPbIE PacCMaTPUBAKOTCA B KOHTEKCTE
oTcyTcTBYIoMEeH nHpopmaluu. B nanHoM Mojynie 1oipKHa ObITh MpeicTaBiieHa nH(opmanus
0 TOM, Kakue 0coOble MOATrPYIIbI MAIMEHTOB LEJEeBBIX MOMYISIUN HE ObLIN U3YUYEHBI WU
OBLITM M3YyYEHBI JIUIIH B OTPAHUYCHHOM CTETICHH B TIPEJieiaX TPYIIN MAIlMeHTOB, BKIIOYEHHBIX
B KJIMHUYECKHUE HCCIIeIOBaHUs (Hammpumep, OepeMeHHbIE )KEHITUHBI, )KEHIITUHBI, KOPMSIIIHUE
rpyAbl0, TMEAUATPUYECKAS NOMYJSUUS, MOXKWIbIE MAUWEHThI, MAUUEHThl C IOYECUHOMU
HEJIOCTATOYHOCTHhIO, HapymIeHUS MU (YHKIMU TEYEHU WM  HapyUICHUSIMHU
CEpPIECYHO-COCYITUCTON NIEATEIbHOCTHA, MOMYISLUU C COOTBETCTBYIOIIMMHU T'€HETUYECKUMHU
noJuMopdu3MamMu, MaMeHThl ¢ UMMYHOCYIIPECCUEN U MOIMYJISIUN PA3TUYHON ITHUYECKOM
MPUHAIJICKHOCTH, MAIlUEHTHI, CTENECHb TSXKECTH 3a00JIEBAaHHUS KOTOPBIX OTIMYAETCS OT
M3Yy4YEHHOW B XOJI€ KIMHMYECKUX HCCIeN0oBaHuUi). B ciaydasx, korja 3TO NMPUMEHUMO,
CIeNyeT YyKa3zaTh CTENEeHb TSIXKECTU HapylleHus (QYyHKIMU TO0YeK, TMEUYEHH WU
CEePACYHO-COCYIUCTON AECATEIBHOCTA TMONYJIANUOHHOW NOATPYIIbI, a TAaKXE THII
F€HETUYECKOTr0 MOJUMOp(HU3Ma, COCTABISIOMKE 00J1acTh OTPAHUYCHUS U3YUYEHUS B XOJIE
KIIMHUYECKUX HccienoBaHuid. OrpaHUYeHUs] KIMHUYECKUX HCCIIECIOBAHUN TaKXKE TOJAKHBI
OBITh MPE/ICTABIICHBI C TOYKU 3PEHUS PEICBAHTHOCTH KPUTEPUEB BKIIIOYCHUS M HEBKIIIOUCHUS
B OTHOILIECHWH LEJIEBBIX MOMYJISALMNA, a TAKXKE Pa3Iuydil, KOTOPbIE MOTYT BO3HUKHYTH B
3aBUCUMOCTH OT TlapaMeTpOB HCCIEAOBAaHUN (HANpUMep, B CTAMOHAPHOW WU
aMOyJaTOpHOU MpakTUke). BrIBOABI 0 BO3MOXHOCTH MPOTHO3UPOBAHUS 0€30MACHOCTU IS
IEJIEBBIX MOMYJISIHHI JOHKHBI OCHOBBIBATHCS HA TOYHOW M MOAPOOHOM OIEHKE OTPaHUYCHHM
MMEIOIIUXCS TAHHBIX KJIMHUYECKUX HCCIIENOBAaHUM JTUOO MX OTCYTCTBUH JJIS KaKUX-THOO
MOArPYIII.

282. B cnywae eciM MNpPEAIOaraercs NOCTPETHCTPALMOHHOE NPUMEHEHHE
JEKapCTBEHHOIO MIpenapara y nomnyisiiuii, KOTOpble He ObUIA U3YYEHBI B XOJI€ KIMHUYECKUX
UCCJIEIOBAHUM, M HUCXOJsl U3 HAy4YHO-OOOCHOBAHHBIX JAHHBIX IOJI03PEBAETCS OTIUYUE
npoduisi 6€30MacHOCTH Yy JAHHBIX MOMYJISIHOHHBIX TPYIIN OT UEJNeBON MOMyIslHUH, a
JOCTYITHOW WHGOPMAIUU HEIOCTATOYHO JJISI ONPENENEHUs] TOr0, MOXET JIh TMOJ00HOe
NpUMEHEHHE TMpenapaTra COCTaBJIATh NpodiieMy 1o 0€30MacHOCTH, NPUMEHEHUE
JIEKapCTBEHHOTO MperapaTa y JaHHBIX HeU3yUYEHHBIX MOIMYJISIUN JODKHO OBITh BKIFOUEHO B
IJIaH YIpaBJICHUS PUCKAMU KaK OTCYTCTBYomiass uH(opmanus. YKazaHue MOMyJISIui,
UCKJTIOUYCHHBIX W3 TPOTrpaMMbl KIWHHYECKOW pa3pabOTKH, MOJICKUT BKIIOUYCHUIO B
OTCYTCTBYIOIIYIO MH(GOPMAIMIO €ClId JIEKAPCTBEHHBIN Mpernapar Ha3HA4yaeTcsl MallueHTaM



JAHHBIX TPYII B COOTBETCTBUM C YTBEPKICHHBIMU M MPEAJaracMbIMU MOKAa3aHUSIMHU K
MIPUMEHEHUIO U MPUMEHEHHUE JICKAPCTBEHHOTO Mpenapara B TaKUX MOMYJISIUSIX MOXKET ObITh
CBSI3aHO C KIMHUWYECKM 3HAYMMBIMH puckaMu. [Ipu omnpeneneHun pasiavuui MeExIy
I[EJICBBIMU TOMYJIAIUAMU W TOMYJSIUIMU, KOTOPbIe ObUIM BKJIIOYEHBI B KIMHUYECKOE
HCCIIEIOBAHHE, CIEAYET OTMETUTD, UYTO ONPEAECIEHHBIC PA3JINYNS MOTYT BOSHUKHYTh B CBSI3U
C pa3IMuMsIMU B MECTE IMPOBEICHUS HCCIeAOBaHUsS (HANpUMeEp, CTAlMOHApHAs WJIU
aMOynaTopHasi MPakTUKA), @ HE B CBSI3U C OMPEACICHHBIMU KPUTEPUSMH BKIIOUCHUS WU
HEBKJIIOUEHUA. B ciywae eciu mnpeanaraercs OTHECTH JAaHHbIE O MONYJSILUUA K
OTCYTCTBYIOIIECH MHpopmaiuu, B Moaysib CIV miaHa ynpaBieHUss pucKaMmu JOJKHO OBITh
BKJIFOYEHO 000CHOBAHHUE IO COOTBETCTBYIOIIEH CYOMOMYJISIINU.

283. B ciiydae HanmuuMsl JaHHBIX, TOATBEPKAAIONIUX HAIMYUE PUCKA HEXKEIATEIbHBIX
KJIMHUYECKUX HCXOJOB IIPU NPUMEHEHUHU JIEKAPCTBEHHOrO IIpenapara B MOIMYJISIIHUSX,
KOTOpbIE€ HE ObUIM BKIIOUEHBI B KIMHUYECKHUE UCCIIEIOBAHUS, TAaHHBIA PUCK JTOHKEH ObITh
BKJIIOUEH B YKCIIO BaXKHBIX (MMOTEHIIMAIBHBIX) PUCKOB.

Mogyms CV "IlocTperncTpanOHHbIN ONBIT IPAMCHEHUA"

284. B paHHOM MOAyJ€ NPEICTABISIOTCA NOCTYNHBIE JAaHHBIE IO PE3yJIbTAaTaM
IIOCTPETUCTPALMOHHOTO IIPUMEHEHNS HA TEPPUTOPUSIX CTPAH, II€ 3apErUCTPUPOBAH JaHHbBIN
JeKapCcTBeHHBIN npenapar. MHpopmaius B Moayse JoJKHA ObITh MpeAcTaBieHa B Gpopme
0030pa omnbITa MPUMEHEHUS HA MMOCTPErUCTPALMOHHOM 3Tare, KOTOPBIA MOXKET OBbITh MOJIE3eH
IUISL eJIed TJIAaHUPOBAHUS YIIPABIICHUS] pUCKaMU. JlaHHBIE, IPEACTABIISIEMBIE B pa3Jielie, HE
JIOJKHBI B TIOJTHOM O0BeMe TyOIMpoBaTh HHGOPMAINIO U3 TIEPUOJUIECKOTO OOHOBISIEMOTO
oTyeTa 1o 0e30MacHOCTH.

285. B Moaynap nomkHa OBITH BKJIIOYEHA HHGOpPMalMs, OTpa)karouias OLEHKY
IIPUMEHEHHS JIEKAPCTBEHHOTO IIpernapara Ha IPAaKTUKE M AacleKThl NPUMEHEHHS B
COOTBETCTBUM U HE B COOTBETCTBHHM C OOLIEH XapaKTEPUCTUKOMN JIEKapCTBEHHOTO Mpenapara,
B TOM YHUCJI€ B cllydae, KOIJa 3TO SBJISETCS HEOOXOIUMBIM JJisl UACHTU(PUKAIMU PUCKOB B
moaysie CVII, a Takxke OLIEHKY NPUMEHEHUSI B OCOOBIX MOMYJISIUAX, YKa3aHHBIX B MOJYyJIe
CIV.

286. B moayne AOMKHBI OBITH IIPEICTABIEHBl KYMYJISITUBHBIE JaHHBIE O PUMEHEHUU
JIEKapCTBEHHOI'O IIpenapaTa Ha TEPPUTOPUAX TPETBUX CTPAH IO NMOKA3AHUSIM K IPUMEHEHUIO
JIEKapCTBEHHOIO Ipernapara, He 0A00pPEHHBIM B TOCYyJlapCcTBaxX-4ieHax (€Ciau MPUMEHUMO U
aKTyaJIbHO B KOHTeKcTe MoayJist CVII, a Takxke ciaeayeT OLleHUTh BIMSHUE TaHHBIX ACIIEKTOB
Ha IIPUMEHEHUE JIEKAPCTBEHHOT O IIpenapaTa Ha TEPPUTOPUAX FOCYIapCTB-UICHOB.

Moxyms CVI "HononanTeabHbIe TpeOGoBaHUA K cuenupuKanyy mo 6e3omacHoCTH"

287. B monyne nomkHa OBITh MpECTaBlIeHa OIleHKa MOTEHINAIa pUCKa HEMPaBUILHOTO
MIPUMEHEHUS JIEKAPCTBEHHOI'O Mpernapara B HE3aKOHHBIX LEISAX W MPEAJIOKEHBbl MEpbl



MUHUMU3ALUN PUCKA, HAlpUMEp, YMEHbIIIEHUE pa3Mepa yIaKOBKU, BBEACHHE MPOrPaMMBI
KOHTPOJIMPYEMOI'0 IOCTYIIa, 0COOble TPeOOBaHUS K BBIUCKE JIEKAPCTBEHHOT'O CPEJICTBA (€CIH
MIPUMEHHMO).

Monyms CVII "UnerTnrmpoBaHHbIEC H NOTCHIMATEHEIC PACKH"

288. JlaHHBII MOYJb TUTAHA YIPABJICHUS PUCKAMU COAEPKUT UH(HOPMAITUIO O BaXKHBIX
UIACHTU(PUIIMPOBAHHBIX M TOTEHIMAIBHBIX PHUCKAX W OTCYTCTBYIOIIYIO HHGOpMALUIO (
MH(pOpMaIHIO 0 MpodiIeMax Mo 0€30MaCHOCTH).

289. B oTHOmIEHWH CIENYIONIUX acleKTOB Mpoduis 6e30macHOCTH TpedyeTcs
BBITIOJIHEHUE OCOOO0W OLIEHKH MPUMEHUTEIBbHO K ONPEACIICHUI0 PUCKOB JIEKAPCTBEHHOI'O
npernapara, ¢ NpeAcTaBlICHUEM JTaHHOW OLIEHKU B MOAYJIE B CiIy4yae, €CIU TAKUE ACIEKThI
MIPUBOJIAT K pPUCKaM IMPU MPUMEHEHUH JIEKapCTBEHHOTO Tpernapara;

1) moTeHIManbHBIA PUCK MEPENO3UPOBKHU, KaK MPEIHAMEPEHHOMN, TaK U CIy4yalHOM,
Hampumep, B TE€X cly4yasX, KOrja JIEKAPCTBEHHBIM MpEnapar XapaKTEepU3yeTcs Y3KHM
TEpANEeBTUUYECKUM HMHTEPBAJIOM WJIM MOXKET BBI3BATh BBIPAXKEHHBIE J10303aBUCUMBbIC
TOKCUYECKHE peaKIuu U (WIM) XapaKTepU3yeTCs BBICOKHMM PHUCKOM IIpeaHaMepeHHOU
MEepeO3UPOBKH Y I€JIeBOM momyJjdanuu (Hampumep, npu nenpeccuun). Ecnu ciyyau
Nepe03UPOBKUA C HEOJArONPUSATHBIMU JJIs MAIMEHTA TMOCJIEACTBUSIMUA OBbLIA BBISBICHBI B
X0J1e KIMHUYECKUX HCCIETOBAHUMN, TOJKHO OBITh CIIETaHO COOTBETCTBYIOIEE YKa3aHHUE B
OMHMCAHUM PUCKA, U BKHBIE PUCKU BCJIEACTBUE MEPEIO3UPOBKHU JIOJDKHBI OBITh BKIIOYCHBI B
KauecTBe npobiem no 6ezonacHocty B moayib CVIII cneundukanum no 6€30macHOCTH ¢
MPEUI0KEHUEM COOTBETCTBYIOIIMX MEP MUHUMU3AIMUA PUCKA B YACTH V IJIaHA YNpPaBJICHUS
puckamu (eciau HeoOX0IuMO);

2) MOTEHIHUATbHbIE PUCKH, BO3HUKAIOIIME B pe3yabTaTe OMIMOOK MPUMEHEHUS
JIEKapCTBEHHOTO Tperapara, OMpeeNssioTcs KaK HelpelIHaMepeHHas OlMOKa B MPOIlecce
JIEKapCTBEHHOW Teparnuu, KOTopasi HAHOCUT WJIM MOKET HAHECTU Bpej MauueHrty. B cimyuae
€CJIM B XO0/I€ KIIMHUYECKUX MCCIICIOBAHUI HA dTare pa3pabOoTKH JEKapCTBEHHOTO MpernapaTa
OBUTH BBISABJIEHBI OIMUOKKA MPUMEHEHHUS, KOTOpPhIE MPUBEINU K BAXXHBIM PUCKaM, B MOJYJE
MpeaCcTaBIsieTCsl HGOPMAIIHS TI0 TAHHBIM OIIMOKaM MPUMEHEHUS, BKITI0Yask MOTCHITHATBHYIO
UX MPUYMHY U BO3MOXHBIE CIIOCOOBI ycTpaHeHus. Ecinu npuMeHumo, clielyeT yka3aTh, Kak
9THU JIaHHbIE OBUIM YYTEHBI TP OKOHYATEIBbHOM pa3zpaboTKe roToBoro npenapara. OLEHKa,
NpeICTaBICHUE U MOCIENYIoas Opranu3anus padoThl ¢ ONIMOKaMU MPUMEHEHUS B IIaHE
yIpaBJICHUS PUCKAMU JOJIKHBI OCHOBBIBATHCS HAJICXKAIIUX MOAXO0AaX K MUHUMH3AIUU
pUCKa M TPEJOTBPALICHUIO OMMMOOK MPUMEHEHHUs JIEKapCTBEHHOro mpemnapara. [lpu
BBISIBJICHUM Ha TOCTPETUCTPALIMOHHOM 3Tare BaXXHBIX PUCKOB, CBS3aHHBIX C ONIMOKaMU
MPUMEHEHUS JIEKAPCTBEHHOTO TIpemnapaTra, B OOHOBICHUM TUIaHA YIPABICHUS PUCKAMH
JIOJDKHA TPEJICTABISATHCS OIICHKA PUCKA U MPEAiaraTbCsi MEphbl MUHUMH3AIMKM PUCKA OIIUOOK
MIPUMEHEHUS;



3) mOTeHIMANIbHBIN PUCK TIepeaaun HHPEKIIMOHHBIX areHTOB, CBSI3aHHBIN C XapaKTepoM
ITPOM3BOJICTBEHHOI'0 MPOLECCA WM HCIOJIb3yEMBIMUA MaTepuajaMH. B OTHOLIEHUM KUBBIX
ATTEHYWPOBAHHBIX BAaKIMH HEOOXOJMMO PAaCCMOTPETh 000N MOTEHIHAIBHBIN PHUCK
nepenavyu KMBOrO MYTHUPOBABIIETO BAKIIMHHOIO BUPYCA, a TAaKXKE€ MOTEHIIMAIbHBIA PUCK
WH()UITUPOBAHUS MAIIMEHTOB C OCIA0JICHHBIM HMMYHUTETOM IPU KOHTAKTE C BAKIIMHOM,
KOTOPBIA MOKET OLEHUBATHCSA KaK BaXKHBIN NOTEHIIUAIbHBIN PUCK;

4) NOTeHIMANIbHBIM PUCK IPUMEHEHHUS HE B COOTBETCTBUU C OOIIEH XapaKTEPUCTUKON
JEKapCTBEHHOTO Tperapara B cly4asx, KOrja MpeAroJyiaraeTcs pasiudue Mnpoosiem
0€30MacHOCTH MEXAy 1eJ€BOM MOMylIsuued U MOmyJsinuend, KOTOPOW JIeKapCTBEHHBIN
npenapaT Ha3HA4YaeTCs HE B COOTBETCTBUHU C OOIIEH XapaKTEPUCTHKOW JIEKapCTBEHHOTO
npenapara. [loTeHUMaNIbHBIE PUCKU, BO3HUKAIOIIME IMPU NPUMEHEHUH JIEKAPCTBEHHOTO
npenapara He B COOTBETCTBUM C OOIIEH XapaKTEPUCTUKOM JIEKapCTBEHHOTO IMpenapara
JOJIKHBI PACCMATPUBATHLCS ISl BKIIOUEHUS B crienUKaIuio no 6e30macHOCTY;

5) B OTHOIIECHUU BAXKHBIX HACHTU(MUIIMPOBAHHBIX WM MOTEHIIMAIbHBIX PUCKOB,
ABJISIOIINXCSA (PApMaKOJIOTMYECKUMU KJIacCOBBIMU d(PeKTaMu, B CiIydae, €Clid JaHHbIE PUCKH
HE OLICHUBAIOTCS KaK BaXKHBIE JJIsI COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO MPEINAPATa, CIEAYET
MPEIOCTABUTD JTOKA3ATEIHCTBA 0OOCHOBAHHOCTH BBITIOJTHEHHOM OIEHKH M 3aKITIOUCHUS;

6) BaXHBIE PUCKU, CBSI3aHHBIC C UIACHTU(PUIMPOBAHHBIMU M TMOTCHIUATbLHBIMU
(hapMaKOKMHETHYECKUMU U (hapMaKOJMHAMUYECKUMH B3aMMOJICHCTBHUSIMU JIEKAPCTBEHHOTO
npemnapara, J0JHKHBI pacCMaTPUBATHCS € y4eTOM C(OPMHUPOBAHHBIX MOIXO0OB K JIEUSHUIO TI0
OIOOpPEHHBIM TOKAa3aHHUSAM, a TakKe€ C y4eTOM YacTO HCIOJb3yEeMBIX JIEKapCTBEHHBIX
npenapaTroB B IiefieBoi momyisinuu. HeoOxoaumo mpencTaBuTh KyMYJISITUBHBIE JaHHbBIE,
MOATBEPKAAONINE JIEKAPCTBEHHOE B3aMMOJCHUCTBME W BO3MOJKHBIM MEXAaHU3M
JICKAPCTBEHHOTO B3aMMOJECUCTBUS, BO3MOXKHBIE PUCKHA JUIS 3J0POBbsS ITAIMEHTOB IIpPHU
MPUMEHEHUU MO PAa3JIUYHBIM MOKA3aHHUSIM W y Pa3HbIX NOMYJAIWN, a TaKXKE IUIaHbI IO
JalIbHEWIIEH XapaKTEpUCTUKE W MHHHMU3ALMUA ONMCAHHBIX PUCKOB. BakHblie puHCKH,
ABJISIFOLIUECS PE3YJbTATOM JIEKAPCTBEHHOTO B3aUMOJECUCTBUS, JOJKHBI OBITh BKIIIOUEHBI B
Mpo0OIEMBI TT0 OE30MacHOCTH;

7) pucku nisi 6epeMEHHBIX M KOPMSIIMX KEHIIUH (HalpuMep, TePaTOTeHHbIA PUCK —
MPSAMOI UM MOCPEACTBOM BO3ACUCTBUS CIIEPMbI): PEKOMEHJALMH 110 KOHTPALETILIUA MOTYT
paccMaTpuUBaThCA Kak MEPbl MUHUMU3AIUU PUCKA;

8) pucCK BIUAHUS HA (QEPTUIBLHOCTh — CIEIYET YUYUTHIBATh COOTBETCTBYIOLIUE MEPHI
MUHUMH3AIUN pPHUCKA, HAMPUMEpP, PYTHUHHOE HHGOOPMHUPOBAHHE O pHCKe U (UIH)
JIOTIOJTHUTENbHBIE MEPhI, HAIPABJICHHbIE HA COXpaHEHHE (PEPTUIILHOCTU: KPUOKOHCEPBALIMS
CIIEPMBI Y MY>KYMH ¥ KPHOKOHCEPBAIHUS SMOPHUOHOB U OOIUTOB Y JKCHIIWH;

9) pucku, cBsi3aHHBIE C YTWJIM3ALMEH MCHOJIb30BAHHOTO Mpernapara (Hampumep,
TPAaHCIEPMAJIbHBIEC IUIACTBIPA C OCTATOYHBIM AKTUBHBIM BEIIECTBOM WM OCTATOYHBIC
KOJIMYECTBA PAJMOAKTUBHBIX CPEACTB TUATHOCTHKH );



10) pucku, cBsi3aHHBIE C MPOLIEAYPOM BBECHHUS JIEKAPCTBEHHOTO Mpenapara (Hampumep,
PUCKH, CBSI3aHHBIE C KMCIOJB30BAHUEM H3JICNIHS MEIUIIMHCKOTO HA3HAYCHMS, TaKHE Kak
HEUCTPABHOCTH, BIUSIONINE HA BBEACHHYIO J103Y);

11) neguaTpuyueckue acieKTbl 6€30MaCHOCTH, KOTOPbIE pacCMaTPHUBAIOTCS KakK MpoodiieMa
1o 0€30MMaCHOCTH JJIS TeTUATPUICCKON IOy JISIIHH.

290. B cnydae eciu aepikaresieM perucTpalmoOHHOrO YA0CTOBEPEHUS HE MPEeICTaBICHA
OIICHKA BBIIICYKa3aHHBIX PUCKOB U HE JaHbl KOMMEHTAPUU OTHOCUTEIHLHO OOOCHOBAHHOCTH
WCKJIIOYEHHUS JTAaHHBIX PUCKOB M3 YHUCJIA BAXKHBIX HJICHTHU(GUIMPOBAHHBIX WMIIA BaXHBIX
MOTEHIINATBHBIX PUCKOB, YIOJHOMOYEHHBIM OpraH BIpaBe CieiaTh 3alpoc O JOMOJHEHUU
MOJYJIsl OLIEHKOM JaHHBIX PUCKOB.

291. B niiane ynpapieHus puckaMy B OTHOIIICHUH JICKAPCTBEHHBIX CPEJICTB COBPEMEHHOM
Tepanmuu TpU pa3paboTke cruenudukanuii Mo OE30MaCHOCTH JOJDKHBI YYUTHIBATHCS
cnenupuyecKre pUCKu, XapakTepHbIe I JAHHOM TPYIIbl JIEKAPCTBEHHBIX MTPEnapaToB.

Mogyms CVII "UnerTrmiMpoBaHAbIe M NOTCHUAIHHEIO PACKA".

Pazpen "IIpo6ireMsl 1o 6€30MaCHOCTH, KOTOpPHEI€ OBLIH YCTAHOBIEHBI A1 JIEKAPCTBEHHOTO
mpemnapara, IpH IEpBHYIHOM IMo/1ade IUIaHa YIPaBICHAA PACKaMH"

292. Hacrosimuii MOIyibh JOJDKEH COJEpKaTh MEpedeHb MpoOsieM 0e30MmacHOCTH,
KOTOpbI€ OBbLIM YCTAHOBJIEHBI ISl JIEKAPCTBEHHOT'O CPEJCTBA HA ATare MEPBUYHON MOJIauu
MJIaHA YTIPABJICHUS PUCKAMH HA MOJYYECHHE PETUCTPAIMOHHOTO yJOCTOBEpEHHUs OO0 Ha
NOCTPETUCTPALIMOHHOM JTane (i1 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaTos,
KOTOpBIE paHee HE UMEJIM COIVIACOBAHHOIO IJIaHa YMpaBieHUs puckaMu). JlaHHBIA MOYJIb
dbopMHpyeTCsl COTIACHO 0JI00PEHHON NMepBOHAYAIBHONW BEPCUU IIJIaHA YIIPABJICHUSI pUCKaAMU
1 HE MOJUICKUT MOCIETYIOIIUM U3MEHEHUSIM.

Mogyms CVII "UnenTrHOHIMPOBaHABIE M NOTEHUAIBHBIO PACKHA".

Paznens1 "Pucku, oneHrBaeMble Kak BaXXKHEIE 1)1 BKIIOYCHHUA B IepedeHb Ipo6iieM o
6e3onmacHocTH" ¥ "PHCKH, HE OIEHWBAaEMbI® KaK BasKHBIE I BKIIOYCHAS B IepedeHs mpobieM mo
6e3omacHocTH"

293. B naHHOM MojyJe JIOJKHA OBITh MpeACcTaBieHa HH(POPMALIMS, XapaKTepU3yolast
PUCKH B YaCTHU CEPbE3HOCTHU, YACTOThl M BJIUAHUSA HA COOTHOIIEHHE '"MOJib3a — pHUCK"
JIEKapCTBEHHOT'O IIpenapara.

294. B gactu pHCKOB, HE OTHOCHUMBIX K MpoOsiemMaM 1Mo 0e30MmacHOCTH, HHPOpMAIUs
MOXXET ObITb OOBEJMHEHAa B COOTBETCTBUM C OCHOBAHUSIMHM, COTJIACHO KOTOPBIM JIaHHbBIE
PUCKHM HE OTHECEHBI K YUCITY MPpoOsieM Mo 0€30MacHOCTH.

Moayms CVII "UnerTHrIpoBaHHEIE U IOTCHIMATLHBIC PACKA'".



Pazpen "HoBrie mpo6ieMsl mo 6€30macHOCTH U H3MEHEHHE KJIAaCCH(PHKAMOHHOTO0 OTHECEHUSA
mpobiieM o 6e3o0macHOCTH B OOHOBJICHHO# BepCHH IUIaHA yIIPaBICHHS PACKaMH"

295. CornacHO MOTYYCHHBIM Ha TTOCTPETUCTPAIIMOHHOM dTale JTaHHBIM 0 6€30MacHOCTH
uHpOpMaIs 10 HOBBIM MICHTU(PUIIMPOBAHHBIM M MOTEHIIMAIBHBIM PUCKAM BKJIOYAETCA B
JOKYMEHTBl W pa3jienbl J0cbe Mo O0€30MacHOCTH (HampuMep, OLIEHKa CUTHAaJIOB,
MepUoINYECcKas OLIEHKAa COOTHOUIEHHUS '"MOJIb3a — PUCK'" JEKApCTBEHHOTO Ipernapara WiIH
MpoLeypbl BHECEHHS] U3MEHEHUW B YacCTH CBEJACHUI MO 0€30MacHOCTH) C OJJHOBPEMEHHBIM
BBITIOJIHEHUEM OIEHKH OCHOBAHUM MJIsi OTHECEHUS JAHHBIX PHUCKOB K YHUCIY BaXHBIX U
BKJIIOYEHHUS B cnenudukanuio nmo 0€30NacHOCTH IMJIaHA yIpaBieHUs puckaMu. B ganHHOM
clydae B TUTaHE YNpPaBJICHUS PUCKaMH HE TpeOyercss AyOIupoBaHHUE MPEICTaBICHHBIX
nanubiX. [lonpobHas uHpoOpMaIMs MO BCEM HOBBIM BaKHBIM HIECHTU(DHUIIMPOBAHHBIM WIIU
MOTEHIIMATBHBIM PUCKaM JOJDKHA OBITh oTpaxkeHa B pazaene "lloapodnas nHdbopManus o
BAXKHBIX UJICHTU(PUIHMPOBAHHBIX, BaXKHBIX MOTCHIMAIBHBIX PHUCKAX M BaXHOU
orcyrcrBytomeid nHpopmanuun" monyns CVII cneuudukanuu mno 0€30MacHOCTH IJIaHA
yIIpaBJIECHUS pUCKAMHU, YKA3aHHOTO B MyHKTax 283 — 285 nacrosuux [Ipasui.

296. B ciayuae u3MeHEHUs KJIacCU(DUKAITMOHHOTO OTHECEHUS WJIM HCKIIIOYEHHS U3
nepeyHss mpoOjeM 1Mo Oe30MacHOCTH BaXKHBIX HWICHTHU(GUIIMPOBAHHBIX WM BaKHBIX
NOTEHIUAJbHBIX PUCKOB B JIaHHOM MOJyJiIe HEO0OXOAUMMO MpPeNOoCTaBUTh OOOCHOBAHUE
JAHHOTO U3MEHEHUS C COOTBETCTBYIOIIEH CCHIIKOM Ha AaHHbIE 6e3omacHocTH. MHpopmarms
B JJAHHOM pa3JieJie MOKET OBITh MPECTaBICHa B BUE OMKUCAHUS MPEIIECTBYIONIETO 3arpoca
YIOJIHOMOYEHHBIX OPTraHOB, CO CCBUIKOM Ha MPOLENYPY, B XOA€ KOTOPOW TaKo# 3ampoc ObLI
COCTAaBJICH.

Moxyms CVII "UneETHOHIMPOBAaHHBIE M NOTCHIUAIBHEIO PACKA".

Pazpen "Ilogpo6Has HHGOPMAIHUA O BAXXHEIX HACHTH(YUIIMPOBAHHBIX, BAXKHEIX NOTEHITHAIBHBIX
PHCKax H OTCYTCTByIomei nHpopMamum"

297. B miaHe ymnpaBieHUs PUCKAMH, pa3pabOTaHHOM B OTHOILICHUU KOMOWHAIUU
JIEKapCTBEHHBIX MPEINapaToB, B CIy4Yae UX CYIIECTBEHHBIX pa3uduil (HampuMep, pa3induii B
(bUKCHPOBAHHBIX J103aX) HEOOXOJAMMO YETKO yKa3aTh, Kakue MpoOjeMbl 0€30MacHOCTH
OTHOCSITCA K KaXJIOMY TIpernapaTy KOMOMHAIIMH.

298. JlaHHbBIM pa3fen IJaHa YNPaBJICHUS PUCKAMHU NMPUMEHSAETCA KO BCEM ATamnam
KU3HEHHOTO IIMKJIa JIEKAPCTBEHHOro mpemnapara. lIpeacraBieHne JaHHBIX O Ba)KHBIX
UJISHTU(UITUPOBAHHBIX M BAXKHBIX MOTEHIHMAIBHBIX PHUCKAX JOJDKHO BKIIOYATh B CeOs
CJIETYIONTY 0 HH(HOPMAIIHIO:

a) HAMMEHOBAaHME PUCKA (C UCIOIB30BAHUEM TEPMHUHOJIOTUU MEKIYHAPOIHOTO CIOBaps
HEXKEeJaTeJIbHBIX PEaKIui, BOSHUKAIOIIUX MPU MPUMEHEHUU JICKAPCTBEHHBIX MpernapaToB (
MedDRA) (ecnu npuMeHHUMO));

0) MOTEHITUAIHLHBIN MEXaHU3M;



B) UCTOYHUK JIOKa3aTeIbHOM 0a3bl M CTENEHb JOKa3aTeIbHOCTU (HayuyHas OCHOBA JUIS
MIPENOJIOKEHUS B3AUMOCBSI3H);

I') XapakTepUCTHKa pucka (4acTtoTa, aOCOJIOTHBIA PUCK, OTHOCUTEIbHBIH PHUCK,
CEPbE3HOCTh, CTENEHD TSAKECTH, OOPATUMOCTb, OTAAJICHHBIE UCXO/IbI, BIUSHUE Ha KAYECTBO
KU3HU);

1) GpakTopbl pUcKa U TPYNIbI pUCKa (B TOM uncie (GaKkTOpbl, KaCaIOIIUECs MalueHTa, 1035l
, IEpUOJI PUCKA, aIUTUBHBIEC WU CUHEPTU3MHUYECKUE (PAKTOPHI);

€) MPeIOTBPATUMOCTD (MPEJCKA3yeMOCTh PUCKA, HAIMYME YCTAHOBIEHHBIX (haKTOPOB

pUCKa, KOTOpble MOryT OBbIThb MHUHUMH3HUPOBAHBI IOCPEACTBOM PYTUHHBIX WU
JOTOJIHUTENBHBIX MEp MHMHUMHU3ALUM pPHUCKA, NOMUMO (QOPMHUPOBAHUS B IEJIOM
OCBEJIOMJICHHOCTH OTHOCUTEIIBHO pHCKAa NyTeM BKIIOYEHUsS HHQOpManuu B OOUIYIO
XapaKTEepPUCTUKY JIEKAPCTBEHHOrO IMpenapara WM HHCTPYKUHMIO MO MEIULMHCKOMY
NPUMEHEHHUIO, a TAK)KE BO3MOXKHOCTH BBISBICHHUS PUCKa HA HAYaJIbHOM 3Tale peaan3alui,
YTO MOKET IO3BOJIUTh CHU3UTh CEPbE3HOCTh HEXKEIATEIIbHON PEaKLUN );

) BJIMSIHUE HA COOTHOIIEHUE "T0JIb3a — pUCK" JIEKapCTBEHHOTO Ipenapara;

3) BO3JICMCTBUE Ha OOIIECTBEHHOE 370POBbE (3J0POBbE HACEJIEHHUs) (HAIpumep,
aOCOIOTHBIM PUCK MPUMEHUTENIBHO K pa3Mepy LEeJeBOM MOMyJsSLHUU U, COOTBETCTBEHHO,
(aKTU4YECKOE YUCIIO MOJBEPKEHHBIX HEOJIAroNnpUATHOMY BO3JAEHCTBUIO JIMI] JTUOO OOIIMiA
pE3yNbTaT BO3JACHCTBUS HA YPOBHE OOIIECH MOIMYJISIUN).

299. Undopmanus o0 OTCYTCTBYIOIIEH MHQOpMAIMKU BKIOYAET B ce0s Cleayrolne
JaHHBIE:

a) HAaMMEHOBaHKME OTCYTCTBYIOIIEH MH(MOpMaALUU (C UCTIOIb30BAHUEM TEPMHHOJIOTHH
MedDRA (eciau npumMeHUMO));

0) obocHOBaHME MPEANOT0KEHUS 00 OTAMYUU Tpoduis O0e30MacHOCTH B YACTH
OTCYTCTBYIOLIEW MH(pOpManuu OoT npoduist 6e30MacHOCTH, XapaKTEpPHOro s oOmen
LIEJIEBOM TTOMYJISLINM;

B) OMMCaHUE MOMYJISLUHU, 11 KOTOPOH TpeOyeTcs MoTyyeHue JOMOTHUTENbHBIX JaHHBIX
M0 XapaKTepUCTHKE MpoQuisi 0e30macHOCTH, JMOO OMHCaHUE OKHUIAeMOro pHUCKa B
HEU3Y4YEHHOW YacCTH MOIMYJISIUHU, B 3aBUCUMOCTH OT CUTYalIUH.

Moayms CVIII "O606mennas urdopmanusi o mpobieMax 6e3omacaocTa”

300. B monyne CVIII nmnana ynpaBieHHs pUCKaMU yKa3bIBaeTCs 0000IIeHHas
nH(opmaisi 006 onpeaeNsieMbIX NpodiaeMax 1o 6€30MacHOCTH, KOTOPbIE KIaCCUPUIIUPYIOTCS
IO CJIEAYIOIINM KaTErOpUsIM:

a) BAXKHBIA UACHTU(PUIMPOBAHHBINA PUCK;
0) BaXKHBII MOTEHIIUATBHBIN PUCK;
B) OTCYTCTBYIOIIasi HH(MOpMAIHS.

Yacrs I "Tlnan no dpapmakoranzopy”



301. lenbto muiana no ¢papMakoHaI30pPYy SABISETCS MpeacTaBiIeHUE 0030pa U 000CHOBaAHUE
3aIUIAHUPOBAHHBIX JEp)KaTelieM pPErHUCTPAIlMOHHOTO YIOCTOBEPEHHUs IEHCTBHM IO
JanbHEHIIe XxapakTepucTuke mpodaemM mo 6€30MacHOCTH, BKIIOUEHHBIX B CHElU(HUKAIINIO
no Oe3omacHoctH. [Iman mo dapmakoHaA30py MpEACTaBISET COOOM CTPYKTYPHUPOBAHHBIN
TJ1aH, pa3pabOTaHHBIN B IENIX:

a) M3y4YeHHs] TOTEHIMAIBHOTO PHUCKA /IS TOATBEPKACHUS PHUCKAa B KayecTBE
UACHTU(DUIMPOBAHHOTO WIIM UCKITIOYSHHSI U3 TIEPEUHs Mpo0ieM 1Mo 0e30MacHOCTH;

0) mambHEeUIIel XapakTepucTUKU pobJieM 1Mo 0e30MacHOCTH (BKIIFOYAsl CTETICHb TSKECTH,
4acTOTY U (aKTOPbI pUCKA);

B) OIpPEJIEIICHHs] METOJIOB TOJyUYE€HUS OTCYTCTBYIOIIEH HHPOPMAIINK;

') OUEHKH 3(PPEKTUBHOCTA MEP MUHUMU3ALIMH PUCKA.

302. Ilnan o dapmMakoHaI30py HE JOJKEH BKIIOYATh MEPOTIPUSITHS, HAITpaBICHHBIC HA
CHIDKEHHE, TIPEeNOTBpallleHne WIM yIpaBlieHne puckamu. [[aHHBIE MEpONPUSATHS JOIKHBI
OBITH TIPE/ICTABIICHBI B YacTH V IJIaHA YNPABIECHUS PUCKAMHU.

303. Ilnan o QapMakoHaA30py AOJDKEH OBITh OPUEHTHUPOBAH Ha MPOOJIEMBI IO
6e3omacHoctu, 0600menubie B momyne CVII cnemudukanuu mo 6e30mMacHOCTH TUIaHA
yIpaBJieHUs PUCKaMH, U JOJHKEH OBITh COpa3MepeH IMOJb3€ U PUCKAM JIEKAPCTBEHHOTO
npenapara. I[Ipy HanMuuMuM COMHEHMU IEpKATENSIM PETrMCTPALMOHHBIX YIOCTOBEPEHUI
ClIeAyeT NPOBECTH MpeABaAPUTEIbHbIE KOHCYJIbTAMM C YHOJHOMOYEHHBIM OpPraHOM
roCyJlapCcTBa-wieHa B paMKaX MPOLEAypbl HAYYHOTO KOHCYJIBTHPOBAHHS OTHOCHUTEIHHO
HEOOXOMMOCTH JOIOJIHUTENBHBIX Mep MO0 (hapMaKoOHaA30pY, UX OCHOBHBIX 3TAllOB U CPOKOB
BBITIOJTHEHMSL.

304. [lestenbHOCTD 1O (papMaKOHAA30py MOAPA3JIEIIeTCS Ha PYTUHHBIE MEPOIIPUSITHS 110
(dhapmMakoHa30py U AOMOJIHUTENbHBIE MEPOIIPUATHUS MO (hapMaKOHAA30pPY .

Pyturnsie MeponpuaTusa 0o GapMaKOHAI30py

305. PytunHble MeporpuaTus mo (papMakoHaI30py MPEACTaBISIOT COO0N KOMILIEKC
OCHOBHBIX MEPONPUSATHH, KOTOPBIE JOJXKHBI PETYJSPHO BBINOJHATHCA JAEpiKATEIEM
PErUCTPALIMOHHOTO yJIOCTOBEPEHUS B OTHOLIEHHM BCEX JIEKAPCTBEHHBIX CPEACTB B LEIAX
obecrieueHHs] BBITIOJTHEHUS] TPeOOBaHUM 3aKOHOAATENLCTBA TOCYJApPCTB-WICHOB B cdepe
dbapmakoHan3opa. BbIsBIeHHE CHUTHAIOB KaKk YacTU PYTUHHBIX MEPONPHUSITUH IO
(hapMaKoHa30py SABISETCS BAXKHBIM JIEMEHTOM PaOOTHI MO YCTAHOBJIECHUIO HOBBIX PUCKOB
BCEX JIEKAPCTBEHHBIX mMpemapatoB. Mactep-daitn cuctembl dapmMakoHAA30pa COAEPKUT
NoIPpOOHYI0 MH(POPMAILIMIO O PYTHUHHBIX MEPOINPUATUIX MO (hapMakoHAA30py JAepraTeseit
PETUCTPALIMOHHBIX yJAOCTOBEPEHUM, TOATOMY AyOIMPOBATh JaHHYIO MH(OpPMAIUIO B IJIaHE
yIpaBJIeHUs] pUCKAMH HE TpeOyeTcH.

306. YNOJIHOMOYEHHBIN OpraH rocyJapCcTBa-4jieHa BIPABE MPEIJIOKUTH AEPKATEIIO
PETUCTPAIIMOHHOTO yJOCTOBEPEHUs] JIOMOJHUTH JEUCTBYIOIIHME MpoLeaypbl cbopa,



Bepu(PUKAIIUU, OICHKH U TPEACTaBICHHUS HHGOpPMALUM O HEXKENIATEIbHBIX PEaKIUiX,
OCYILIECTBIIIEMbIE B paMKax CIIOHTAaHHOIO penopTupoBaHus. B ciyuyae eciau Oyner

PEKOMEHIOBAHO OTPAHUYHUTHCS COOPOM CTPYKTYPHUPOBAHHBIX JIOMOJHUTEIBHBIX JIAHHBIX T10
pe3yJibTaTaM BBITIOJIHSIEMON B paMKax PYTHHHOM KJIIMHUYECKON MPAKTUKU OIEHKH COCTOSTHUS
NaueHTa, y KOTOPOro pa3BWach HEXeNaTelbHas peakuus, JaHHas NeATeIbHOCTh OyneT
paccMaTpuBaThCs KaK pyTHHHass. B 3ToM ciydae B JaHHOM pa3jelie IlaHa YIpaBJIEHUS
pUCKAMHU JEepXKaTelb PETUCTPALNUOHHOTO YIAOCTOBEPEHHS NPUBOAUT IIOACHEHHE IO

U3MEHEHHMSIM B PYTHUHHBIX MEPOMNPHUATHUAX MO (apMaKOHAA30PYy, BHECEHHBIM COTJIACHO
MIPEUIOKEHHSIM YIIOJITHOMOYEHHOTO OpPraHa rocyapcTBa-4ieHa.

307. B ciay4dae eciid yIOJHOMOUYEHHBIM OpraH peKOMEHIyeT BKJIIOUYUThH MPECTABICHUE
00pa3loB TKaHEW WM KPOBH B ONPEACIICHHYIO KIMHUYECKYIO JaOOpaTOPHIO JJI OLEHKH
JOTIOJTHUTENIbHBIX MapaMeTpoB (HAIpUMEp, ONpPEJECICHUE AHTUTEN), HE BBIMOIHAEMON B
paMKax pyTUHHOW KJIMHUYECKOW MPAKTUKH, JaHHAS JIEATEIIbHOCTh JOJIKHA PACCMATPUBATHCA
KaK JIOMIOJIHUTEIIbHOE MEPOIIPUATHE TIO (PapMaKOHAI30PYy.

308. dauusblil pa3aen mjiaHa yrpaBieHUs pUCKaMU JODKEH BKIIOYATh B ce0sl ONMHUCaHKe
TOJBKO TOW YacCTH PYTUHHOW NEITENBHOCTH MO (hapMakoHaI30py, KOTOpas BBIXOAMT 3a
MpeJiebl BBIMOTHAEMBIX MEPOIMPUATHN MO paboTe C COOOIIEHHSIMU O HEXeIaTeIbHBIX
peakuusx 1 oOHapy>KEHUIO CUTHAaJa.

CroempaibHEIe OIIPOCHHUKH IO IOCIEAyomeMy cOopy HHGOpMAIiK O HesKeIaTeIbHEIX PEaKIHIX

309. Ecnu 111 BEIOJIHEHUSI PYTUHHBIX MEPONPUITHH 110 (hapMaKOHA30PY OT JieprKaTes
PETUCTPAllUOHHOTO YJOCTOBEpPEHUs] TpedyeTcs (WM caM OH IUIAHUPYET) COCTaBUTh
CreruaibHble OMPOCHUKH JJIS MOTYUYEHUSI CTPYKTYPUPOBAHHOM MH(POPMAIIUU O BBISIBICHHBIX
MOJI03PEBAEMBIX HEXKEJIATENbHBIX pEaKIUAX, MPEACTABISIIONINX OCOObId HWHTEpEC,
HEOOXO/MMO OMHUCATh HCIOJb30BaHUWE YKa3aHHBIX MaTEpUaliOB B paMKax PYTHHHBIX
MEpONpUsATU 10 (apMaKOHAA30py U MPEJACTaBUTh MPOEKTHl JaHHBIX OMPOCHUKOB B
npuioxxkeHurn Ne 4 K 1JlaHy ynpaBieHUs puckamu. Vcnonab3oBaHHUE CIEUATbHBIX
OTPOCHUKOB T0 MOCNIeAYIoIIeMy cOopy HH(GOPMAIIUU O HEKETATEIbHBIX PEAKIUIX OTHOCUTCS
K PyTHHHBIM MEPOTIPUATHSIM 110 (hapMaKOHAT30DY.

310. be3 ymiep0a 111 OpUrHHAIBHOCTH (popMaTa OMPOCHUK, UCIIOIb3YEMbIN Pa3HBIMU
Jep KaTeIs MU PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIJIE OJJHOTO U TOTO K€ HEXEIATEIbHOIrO
ABJICHHS, JOJDKEH OBITh KaK MOXHO 0oJiee COIMOCTaBUMBIM, YTOOBI 00ECHeuUuTh
(bopMupoBaHHE COTJIACOBAHHBIX JAHHBIX [UJISI BBIMOJIHEHUS OLIEHKA W MPUHITUS
PEryJNSATOPHBIX PENIEHUM NpPU OJHOBPEMEHHOM CHHM)KEHUHM HArpy3Kd Ha CIELHUaIUCTOB
CHUCTEMBl 3JpaBooXpaHeHusi. Mcxoass W3 3TOro, nepkareisiM pPerucTpParmoHHOTO
YIOCTOBEPEHUS CIEAYET MPEAOCTABIAT ISl O3HAKOMIICHUS U UCIIOIb30BaHUsI, UMEIOIINECS
CIeIMAIbHBIC OMPOCHUKHU [0 3alpocy JAPYTHUM JepKaTelsiM pPErucTpaloOHHOTO
YAOCTOBEPEHUS.



Jpyrue BBl pyTHHHO#H JeATEIHOCTH O papMaKOHAI30PY

311. danublil pa3zaen miaaHa yrnpaBieHUs pUCKaMU JIOJDKEH BKJIKOYATh B ¢e€0sl ONMHUCaHKe
ApYruxX BUIOB PYTUHHOM NEATEIBHOCTH MO (hapMaKOHAA30py (HAampumep, Mporpammy
YCUJIEHHOTO MAaCCUBHOTO MOHUTOPHWHIA, aHAJIN3 HAOJIIOJAaEeMbIX JAHHBIX 10 CPABHEHHUIO C
0KHJIA€MbIMH, KyMYJIITUBHBIE 0030pbI HEKENATENbHBIX SIBJIEHUI 0COOOr0 HHTEpECa).

JloOHUTEIBHBIE MEPOIPHATHSA IO (hapMaKOHAI30PY

312. B naHHOM pa3jene miaHa ynpaBJICHUS PUCKaAMU JIEPKATEIb PErUCTPALMOHHOTO
YIOCTOBEPEHHSI OMNUCHIBAET 3allJIAHUPOBAHHBIE JIOMOJHUTEIbHBIE MEPOIPHUITUS 10
(hapMakoHa30py ¢ MOAPOOHBIM YKa3aHUEM, Kakasi MH(popMaIlus J0JxKHa ObITh coOpaHa, B
[EeJAX MOCIeAYIoNIe 0ojiee TOYHOW OIIEHKU COOTHOIIEHUs "monk3a — puck". Jlepxkarens
PErUCTPAMOHHOTO YJOCTOBEPEHHS JOJKEH OLIEHUTh CUTyallud, B KOTOPBIX TpedyeTcs
NPUHATHE JOMOJHUTEIBHBIX Mep MO (apMaKOHaA30py MO MPUYMHE HEBO3MOXKHOCTHU
OOCTMIKEHUS LENIU MO HaJUlekKaleld OLUEHKE M U3YUYEHHUIO PUCKA IMPU MOMOIIU PYTHUHHBIX
MEeTOJI0B (hapMaKOHAI30pa.

313. K 10nogHUTEIbHBIM MEPOIIPUSATUSAM 1O (PapMaKOHAA30py OTHOCUTCA JI€ATEIbHOCTh
no (apMaKkoHa30py, KOTOpas He SBISAETCS pyTUHHOM. JlaHHAs NEATEIbHOCTh BKJIIOYAET B
ce0sl JTOKJIMHUYECKUE UCCIEeI0BaHuUs, KIMHUYECKUE UCCIIEI0BaHNs U HEMHTEPBEHIIMOHHBIE
UCCIIEIOBaHUs, B TOM YHUCIE JIMTENIbHOE MOcheaylollee HaOI0/IeHHe 3a NalueHTaMu,
MIPUHUMABIIMMH Y4acTUE B KIMHUYECKOM HCCIIEI0BAHUM, WIM KOTOPTHOE UCCIEIOBAHUE 10
OLICHKE 0€30MacCHOCTH JIEKaPCTBEHHOTO IMpenapara npu JIUTeIbHOM NpUMEeHeHuH. B ciydae
BO3HUKHOBEHHUS COMHEHUN OTHOCHUTEIHHO HEOOXOAMMOCTH BBIMOJHEHHS JAOMOJIHUTEIBHBIX
MEPOTIPUATUIA TI0 (hapMaKOHA30py JEpKaTelb PErUCTPAIMOHHOTO yIOCTOBEPEHUSI MOXKET
00paTUTHCA € 3alPOCOM O KOHCYJIBTALMM 10 JAHHOMY BOIPOCY B YIIOJTHOMOYEHHBII OpraH
rocyZapcTBa-1wieHa B paMKax IpOLEAypbl HAYYHOI'O KOHCYJIbTUPOBAHHS.

314. UccnenoBanus B miaHe Mo (apMakoOHAA30py AOJKHBI ObITh HAIpaBJIEHbI Ha
UACHTU(PUKAIUIO U XapaKTEPUCTUKY PUCKOB, COOp JOIMOJHUTEIbHBIX JTAHHBIX MO acleKTaM
OTCYTCTBYIOIIEH HWHQOpMaNuMU WIH OLEHKY 3(P(EKTUBHOCTU JIOMOJTHUTEIbHBIX MeEp
MUHHAMH3ALUU PUCKA.

315. [IpoToKoOJIbI HCCIIEIOBAHUIM MOTYT BKJIFOUATHCS B OOHOBJICHUE TJIAHA YIPaBICHUS
pUCKaMU TOJBKO B CIIy4asX, €ClIM JaHHbIE UCCIEIO0BaHUS ObUIM BKJIIOYEHBI B IUJIAH I10
(apMakoHaI30py U 3alpoIlIeHbl YMOJHOMOYEHHBIM opraHoM. O030p M 0J00peHHbIE
MPOTOKOJIbl MCCIENOBAHMI, BKIIOYEHHBIX B IUIAH MO (apMaKOHaA30pYy, JOJKHBI OBITH
npeacTaBieHbl B yacTu b npuiioxenus Ne 3 x maHy ynpaBieHUs PUCKaMH, YKa3aHHOMY B
nyHkTax 334 u 335 nactosimux IIpaBun (mocpeacTBOM 3JEKTPOHHBIX OTCHUIOK MU CCBLJIOK
Ha MPOTOKOJI, BKJIIOUEHHBI B JPYTrOW pasjell 3JEKTPOHHOTIO PErMCTPALMOHHOIO JOChE).
JIlpyrue MmpoTOKOJIBI MCCIENOBAHUN KaTeropuu 3, ykazaHHOM B nyHKTe 304 HacTOSAIIHUX
[IpaBui, npeacTaBaeHHbIC TONBKO A7 HH(OPMALIUU, TAKXKE MOTYT OBITh BKIIIOUEHBI B YacTh



B npunoxenus Ne 3 k mia"y ynpaBji€HHs pUCKaMHU, YKa3aHHOro B myHKTax 336 u 337
Hactosimux [lpaBun. Ilocime mpencraBiaeHHs 3aKIIOUYMTEILHOTO OTYeTa JJIs OIIEHKU B
YIIOJTHOMOYEHHBIM OpraH MPOTOKOJIBI 3aBEPIICHHBIX MCCIIEIOBAHUMN MOJJIEKAT UCKIIOUCHUIO
u3 npuioxeHus Ne 3 K ruiaHy yrnpaBJICHHUS] PUCKaMH U UCCIISIOBAHUS MCKITIOYAIOTCS U3 TJIaHa
o apMaKoHAA30PYy.

316. [epxarenu perucTpalluOHHBIX YJIOCTOBEPEHUM MOTYT MPEACTABIATH B
YIIOJHOMOUYEHHBIE OpraHbl TOCYAapCTB-WICHOB MPOTOKOJIBI MOCTPETUCTPAIMOHHBIX
MCCJIeI0BAHMM 110 O€30MaCHOCTH TSl MOJTYUYEHUS HAYYHOU KOHCYJIbTAIIUH.

CBomHas TabIHIA MO0 JOMOIHUATEIHFHEIM MEPOIIPHATHAM IO (papMaKOHAA30PY

317. B nanHoM pasjesne miaHa yIpaBJICHUSI PUCKAMH OMUCHIBAECTCS JEATEIbHOCTD I10
(apMakoHa30py, HAIMpaBJIE€HHAsI HA BBISIBJICHUE U XAPAKTEPUCTUKY PUCKOB, CBSI3aHHBIX C
MIPUMEHEHUEM JIEKAPCTBEHHOTO Npenapara. HekoTopbie BUABI JAHHOW AESATENBHOCTH MOTYT
OBITh 00s13aTENBHBIM YCIOBUEM PETHCTPALIUU, TOCKOIBKY SBISIOTCS JIMOO KIIOYEBBIMU IS
COOTHOIIICHUSI '"moyib3a — PUCK" JEKapCTBEHHOro mpemnapara (oOo3Ha4YaeMble Kak
UCCJIeIOBaHUA KaTeropuu 1 B miaHe mo ¢papmMakoHaa30py), 1160 0coObIMU 00s13aTEIBCTBAMU
B KOHTEKCTE YCJIOBHOW PErucTpalviyd Ha UCKIIOYUTENBHBIX YCIOBUAX (00O3HAYaeMble Kak
UCCJIEIOBAaHUS KaTeropuu 2 B IuiaHe no (apmakoHaazopy). Ecnu ycranoBieHHbIE yclioBUE
UM 0053aTENbCTBO NPEACTABISIOT COOOW HEUMHTEPBEHUMOHHOE MCCIEAOBAHUE IO
0€30MacHOCTH, BBIMOJIHEHUE JAHHOTO MCCIEIOBAaHUS MOJJIEKUT KOHTPOJIIO CO CTOPOHBI
YIOJHOMOYEHHOI'O OpraHa U MpH MJAHUPOBAHUU U MPOBEJECHUN UCCIEIOBAHUS JIepKaTesieM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS JOJKHO OBITh 0OECIeueHO BBIMIOJIHEHHE TpeOoBaHUiA,
yKa3aHHBIX B pazfene X Hacrosamux [IpaBui.

318. B muiane ynpaBiaeHUs pUCKAMH MOTYT MOTPEOOBATHCS APYrUe UCCIEIOBAHUS IS
M3y4YeHUs] TTPOOJIEeMbl OE30MACHOCTU WJIM JJI OLUEHKU S(PPEKTUBHOCTH MEPOINPUSATUN TIO
MUHHMMH3aLUA PUCKOB. Takue uccieqoBaHus, BKIIOYEHHbIE B IJIaH MO (hapMaKoHaA30pYy,
TaKXe€ UMEIOT IOpUJINYECKHUE OCHOBaHUS (0003HAYaeMbIe KaK MCCIEIOBAHUS KaTeropuu 3 B
miaHe no ¢apmakoHaa3opy). CBogHas Tabauia MO JOMOTHUTEIbHBIM MEPOIPUSATUSIM IO
dbapmakoHaa30py AOKHA 00€CTIeYrBaTh MOHATHOCTD JIsl BCEX 3aMHTEPECOBAHHBIX CTOPOH B
OTHOILIEHUH TOTO, K KAKOM KaTEropuu B COOTBETCTBUM ¢ IMMyHKTOM 303 Hactosimux IIpaBun n
HACTOSIIIIUM IYHKTOM OTHOCHUTCSA MEpOIpHUSTHE B IUiaHe Mo (apmakoHaa3opy (yclioBue
perucTpanum, OMpeaeIeHHOE 00s3aTeNbCTBO JHUOO HCCleloBaHUE HEOOXOAUMO JUIs
JadbHEUIIEro M3ydeHHs NpoOsieMbl O€30MaCHOCTH WM I OUEHKU 3(PPEKTUBHOCTH
MEpONPUATHI MO MHUHMMH3allUU PHUCKOB, cTaryca (oOs3arenapHOe JIMOO OPUAMYECKU
000CHOBAaHHOE), TUI UCCJeA0BaHUS (MHTEPBEHLIMOHHOE WM HEMHTEpPBEHLMOHHOE)). [Ipu
MPOBEICHIUN MHTEPBEHLIMOHHBIX UCCIIEJOBAaHUN CIIEYET PYKOBOJCTBOBATHCS TPEOOBAHUSIMU
[IpaBun Haanexae KIMHUYECKOU MPAKTUKH.

319. Ilnan ynpaBiieHUsI pUCKaMU BOCIPOW3BEACHHBIX JIEKAPCTBEHHBIX NPENapaToB
JOJDKEH OTpakaTh HEOOXOJMMOCTH BBIMOJHEHHS HCCIEIOBaHUN 1O (papmMakoHaI30py B



cllydae, eclid Takasi HeOOXOIMMOCTh UMEETCS MO0 COCTOSIHHIO Ha MOMEHT perucrpainuu. B
ONPENCICHHBIX CJly4asgX BBINOJHIEMbIE WA IUJIAHUPYEMBIE IOCTPETHCTPALMOHHBIE
ucciaenoBaHusl 0e30macHOCTH i pedepeHTHOro JIeKapCTBEHHOTO IpernapaTa MOTYT
noTpeOoBaThCs U Il BOCHPOM3BEIACHHOTO JIEKAPCTBEHHOTO TpernapaTta (HarnpuMep, Korja
HEOOXO0MMO BKJIIOUUTH B JAHHOE HCCieI0oBaHNE OOJbIee KOJIMYECTBO MAMEHTOB THOO BCEX
NalMeHTOB, KOTOPHIM Ha3Ha4yaeTcs JedeHue pedepeHTHBIM WU BOCIHPOU3BEIACHHBIM
JEKapCTBEHHBIM IIpenapatoM). B ciywasdx, Korjaa 3TO NPUMEHUMO, MPHUBETCTBYETCS
MIPOBEJICHUE COBMECTHBIX MMOCTPErUCTPALMOHHBIX UCCIIEJOBAaHUM O€30MacHOCTH (HampuMmep,
MIpU BHEAPEHUHM PErucTpa JuOO0 MpHU ONpeAesIeHHH TPeOOBaHUs MO MPOBEACHUIO JAHHOTO
MCCIIEIOBAHUS JJIs1 BCEX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB C ONPEIEICHHBIM
JEHCTBYIOUIUM BEUIECTBOM M MPUMEHSIEMBIX 10 ONPEIeICHHOMY MTOKa3aHUIO).

Yacrs IV niana ynpasienus puckamu "Ilas noCTperucTpanuOHHBIX HCCIICIOBAHUN
a¢dexkTHBHOCTH"

320. JlauHbIi pa3jaen miaaHa yOpaBieHUs pUCKaMU JOJDKEH BKJIIOYATh B ce0s MepeyueHb
MOCTPETUCTPAIIMOHHBIX HCCIIENOBAHUN A(DPEKTUBHOCTH, KOTOPBIE SBISIOTCS OCOOBIMU
00s13aTeTbCTBAMU WJIM YCIIOBHEM TP perucTpanud. B ciydae OTCYTCTBUS y AepiKaTels
PETHCTPAIIMOHHOTO YIOCTOBEPEHHSI 0COOBIX 00S3aTENHCTB IPH perucTpanuu yactob [V miana
YIPABJICHHUS pUCKaMHU MOJKET HE 3aITOTHATHCS.

Yacts V "Mepsl MEUHEMHI3AUH PHCKOB (BKIIX09as ONEHKY 3P PEeKTHBHOCTH MEP MAHUMH3AIHA
PHUCKOB)"

321. B cooTBeTcTBUM CO crHenu@ukanueid mno Oe30MacHOCTH AepiKaTeib
PETUCTPAIMOHHOTO YAOCTOBEPEHHS JOJKEH OIEHUTh, KAKME MEPOTIPHUATHS 110 MUHUMHU3AINT
PUCKOB HEOOXOJMMBI B OTHOIIEHUHM KaXXJOW MpoOieMbl 1o Oe3zomacHocTu. Ilnan mo
MHHHMHU3AIUN PUCKOB JOJDKEH BKJIIOYATh B ¢eOs MOIPOOHYI0 HHPOPMAIHIO O MEPOIPHUSTHIX
IO MUHUMU3AINH PUCKOB, KOTOPBIC JIOJDKHBI OBITH TTPOBEICHBI B IIEJISAX YMCHBIIICHHS PUCKOB,
CBSA3aHHBIX C KaXJOW U3 YCTAaHOBJIEHHBIX IPOOJIEM 110 OE30IaCHOCTH.

322. Jng aHAJOTHUYHBIX JCHCTBYIOIIUX BEIIECTB, COAEPKAIIMXCS B Pa3IUYHBIX
JIEKapCTBEHHBIX MperapaTax ¢ CyIIECTBEHHO OTINYAIOITUMUCS MTOKAa3aHUSIMHU K IPUMEHEHHIO
UId  IEJEeBBIMH  TOMYJSIUSAMH, TIPEACTaBISICTCS Ileiecoo0pa3Hoil  pa3paboTrka
WHIUBHUIyATbHBIX TUTAHOB 110 MUHUMH3AIIUN PUCKOB I KaKIOTO U3 MpenapaToB. TO eCcTh
JUTSL IEKAPCTBEHHBIX MPEIMapaToB, MOKa3aHUs K MPUMEHEHHUIO KOTOPBIX OTHOCATCS K pa3HbIM
00JIaCTSIM MEIUIIMHBI U CBSI3aHBI C PA3JUYHBIMHU MpoOjieMaMu O0€30MaCHOCTH, WU IS
JIEKapCTBEHHBIX IpEmapaToB, B PE3yJbTaTe MPUMEHEHHUS KOTOPBIX PHCKH Pa3IMYalOTCs B
3aBUCHUMOCTH OT II€JI€BOU MOIMYJISIMH, WIN JJIsI JISKAPCTBEHHBIX MpernapaToB ¢ Pa3IMUHBIM
MPaBOBBIM CTaTyCOM JIJIsi OTIYCKa OOOCHOBAHHBIM SIBJISIETCS pa3pabOoTKa WHAWBUIYATBHBIX
IJIaHOB MUHMMHU3AIUU PUCKA.



323. Mepbl MUHUMHU3ALMU PUCKOB MOTYT COCTOSITh U3 PYTHHHBIX ME€pP MUHHUMHU3AIUHU
PUCKOB U JIOTIOJIHUTEIBHBIX MEp MUHUMHU3AIMU PUCKOB. Bce Mepbl MUHMMU3ALMU PUCKOB
JOJDKHBI UMETh Y€TKO 0003HAUYCHHYIO I1CITh.

324. JlepxaTtensMHu PETUCTPALIMOHHBIX YJIOCTOBEPEHUU J1OJKHA BBINOJIHATHCA
MepuouyecKasl OlleHKa HeOOXOIUMOCTH MPOAOJKEHUS BBIMIOJHEHUSI YCTAHOBJIECHHBIX MEp
MUHHMMU3AIUU PUCKA, a TAK)KE BBITIOIHATHCS OlleHKa uX 3G PeKTUBHOCTHU. JJonmomHUTEIbHBIE
Mepbl MUHUMM3AINU PUCKA U OlIeHKA A(DPEKTUBHOCTU MEp MUHUMU3AIUU PUCKA MTOAPOOHO
onrcansbl B pazaene XII nacrosmux [Ipasu.

PyTuHHEIE MEpBl MUHUMH3ALUA PHCKOB

325. PyTuHHBIE MEPHI MUHUMHU3AIUU PUCKOB BKIIIOYAIOT B CEOSI MEpOTIPUSITHS (IEHCTBHS ),
KOTOpBIE MPOBOJSTCS B OTHOIIEHHHM KaXKAOTO JIEKapCTBEHHOro mpemnapara. [IpuMeHeHue
PYTHUHHBIX MEp paclpoOCTpaHsAeTCs Ha:

OOLIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO MpenapaTa u HHCTPYKIUIO M0 MEIUIIMHCKOMY
MIPUMEHEHHUIO;

MapKUPOBKY JIEKAPCTBEHHOTO Mpernapara;

pa3Mephl YIaKOBKH;

KAaTETOpHI0 OTITyCKa JIEKAPCTBEHHOTr 0 IIpernapara.

Heo6xonumo yuuThiBaTh, yTo (hopma BITyCKa JIEKAPCTBEHHOIO Mpenapara TakKe MOKET
UrpaTh BaKHYIO pOJIb B MUHUMU3AIMU PUCKOB JIEKAPCTBEHHOIO Mpenapara.

OOmIas XxapaKTepHCTHKA JIEKAPCTBEHHOT'O IPENapaTa i HHCTPYKIHSA II0 MEJUIIHHCKOMY
OPUMEHEHAIO

326. OOmas XxapakTepUCTHKA JIEKAPCTBEHHOTO Mpenapara W HHCTPYKLHUS IO
MEIUIUHCKOMY PUMEHEHUIO SIBJIAIOTCS BaXXHBIMU MHCTPYMEHTAMU MUHUMM3ALUU PUCKOB,
MOCKOJBKY TPEACTaBIAIOT CO00M KOHTPOIUPYEMBIM W CTaHAAPTU3UPOBAHHBIN (opmar
MH()OPMUPOBAHUS MEAUIMHCKUX U (apMalEeBTUUYECKUX PAOOTHUKOB, a TAKXKE MAllUEHTOB O
JIEKapCTBEHHOM IIpenapare.

327. O6uias xapakKTepUCTHKA JEKAapCTBEHHOrO MpernapaTta W HHCTPYKIHUS IO
MEIUIMHCKOMY MPUMEHEHHUI0 o00ecrneunBaoT HUHPOPMUPOBAHUE OTHOCUTEIBHO
pPEKOMEHIalluil 0 PYTUHHBIM ME€paM MUHUMU3ALUK PUCKOB, JaHHAsI MH(QOpMAaLMsI BKIIOYAET
2 TMIIA PEKOMEH TN

PYTHHHOE€ MH(QOPMUPOBAHHUE O PUCKE OCHOBAaHO HAa MH(POpPMalMM, BKIIOUYEHHOH B
noapasnen 4.8 pazaena 4 o01Ield XapaKTepUCTUKU JIEKAPCTBEHHOIO MpernapaTra 1 HHCTPYKLUH
M0 MEIUIIMHCKOMY ITPUMEHEHHUIO, HAIIPABJIEHO HA HH()OPMHUPOBAHHE CIIELUATHCTOB CUCTEMBbI
3IpaBOOXPAHEHUs U MAIlMEHTOB OTHOCUTENBHO HEXENaTeNbHbIX 3(PPEKTOB JTEKAPCTBEHHOTO
npenapara B Hesix 00ecrneyeHus BO3MOXKHOCTHU IPUHATHS PEIIEHUS OTHOCUTENBHO JIEYEHUS
C YYETOM JIaHHBIX IO MPO(UITI0 OE30MACHOCTH;



PYTHHHBIE MEPhl MUHUMH3ALUA PUCKA BKIIIOYAIOT B ce0sl OmpeieNIeHHbIE KIMHUYECKHE
MEpOIIPUSITUS, HAMpaBJICHHbIC HAa MPEJOTBPAIICHUE WM CHUXKCHHE PUCKA, U OTPAXKEHBI
MpeuMyIIeCTBEHHO B monpaznenax 4.2 u 4.4 pasgena 4 oOmeid xapakTepUCTUKHU
JIEKapCTBEHHOTO Mpenapara, HO MOTYT TakXe 3arparuBarh noapasaenst 4.1, 4.3, 45 -4.7n
4.9 paznena 4 o011ell XxapaKTEepUCTUKH JIEKAPCTBEHHOTO Mpernapara, a Takke pasziensl 2 u 3
UHCTPYKIIUM MO MEIUIMHCKOMY TmpuMeHeHuto. OcoOble yKa3aHUs U MEpHI
MIPEAOCTOPOKHOCTH B OOIIEH XapaKTEPUCTUKE JIEKAPCTBEHHOTO Mperapara, HalpaBjIeHHbIE
Ha MUHUMU3AIUIO PUCKA, BKIIIOYAIOT B CEOSI B TOM YHCIIE CIEAYIONIYIO0 HH(POpMAIHIO:

BBITIOJTHEHUE OTMIPEICIICHHBIX UCCEOBAHUM MEepe]l HauajIoM JICUCHHUS;
MOHHUTOPHUHT JJA0OPATOPHBIX MMAPAMETPOB BO BpEeMsI JICUCHHUS;

MOHUTOPHUHT OIpPEJEICHHBIX CUMIITOMOB U TTapaMETPOB, XapaKTEPHBIX ISl IPOSBICHUS
pHUCKa;

KOPPEKTUPOBKA 103l WM MIPEKpalleHHe JeUeHUs IPU BOZHUKHOBEHUHU HEXKEIATEIbHBIX
SIBJICHUY WJIM U3MEHEHUHU JTa0OPATOPHBIX MApaMETPOB;

BBITIOJIHEHHE MPOIIEAYPhl YCKOPEHHOM AIMMUHAIIMY JIEKAPCTBEHHOI'O IIpernapara mnocie
MpepbIBaHUS JICUCHUS,

PEKOMEHAAIMH 110 KOHTPALETILINH;
3ampeT OJJTHOBPEMEHHOTO TPUMEHEHHUS APYTUX JIEKaPCTBEHHBIX IIPEnapaToB;

BO3JICHCTBUE HA (PAaKTOPHI pUCKA, KOTOPHIE MOTYT MPUBECTU K HEKETIATEIHHOU peaKkiuu

IpY MPUMEHEHUHU JIEKapCTBEHHOT'O MIpernapara;
pPEKOMEHJALNU O JJIUTEIBHOM MOCIEIYIOUIEM KIMHUYECKOM HAaOJIOJCHUU IS
BBISIBJICHUS] HA PAHHUX CTaJAMSIX OTCPOUYEHHBIX HEXKEJIaTeIbHbBIX PEaKIni.

Pazmep ymakoBku

328. IlnaHupoBaHHE pa3Mepa yMaKOBKH, MO3BOJISIOUIETO OTPAHUYUTH JIOCTYITHOE
KOJIMYECTBO JIO3UPOBAHHBIX E€IUHUIl JIEKAPCTBEHHOTO IMpernapaTta B OJHOM YIaKOBKE,
SABJISIETCS. OJIHOW M3 PYTUHHBIX ME€pP MUHUMU3AUUU pUCKOB. [Ipu orpaHnyeHnn KOJIu4yecTBa
€IMHUI] BBIMMCAHHOTO JIEKAPCTBEHHOI'O Ipernapara MalueHT BBIHYXJIEH oOpaiatrbhcs K
JeyaleMy Bpady 4epe3 MEHBIIHE MPOMEXKYTKHM BPEMEHHU, UYTO MOBBIIIAET BEPOSTHOCTH
BBITIOJIHEHUS! KOHTPOJISI €ro COCTOSHUS W COKpalllaeT BpeMsi €ro HaxoxJeHus 0e3
COOTBETCTBYIOIIETO HaOMIOJeHHUs. BpIMyck ymakoBKM Ha HEOOJBIIOE KOJIUYECTBO
JO3UPOBAHHBIX €IMHUI] (B OCOOBIX CIydasX — Ha OJIHY JO3WPOBAHHYIO €JIMHUILY) TaKXKe
MOKET OBITh TOJE3HBIM B Ciydae, €CJIM OJHUM W3 OCHOBHBIX PHUCKOB CUHUTAECTCS
IIepeI03UPOBKa.

Kateropms oTmycka JIeKapCTBEHHOTO Iperapara

329. Kareropus oTmycka JIEKaApCTBEHHOTO Tpernapara, pyu KOTOPO BBOJUTCS KOHTPOJIb
YCIIOBUM €ro OTHyCKa HACEJICHUI0, MOXET MOMOYb CHU3UTh PHUCKH, CBSI3aHHBIC C



MCIIOJIb30BaHUEM TAKOI'0 JICKAPCTBEHHOT'O IIpenapaTa Uiu €ro HelmpaBWIbHBIM IPUMEHEHHUEM.
DTO IOCTUTAETCS PETYIUPOBAHUEM YCIOBUM, MPU KOTOPHIX JIEKAPCTBEHHBIN MpernapaT MOXKET
OBITh HAa3HAYCH, WJIN yCJIOBHM, MPU KOTOPHIX MAITUEHT MOXKET IMOIYYUTh JIEKAPCTBEHHBIM
npemnapar.

330. B peructpauiioHHOE YJIOCTOBEPEHHUE HEOOXOAMMO BKIIOYUTH MOAPOOHYIO
UH(DOpPMALIUIO O JIFOOBIX YCIOBUSIX, OTPAHUYCHUSIX AUCTPUOBIONMH WU HCIOJIb30BAHHUU
JIEKapCTBEHHOTO Mpernapara, BKJIIOYas YCIOBHS, NMPU KOTOPBIX JICKAPCTBEHHBIN Mpemnapar
MOKET CTaTh JOCTYMHBIM JIJIsl TAIMEHTOB (KaTEropyI0 OTITYCKAa JIEKAPCTBEHHOIO Mperapara).
JlaHHBIN cTaTyc BKJIIOYAET B ce0s1 MHPOPMAIIMIO O TOM, TOAJICKUT JICKAPCTBEHHBIN Mpenapar
OTIYCKY IO PEIenTy WU OTIYyCcKy Oe3 penenta. OH TakKe MOXET OTpaHUYMBATH MECTa
pacrpocTpaHeHus JIEKapCTBEHHOTO Mpernapara (HanpuMmep, OrpaHUYeHHBIN MOPSI0K OTITYCKa)
. B OoTHOmIEHHM NE€KApCTBEHHBIX MpPENapaToB, MPUOOPECTH KOTOPHIE MOXKHO TOJBKO IO
peuenty, HeOOXOAMMO BBECTH [OIMOJIHUTENbHBIE YCIOBUS, & HMEHHO ONpPEACITUTH
JIEKapCTBEHHbIC MpenapaThl, KOTOPbIE MOXHO NPUOOPECTU TOJBKO MO CHEHUATBHOMY
penenTy.

HOHOJTHHTCJIBHH_C MCPBEI MUHAMH3AIIUH PUCKOB

331. JlomoysHUTENBbHBIE MEPHI MUHUMU3AIIMN PUCKOB JTOJKHBI OBITH MPE/TIOKEHbI, KOT1a
BBEJICHUE TaKUX MEp SBJISIETCS HEOOXOAUMO JJIs 00ecreueHus: 6€30MmacHoro u 3PEeKTUBHOTO
MCIIOJIb30BaHUsI JIEKAPCTBEHHOTO mpemnapaTta. Heo0XoamMocTs TIPOI0JKEHUS BBITTOTHEHUS
JOTIOJTHUTENIBHBIX MEp JO0JIKHA MePUOIUIECKU IepecMaTPUBATHCS.

332. JIomoMHHUTENbHBIE MEPBl MHUHHUMHU3AIMU PUCKOB IOCJIE WX COTJIACOBAHUS C
YIOJTHOMOYEHHBIM OPraHOM TIOCYAApCTB-UJIEHOB CTAHOBSTCA YCJIOBUEM [JIs IOJYYEHUS
PErUCTPALlMOHHOIO YJIOCTOBEpPEHHUs JUOO COXpAaHEHUs PErucTpalMoOHHOro craryca. B
COOTBETCTBYIOIIMX CIy4asiX MOJHAs HHPOPMAIIHS O JOTOTHUTEIBHBIX MEpaX MUHUMU3AIUU
PHUCKOB JI0JI’KHA OBITh MPEICTaBICHA B MPUII0KEHUHU Ne 6 K TUTaHy yIpaBJICHUS] pUCKaMH.

Onenka 3¢(¢eKTHBHOCTH ME€p MUHAMM3AIUN PHACKOB

333. Ha stanax 0OHOBJIEHHUS IJIaHA YIPABICHUS pUCKaMU TUIaH IO MUHUMH3aLUHA PUCKOB
JOJDKEH BKJIIOYaTh B ceOs wHOpManuio 00 OIeHKE BO3JACHCTBUS pean3yeMbIX
JNOTIOJIHUTENBHBIX MEP MHUHUMM3ALMU PUCKOB HA OCHOBHBIE MAPAMETPHI, ONPEAEIISIONINE
3¢ (PEeKTUBHOCTh JAaHHBIX MEpONpHUATHH. B ciywasx, xorja 3TO MPUMEHHUMO, JaHHAs
uH(pOopMaIKs T0DKHA ObITh MPECTaBICHA M0 KKIOMY FOCYIapCTBY-UJICHY.

334. Eciiu npuMeHUMO, B JAHHBIN pa3fen cleayeT BKI0YaTh 00CYKIEHNUE pPe3yJIbTaTOB
10001 BBITTOJTHEHHOW CHENUAIBHON OIEHKM MEp MHUHHMHU3AIUM PHUCKOB. B ciydae
BbIABICHUA HEIP(PEKTUBHOCTH KOHKPETHOM CTpaTerud MUHHMHU3ALUU PUCKOB JHOO
ONpENEIICHUs, YTO pEaJM3alMs HCIOJIb3yEMON CTpaTEeruyu COIpPsDKEHA C 4Ype3MEpHOU
Harpy3KoM JJi MalMeHTOB MM CUCTEMBI 3/[paBOOXPAHEHUSs, EPKATEN0 PETUCTPAIIMIOHHOTO



YAOCTOBEPEHHUS CIENYyET PacCMOTPETh aJbTEPHATUBHBIE BUJBI MEP MUHUMU3AIUU PUCKOB.
JlepKaTenb pErucTpaliOHHOIO YAOCTOBEPEHHUS NOJKEH OLUEHUTh U TPOKOMMEHTUPOBATH B
IUTaHE YTPABICHUS PUCKAMH HEOOXOIUMOCTh BBEJICHHUS JOMOJHUTEIBHBIX UM UHBIX MeEp
MUHUMU3AIUU PUCKOB IO KX 01 MpodsieMe 1Mo 6€30MacHOCTH WIIM UCXO/Is U3 BBITTOJIHEHHOU
OLICHKH MEphI 110 MHUHHMH3ALUU PUCKOB (JOMOITHHUTEIbHBIE) MOTYT OBITh MCKIIOUYEHBI U3
aHa (HampuMmep, Korja Mepbl M0 MUHUMHU3AIMU PUCKA CTald YacThbl0 CTAaHIAPTHOU
KJIIMHAYECKOM MPaKTUKH). B onpeneneHHbIX ciiydasix B pe3yabTaTe OLIEHKU CTPATETUU MOXKET
OBITh ClieJIaH BBIBOJ, YTO MEPbl MUHUMH3ALMU PUCKOB HE MOTYT KOHTPOJUPOBATh PUCKH B
TpeOyeMoM oObeme sl oOecneyeHus MPUMEHEHMs JIEKapCTBEHHOrO MpemnapaTta Ipu
MPEBBILICHUH T0JIb3bl HAJ] PUCKOM, YTO O3HAYaeT HEOOXOAUMOCTh OT3bIBA JIEKAPCTBEHHOTO
Ipernapara ¢ pblHKa WM OTPAaHUYEHHUS €r0 IPUMEHEHUS TOIBKO TOM MOATPYIIION NAlUEHTOB,
B OTHOILLIEHUN KOTOPOM M0JIb3a MEPEBEIINBAET PUCKH.

335. B ciiyyae eciiv BBINIOJIHEHHE OLEHKH 3P(HEKTUBHOCTH MEP MUHUMU3AINHN PUCKOB
ABJISIETCS] TPEOOBAHUEM MJIM YCIOBUEM CO CTOPOHBI YIIOJJHOMOUYEHHOI'O OpraHa, JaHHbIE MEpHI
BKJIFOUAIOTCS B TUTaH 10 (hapMaKoHAI30py.

336. MonuTopuHr >PpHEeKTUBHOCTH ME€p MUHHUMHU3AIUU PUCKOB omnucaH B yactu XII
Hactossux [IpaBui.

IInan mo MMHMMH3aOAH PHCKOB

337. B nanHOM pasnene B OTHOIICHUH KaXKI0H MPo0IeMbl 0€301MaCHOCTH, BKIIFOUEHHON B
cnenupuUKaIuio no 6€30MacHOCTH, TOJKHA ObITh MPE/ICTaBIIEHA CAeAyIoMas HHPOpMaIUs 0
MepaM MUHUMU3AINN PUCKOB:

a) pyTUHHBIE MEPbl MUHUMHU3AIMU PUCKOB, BKJIIOYAsl MOJPOOHYI0 MH(DOPMAIIHIO O TOM,
NpEeANoNaraeTcss Ju TOJbKO BKIIOYEHHWE B OOIIYI0 XapaKTEPUCTUKY JIEKapCTBEHHOIO
mpemnapata YW MHCTPYKIUIO MO MEIUIIMHCKOMY MPUMEHEHUI0O COOTBETCTBYIOIIUX
pekoMeHmanui 1 uHGopMamuu, TU00 TIAHUPYIOTCS WHBIE PYTUHHBIE MEPOIPHUATHS I10
MUHHAMM3AIUN PUCKOB,;

0) MOMOJTHUTENIbHBIE MEPhl MUHUMH3AIUKA PUCKOB (TP HEOOXOJIUMOCTH), BKIIHOUAS
3a/1aud MO0 KaXKJIOMY JOMOJTHUTEILHOMY MEPOIPHUATHIO, 00OOCHOBAHHE HEOOXOJMMOCTH H
cnoco0 O1eHKHU 3P(HEKTUBHOCTH TOMOJHUTEIBHBIX MEP MUHUMHU3ALIMKI PUCKOB.

Pe3siome miana MUHMMHA3AIAA PHCKOB

338. B manHOM pazjene Jo/DKHA OBITH MpEJCTaBleHA TAOJHIA C MEePEUYUCICHUEM
PYTUHHBIX H JOMOJHHUTEIBHBIX MEp MHHHUMHU3AIMM PHCKOB B COOTBETCTBUH C
oTpeeNsieMbIMH CTieIMpUKAIIEH 0 0€30MacHOCTH MpobieMamMu 6€30MacHOCTH (HapUMeED,
HOMEp pasjaena oOIel XapaKTepUCTHKHU JEKapCTBEHHOTO IIpemapaTra, B KOTOPOM
MPEAYCMOTPEHBI PYTUHHBIE MEPbl MUHUMM3AIUN PUCKA, JTUOO MepedeHb 00pa30BaTeIbHBIX
MaTepHuaoB).



Yacts VI "Pe3iome miana ynpapiieHHS pUcKaMu"

339. Pe3roMe muiaHa ynpaBiI€HUsS PUCKAMU I KaKJIOrO JIEKAPCTBEHHOTO Ipenapara
JOJKHO OBITh JOCTYMHO OOIIECTBEHHOCTH. Pe3toMe MOMKHO BKIIOYATh B CeOs KIIOUYEBBIC
AJIEMEHTHI IUIaHA YIIPaBJIECHUSI PUCKAaMHU ¢ OCOOBIM BBIJCIEHUEM MEpP MUHHUMU3ALMKA PUCKOB.
VY10JIHOMOYEHHBIMU OpraHaMu J0JIKHA ObITh oOecreueHa myOauKalus pe3toMe 0100pEHHBIX
IUTAaHOB YIIPaBJICHUs PUCKaMU Ha caiiTe YIIOJIHOMOUYEHHOI0 opraHa B cetu MHTepHer.

340. Pe3roMme miaHa ynpaBieHUs] pUCKaMH JOJI)KHO CBOEBPEMEHHO OOHOBJISITHCS MO MEPE
BHECEHUS B 3TOT IUIAH Ba)KHBIX U3MEHEHUU. VI3MEHEHUS, BHOCUMBIE B IIAH YNPABICHUS
PUCKaMHM, OLIEHUBAIOTCS KaK BaXKHbIE B CIIy4ae, €ClId OHU 3aTparuBaroT:

a) HOBBIE Ba)KHbIE MJICHTU(DUIMPOBAHHBIE WM MOTEHIMAIbHBIE PUCKU JUOO Ba)KHbIE
U3MEHEHHMsI B TIepeyHe Mpo0ieM 1o 6e30MacHOCTH UM UCKITIOUEHUS CBEJIEHUI U3 HETO;

0) BKJIIOYEHHE WM HCKIIOYCHHE JOMOJHUTENbHBIX MEp MUHUMM3AIUU PUCKOB JHOO
PYTUHHBIX MEp MMHUMHU3ALUUKU PHUCKOB, IIPEANOJIAramIluX BBINOJIHEHHE OCOOBIX
KJIIMHUYECKUX MEPOIPUATUI AJI YIPABICHUS pPUCKaAMU;

B) CYIIIECTBEHHbIC U3MEHEHHUS TUIaHa 10 (apMaKkoHaA30py (Hampumep, JOTOTHEHUE TIaHa
HOBBIMH HCCIIEJOBAHUSIMHU WJIU 3aBEPUICHUE BBIMOIHAEMbIX UCCIEIOBAHUM).

341. IlockonbKy pe3toMe IJIaHa YOPaBICHUS PUCKaAMU MPEeAHA3HAYEHO JJISI IITUPOKOU
ayIuTOpuM, UHPOpMaLKs B JAHHOM pa3jielie JOHKHA ObITh U3JI0KEHA JOCTYIHBIM SA3bIKOM.
OpnHako 3TO HE 03HAYAET, YTO CIIEAYET U30eraTh CleHaTN3UPOBaHHBIX TEPMUHOB. JIOKYMEHT
JOJDKEH YETKO Pa3zbsiCHUTH €ro LEIb U TO, KaK OH COOTHOCUTCS C Apyroi mHpopMauuen, B
YaCTHOCTHU ¢ MH(OpMALMEN O JEKapCTBEHHOM Ipenapare (To eCTh ¢ 00IIel XapaKTEPUCTUKOM
JIEKapCTBEHHOT'0 Iperapara, MHCTPYKLUUEH 0 MEUIIMHCKOMY IPUMEHEHUIO U MapKUPOBKON)

342. Pe3tome muiaHa ympaBli€HUs] PUCKaMU JIOJHKHO COOTBETCTBOBAaTh MHGOPMAIUU,
npenacrasiaeHHor B moayisax CVII, CVII vactu II u wactax Il — V miana ynpasneHus
pPHUCKaMU, U JOJDKHO COAEPKaTh CIEAYIOLIYI0 HHPOPMAIIHIO:

a) HaUMEHOBAHHUE JIEKAPCTBEHHOTO Mpenapara U LeNH, sl KOTOPhIX 0JI00peHO0 ero
MIPUMEHEHUE;

0) KpaTKas XapaKTepHCTHKa MpooOsieM 6€301aCHOCTH U OTCYTCTBYIOIIECH HHPOPMAITUH;
B) PYTHHHBIC U IOTIOJHUTEIHHBIC MEPhl MUHIMHU3AIIUHA PUCKOB;
T') TOTIOTHUTEIBHBIE MEPOTIPUITHS TI0 (hapMaKOHA30DY.

Yacrts VII "IIprioxkeHn K IIaHy YIOpaBJIeHHA pUCKaMHu"

343. Ecnu ninaH ynpaBieHUs pUCKaMH MPUMEHSETCS 10 OTHOIIEHUIO K ABYM U Oojee
JIEKapCTBEHHBIM Tpenaparam, IpearnoiaraeTcs, 4YTo MpuIoKeHus: OyayT UMETh OTHOIIICHUE
KO BCEM JICKapCTBEHHBIM mpemnapaTtam. CienyeT 0co060 MoI4epKHYTh KOHKPETHBIE aCIeKTHI,
HEMIPUMEHHMBIE KO BCEM JIEKapCTBEHHBIM Mpernaparam B IUIAHE YNPaBJICHUS PUCKAMH (
HanpuMmep, ¢opMma mHocieayrolero coopa MHPOpPMAIMKM O HEXKENATEIbHOW peakiuu B



npuioxkeHun Ne 4 K IUIaHy ymnpaBieHUs PUCKAMHU MOXET ObITh MPUMEHHMa TOJIBKO K
JIEKApCTBEHHBIM IMpernaparaM, COJEp>KalllUM AaKTUBHOE BEIIECTBO, KOTOPOE MMEET
MPUYUHHO-CIICICTBEHHYIO CBA3b C peakuuei). [lman ynpaBieHus puckamMu JOJKEH
COJIEpIKaTh MPUIIOKEHUS, IPUBEICHHBIC HIDKE (€CIIU MPUMEHUMO).

IIpunoxenne Ne 1 "OnexTpoHHBINH BUJ IJIaHA YIIPABICHUI pPUCKAMHU"

344. Tlpunoxenne Ne 1 Kk TIaHy ympaBjeHUS PUCKaMHU MPEJCTaBIsIET COOOM
CTPYKTYPUPOBAHHBIN AJIEKTPOHHBIA (pailyl MmyiaHa YNpPaBICHHUS PUCKAMHU, KOTOPBIM He
TpeOyeTcsi MmojaBaTh B COCTAaBE PETHUCTPALMOHHOIO JIOChE JIEKAPCTBEHHOrO Mpemnapara.
[Ipunoxxenne Ne 1 B BUie 31€KTPOHHOrO (aiiya JOIKHO ObITh MpEACTaBIEHO, B opmare,
COOTBETCTBYIOIMUM TpeOoBaHUSIM K SIEKTPOHHOMY BHIY 3afBICHUNA W JTOKYMEHTOB
PETUCTPALIMOHHOTO JOChE, MPEJCTABISIEMbIX IMPU OCYIIECTBICHUU pPETrUCTpallul |
AKCIEPTU3bI JICKAPCTBEHHBIX MPENapaToB JUisi MEAUIMHCKOTO TPUMEHEHUS, YTBEPKACHHBIM
Pemenuem Kosuternn EBpasuiickoit saxkoHoMu4eckoil komuccuu ot 30 urons 2017 1. Ne 79,
JlaHHOE PUIIOKEHHE MOKET ObITh HE3aIIOJIHEHHBIM.

ITpunoxenne Ne 2 "O600meHHbIE JAHHBIE IO IVTAHAPYEMBIM, BHIIOTHAEMBIM U 3aBEPIICHHBIM
HCCIIeOBaHUAM IUIaHA 0 ¢papMaKkOHaI30py B TabmuaHoi hopme"

345. JlaHHOE TPWIOKEHHE JOJKHO COJAEPKaTh B TAOIMYHOUN dopme CIEAYIONIYIO
nH(pOpMaIMIO TI0 MCCIICIOBAHMUIM, BKIIOUCHHBIM B IUIaH MO (hapMaKoHaI30py (COTacHo
TEKYIIEH WIH MPEBITYIIeH BEPCUH TIIaHa YIIPABICHUS PUCKAMU, UCCIICIOBAHUSM KaTETOpUit
1,2u3):

a) TUIAHWUPYEMBbIE W BBIMIOJHSEMBIC HWCCIEIOBAHUs, BKJIIOYAS IEIH, TPOOIEMBI
0€30MacHOCTH, a TaK)Xe 3alIaHUPOBAHHBIE CPOKH MPEJCTABICHUS MPOMEKYTOUYHBIX H
KOHCYHBIX PE3yJIbTATOB;

0) 3aBepIlICHHBIC MCCIICAOBAHUS, B TOM YHCIIE LIeJIH, TPoOIeMbl 0€30IIaCHOCTH, U JaTa
MIPE/ICTABIICHHSI PE3yJIbTATOB B YIIOJTHOMOYCHHBIC OPTaHbI (BBITIOJHEHHOE, 3aIlJTAHUPOBAHHOE
MPE/ICTABIICHUE WU YKa3aHUE MMPUYUHBI HE TIPE/ICTABIICHUS PE3YIHTATOB).

ITpunoxenne Ne 3 "IIpoToKOIBI peIaracMbIX, BHIIONHACMEIX ¥ 3aBEpIICHHBIX HCCIICIOBAHMH
IaHa no ¢papMaxoHaa3opy"

346. B nmpunoxkenne Ne 3 K MiiaHy ynpaBi€HHUs pUCKaMH HE TpeOyeTcs BKIIOYATh
MPOTOKOJBI UCCIIEIOBAHUM, KOTOPhIE HE OBbUIM HA3HAYEHBl YIOJIHOMOYEHHBIM OpPTraHOM
rocyJapcTBa-ujieHa U He ObUTH BKJIIIOUEHBI B TUTaH 10 (hapMakoHaa3opy. [laHHoe npuioxxeHue
MOXET BKJIIOUATh B C€0sl DJIEKTPOHHYIO CCBUIKY Ha JIpYrue MOAYJHU JOChE 3IEKTPOHHOTO
PETUCTPALlMOHHOTO JOChE, B Cllydyae IMPEACTABJICHUS [TaHHBIX IMPOTOKOJIOB M IJIaHa
yIpaBJeHUs PUCKaMH OJTHOBPEMEHHO C AJIEKTPOHHBIM OOIIUM TEXHUYECKUM JIOKYMEHTOM. B
ciaydae MpeACTAaBICHUS IUIaHA YNOPaBICHUS PUCKAMU HE B COCTaBE BJIEKTPOHHOTO



PETUCTPAIIMOHHOTO JOChE B JIAHHOE MPUIIOKEHUE TOJDKHBI OBITh BKJIIOYEHBI MPOTOKOJIBI
HCCIIEIOBAaHUM, BKIIFOUEHHBIX B IJIaH MO (DapMaKOHAI30Dy.

Yacts A npwioxkeHus Ne 3 "3ampammBaeMbie IIPOTOKOJIBI HCCIICOBAHUM IUIaHA 10
(apMaKoHa30pYy, MPEACTABIAEMEBIC I OLICHKH YIIOJIHOMOYEHHOI'O OpraHa IpH 0OHOBICHUH
BEPCHH ILIIaHa YIPaBJICHUA pUCKAMH"

347. B ciayuae eciu 3ampaniiBaeMble IPOTOKOJIBI JOJIKHBI ObITh MPEICTABICHbI s
PacCMOTPEHHUS YIIOJTHOMOYEHHBIM OPTraHOM U J€pKaTENb PETUCTPALMOHHOTO yI0CTOBEPEHHUS
IUIAHUPYET MPEACTABUTh IPOTOKOJ UCCIEN0BaHUs JAJIsl OUEHKH B YIIOJITHOMOYEHHBIM OpraH B
paMKax NpoLeaypbl NPEICTABICHUS IIJIaHA YIIPABICHUS PUCKAMH, 4acTh A mpuiokeHus Ne 3
JOJKHA BKJIIOYaTh B ceOs Takod MpoTokos. B kadecTBe anbTEpHATUBHOTO BapHaHTa
IPOTOKOJ MCCIIET0BAaHUS MOKET ObITh PACCMOTPEH B paMKax OTAEIbHOM MPOLEAYPhI U TOCTE
€ro COrJacoOBaHMS JOJDKEH OBITh BKJIIOYEH B 4YacThb B gaHHoro mpuiioxenus. Ilopsaox
MpE/ICTAaBICHUS MMPOTOKOJIA UCCIEI0BAHUS JOJKEH OBITh COIJIACOBAH C YIOJHOMOUYEHHBIM
OpraHOM.

Yacts b npumokenna Ne 3 "3ampammBaeMbie H3MeHEHHA paHee OH0OPEeHHBIX IPOTOKOJIOB
HCCIIeOBaHMi I1aHa 110 apMaKOHAI30pPY, MPEACTABIIAEMEIE I OLCHKH B YIIOJIHOMOYCHHBIA
opraH npu 0OHOBJICHHHN BEPCHH ILUIAHA YIPABICHUS PACKAMH"

348. B ciydae eciii yIIOJIHOMOUYEHHBIM OpraHOM OBLIM 3alpOILEHbI ISl PACCMOTPEHMUS
HCIPaBIICHUs MPOTOKOJIA UCCIECIOBAHUA U AEPXKATENIb PETUCTPALIMOHHOIO YIOCTOBEPEHUS
IUIAHUPYET IPENCTABUTh W3MEHEHHUs IPOTOKOJIA HCCIENOBAaHMS B paMKax IPOLEAYPHI
IIPEACTABIICHUS TUIAHA YIIPABICHUS PUCKAMHU, 4acTh b npunoxxenus Ne 3 1omkHa BKIIOYATh B
ceOs1 OOHOBJIEHHBIM MpoTOKOJN. B KaduecTBe anbTEpPHATUBHOIO BapuaHTa MOIpaBKa K
IPOTOKOJIY MOXET OBbITh NPEICTaBI€HA B paMKaxX OTAEJIbHOW HpoLenypbl U IOCIe €€
COTJIaCOBaHHUs JOJKHA OBITH BKJIIOYEHAa B 4YacTh B gaHHoro mnpuioxenus. Ilopsamox
HpPECTaBICHUS IPOTOKOJIa MCCIEAOBAHMS JODKEH OBITh COTJIAaCOBaH C YIOJHOMOYEHHBIM
OpraHoM.

349. Ilocne coryiacoBaHHsl YIOJIHOMOYEHHBIM OPraHOM IPOTOKOJIBI HUCCIEAOBAHUN U3
yacte A wim b cinegyer nmepeHecTu B 4acTh B TaHHOTO NMPHIIOKEHUS C MOCHENYIOIINM
00s13aTeIbHBIM OOHOBJICHHEM IUIaHA YIPABJICHUS PUCKAMHU.

Yactp B mprmoxxerns Ne 3 "Onxo6peHHBIE IPOTOKOJIEI BHIIOMHIEMBIX HCCIISOBaHUH IUIaHA 10
¢bapmakoHa/[30py M OKOHYATEHHBIE IPOTOKOIEI HCCIICIOBaHMUM, HE IIPEACTABIIEMEIC I OLCHKA
YIIOJTHOMOYEHHOTO OpraHa"

350. B yacte B mpunoxxenuss Ne 3 k miaHy ynpaBieHUs PUCKAMH JIOJKHBI OBITh
BKJIIOUEHBI CJIEAYIOIINE TIPOTOKOJIBI:

a) TOJIHBIE MPOTOKOJIbI, KOTOPhIE paHee ObUIM OIICHEHBI YIOJHOMOUYECHHBIM OPTraHOM U

corjacoBaHbl (TO €CTh HE OBLIO 3alpOIIeHO MOBTOPHOE MpeAcTaBieHHEe mpoTokoisa). K



MIPOTOKOJTY HEOOXOIMMO MPUIIOKHUTh JOKYMEHT C yKa3aHHEeM HaMMEHOBAaHUS MPOIEAYPHI, B
paMKax KOTOPOM MPOTOKOJI ObLIT YTBEPIKIEH, U AaThl 3aKJIIOYEHHUS. Y Ka3aHUE HAUMEHOBAHUS
MIPOIICAYPHI MOKET BKIIFOUATh B CEOS DJICKTPOHHYIO OTCHUIKY WUIM CCBUIKY Ha JAPYTUE MOIYJIH
PETUCTPALIMOHHOTO JO0ChE JIEKAPCTBEHHOI'O Mpernapara B Cilydae, €ClIM paHee MPOTOKOJIbI
OBLITN TPEICTABIICHBI B €TO COCTABE;

0) OKOHYATEIbHBIC MPOTOKOJBI APYTHX HCCICIOBAHUM KaTEropuu 3: MPOTOKOJIHI,
KOTOpBhIE HE OBUIM 3ampoIIeHbl MJIsI PACCMOTPEHUS YMOJTHOMOYEHHBIM OpPraHoOM H
NPEACTABICHBI  JIEPKATEIIEM PETUCTPALMOHHOTO  YJIOCTOBEPEHUS TOJBKO  JJIA
MH()OPMUPOBAHHUS.

351. IIpoToKoybl 3aBEPIUICHHBIX HCCIEAOBAHUN CIEIYEeT UCKIIOYUTHh U3 JAHHOTO
MIPUJIOKEHUS TIOCIIE TOTO, KaK OKOHYATEIbHBIE OTYETHI 110 Pe3yIbTaTaM HCCIe0BaHus OyayT
MPEJICTABJICHBI B YIIOJIJHOMOUYEHHBIN OPTaH JJIsl OLIEHKHU.

ITpunoxenne Ne 4 "Crnenuansasie GopMBI HOCIEAYIOmEro coopa HHGOPMAIMH 0 HEKEIIATEIHHBIX
peaxnmax"

352. JlanHoe mpuiiokeHHE JOJKHO BKIIIOYATh B ce0s Bce PopMbl mocienyomiero coopa
nH(OpPMAITUU O HEXKEJATEIbHBIX PEAKITUAX, UCIIOJIB3yEMbIC ACpiKaTEIeM PETUCTPAIIMOHHOTO
YAOCTOBEPEHHS A cOOpa MOMOJHHUTENBHBIX JAHHBIX IO OMPENEICHHBIM IpoOjIeMaM o
6e3omacHoctu. Micnonp3oBanue Gpopm mocieayromnero coopa nHGOpMaIH, BKITFOYEHHBIX
B JJaHHOE TPWIOXKEHUE, JOJDKHO OBITh MOAPOOHO OMHMCAHO B TUIAHE MO (papMakoOHAA30pPY B
TUTaHE YTIPaBJICHHUS PUCKAMHU KaK KOMIIOHEHT PYTHHHBIX MEPOTIPUSATHH 1O (hapMaKOHAI30py.

353. ®opmbl ocaeayomero coopa nHGOpMaluK, KOTOPbIE JOJKHBI ObITh BKIIIOUEHBI B
TaHHOE TPUJIOKEHUE, MOTYT TaK)Ke HA3bIBATHCS ONMPOCHUKAMH IO JTOTIOTHUTEIHHBIM JaHHBIM
0 HEXENATEeNbHBIX peakIusix, GopMoil cOopa MaHHBIX O HEXEIATEIbHBIX PEAKIUIX WU
(dbopmMoii TToCIIeTyIONIEro cOopa JaHHBIX O HEXKENATeIbHBIX PEaKIIHsIX.

IIpunoxerne Ne 5 "TIpoTOKOIEI IPeIIaraéMbIX M BHITOIHAEMBIX HCCIICIOBaHUH, BKIIOYCHHBIX B
gacTh [V miana ynpasnenus puckamu”

354. JlanHO€ NMPUIIOKEHHUE OJKHO BKIIIOYATh B C€0Sl OTCHUIKM WJIM CCHUIKM Ha JIpyrue
YacTU JIOChE 3JIEKTPOHHOTO PErMCTPALMOHHOTO JIOChE B Cly4yae BKJIIOYEHHsI MPOTOKOJIA
uccienoBanust dQPEKTUBHOCTH B HJICKTPOHHBIA OOIIMI TEXHUYECKUH TOKYMEHT JHOO0
MPOTOKOJI HA3HAYEHHOr0 MccienoBaHus 3((HEKTUBHOCTH, BKIOYEHHOTO B YacTh [V miiaHa
YIIpPaBICHUS] PUCKAMH.

ITpunoxxerne Ne 6 "IlogpoGHas mHGOpMALHA O TIPeIJIaraéMBIX JOMOJHUTEILHEIX Mepax
MPHUMU3AIAA PACKOB"



355. Ecnu npuMeHrUMO, B JaHHOE TPUIIOKEHHE JTODKHBI OBITh BKIIFOUEHBI TIPeIjlaracMbie
Y COTJIaCOBaHHBIE (€CJIM MPUMEHUMO) TTPOEKTHI C OCHOBHOUM MH(OpMaIMel, COCTaBIAIONICH
JOTIOJIHUTENIbHBIE MEPbl MUHHUMU3AIIUU PUCKOB.

ITpunoxerne Ne 7 "Jlpyrue BCIOMOraTe/IbHEIC JAHHEIC
(BKiIFO9As CCHUIOYHEIN MaTeprai)"”

356. Ecau npuMeHuMo, Bo u30exaHue NyOJMpOBaHUsS MAaTEPUAIOB, IPEICTABICHHBIX B
KAaueCTBE CCHUIOK, IaHHOE MPUIIOKEHUE JOHKHO BKIKOYATh B C€0S1 OTCHUIKU K 3JIEKTPOHHOMY
PETUCTPALIMOHHOMY JI0Ch€ WJIM CCHUIKM HAa JAPYTHE€ JOKYMEHTHI, BKIIOUEHHBIE B JPYrue
MOJYJIU PETUCTPALIMOHHOIO JJOChE.

IIpunoxxerne Ne 8 "O630p u3MeHEeHHUI, BHECEHHBIX B ILIAH YIPaBJICHHSA PACKaMH"

357. B naHHOM TPUJIOKEHUU JOJKEH OBITH MPEICTaBIICH TIEPEeYCHb BCEX CYIIECTBEHHBIX
M3MEHEHUH B TUIaHE YNIPaBJICHUS PUCKAMU
B XpOHOJIOTHYECKOM Topsiake. MHbopMalus qoikHa BKIIOYaTh B CeOsl KpaTKOE OMHUCAHHE
W3MEHEHUH, JaTy U HOMEP BEpPCUU IJIaHA YIPaBJICHUS PUCKAMHU IO BCEM CIEAYIOIIUM
M3MEHEHUSIM:

a) no0aBlieHHE, YJaJeHUEe UM U3MEHEHHE KIACCU(PUKAITMOHHOTO OTHECEHUS MPOOIEM 1O
0e3011aCHOCTH;

0) noOaByieHrE WK yJalIeHHe UCCeOBaHUI U3 T1aHa 1o (hapMaKkoHaI30py;

B) U3MEHEHHE MEPOIPHUATHI B IJIaHE 10 MUHUMHU3AIMH PUCKOB B YaCTU MEPONPUATHUH,
NpeajiaralonuX ONpe/elieHHbIe KIWHUYECKHEe MEphl Ui yIpaBJICHUS PUCKAMH, WIH
JOTIOJIHUTENBHBIX MEP MUHUMU3AINU PUCKOB.

ITpunoxerne Ne 9 "UnropManyst 06 OTIMIHUAX IUTAHOB YIIPABICHHUA PUCKAMH B
rocyapcTBax-4eHax OT JeHCTByIOmel BEpCHH IUIaHa YIPaBJICHAA pUCKaMHu"

358. JlanHoe mpUII0KeHHUE MPEACTABISAETCS IPU HATMYUHU OTIWYNI HHGOPMAIINH B TIJIaHE
yIIpaBJIE€HUs] PUCKaMH B FOCYIapCTBax-ujeHax OT HH(OpPMaIMK COOTBETCTBYIOIINX Pa3/eiioB
NEUCTBYIONIEH BEPCUU IUIaHA yIpaBieHUs puckamu. OnucaHue YKa3aHHBIX OTIWYUM
NPEJICTABIISECTCA B COOTBETCTBUU C TPEOOBAHUSAMHU K (pOPMATY U CTPYKTYpPE JAHHBIX.

7. B3auMOCBSI3b MEXKAY IUIAHOM YIIPABJICHAA PHCKAMH U IIEPHOJAIECKIM OOHOBIIIEMEIM OTIETOM
o 0e30macHOCTH

359. OCHOBHBIMHM MOCTPETUCTPALMOHHBIMUA JOKYMEHTAMU (PapMaKoHaA30pa ABISIIOTCA
IJIaH yOpaBJeHUS PUCKAMH U MEPUOJUYECKU OOHOBISEMBIH OTYET MO OE30MacHOCTH.
['maBHOM 1€BI0 MEPUOJUYECKOTO OOHOBISIEMOrO0 OTYETa MO OE30MaCHOCTH SIBISETCS
PETPOCIIEKTUBHAS MHTETPUPOBAHHAS IOCTPETUCTPALIMOHHAS OLIEHKA PUCKA U IOJIB3bI, B TO
BpeMs KaK LEJIbI0 IUIAHA YIPABJICHUSA PUCKAMH SBISIOTCA IIPOCIEKTUBHOE IIpe- U



MOCTPETUCTPALIMOHHOE YyMpaBieHHe 0alaHCOM PHUCKA W TOJIb3bl M IUIAHUpPOBaHUE. Takum
00pa3oM JTaHHBIEC IOKYMEHTHI SBJISIOTCS B3aUMOAOTIOTHSIOIIUMU.

360. B cimyyae ecim mepUOIUYCCKUM OOHOBJISEMBIM OTYET MO 0€30MacCHOCTH U TUTaH
YIPABIICHUS] pUCKAMU MIPEACTABISIIOTCS OAHOBPEMEHHO, TJIaH JA0HKEH OTpa)kaTh 3aKJII0YEHHE
o podrtro 6e3onmacHoCTH U 3G(HEKTUBHOCTH, CACIAHHOE B TIEPUOIUIECKOM OOHOBIIIEMOM
otuere mo Oe3omacHocTH. Hampumep, eciau B mepuoguyecKoM OOHOBIISIEMOM OTYETE IO
0€30MacHOCTH CJIeJIaH BBIBOJ O BBISIBJIEHWHM HOBOI'O CUTHAja W €r0 OTHECEHHWHU K YHUCIY
BXHBIX HUJICHTU(PUIIMPOBAHHBIX UM BaXKHBIX MOTCHIIMAIBHBIX PUCKOB, JAHHBIM Ba)KHBIM
PHUCK JOJKEH OBITh BKJIIOYEH B YUCIO MPOoOJieM 1Mo 0€30MacHOCTH B OOHOBIICHHYIO BEPCHIO
[JlaHa YOpaBJIEHUS PUCKAMH, MPEJCTABISIEMYI0 OJHOBPEMEHHO C MEPUOAUYECKUM
OOHOBJIsIEMBIM OTYeTOM IO Oe3omacHocTu. Ilnan mo QapmakoHag30py W IUIaH MO
MUHHUMU3AIUU PUCKOB JIOJKHBI B 3TOM ClIy4ae ObITh COOTBETCTBYIOIIUM 00pa3oM OOHOBJIEHBI
C OTpPaXEHUEM TMPEIJIOKEHUN JepiaTesisi PEerucTpallMOHHOrO YJIOCTOBEPEHHUS IO
JNajJbHEeNIIeMy M3Y4YEHUIO JTaHHOW MpoOieMbl Mo O€30MacHOCTH M MepaM MHUHUMH3AIUU
COTIPSHKEHHOTO PUCKA.

361. Uudopmanus nomkHa ObITh COTIACOBAaHHOM, HO MOKET OTIMYAThCs 1Mo popMaty B
CJIENYIONIUX pa3feiax B MEPUOJIUYECKOM OOHOBJISIEMOM OTYETE MO OE30MaCHOCTU U IUIaHE
yIIpaBJIE€HUS] PUCKAMU:

a) moayaib CIII "Knununueckoe uccienoBanue Bo3aeictus” yactu Il mana ynpaBieHus
puckamu U noxapaznen 5.1 "OOimiee 4yuciao MAaIMEHTOB, MOJBEPTIIUXCS BO3ACHCTBUIO
JIEKapCTBEHHOr0 Ipemnapara B KIMHUYECKHUX HCCIEIOBaHUAX'" MEPUOAUYECKOTO
OOHOBJISIEMOTO OTYETa MO0 0€30MaCHOCTH;

0) moxynes CV "Iloctpeructpanunonnsiii 3tan" yactu Il miana ynpaBiieHus: puckamu
nozapazzaen 5.2 "OOmiee 4ynucao MalueHTOB, MOABEPTIINXCS BO3JAECHCTBUIO JIEKAPCTBEHHOTO
npernapara, 1o JaHHBIM €r0 IPUMEHEHUS Ha PhIHKE" MePUOIUUEeCKOT0 OOHOBISIEMOI0 OTUETa
110 0€30IMacHOCTH;

B) Moaynb CVII "UnentuduuupoBanHble U NOTEHIIMANbHbIE pucku" yactu Il miuana
yIpaBieHus puckamu u mompaszaen 16.1 "OOGobmaromas nHpopMamnus o mpodiaemMax 1o
0e301acHOCTH" TEPUOANIECKOT0 OOHOBIISIEMOT0 OoTUeTa Mo Oe3ornacHocTH, Moaysib CVIII "
Kparkast xapaktepuctuka npo6iem 6e3onacHoctu” yactu Il miana ynpapieHusi puckamu u
noapaszaena 16.4 "XapakTepucThka PUCKOB'" MEPHOIUUECKOT0 OOHOBISEMOr0 OTYETa IO
0e30IacCHOCTH;

r) pasaen "Onenka 3QpPEeKTUBHOCTH MEPONPUITHI 10 MUHUMHU3AIUU PUCKOB" YacTH V
IJlaHa ynpaBlieHUs puckamu u noapaszaein 16.5 "OddexTuBHOCTS MEp MUHUMHU3ALIUK pUCKa"
NEPUOANYECKOTO OOHOBIIIEMOTO OTYETa MO0 O€30MacCHOCTH.

8. CucTeMbl Ka4eCTBa M YIPABIICHUE 3aIUCIMHA

362. HecMoTpst Ha TO, YTO B MPOLIECC HAMUCAHUA IUIAHA YIIPABJICHHUS PUCKAMHU MOMKET
OBITH BOBJICYEHO MHOTO JIKCIEPTOB, BCS OTBETCTBEHHOCTH 3a €r0 KadyeCTBO, TOYHOCTh U



HAy4YHYIO LIEJIOCTHOCTh BO3J1araercsl Ha JepKaTelisl PErucTPaluoOHHOTO ynoctoBepeHus. OH
K€ HECET OTBETCTBEHHOCTh 332 OOHOBJIEHHE IJIaHA YIIPABJIEHUS PUCKAMHU, KOTJIa CTAHOBUTCS
JIOCTYyMHOU HOBas MHGOpPMaLKs, U JOHKEH MPUMEHSATh MPUHLHUIIBI 0OecieueHusl KauecTna,
u3noxeHHele B pasugene Il nacrosamux IlpaBuin. J[lepxkatenb perucTpanmoHHOIO
YIAOCTOBEPEHUS JOJDKEH OO0ECHeYUTh KOHTPOJIb W JOKYMEHTHPOBAHHE MPOLEAYPHI
[IPEACTABIICHUSA IUIaHA YIIPABICHUS PUCKAMM B YIIOJHOMOYEHHBIM OpraH C yKa3aHHEM JaT
IIPEJICTABICHUS U BCEX 3HAYMTEIBHBIX W3MEHEHUH, BHECEHHBIX B KAyl BEPCHIO IUIaHA
yIOpaBlieHUsl pUckaMu. JlaHHbIE 3amucH, IJIaH YIPaBJICHUS PUCKAMU U JIIOObIE TOKYMEHTHI,
MMEIOIIME OTHOIIEHHE K MHPOpPMALlMM B paMKaX yKa3aHHOTO IJIaHa, MOTYT MOJBEPTrHYThCS
ayJIUTy U MHCIIEKTUPOBAHUIO MHCIIEKTOPaMHU 10 (hapMaKOHAA30pYy.

9. TpeGoBaHuA K MpeICTABICHHUIO IUIaHA YIPaBIeHAA PACKAMHI

TpeGoBanws K IpEeACTABICHHUIO IUIaHA YIPABICHAS PHCKAMH IS AEPXKATENIeH PETHCTPANMOHHOrO
YZIOCTOBEpEHHUA IIPH MOade 3asBICHHUSA HA PETHCTPANHAIO JIEKapCTBEHHOTO IIpenapaTa i
OpHUBEACHHE B COOTBETCTBHE ¢ TpeCoBarmamu Coro3a

363. ITpu nomaue 3asBICHHS HA PETUCTPALIMIO JIEKAPCTBEHHOTO MpeErapara v NpUBeICHUU
PETUCTPAIIMOHHOTO J0ChEe JICKAPCTBEHHOI'O Ipernapara B COOTBETCTBHUE C TPeOOBaAHUSIMU
Coro3a mjaH ynpaBJjeHUs] PUCKaMU C OMMCAHUEM CHCTEMBI YIPABICHUSI PUCKAMU U PE3IOME
IJIaHa MPEACTABIIAECTCS I BCEX JIEKAPCTBEHHBIX IPENApaTOB, 3a HUCKIOUYEHUEM CIIy4acs,
yKa3aHHbIX B myHKTe 350 Hacrosmux [IpaBui.

364. ®opma U SA3BIK NPEICTABJICHUS IUJIaHA YIPAaBICHUS PUCKAMU B COCTaBe
PETUCTPALIMOHHOTO JIOCh€ JIEKAPCTBEHHOTO TMpernapaTta JJOJDKHBI COOTBETCTBOBATH
TpeboBanusM [IpaBui peructpanuu U YKCIEPTUSHI.

365. [Ipu nonaue 3asBieHUS Ha NMPUBEACHUE PETUCTPALIMOHHOTO JOChE JIEKAPCTBEHHOTO
mpemnapaTta B COOTBeTCTBHE ¢ TpeboBanusiMu Coro3a He TpeOyeTcs MpecTaBlICHHUE TIaHa
yIpaBJEHUs PUCKaMHU C ONTMCAHUEM CUCTEMBI YIIPABJIEHUS PUCKAMU U PE3IOME IIaHA IS

a) JIGKapCTBEHHOTO Mpernapara, JeUCTBYIOIIEe BEIIECTBO KOTOPOrO XOPOIIO M3YyUYEeHO B
X0/J1e MEIUIIMHCKOTO MPUMEHEHHUS, IPH 3TOM MPU3HAHBI €r0 3()PEKTUBHOCTD U MpUeMiIeMas
CTEINEeHb 0E30MacHOCTU U MPOILIo He MeHee 10 JeT ¢ JAaThl MepPBOr0 CUCTEMATHYECKOTO U
JOKYMEHTUPOBAHHOTO MPUMEHEHUS JIEMCTBYIOIIErO BEHIECTBA (IECMCTBYIOIIMX BEIIECTB)
JTAHHOT'O JIEKAPCTBEHHOTIO Tpernapara B TOCyJapCTBE-uIeHe, KOTOPOE OCYIIECTBISET OLICHKY
3asBJICHUSI Ha TPUBEJCHHUE B COOTBETCTBHE C TpeOoBanmsiMu Coio3a U y KOTOPOTO
OTCYTCTBYET IJIaH yIIpaBJIEHUS PUCKaMH HA MOMEHT MPUBEJEHUS PETUCTPALIMOHHOTO JOChE B
cooTBeTCTBUE ¢ TpeboBaHussMu Co103a;

0) JIEeKApCTBEHHOT'O PACTUTEIBHOTO Mpenapara, KOTOPbI COOTBETCTBYET KPUTEPUSIM
MPEJCTABICHUS] YIIPOIIEHHOTO JIOChE;

B) TOMEOIATHYECKOTO JIEKAPCTBEHHOTO Mpenapara, KOTOPbI COOTBETCTBYET KPUTEPUSIM

MPECTABICHUS YIIPOIIIEHHOTO JIOCKE.



366. Uckmtouenus, ykazanuble B nyHkte 350 Hactosimux [IpaBui, HE NpUMEHSIOTCS U
IJIaH yIpaBJeHUs PUCKAMU JIJISl YKa3aHHBIX TPYIII JEKAPCTBEHHBIX MPEMapaToB JI0KEH OBITh
MPECTABIICH B CIECIYIOIMINX CIyYasiX:

a) BHECEHHE HOBOTO IOKAa3aHUs K MPUMEHEHUIO B OOIIYI0 XapaKTePUCTUKY
JIEKapCTBEHHOTIO MpenapaTa U UHCTPYKITUIO 10 MEIUIIMHCKOMY ITPUMEHEHHUIO;

0) BO3HUKHOBEHHE MPOOJIeMbl O€30MaCHOCTH, OKa3bIBAIOIIEH BIUSHUE HA COOTHOIIEHHE "
MOJIb3a — PUCK";

B) €CJIM 00eCTieYeHHe MPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara npu MPEeBbIIICHUN MTOJIb3bI
HaJl PUCKOM TpeOyeT BBEICHUS JIOMOTHUTEIbHBIX MEPONPUITUH 1O (apMaKOHAI30py WU
JOTOJIHUTENIbHBIX MEP MUHUMU3AIIUU PUCKOB.

367. Ha nocTperucTpaiimiOHHOM 3Tare MpeIcTaBjIeHre 0OHOBJICHUS TIJIaHa yIIPaBICHUS
pUCKaMU WJIM HOBOTO IJIaHA YIPaBJIEHUSI PUCKAMU MOXET MOTPeOOBaThCs B J1000€ BpeMs B
TEYEHHUE )KU3HEHHOTO IIUKJIA JISKAPCTBEHHOTO MperapaTa B CIeIYIOUUX ClydasX:

a) MO 3ampocy YMNOJHOMOYEHHOrO OpraHa Mpu BO3HUKHOBEHHUHM MPOOJIEMBI 1O
0e30MacHOCTH, OKa3bIBAIOIICH BIUSHUE HA COOTHOIIEHUE "M0Ib3a — pUCK";

0) Ipy BHECEHUM U3MEHEHHUI B PETUCTPAIMOHHOE JI0ChE, KOTOPhIE COMPOBOKAAIOTCS
W3MEHEHHEM IIepeyHs TpoljieM I10 Oe30MacHOCTH, JIMOO TIOSBICHHUEM HOBBIX
JOTIOJITHUTEIBHBIX MEpOIPHUATHI 10 (papmMakoHAA30py, MO0 HEOOXOIUMOCTHIO BHECEHUS
W3MEHEHUN B MEPOTNPHUATHS 0 MUHUMH3AIMK PUCKOB. [IpeacraBieHne oOHOBICHUS TUTaHA
yIPaBIICHUS] pUCKAMHU MOKET MOTPeOOBATHCA B CIIydasiX BHECEHHS] H3MEHEHU B MOKa3aHUs K
MIPUMEHEHUI0, BBEJCHUS HOBOU JTO3UPOBAHHON (DOPMBI, HOBOTO CIIOCc00a BBEJCHUS, BHECCHHUS
M3MEHEHHI B MPOIECC MPOU3BOJICTBA OMOTEXHOIOTHYECKUX JIEKAPCTBEHHBIX CPEJICTB.

TpeboBarHnI B 0COOBIX CATYaIMIX

368. [Ipu nojgaye 3asiBJICHUSI HA PETUCTPALMIO JIEKAPCTBEHHOTO Mpenapara ¢ MOJIHbIM
COZIepKaHUEeM MOJIyJell 1 — 5 perucTpaloHHOro0 J10Che HEOOXOIMMO MPEACTAaBISATH BCE
yacTU IUIaHA YHpaBICHUS pUCKaMu. Bo Bcex WMHBIX ciaydasx IMOJauyd 3asiBIICHUS Ha
PETUCTPALIMIO JIEKAPCTBEHHOTO Ipenapara TpeOOBaHMs K COJEPKAHUIO MJIaHA YTPABICHUS
pUCKAaMHM  ONpPENENsAoTCS  UCXOJAs W3  INPUHIUNA  OPOMNOPLUUOHAIBHOCTHU
UACHTU(DUIIMPOBAHHOTO M MOTEHIMAIBHOTO PUCKA JIEKAPCTBEHHOrO Mpernapara, a TaKke
HEOO0XOMMOCTH MOJIYYEHHUSI JAaHHBIX O OE30MACHOCTU Ha MOCTPETUCTPAIIMOHHOM 3Tane, B
CBSI3U C YE€M HEKOTOpbIE YacCTH WJIM MOJYJIU MOTYT ObITh OIYIIEHBI MPU YCIOBUU, UTO
YIOJHOMOYEHHBIM OpraH ToCyJapCTBa-ujieHa HE TMPEeABSABISET HHBIX TpeOOBaHMUII.
MuHuManbHbIe TPeOOBaHUS K MPEICTABICHUIO MHPOPMAILIUK TI0 YACTSAM ITUTaHa YIPaBICHUS

pUCKaMHM MPUBEJIEHBI B TabauLe 2.
Tabnuua 2

ITepeqens gacTeii IIaHa YIIPAaBICHAA PACKAMH IPH IOJAYe 3asABICHAL
Ha PETHCTPALIO JICKAPCTBEHHOTO Mpenapara Il pa3HbIX BANOB JICKAPCTBEHHBIX MPEIIAPaTOB
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[Ipumeyanus.

1. CumBon "+" o3Hauaet, 4To MH(OpPMAIUS MO JAHHOMY pa3jieiy MpeJCTaBIsSeTCs B
MOJIHOM 00beMe TpeOOBAHMIA.

2. CumBoa "}" o3HauaeT, yTo MH(pOPMALIHS 110 JAHHOMY pa3Jeily NpPECTaBISICTCS B
ciydae, ecid pe(epeHTHBIN JICKApCTBEHHBIM TpemapaT HE WMEET OJ0OpPEHHOTO IIaHa
yIpaBJICHUS] PUCKAMHU U PE3IOME IJIaHa YIpaBJIEHUS PUCKaMU HE OMyOJIMKOBAHO Ha caiTe
YIOJIHOMOYEHHOT'0 opraHa B ceTu MHTepHer.

3. CumBon "*" o3Havaer, yTo MHPOPMANUS 10 JAHHOMY paslely MPECTaBISETCS B
cily4ae, eCiu MOCTPETUCTPAlMOHHBIE UCCIIEIOBAHUS IO OLIEHKE 3P(EKTUBHOCTH HAa3HAUYEHBI
pedepeHTHOMY JIEKapCTBEHHOMY Tpernapary.

4. CumBon "#" o3HauaeT, yTO B JaHHOM pa3Jiesie MOXKET OBITh IPUBEACHO YKa3aHUE O
COOTBETCTBUU HH(POPMAIIMU O OE€30MaCHOCTH B OOIICH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara ¥ UHCTPYKLIHH 110 METULIIMHCKOMY ITPUMEHEHMUIO.

5. CumBon "{" o3nawaet, 4To TpeboBaHUS K HHPOPMAIUU TO JaHHOMY pa3iemy
OCHOBBIBAIOTCSI HAa MPHUHIHUIE MPOMNOPUUOHAIBHOCTH COMNPSIKEHHBIM PHCKAM C y4YE€TOM
MOJTYYE€HHBIX HOBBIX JIAaHHBIX O O€30MACHOCTH, a TAK)K€ BO3MOXKHBIX OTIUYUMN ¢ pehepeHTHBIM
MpenapaTom.

6. CumBon "§" o3HauaeT, 4To WHpOpPMANMSA B JAHHOM paszjeiie J0JDKHA OBITH
npejcraBieHa 0Oojee MOAPOOHBIM OMMCAHHMEM U OIEHKOW B OTHOIIEHWH HOBOTO
JNENCTBYIOIIETO BEIIECTBA HA HOBOE JEHCTBYIOIIEE BELIECTBO.

TTopaua 3asBICHUA HAa PETHCTPAIMIO BOCIPOU3BEASHHOTO JIEKAPCTBEHHOT'O IIpenapara

369. Ilpu nogaye 3adBJICHUS HA PETHCTPALMIO BOCIPOU3BEAECHHOIO JIEKAPCTBEHHOTO
npenapara uH(popManus B IUJIaHE YNPABJIEHUS PUCKAMU JIOJDKHA COOTBETCTBOBATH
CJIEIyIONTUM TPEOOBAHUSM:

a) B yactu | miuaHa ynpaBieHus: puckaMu TpeOoBaHUs K MH(POpPMALMK COOTBETCTBYIOT
TpeOOBaHUSAM, MPEIBABIIEMBIM TP MOJa4€ 3aSBJICHHUS HAa PETUCTPAIUIO JIEKAPCTBEHHOTO
npenapara ¢ MOJIHBIM COJIep>KaHUEeM MOJyJiel 1 — 5 perucTpalioHHOTO JOChE;

0) B vactu Il mana ynpaBieHus puckaMu HHGOpMAIUs T0HKHA OBITH MTPEACTaBICHA C
YYETOM CJIEYIOIINX BO3MOXKHBIX yCIIOBHI:

pedepeHTHBIN JEeKapCTBEHHBIN NpenapaT UMEET IUIaH YIpaBlIeHUs pUcKaMH. B sTom
cinyuyae moayiiu CI — CVII miiana ynpaBieHHs] pucKaMy MOTYT HE MPEACTaBIAThCA. Moyib
CVIII nomxen BKIIOYATh B ce0s1 0000111eHHYI0 HH(pOopMaIuio 0 mpodiaeMax mo 6e30MacHOCTH,
KoTopast (GOpMHUpPYETCS B COOTBETCTBUM C 0000meHHON HMHPOpMamueld o mpobiaeMax Io
O0e3zomacHOCTH pedepeHTHOro mnpemnapara. B ciaydae eciw, MO MHEHHUIO JIep>KaTels
PEruCTPallMOHHOTIO YJOCTOBEPEHHUs, HMEIOTCS JIOCTAaTOYHBIE JIOKA3aTeIbCTBA IS
UCKJIIOUCHUS W3 TEepeyHs WJIM H3MEHEHHUs IepedHs mpobiem 1o O0e30MacHOCTH,
coJiepKarieMcsl B TUTaHEe yIPaBJICHUS PUCKaMH pedepeHTHOro mpemnapara, B Moxysib CVII
JIOJIKHO OBITH BKJIIOYEHO MOJIPOOHOE 0OOCHOBAHME MMEIOIIUXCS OCHOBAHUM JUIsl BHECEHUS



MOMOOHBIX M3MEHEHUW. AHAJTOTUYHBIM O0Opa3oM B ciydae, €cCJId Jep>KaTelb
PETUCTPAIMOHHOTO YJAOCTOBEPEHUS ONpEeeansl HOBYH mpobsiemMy 1o 0e30MacHOCTH,
OTHOCSIIYIOCS. K BOCIHPOU3BEICHHOMY JIEKapCTBEHHOMY IpenapaTry (Hampumep, PUCKH,
CBSI3aHHBIC C HOBBIM BCIIOMOTaTEIbHBIM BEIIECTBOM, WM HOBYIO MPOOIeMy O€30MacHOCTH,
BO3HUKAIOIIYIO B CBSI3U C JIIOOBIMH MOJYYEHHBIMU KIMHUYECKUMU JaHHBIMU), B Moatysie CVII
JOJKHBI OBITH NMPUBEACHBI JeTajdbHass UHGOpMaIUs U 00OCHOBAaHUE JAHHOTO OTIMYMS C
MOAPOOHBIM OMTMCAHUEM HOBOU MpOOIeMbI 0€30MaCHOCTH;

pedepeHTHBIN JIEKapCTBEHHBIN MpernapaT He UMEET IUlaHa yIpaBJieHUsS PUCKAMU, HO
aKTyaJM3UPOBAHHBIN IepeueHb MpodJieM Mo 0e30MacHOCTH JIEUCTBYIOLIETO BellecTBa (
JEUCTBYIONIMX BEIIECTB) JICKAPCTBEHHOTO TMpemapara oOMmyOJWKOBaH Ha caiTe
YIIOJJHOMOYEHHOTO opraHa B cetu HuHTepHeT. B stom ciyuae mnpu dhopMupoBaHUU
cnenu@uKaIuy 1Mo 0e30MaCHOCTH BBITIOJHSIOTCS TPEOOBaHUS, aHATOTUIHBIC TPEOOBAHUSM,
OPENBABISIEMBIM K JIEKAPCTBEHHBIM IpenapaTaM, UMEKIIUM IUIaH YNPABJICHUS PUCKaAMU
BBIIIICYKA3aHHOTO MyHKTa. B ciydae eciu Ha caiiTe ymOJHOMOYEHHOTO OpraHa B CETH
NHTEpHET MmO JAaHHOMY [EHCTBYIOLIEMY BEHIECTBY (AEHCTBYIOIIUM BEILIECTBAM)
onyO0JMKOBaHO 0o0Jiee OJHOTO TMepeyHs npodseM Mo 0e30MacHOCTH, JepKaTelb
PETUCTPAIMOHHOTO YAOCTOBEPEHUS JOJDKEH 000CHOBATH cleiaHHbIi BeIOOp B Moyne CVIII;

pedepeHTHBIN JeKapCTBEHHBIN IMpernapaTr He UMeEeT IJIaHa YIPaBJICHUS PUCKAMH, U
nepeveHs mpodieM mo 6e30MacHOCTH JCHCTBYIONMIETO BEIIECTBA (JICHCTBYIONINX BEIIECTB)
JIEKapCTBEHHOTO Tperapata He OnmyOJMKOBaH Ha calTe YMOJIHOMOYEHHOI'O OpraHa B CETH
HNutepuer. B sToM ciydae B crenuduKauu 1Mo 0€30MacHOCTH TPEACTABISETCS MOJTHAS
undopmarnus o moxayysim CVII u CVIIL. B monyne CVII nommkHa ObITH IpeacTaBieHa
KpUTHYECKas OIleHKa uMeronelcss nHdopMalu O PUCKaX, CBSI3aHHBIX C MPUMEHEHHEM
JIEKapCTBEHHOTO Tpemnapara (HalpuMep, JaHHbIE JOKIMHUYECKOTO U KIIMHUYECKOTO U3YUYEHUS
, HaydHOW MEIUIIMHCKOW JuTepaTyphl, uHbopmainus pa3zpaborunka pedepeHTHOro
JIEKapCTBEHHOTO TIpernapara), ¥ MpeajioKeH NMEPeUYeHb BaXKHBIX HACHTHU(GUIIUPOBAHHBIX U
MOTEHIIUAJILHBIX PUCKOB, a TAK)KE€ OTCYTCTBYIOIIEH nH(pOopMaIny;

B) B yactu IIl mnana ynpaBienus puckamu wHGOpMAIUS JAOKHA BKIOYATH B CeOs
OMHUCaHUE JESTeNbHOCTH N0 (apMaKOHAI30py B COOTBETCTBUU C TPEOOBAHUSIMH,
yCTaHOBJIEHHbIMU ITyHKTaMu 287 — 305 Hactosimux [IpaBu.

JepxaTento perucTpallMOHHOTO yIOCTOBEPEHUSI BOCIPOU3BEICHHOTO JIEKAPCTBEHHOIO
npenapata HeOOXOJUMO TMPUHUMATh YUYacTHE€ B IUIAHUPYEMBIX WM BBIMOJHSIEMBIX
HCCIEIOBAHUAX, TMPOBOAUMBIX JIEpKATEIIEM PETrUCTPALMOHHOTO  YJIOCTOBEpPEHUS
pedepenTHOrO mMpemnapara, B ciaydasx, KOrja MPEeACTaBISIETCS BaKHBIM 00ecreuuTh cOop
UMEIOIINXCS WJIM TMPOCIEKTUBHO COOMPAEMBIX JAHHBIX B paMKax OJHOTO HCCIIETOBAHUS.
Hanpumep, 1i1s monydeHusi AaHHBIX 00 OMpENENIEeHHbIX acreKkTax 0e30MacHOCTH HOBOIO
JIEKapCTBEHHOTO Mpernapara, HeOOXOIUMBIX JIsl JajdbHEUIIeH XapaKTEpUCTUKUA TPOoQus
0€30MacHOCTH JEHCTBYIOIIET0 BEIIECTBA, MOXKET MOTPeOOBATHCS BKIIOYEHHUE TMAIMEHTOB B
OT/ICJIbHBIE UCCIEOBAHUS C OJITMHAKOBBIMHU WM CXOAHBIMU LIEJISIMU (HApUMEDP, PETUCTPHI



OepeMEHHBIX, PErucTphl MAIlMEHTOB C OINpEJACICHHbIMU 3a00J€BaHUSMH, BCE
MOCTPETUCTPAILIMOHHBIE MCCIEOBaHUs O€30MacHOCTH, HaNpaBJIECHHbIE HA OLIEHKY
pe3yibTaTOB JJIUTEIBHOTO MPUMEHEHHUs), YTO CO3/1aeT HEOOOCHOBAaHHYIO HArpy3kKy Ha
NaIMEeHTOB, Bpauel 1 UcciaeoBaTeNel U JOHKHO ObITh ONTUMU3UPOBAHO MTyTEM MPOBEICHUS
COBMECTHBIX HUCCIIEIOBAHUN.

YNOJTHOMOYEHHBIN OpraH, B clly4asX, KOTr/1a 3TO IPUMEHHMO, MOKET TAKKE PACCMOTPETH
BONIPOC O HA3HAYEHUM HCCIENOBAHUM, KOTOPBIE TOJKHBI NPOBOAUTHCS B OTHOLICHUU
BOCIIPOU3BEACHHOTO JIEKAPCTBEHHOIO IIpenapara;

r) yacth [V miaHa ynpaBieHUs] pUCKaMH MOXET HE 3aroJIHATCS B cllydae, €ciu Ui
BOCIIPOM3BEJAEHHOIO JIEKAPCTBEHHOIO Ipenapara HE Ha3HA4ajo0 MOCTPErMCTPALMOHHOE
uccienoBanue 3PpPeKTUBHOCTH;

1) B 4acTu V IJIaHA yNpaBJICHUS PUCKaMH, B CIy4ae, €ClId B OTHOLIEHUU PePEepEeHTHOTO
JEKapCTBEHHOI'0 TIpernapaTa HE BBINOJHSAIOTCS JOMOJHUTEIbHBIE MEPONPHUITUS IO
MUHHUMH3ALUH PUCKOB, JOCTATOYHBIM SIBJISIETCS YTBEPKICHHE O TOM, YTO MH(POpPMALUSI O
0e30macHOCTH B 0OIIel XapaKTEePUCTUKE JICKAPCTBEHHOTO Mpenapata W MHCTPYKIUU I10
MEIULIMHCKOMY TPUMEHEHUIO BOCIPOM3BEIEHHOIO JIEKAPCTBEHHOTO IIpernapara
COOTBETCTBYET MH(POPMAIIMU O OE30MaCHOCTH B OOIIEH XapaKTEPHUCTHKE JEKapCTBEHHOTO
npenapara ¥ MHCTPYKIHMHA 10 MEJUIMHCKOMY MPUMEHEHUIO peEepeHTHOro JIEKapCTBEHHOTO
npenaparta. B ciydae onpeneneHrs HOBBIX (MHBIX) PUCKOB, CBA3aHHBIX C IMPUMEHEHHEM
BOCIIPOM3BEIACHHOTO JIEKAPCTBEHHOTO Mpenapara, TOJKHbBI ObITh MPEI0KEHbI MEPOIIPUSATHUS
M0 MHUHUMHU3AIUU PHUCKOB JUIsI COOTBETCTBYIOMIMX MpoOIeM Oe30MacHOCTH COTJIACHO
TpeOOBaHMIM, YCTAHOBJIECHHBIM JIJIsl JAHHOTO pazzena (pa3zaena V) mpu nojiaye 3asBiIeHUs Ha
PETHUCTpalUI0 JEKAPCTBEHHOIO IIpemnapara ¢ IOJHBIM cojep:kaHuem moxyned 1 — 5
PEruCTPaiOHHOTO JOChE.

B cinyuae ecnu mo oTHOIIEHUIO K pedepeHTHOMY JIEKApCTBEHHOMY Mpenapary
BBINIOJIHSIFOTCSA ~ JTONOJHUTENbHBIE MEPONPUATHS 1O MUHHMHU3ALMU PHUCKOB, JJIS
BOCIIPOM3BEJICHHOTO JIEKAPCTBEHHOI'0 Ipenapata TpelOyeTcs NpeAcTaBICHUE IOJHOU
uH(popManuu Mo paszeny COTJIACHO TPeOOBaHUSIM, YCTAaHOBJICHHBIM myHKTamu 307 — 324
HacTosuux [IpaBui;

€) B yacty VI miuaHa ynpaBiieHHs pUCKaM HH(poOpManus JOJKHA COOTBETCTBOBATH
TpeOOBaHUSIM, YCTAHOBIICHHBIM TIIPH TMOJAa4€ 3asBJICHUS HA PErHUCTPAIMIO JIEKAPCTBEHHOTO
rmpenapara ¢ MOJHBIM COAEpX)aHueM Moaylien | — 5 perucTpanmoHHOTrO J0Che, U
MPENCTaBIATHCS B 00bEME JTaHHBIX, OMPENEIIEMOM BBIIICYKa3aHHBIMU TPEeOOBAaHUSMHU K
paszeniaM IUlaHa yIpaBJICHHs] PUCKAMU ISl BOCIIPOU3BEIEHHOIO JIEKAPCTBEHHOTO Mpenapara
corjacHo nmyHktam 325 — 328 IIpasun;

k) B yactu VII nmnana ynpaBieHus puckaMu UH(pOpMAIUs JOJKHA COOTBETCTBOBATH
TpeOOBaHUSAM, YCTAaHOBJIICHHBIM TP MOJaue 3asBJICHUS HA PETUCTPALMIO JIEKAPCTBEHHOTO
npernapara ¢ MOJHBIM COJEpXKaHhueM Moayyeill 1 — 5 perucrpanmoHHOro nocbe. B yactu
npuiioxkeHud Ne 4 1 5 K IUtaHy ymnpaBlIeHUs PUCKAMU JEPKATEII0 PETUCTPALMOHHOTO



YIOCTOBEPEHHSI BOCIIPOU3BEICHHOIO JIEKAPCTBEHHOI'O IMpenapaTra CJIeAyeT HCIO0JIb30BaTh
MaTepualibl, COJIEp)KAaHUE KOTOPHIX NPUBEICHO B COOTBETCTBHUE C aHAJOTUYHBIMU
MaTtepuaiamu pedepeHTHOTO JICKapCTBEHHOTO Mperapara.

ITomaua 3asABICHAA Ha PETHCTPAIMIO THOPHIHOTO JICKApCTBEHHOT'O IIpemapara

370. TpebGoBanus k wHpOpMalUK B MJAHE YIPaBJICHHUS PUCKAMU THOPUIHOTO
JIEKapCTBEHHOI'0 TMpernapaTa COOTBETCTBYIOT TpeOOBaHUSIM, YCTAHOBJIEHHBIM JIJIsi
BOCIIPOM3BENEHHOTO JIEKAPCTBEHHOTO Ipernapara B myHkTe 354 Hacrosamux [IpaBuir.

B Mmonyne C VII wactu Il nnana ynpaBieHus pucKaMmu JepkKaTeIeM pEerucTpalioOHHOTO
YAOCTOBEPEHUS IOJKHA OBITh IIPEICTABIICHA JAETAIbHAS OIIEHKAa UMEIOLUXCS Y THOPUIHOTO
JEKapCTBEHHOr0 Tpernapara OTIUYMA OT pedepeHTHOTo TMpemapara, (Hampumep,
JEUCTBYIOIIETO BEIIECTBA, MOKa3aHUM K MPUMEHEHMIO, JAO3UPOBKH, (papmalieBTUYECKOM
GbopMBI WM TIyTH BBEACHUS) C OOOCHOBAHMEM BO3MOXKHOCTH HWCIIOJIB30BAHUS TEPECUHS
npo6sieM 1o 6e30MacHOCTH PePEPEHTHOIO JIEKAPCTBEHHOTO Mpenapara Wikl He00X0IMMOCTH
BHECEHUsSI M3MEHEHHUH (BKJIIOYEHUE JIOMOJIHUTEIbHBIX WM HCKIIOYEHHE OpoOJieM Mo
0€30MacHOCTH M3 JACHUCTBYIONIETO0 IEpPEYHs) BCJIEACTBUE IAHHBIX OTIWYWi. JlaHHBIE
KIIMHUYECKHUX UCCIIETIOBAHUM, SBIISIIOIINAECS] OCHOBAHUEM ITOJA4M 3asIBJICHUS HA PETUCTPALUIO
, TOJKHBI ObITh BKItOUeHbI B Moyl CI u CIII wactu 11 nnana ynpasnenus puckamu. Hbie
YacTU TUIaHA YIPaBJICHUS PUCKAMHU TaKXe JOJDKHBI OBbITh NMPUBEACHBI B COOTBETCTBHUE C
nanHoi undopmanuei (Hanpumep, yactu V u VI 1iana ynpaBieHus puckamu).

ITomaga 3asBICHAA Ha PErHCTPALKIO JISKAPCTBEHHOT'O Ipemnapara ¢ (PUKCHpOoBaHHON KOMOUHamuUeH

371. TpebGoBanus k nH(GOpPMAIIUU B TJIAHE YIPABICHUS PUCKAMU MPU TTOJA4€ 3aIBICHUS
Ha PpEruCTpalMi0 JIEKApCTBEHHOTO Tpemnapara ¢ (UKCUPOBAHHOW KOMOMHalMen
ONPENEIAIOTCS UCXOAS U3 CIEAYIOINX YCIOBHIM:

JUTSL IEKApCTBEHHOTO TpernapaTa ¢ (GUKCUpPOBaHHOW KOMOUHAIIMEH, cofeprKalieil HOBOe
JNEUCTBYIOIlEe BEUIECTBO, HHGOpMalMs JOJDKHA COOTBETCTBOBATH TpPeOOBAHUSIM,
YCTAHOBJICHHBIM Ul IOJAYM 3asBJICHUSA HA PErMCTPALMIO JIEKAPCTBEHHOI'O IIpernapara C
IIOJIHBIM COAEpKAaHUEM MOAyJNed | — 5 perucrpallMOHHOTO JOChE COTJIACHO IYHKTY 353
Hacrosmux [IpaBun. Uuadopmamus B momynsax CI — CVI gactu Il mmana ynpaBinenus
PUCKaMHM JTOJKHA OBITh MPEACTABICHA C aKIIEHTOM Ha HOBOE JIEHCTBYIOIIEE BEILIECTBO;

IUIS JIEKapCTBEHHOTO Ipemnapara ¢ (pUKCHpOBaHHOM KOMOHMHAIMEH, HEe coaepsKalei
HOBOTO JCHCTBYIOIIEr0 BellecTBa, MH(GOpPMAIUs JOJKHA COOTBETCTBOBATH TPEOOBAHUSAM,
YCTaHOBJICHHBIM JUIsI BOCIIPOM3BEIECHHOI'O JIEKAPCTBEHHOIO Ipernapara. B OTHOIEHUH
TpeboBanuil yactu Il miiana ynpapienust puckamu mnoj peepeHTHBIM MpenapaToM CieayeT
MOHUMATh JIFOOOM WJIM BCE 3apErMCTPUPOBAHHBIE JICKAPCTBEHHBIE MPENapaThl, COACpKALINE
aHAJOTUYHbIE JEWCTBYIONIME BEIIECTBA, BKIIOUYEHHBIE B JaHHYIO (UKCUPOBAHHYIO
KOMOMHAITHIO.



HoBas undopmarus, nmoxydeHHast mpu U3y4eHur GUKCUPOBAHHON KOMOWHAIINH, JOJHKHA
obITh nipeactasiiena B MoayJisix CII u CII wactu 1l niiana ynpasienus: puckamu.

Ilomaga 3asBiIeHAA Ha PETrACTPAITHIO JICKAPCTBCHHOI'O IIpCIIapaTra ¢ XOpomo H3y9CHHBIM
MCIHIIHHCKHAM IIPUMCHCHHUCM

372. Ilpu nojmade 3asBJICHUS] HA PETHCTPALIMIO JIEKAPCTBEHHOTO Mpenapara ¢ XOpOIlo
M3YYEHHBIM MEJUIMHCKUM MpUMEHEHHEeM HHGOpMaIusa B IUIAHE YIPABICHHUS PUCKAMHU
JOJI’KHA COOTBETCTBOBATH CIAEAYIOIIUM TPEOOBAHUSIM:

a) B yactu | miaHa ympaBieHHs] puckaMu TpeOOoBaHUS K MH(POPMALUU COOTBETCTBYIOT
TpeOOBaHUSAM, MPEIBABIAEMbIM NP MOAAaU€ 3a8BJICHUS HAa PETUCTPALMIO JIEKAPCTBEHHOIO
npenapara ¢ MOJIHBIM COJIEp>KaHUEM MOJyJIed 1 — 5 perucTpaioHHOTO JOChE;

0) B yactu Il miiana ynpapieHus: puckamu nHQpopmarus npeacrapisercs B moayiasax CVII
u CVIII. JlepxaTenb perucTpalMOHHOTO yA0CTOBEPEHUS JOJKEH IPEICTABUTh 0OOCHOBAHHE
npejsiaraeMoro mnepeyHs Mnpobsiem mno 0e30macHOCTU JUOO0 OOOCHOBAHUE OTCYTCTBUS
npo0seM 1o 6€30MaCHOCTH UCXOS M3 MMEIOIUXCS JaHHBIX, OMYOJMKOBAHHBIX B HAyYHOU
MEIULMHCKOU JIUTEPATYPE;

B) B yvacTax IIl u IV mnana ynpaBneHust puckamu TpeOoBaHUs K MHMOpManuu
COOTBETCTBYIOT TpeOOBaHUSAM, MPEIBABISEMBIM MPHU MOJAUY€ 3asBICHHUS HA PETUCTPAIUIO
JIEKapCTBEHHOTO IIperapara ¢ IMOJHBIM COJAEpKaHUEM Moayined 1 — 5 peructpaumOHHOrO
TOCBE.

ITonaua 3asABICHAA Ha PETHCTPAIHIO OHOJIOrHYECKOTr0 JIEKapCTBEHHOTO Ipemapara

373. 1lpu mopmade 3asiBJCHUS HA PETUCTPALUI0 OMOJIOTMYECKOTO JIEKAPCTBEHHOIO
npenapara IJlaH yIopaBjieHUs PUCKAMH JIOJDKEH OBITh pa3paboTaH ¢ y4eTOM CIEAYIONIUX
TpeOOBAHMIA:

a) OTPpaXKEHHUE OIEHKHU CIEenru(PUUEeCKOTO PUCKAa MMMYHOTEHHOCTH C BO3MOKHBIMH
KIIMHUYECKUMHM TOCIICICTBUSIMUA U pUCKa Tiepeaadur HHGEKIIMOHHBIX areHTOB;

0) oOecreyeHre BBIMOJHEHHUS B IJIaHe MO (apMakoHAA30Py PYTHUHHBIX H
JOTIOJTHUTENIbHBIX MEPOIPUSITUN, HAMPaBICHHBIX HAa BO3MOXHOCTb MPOCIEKUBAEMOCTH
HAaNMEHOBAHUSI U CEpUU OMOJOTMYECKOr0 JEKAPCTBEHHOTO Mpenapara Npu NPUMEHEHUH U
BBISIBJICHUN HEXEJIaTebHBIX PEaKIUi, OIIEHKY 0a30BOI 4acTOTHI HEXKENATEIbHbBIX PEaKIIHil
0Cc000ro MHTEPECA U HEMPEPHIBHOTO MOHUTOPUHTA YACTOTHI MTOA03PEBAEMBIX HEXKENATEIbHbIX
peakiuii 0coboro MHTEpeca Ha JTale IMOCTPETMCTPAIMOHHOTO TPUMEHEHUS B LEJAX
BBISIBJICHUSI MPEBBIIICHUS OXXUJIAEMOW YacCTOThI, a TaKXKe MEPONPUSITUN 10 H3YUYEHUIO
cnenupUYeCcKnX PUCKOB HA TTOCTPETHUCTPALIMOHHOM 3Tare (HampuMep, IMMYHOT€HHOCTH);

B) oOecrieyeHue BKJIIOUYEHUS B MEPbl MHHUMHU3AIMU PUCKOB MEPONPUATHUH,
HAaNpaBJICHHBIX HAa BO3MOXXHOCTh MPOCIEKUBAEMOCTH HAUMEHOBAHUS U CEPUH



OMOJIOTMYECKOTO JIEKapCTBEHHOTO IIpernapara MpU TNPUMEHEHHMH U  BBISIBICHUU
HEKEJIATEIIbHBIX PEAKIUH.

ITomaua 3asdBIICHAA Ha PETHCTPAIMIO TOMEONATHIECKOr0 JIEKapCTBEHHOTO IIpenapaTa u
JIEKapCTBEHHOT'O PAaCTUTEIHFHOTO Mpemapara, KOTOPHE HE COOTBETCTBYIOT KPHTEPHAM
TPEeICTaBJICHHS YIPOIMEHHOTO PETHCTPANMOHHOIO A0OCKHE

374. Ilpu nogaye 3asiBJICHUSI HA PETUCTPALMI0 TOMEONATHYECKOTO JIEKAPCTBEHHOTO
rpernapara M JIEKapCTBEHHOIO PACTUTENBHOIO NPEnapara, KOTOPhIE HE COOTBETCTBYIOT
KPUTEPHUSAM TIPEJCTABICHUS YIPOIICHHOTO PETHCTPAIMOHHOTO J0Che, TPEOOBaHUS K
uH(OpMaIMK ONPECTSIOTCS UCXO/IsI U3 TUIIA 3asBJICHUS HA PETUCTPALIUIO.

TpeGoBanms K IEPBOMY IPEACTABIECHUIO IUIAHA YIIPABICHAA PACKAMHE IIOCIIE IPOXOXKACHAL
PETHCTPaLH JICKAPCTBEHHOT'O IIpeapara

IIpencraBiieHre HOBBIX IUTaHOB YIIPaBJICHHA PECKaMH IO 3aIIpOCy YIIOJIHOMOYEHHOI'O OpraHa
TOCYAapCTB-WICHOB B CBA3M C BHIABIECHHOH MpobiieMoii 1o 6e30macHOCTH

375. TpeboBanus k nH(GOpPMAIIUK B TIJIaHE YIPABICHUS PUCKAMHU, MPEICTABIICMOM I10
3aMpocy yMOJHOMOYECHHOTO OpraHa B CBSI3M C BBISBICHHOW MPOOJIEMON MO 0€30MacHOCTH,
COOTBETCTBYIOT TPEOOBAHMSIM, YCTAHOBJICHHBIM JIJII BOCIIPOWM3BEICHHBIX JIEKAPCTBEHHBIX
MpernapaToB MPU OTCYTCTBUU IJIaHA YIIPABJICHUS PUCKaMH Y pehepeHTHOTO JIEKapCTBEHHOTO
nperapara.

376. YIOJHOMOUYECHHBIM OPraHOM TOCYJapCTBa-WICHAa MOXKET OBITh OMPEaCIICHO
TpebOBaHUE I JEpKaTelss PEeTUCTPAMOHHOTO YJOCTOBEPEHHS IO MPEICTABICHUIO B
pazaene CVII cneumduxamum mo O€30MacCHOCTH JTaHHBIX B OTHOIICHWM BBISBICHHON
mpoOJIeMBbI IO 6€30MaCHOCTH MO0 MPECTABICHUIO MOTHOW WHpOpMauu 0 mpodieMax 1o
0e30MacHOCTH JIEKapCTBEHHOTO Ipemaparta. JlaHHoe pemieHue NpPUHUMAETCA
YIIOJTHOMOYEHHBIM OpPraHOM C ONpeJeiIeHHEeM Hanbojiee ONTUMAIBHOTO BapuaHTa B
CJIOKHMBIIUXCSI 00OCTOSITEIbCTBAX.

J06poBOIIEHOE PEACTABICHIE HOBEIX IUIAHOB YIPABJICHHUS PUCKAMU ITOCIIE IIPOXOXKICHAT
PETHCTpanyy JIeKapCTBEHHOTO Ipenapara

377. Illpu noOpOBOJILHOM MPEICTABICHUU JIEpKATEIEM PErUCTPALMOHHOTO
YAOCTOBEpPEHUs IUIAHA YNPABIECHUS PUCKAMHU IIOCIE€ NPOXOXKACHHUS pPErucTpauuu
JIEKapCTBEHHOTO Ipenapara TpeboBaHUs K MH(OpPMAlLMU B IJAHE YIPABICHUS PUCKaAMU
ONPEACIISIIOTCS COTJIACHO THUITY PETMCTPALMM JIEKAPCTBEHHOTO IIperapara IpH MEPBUYHON
nojaye 3asBJICHUS HA PETUCTPALMIO JIEKapCTBEHHOIO Npenapara (HampuMmep, perucTpanms
JIEKapCTBEHHOI'0 Ipemnapara ¢ IIPEACTaBICHHEM IIOJHOIO colxepxkaHus moxyied 1 — 5



PErUCTPALIMOHHOIO J10ChE, PETUCTPALsl BOCIIPOU3BEAECHHOIO JIEKAPCTBEHHOIO IIperapara u T
. JI.) U B COOTBETCTBHH C TPEOOBAHUSMHU, YCTAHOBIEHHBIMU TyHKTOM 353 HacTosiux [TpaBun

ITpencraBneHue IWIaHa ynpaBlIeHUA pPUCKaMH B YIIOTHOMOYEHHKIN OpraH roCyAapCTB-WICHOB

378. Ilpu momaye 3asiBJICHUSI HA PETUCTPAINIO TIJIaH YIPABICHUS] PUCKAMU JTOJDKEH OBIThH
NpeACTaBlIeH KaK 4YacTh PErMCTPAllMOHHOTO J0ChEe JeKapcTBEHHOro mnpenapara. [lpu
MIPEJICTABJIICHUY IJIaHA YIPABJICHUS PUCKAMHU B COCTaBE JIEKTPOHHOI'O PETUCTPAIMOHHOTO
J0Che B JTIOKYMEHT Qopmupyetcsi B Bune (aitnoB PDF nmubo mHoM snekTponHom dopmare,
ompejeasieMoM TpeOOBaHUSIMU YMOJIHOMOYEHHOIO OpraHa K JJEKTPOHHOMY Qopmary
JOKYMEHTOB PETHCTPAIIMOHHOTO JIOChE JICKAPCTBEHHOTO Tpemnapara B COOTBETCTBUHU C
BBITIOJTHSIEMOH MpoIeypoii peructpainuu. [lnan ynpaBieHHUs pucKaMu TPEICTaBISICTCS B
YIOJITHOMOYEHHBIN OpraH rocyJapCTBa-djieHa Ha S3bIKE, YCTAHOBJIEHHOM TpeOOBaHUSIMU
[IpaBun perucTpaiuu 1 SKCHePTU3BI.

10. O6HOBNICHN IJTaHA YIPABICHHA PUCKAMHA

379. Eciu nnaH ymnpaBieHUs pUCKaMHU ObLT paHee MPEeJCTaBICH JepKaTeiaeM
PETUCTPAIlUOHHOTO YJAOCTOBEPEHUS] TMPU TPOLEAYype PEeTrucTpaluy JIEKapCTBEHHOIO
npenapara JJis IeUCTBYIOIIETO BEIIEeCTBa, JIIOObIC MOCIEAYIONINE IPEACTABICHUS JOJKHBI
MOJIaBaThCAd B BUJE OOHOBJICHHUS, 32 UCKIIOUEHUEM CIy4aeB, KOTJla OrOBApUBAINCH WHBIC
TpeboBanus. Kaxgoe mpeacTaBieHue MiIaHa yMPaBJICHUS PUCKAMU JIOJDKHO UMETh HOMEpP
BEPCHUH U OBITh TaTUPOBAHO. ITO OTHOCUTCA K MPEICTABICHHUIO TIJIaHA YIIPABJICHUS pUCKaMU
MOJTHOCTBIO UITM TOJIBKO K €70 YaCTH WJIM MOJIYJIIO.

380. OOHOBNEHME IJIaHA YTNPABJICHUS PUCKAMM MPEJCTABISAETCS MPU BHECEHUU
M3MEHEHUU B TMepedyeHb MpodsieM 1o O€30MacHOCTH, MPU BBEACHUU HOBBIX WU
CYIIECTBEHHOM H3MEHEHUHU BKIIOYEHHBIX B IUJIaH JOMOJHUTEIBHBIX MEPONPUSITUN TIO0
(dhapmakoHaI30py WM JIOMOJHUTEIbHBIX MEP MHUHHMMHU3aNUU pucka. CyliecTBEHHbIE
MU3MEHEHHS 0JI00OPEHHOTO JIOMOJIHUTEIFHOTO MEPOTIPUATHS TI0 (papMaKOHAA30Py MOTYT OBITH
CBsI3aHbI, HAMPUMEP, C M3MEHEHHEM IIeJIel HCCleNoBaHus, [EJIE€BOM MOMYJISIIUN WU
COTJIACOBAHHBIX JIAT MPEJCTABICHUS PE3yIbTaTOB HccliieoBanus. CylecTBEeHHOE U3BMEHEHNE
JOTIOJTHUTENIbHBIX MEp MHUHUMHU3AlUM PUCKA MOXKET OBbITh CBS3aHO, HANpUMeEp, C
JIOTIOTHEHHEM 00pa30BaTEIbHBIX MaTEpPUAJIOB HOBOW MPOOIEMON MO O€30MacHOCTH, YTO
TaK)Xe OTpa)kaeTcs B JPYTUX COOTBETCTBYIOIIMX paszjiefax IUIaHa YMpPaBJICHUS PUCKAMMU.
CyllleCTBEeHHbIE U3MEHEHHUS JIOMOJHUTENILHBIX MEpPONPUITUNA TO (PapMakoHAI30py WU
JOTIOJIHUTENIBHBIX MEP MUHUMHU3ALUHA PUCKOB BKJIIOYAIOT B TOM YHCJIE UCKIIFOUEHUE TAHHBIX
BUJIOB JIOMIOJTHUTEIBHBIX MEPOINIPUATHM U3 TIJIaHA YIIPABJICHUS PUCKAMU.

381. O6HOBIICHHE TIJIaHA YIIPABIEHUS PUCKAMU MOKET TOTPEOOBATHCS B CIIydasx, KOraa
10 pe3yjbTaTaM OLICHKU MOJYYEHHBIX JAHHBIX OMPEACNSIeTCS HEeOOXOIUMOCTh JOMOTHECHUS



BBITIOJIHAEMON PYTUHHOM JEATEIbHOCTU MO (apMaKOHAA30py MHBIMU BHUJAMHU PYTHHHBIX
MEPOTNPUATHNA, TOMUMO JI€ATEILHOCTH B OTHOUIEHUU HEXKEJIaTeIbHbIX PEaKUUi U yIPABICHUS
CUTHAJIAMH.

382. B wactu u3MeHeHus: pyTUHHON JESATEIbHOCTH 10 MUHUMHU3AIMU PUCKOB OOHOBJICHUE
IJaHa YIMPAaBJICHUS PHUCKaMH MOXET MOTpeOOBaThCS MPHU AONOJHEHHH PEKOMEHAALUN
OMpENIEICHHBIMU CIEIHUATBHBIMA KIMHUYECKUMH MEPOIPUATUSIMU B LENSAX YIPaBICHUS
puUCKOM (HampuMmep, OOHOBJICHME IUIaHA YIPABICHUS PHUCKAMU MOXET Takke ObITh
00OCHOBAaHHO NPHM 3HAYMTENIbHBIX HM3MEHEHHUSAX IIJJaHa €XXETOJHOTO PAaCIIUPEHHOIO
MOHUTOPHUHIa 0€30MacHOCTU (PYTHHHOW AESTENBHOCTH MO (apMaKOHAA30py) JUOO MpHU
BKJIIOUEHUHU JIONOJHUTEIBHOIO KOMIIOHEHTAa PYTHHHOIO MOHHUTOpPUHIra (HampuMmep,
PEryJsipHOTO MOHUTOPHUHIA (QYHKIHMHM MOYEK) B KAYECTBE peKOMEHAAIMu B mojapasnaen 4.4
paznena 4 oOmel XapaKTepUCTHKHU JIEKapCTBEHHOro mpemnapara. HeobxoammMocTh
OOHOBJIEHUS MJIaHA OLIEHKU d(PPEKTUBHOCTH MEPOINPUATUNA IO MUHUMHU3AIMN PUCKOB TaKkKe
JOJKHA YYUTHIBATHCS IPU OOHOBIICHUSIX IJIaHA YIIPABIEHUS PUCKAMU.

383. OOHOBNIEHHUE TUTaHA YIIPaBJICHUSI PUCKAMU MOXKET MOTPEOOBATHCS MOCTIE 3aBEPIICHUS
OLICHKU SKCTPEHHOU MpOoOJIeMbl 10 OE30MaCHOCTH U MOATBEPKICHHUSI HOBOUW MpPOOJIEMBI 1O
0€30IaCHOCTH KaK BaXXHOTO HACHTU(ULUHUPOBAHHOIO WJIM MOTEHIUAJIBHOIO pHUCKA C
HE0OXOAMMOCThIO BHECEHUSI U3BMEHEHU B IIEpeueHb MPpo0sIeM Mo 6€30MacHOCTH.

384. Ecnu TpeGoBaHUSIMHU HE OTIPEICTICHO UHOE, TOKYMEHT C OTOOPaKEHUEM B TaOJIMIHOM
Buje ("ObLIO — cTano") U3MEHEHUH, BHECEHHBIX B TIOCefHEE OOHOBIIEHHUE TJIaHa YIpaBIeHUs
pucKaMu (eclii MPUMEHHUMO), a TaKK€ U3MEHEHUW MO CPABHEHMIO C TEKyIIeH 0J00pEeHHOM
BEepCUEH IMIaHa YNPABJICHUS PUCKAMU JOJDKEH ObITh BKIIIOUEH B KaXKJ0€ MPEACTaBISIEMOE
OOHOBJICHUE TUIAHA YIIPABJICHUS PUCKAMU.

385. JlekapcTBEHHBIN IpernapaT MOKET UMETh TOJBKO OJHY TEKYIIYI0 OJ00pEHHYIO
BEpCHUIO IUIaHa ympaBjeHus puckamu. [lpy Hanuuuu oTiIMYMil MHPOpManUU B IJIaHE
YIpaBJIE€HUs pPUCKaMHM (Hampumep, B 4YacTH OSIHAEMHUOJOTHM, 3Tala pealu3aluu
JOTIOJTHUTEIBHBIX MEP MHUHUMU3ALMHU PUCKA, OLEHKH 3()(PEKTUBHOCTH MEp MUHUMU3AIUU
pHUCKa) B rOCY/1apCTBAX-WICHAX, OMMCAHUE JAHHBIX OTIIMYMNA MOXKET OBITh MPEACTABIEHO B
npuwioxkenuu Ne 9 kx ruiaHy ympaBieHHs] pUCKAaMU B COOTBETCTBHHM C TpeOOBaHUAMH K
(dopmary U CTpYKType IPEACTABISIEMBIX B IIJIaHE YIPABICHUS PUCKAMU JaHHbIX. Eciiu B xo1€
IPOLIEyPhI TPEICTABICHO HECKOJIBKO OOHOBJICHHH TUTaHA YIIPABIEHUS PUCKAMU, TTOCIETHSS
NpeJcTaBleHHass Bepcus OyAeT paccMaTpuBaThbCs Kak TEKYIIUH OJ0OpEeHHBIN IuiaH
yOpaBi€HUsT PUCKAMM JUJI MOCJIENYIOIUX OOHOBJIEHUNW W IS LieJied OTCIeKUBaHUS
W3MEHECHUU.

386. Eciu oOHOBIEHME TJIaHA yNPaBICHHS PUCKAMH TPEJCTABISETCS B paMKax
BBIMIOJIHEHUS TPOLENYPHl, IJIAH YIPaBICHHUS PUCKAMHU CUYUTAETCS YTBEPXKICHHBIM IO
OKOHYAHUM BBIITOJHEHUS MPOLEAYPHI, €CJIU BCE BHECEHHBIE U3MEHEHUSI OLIEHHBAIOTCS KaK
preMIIeMble.



387. Ha mocTperucTpalldiOHHOM OJTalle€ MOPSAAOK MPEJCTaBICHUS HOBOTO HWIIH
OOHOBJICHHOTO IIJIaHA YMPABJICHUS PUCKAMU OCYILECTBIISIETCS B CIy4asiX U B COOTBETCTBUU C
MOPSIIKOM BHECEHUSI M3MEHEHUM B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHOTO Ipenapara,
yCTaHOBJICHHBIM npuioxeHussMu Ne 19 u 20 x [IpaBunam peructpainuy U 3KCIEPTU3bI, 32
WCKJTFOYCHUEM CJy4aeB MPEACTABICHUS HOBOTO WM OOHOBJICHHOTO TUTaHA YIPABIICHUS
pUCKaMH B paMKaxX HCIIOJHEHHS MHBIX 00S3aTENIbCTB, HAJ0KEHHBIX YIOJIHOMOYEHHBIM
OpraHoM.

11. YnpasieHue IJIaHOM YIIPaBJICHAA PUCKAMH IIPH BHIIOTHEHHH MapaJUIEIbHEIX IPOLEAyP

388. Ecnu B OTHOIIEHUH JIEKAPCTBEHHOTO MpENapaTa OJHOBPEMEHHO BBITIOJIHSAIOTCS IBE U
Oosee mpoueayphl, TpeOyrolue MpeACTaBiICHUS IUIaHAa YIpaBiICHUS PHUCKaMU, CIIEeIyeT
MPEACTaBUTh €IUHbI KOMOMHUPOBAHHBIN TUIAH YIPABICHUS PUCKAMU C COOTBETCTBYIOUIUM
paznenenueM naHHbIX B Moayie CIII wactu Il ykazanHoro miana. OnTUManbHBIN BapuaHT
JUIsL TIPEJICTAaBICHNUsT OOHOBJICHUS IIJJaHA YIPABJICHUS PUCKAMHU B CIIy4yae BbIIIOJIHEHMUS
HECKOJIBKMX PETYJISATOPHBIX MPOLEAYDP, MOTEHUMAIBHO BIMSIOMMX HA COJACPKAHME IUIAHA
yOpaBJi€HUs PUCKAMH, JOJDKEH OOCYXAaTbCsi C YNOJHOMOYEHHBIM OpraHOM Iepen
IIPEICTABICHUEM JOKYMEHTA.

12. O6GHOBNICHKE IUTaHA YIIPABJICHAA PUCKAaMH IIPH MOJTOTOBKE MEPHOAMIECKOr0 OOHOBISIEMOTO
oTdera 1mo 06e301acHOCTH

389. B cmyvae eciau mpu MOATOTOBKE MEPUOIUYECKOTO OOHOBIISIEMOTO OTYETa IO
0€30TMacHOCTH TOSABISICTCS HEOOXOMMMOCTh BHECEHHUS W3MEHEHUN B IUIAH YIIPABJICHHS
pPUCKaMH B pe3yJIbTaTe BBHISBICHUS HOBBIX MPOOJeM 10 0€30MacHOCTH MO0 WHBIX JaHHBIX,
NPEICTAaBICHHBIX B TIEPUOANIECKOM OOHOBISIEMOM OTYETE 1O 0E30MacHOCTH, HEOOXOIUMO
OJTHOBPEMEHHO C MPECTABICHNEM MEPHOINIECKOT0 OOHOBISIEMOTO OTYETa M0 OE30MaCHOCTH
MPEACTaBUTh B YIIOJHOMOYEHHBIN OpPTraH rocyjapcTBa-ujeHa OOHOBJICHUE TUTAHA YIIPaBICHUS
puckamu. B sToM ciyuae He TpeOyercs mMpeacTaBlieHHe OOHOBIEHUS TUIaHA yMpPaBIICHUS
pUCKaMH TI0O OTAECIBHOW mporeaype. B cimydae ecnm Bpems mpeacTaBieHUs 000HX
JOKYMEHTOB COBIAJAacT, HO U3MCHEHUS HE CBS3aHBI JIPYT C APYroM, MpeACTaBIcHUE TIaHa
YIPaBJICHUS PUCKAMH JOJDKHO PAaCCMATPUBATHCSA KaK HE 3aBHCHMOE BHECCHHE M3MECHEHUH 1
NpeICTaBJICHNE B YIIOJTHOMOUYCHHBINH OpraH OOHOBIICHHOW BEPCHH JJOKYMEHTA.

13. Onenxa nnaHa ynpaBlIeHAS pUCKaMH YIIOJTHOMOYEHHBIMU OpraHaMU

390. B oTHOmIEHNH JIEKApCTBEHHBIX MPENApaTOB, 3aPETUCTPUPOBAHHBIX B COOTBETCTBUU C
3aKOHO/IaTeJIhCTBOM TOCYAAPCTB-UJICHOB, YIIOJTHOMOYECHHBIE OPTaHbl HECYT OTBETCTBEHHOCTh
3a OLICHKY IJIaHA YTIPaBJICHUsI pUCKAMU U OPTaHU3YyIOT SKCIEPTHBIE paObOTHI 110 OLIEHKE IJIaHa
YIpPaBJICHUs pUCKaMU Ha eIMHOOOpPa3HON OCHOBE.



391. YmomHOMOUYEHHBIM OpraH MOXKET 0053aTh JepKaTelsl PErucTParimoHHOTO
YJAOCTOBEPEHUSI KOHTPOJIUPOBATH CHUCTEMY YNpPaBICHUS PUCKAMH [JJI KaXI0To
JIEKapCTBEHHOI'O MPEIapaTa B CIy4ae HaJU4YUs ONACEHUH I10 MOBOAY PUCKOB, BIUSIOIINX HA
COOTHOIIIEHHE "TOJIb3a — PUCK'", a TaKXkKe MPEeJICTaBUTh MOAPOOHOE OIMUCAHUE CHUCTEMBI
YIOpaBJIEHUS] pUCKaMU, KOTOPYIO A€prKaTelb PETUCTPALMOHHOIO YAOCTOBEPEHUS IIIIaHUPYET
peain30BbIBaTh JIJIs1 COOTBETCTBYIOLIETO JIEKAPCTBEHHOIO MIpenapaTa.

392. B OTHOWIEHHWM JEKAapCTBEHHBIX INPENapaToB, 3apETUCTPUPOBAHHBIX IO
JEUEHTPAIM30BAHHON MPOLEAype WM MPOLEAYype NMPU3HAHUSA, B IUIAH 110 MUHMMHU3ALMU
PUCKOB BKJIIOYAIOTCSI MEPbl MUHUMU3AIMU PUCKOB, PEKOMEH/IOBAHHBIE YIOJHOMOYEHHBIM
OpraHoM pe(epeHTHOro ToCy/1apCTBa U BIOCIEACTBUH COTJIACOBAHHBIE YIOJHOMOYEHHBIM
OpraHoM rocyJapcTBa npu3HaHus. JlOMONMHUTENbHBIE MEPOIIPUATHUS IO MUHUMHU3ALIUHA PUCKOB
, @ TAK)KE WHBIE YCIIOBUS WJIH OIPAHUYEHMS, HAIPaBJIEHHbIE HA 00ECIeUYEeHNEe MPUMEHEHUS
JIEKapCTBEHHOTO Npenapara MpH MPEBbIIIEHUN 0JIb3bl HAJ[ PUCKOM, SIBISIOTCS YCIOBUSMHU
MOJIYYEHUS] PETUCTPALIMOHHOTO YA0CTOBEPEHMUS.

393. B ciyuae ecnu NpoUCXOIAT U3BMEHEHHUS B OTHOLICHUH IJIaHa MUHUMHU3aLUU PUCKOB
pedepeHTHOro JIEKapCTBEHHOro Mpenapara Ju00 NPUHUMAETCS PEIIEHWE O BHECEHUU
M3MEHEHUH B Mepbhl MUHUMU3ALIMN PUCKA JJIsl JAHHOTO JEHCTBYIOIIErO BEIECTBA (BEILECTB),
YIOJIHOMOUYEHHBIN OpraH rocyAapcTBa-ujieHa J0KEeH 00eCIeYrTh CBOEBPEMEHHOE BHECEHUE
JepKaTeJeM pPErucTpallMOHHOIO YAOCTOBEPEHHUS Ha JIEKAPCTBEHHBIE IIPENaparhl,
coJiepKalllue aHAJIOTMYHOE JAEHCTBYIOIIEE BELIECTBO (BEIIECTBA), U3MEHEHUN B MeEphI
MUHHAMH3ALUU PUCKOB.

14. TIpo3pa4HOCTH OICHKY IUIAHOB YIIPABJICHAA PUCKAMHA

394. YnonHoMOYEeHHBIE OpraHbl 00ECIEeUYnBalOT B3aUMHYIO JOCTYIMHOCTh OTYETOB O
pe3yapTaTax OLEHKHU IMPEACTABISEMBbIX IUIAHOB YIPABICHUS PUCKAMU U PE3IOME IUIAHOB
YIOPaBJICHHs pUCKaMU Yepe3 UHTErPUPOBAaHHYIO HH(POpMamoHHYI0 cuctemy Coro3a.

395. YonmHOMOUYEHHBIN OpraH JOHKEH 00eCreduTh OOMIECTBEHHBIN JOCTYI K PE3IoMe
0JI0OOpPEHHBIX TUIAHOB YMNpPaBJICHHUS PUCKaMHU Ha cBoeM caiite B cetu MHtepHeT. [ 3Tux
LIEJIEH JIepXKATeNIb PETHCTPALMOHHOTO YAOCTOBEPEHHUE NPEACTABIAECT B YIOJIHOMOYEHHBIN
opras pe3roMe IJIaHa YIpaBJIeHUsl pPUCKaMU JOTOJHUTENBHO B (pOpME OTIIETBLHOTO TOKYMEHTa
B DJIEKTPOHHOM BHJIE.

VII. Opraam3anus paboTsl ¢ HHPopManueit 0 HeXKelaTeIbHBIX PEeaKIHIAX

396. JlanHbli pa3ien onpeaeseT OCHOBHbBIE TPUHIUIIBI IpoLeayp cOopa U yIpaBiIeHUs
JAHHBIMU U TPEJACTABICHUS HMHAUBUAYAJIBHBIX COOOIIEHUH O MOJ03PEBAEMBIX
HEXKEJATEIbHbIX PEAKUUSX, CBSI3aHHBIX C MPUMEHEHUEM JIEKapCTBEHHBIX IIpenapaTos,
3apEruCTPUPOBAHHBIX B rOCyJapCTBax-4ICHAX.



397. B nmanHOM paszqenie HE ONpeAesioTCsS TpPeOOBAaHUS K MPEACTaBICHUIO
WHIMBUIYAJIbHBIX COOOIICHUH O SBICHHSIX WM acleKTaX MPUMCHEHHS JICKapCTBEHHBIX
mpenapaToB, KOTOPhIE HE MPHUBOASAT K PAa3BUTHUIO HEXKENATEIbHBIX peakiuil (Hampumep, o
clydasXx Tepe03WpPOBKH, HENPABUILHOM NPUMCHCHUHU WM OIIMOKE NMPUMCHCHHS, HE
COTIPOBOXKAIONIUXCS PA3BUTHEM HEOJATONMPUATHBIX KIMHHUYECKUX CHUMITOMOB). JlaHHas
uHpopMaIus J0JDKHA COOMPATHCS, aHAIM3UPOBATHCS U MPEJCTABIATHCS B MEPUOIUYECKOM
OOHOBIIIEMOM OTYETE MO OE€30MAaCHOCTH B IEJISIX WHTEPIPETAIIU UMEIOINUXCS JaHHBIX O
0€30MacHOCTH WJTU OLIEHKU COOTHOIIECHUS "T0JIb3a — PUCK'.

1. C60p coobmenmii 0 HeXeNnaTeNbHbIX PeaKIHIX

398. YIOJIHOMOYEHHBIM OpraHaM U JIEpPKATENsIM PErHUCTPALMOHHBIX YJIOCTOBEPEHUMN
ClIeIyeT MPOBOAUTH COOp M YHOPSAI0UEHUE COOOIEHUI O TI0I03PEBAEMBIX HEKETATeIbHBIX
pEaKIUAX, MOJYYCHHBIX W3 PA3IMYHBIX HCTOYHUKOB 0€3 MpeaBapUTEIBHOTO 3ampoca U
MOCTYIHUBILHKX 110 3aMpocCy.

399. B nensix obecneyeHrs BOZMOKHOCTH cOOpa JIOCTATOYHOTO KOJIMUECTBA COOOIICHUI
O HEXeJNaTeNbHBIX PEaKIUiIX MU HUX MOocheayrolleil HaydHO OOOCHOBAaHHOM OLIEHKH
HEOOXOIMMO pa3BUBATh CUCTEMY (apMaKOHAI30DPa.

400. Cuctema (hapMakoHa130pa J0JDKHA OBITH pazpaboTaHa TakuM 00pa3oM, 4TOOBI OHA
oOecrnevynBaa HaJJICKAIIYI0 OIIEHKY KadecTBa COOPAHHBIX COOOIIEHUH O HEXEIaTeIbHBIX
peaknusix (B OTHOIICHUH TMOJJIMHHOCTH, Pa300PUYUBOCTH, TOUHOCTH, MOCIEAOBATEIILHOCTH),
MaKCHMAaJIbHYO IMOJTHOTY JaHHBIX JJI UX KIIMHUYECKON OIICHKH W BO3MOYKHOCTH BBITIOJTHEHUS
MIPOBEPKHU.

401. PaGoTa ¢ JaHHBIMU, COCPKAITUMUCS B COOOIICHUSAX O HEXKEIATeNbHBIX PEaKIUsiX,
JOJDKHA OBITh OPTaHM30BaHA C YYETOM 3aKOHOJATENhCTBA TOCYJapCTBa-ujeHa B 00yacTu
3aIUTHI TEPCOHATBHBIX JTAHHBIX.

402. CnenyeT CTpyKTYpUpOBaTh cUCTeMY (hapMakoOHa30pa TaKUM 00pa3oM, UTOOBI OHA
MO3BOJIsIJIa CBOEBPEMEHHO BAJIMIUPOBATH COOOIICHMS O TMOJ03PEBAEMBIX HEXKEIATEIbHBIX
peaknusX W OOMEHHBATHCSI HMMHU C YIOJHOMOYCHHBIMH OpTaHAMH H JepKaTeIIsIMU
PETUCTPAIMOHHBIX YIOCTOBEPEHUNM B CPOKH, YCTAHABIMBAEMBIC 3aKOHOAATEIHCTBOM
rocyJapCTB-4JI€HOB.

403. CooOmieHusi ¢ nHpopmanuen o OE30MaCHOCTH JIEKAPCTBEHHOI'O Ipernapara,
coOupaeMble Ha dTare MOCTPETUCTPALIMOHHOTO IPUMEHEHH S, MO>KHO Pa3/IeIUuTh Ha JIBA TUIIA:
COOOIIIEHUS, TTIOTYYCHHBIE HE 0 3aMpOoCy, U COOOIICHHSI, MOyYEHHBIE 10 3aIpOoCy.

Coo0meHns 0 HexeNnaTeJIbHRIX PEaKIHAX, IOIyIeHHbIe He IO 3aIpocy
CoonTaHHBIE COOOmMEHUS

404. CioHTaHHOE COOOIIEHNE CTCIUATICT CUCTEMBI 31pPaBOOXPAaHEHUs, MAIIUCHT WU
NoTpeOUTENh HAMPABISET B aApEC YIOIHOMOYEHHOTO OpraHa, JepKaTelsl peruCTPallHOHHOTO



YAOCTOBEPEHUS] WU JPyrod oOpraHu3aluu (HampuMep, B PErHOHANIBHBIA IIEHTP IO
(dhapmakoHa30py, TOKCHUKOJOTHYECKUM IEeHTp) Oe3 mnpeaBapuTeabHOTO 3ampoca. B
CIOHTAHHOM COOOUICHHWM OIUCHIBAETCS OJHAa WM HECKOJbKO IOJ03PEBAEMbIX
HE)KeJlaTeIbHBIX Peaklui y MaliueHTa, KOTOpoMy Ha3Havalcs JIeKapCTBEHHBIN Mpenapar.

405. K cnoHTaHHBIM COOOIIIEHUAM HE OTHOCSITCS COOOIIECHUS, MOTYyUYCHHBIE B XOJI€
UCCIICIOBAHUN MJIM HMHBIX BHUJIOB OpPraHM30BaHHOTO cOopa naHHbIX. K CHOHTaHHBIM
COOOIIEHUSIM B TOM YHCJE OTHOCSTCS CIEAYIOIIUME COOOIIEHUS O MO0A03PEBAEMBIX
HE)KEJIaTEeJIbHBIX PEaKIUIX:

a) cOOOIIEeHMs, IPEICTABICHHBIE B OTBET HA MEPbl CTUMYJIMPOBAHUS B BHUJIE MPSMOIO
MH(GOPMUPOBAHUS CIIELUATMCTOB CUCTEMBI 3/IpaBOOXpAaHEHUs, IyOJIMKAIU B Ipecce, ompoca
CHEIUATNCTOB CUCTEMBI 3IPAaBOOXPAHEHHUSI MPEICTABUTEISIMU JepKaTeIeil perucTpallMOHHbIX
YA0CTOBEpEHUH, UHPOPMHUPOBAHUS MALMEHTCKUMH OPTaHU3alUsIMU CBOUX YYAaCTHUKOB WIIH
CyJ1IeOHBIX UCKOB B OTHOIIIEHUH KJIacCa JIEKAPCTBEHHBIX CPEICTB;

0) cooOIIeHus, HAallpaBJIEHHbIE TOTPEOUTEIAMH O€3 MPEeJBAPUTEIBLHOIO 3aIpOca, BHE
3aBUCUMOCTH OT TOCIIEAYIOIIET0 MEAUIIMHCKOTO TTOITBEPKACHMUS;

B) COOOILEHMS], KOTOPbIE HE CBS3aHBI C JIIOOBIM M3 METOJIOB OPraHM30BAHHOTO cOOpa
JaHHBIX M KOTOpPBIE MOJYYEHbl MOCPEIACTBOM CHCTEMBbl MpEJCTaBlICHUS HH(OpPMAIUU O
JIEKapCTBEHHOM Ipernaparte, 00 SBISIIOTCSA pe3yJbTaTOM pacupocTpaHeHUs: HHPOpMalUu O
JIEKapCTBEHHOM Ipernapare Wik 00pa3oBaTelIbHbIX MaTepUaOB;

I') COOOLIEHUs, BbIsIBJICHHBIE B ceTu HTepHET i nudpoBbIX cpeAcTBaX HHPOPMALIUU;

1) UHJIMBUAYaJbHbIE COOOIIEHMS, IOJYyUYEHHbIE OT HECKOJIBKUX PENOPTEPOB, IIPH 3TOM
KaK MUHUMYM OJTHO COOOIIIEHHE MOIy4eHO 0e3 MpeABapUTEILHOIO 3apoca;

€) coOoOlIeHHsI, NOJy4YEHHbIE NpPU NPOBEJCHUHU HEHUHTEPBEHIIMOHHOTO
IIOCTPETUCTPALMOHHOIO UCCIIEN0BAHNS, B OTHOUIEHUU KOTOPBIX MPOTOKOJIOM HCCIIEJOBAHUS
He OBLJIO ONPENIETICHO BBIMOIHEHUE CUCTEMATHYECKOro cO0pa TaHHBIX;

) COOOIIEHMs, OJIydeHHbIE B pe3yJbTaTe MPUMEHEHUs He3aperucCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB, HA3HAYEHHBIX B CBSI3U C UCKIIOYUTEIbHBIMUA OOCTOSTENbCTBAMU
U3 COOOpaXEHHWIl COCTpajaHus, WIM B paMKaxX NEPCOHAIU3UPOBAHHBIX MpPOrpamMMm
NPUMEHEHUS HEe3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENApaToOB, B CIy4Yae €CIM JaHHBIMU
porpaMMaMH HE ONpPEAesICd CHUCTEMATU3UPOBAHHBIM COOp JAHHBIX O HEKENATEIbHBIX
peaKkiusx.

406. I1epBOMCTOYHUKOM MOJ03PEBAEMON HEXKENATEIBHOW PEAKIMU SIBIISIETCS JIMIIO,
KOTOpOE MPEAICTaBUIIO HH(OPMALIMIO O CIIy4ae pa3BUTHUS HEXKeNaTeslbHON peakuuu. B cioyuae
ecau uHpopManus o0 OAHOM HeXenaTeIbHOW pPEaKIUMU MOCTYyNaeT OT HECKOJbKUX
NEPBOMCTOYHUKOB, B TOM YHCJIE OT CIEUAINCTA CUCTEMBI 3/I[paBOOXPAHEHUS, MAIIUEHTa WU
noTpeOuTens, NaHHbIe MO BCEM MEPBOMCTOYHHUKAM JIOJKHBI OBITh BKJIIOUEHBI B pa3fen
[lepBorcTouHUK" (OPMBI COOOIIECHNUS O HEXKENATETHHON PEaKIIUH.

407. CooO1ieHue 0 HeKeNIaTENbHONU Peaklny, MPEACTABICHHOE MOTPEOUTEIEM, CUUTACTCS
MMEIOUIUM MEAUIMHCKOE MOATBEPKICHUE B Cllydae MOCIEAYIOWEro MOATBEPKIACHUS

"



Pa3BUTHS y MAIIUEHTA JAaHHON HEXKEJIaTeIbHOW PEaKIIuu CO CTOPOHBI CIICIIHATNCTa CUCTEMBI
3paBoOXpaHeHus. MeIUITMHCKOE TIOATBEPIKICHUE COOOIICHHS O HEXEIAaTeIbHON PeaKIny,
MPEJICTaBICHHOr0 MOTpeOUTENEM, BKIIFOYACT B CeOS HAIMYHE B COOOINCHHWM IAaHHBIX M3
MEIUIIMHCKON JTOKYMCHTAIIMU MalMeHTa (HalmpuMep, JaHHBIC JTa0OpaTOPHBIX HWIIM HWHBIX
WCCJICIOBAHMI ), KOTOPBIC MIOATBEPIKIAIOT PA3BUTHE Y MAIMEHTA HEXKEIATeIbHON PEakIuu, U
HaJIU4Iue UICHTU(PUIIUPYEMOTO MEAUIIMHCKOTO pabOTHHKA, KOTOPBIA MpEArnojaraeT Haluune
B3aMMOCBSI3M MEXIy IMPUEMOM IAIllMEHTOM JICKapCTBEHHOTO TMperapara W Pa3BUTHEM
HEeXeJaTeabHON peakuuu. B ciaydae ecnu cooOlieHHe O HEXKeNaTeNbHOW peakiuu ObLIOo
HaIPaBJICHO MOTPEOUTEIEM, KOTOPBIM SBISICTCS JIUIIOM C MEIWIIMHCKAM OOpa3oBaHUEM,
JTAaHHOE COOOIIEHNE TAKXKE OIICHUBACTCS KaK UMEIOIEe MEIUIIMHCKOE TTOATBEPKICHHE.

B cirydae monydeHHst CIOHTaHHOTO COOOIIEHHUS O PAa3BUTHH HEXKEIATEIBHOTO SBJICHUS, B
KOTOPOM OTCYTCTBYET YKa3aHHE Ha HaJINYHEe MPUINHHO-CICJACTBEHHOW CBS3HU, JAHHOE
HEeXeJlaTeIbHOe SIBJICHUE pacCcMaTpPUBACTCSl Kak HexkernaTelabHas peakuus. Takum oOpa3oM,
BCE TMOCTYMAOIINE CIIOHTAHHBIC COOOIICHUS, MPEACTABISIEMbIE CIEIUATUCTAMHA CHCTEMBI
3/IpaBOOXPAHEHUS, MAIIUEHTAMU WJIM MIOTPEOUTEIISIMH, pacCMaTPUBAIOTCS KaK IMOI03PEBACMBIC
HEXENaTebHbIE PEaKIIUU UCXO U3 TOTO, YTO UX MPEACTABICHUE COICPIKHUT MPETION0KCHIE
MIEPBOMCTOYHHKA COOOIICHUS O HAJTUIUU B3aMMOCBS3U MKy HEXeJaTeIbHBIM SIBJICHUEM U
MPUEMOM TIOJ03PEBAEMOT0 JICKAPCTBEHHOTO TIpernapara. VICKIIOYEeHHE COCTaBIISIIOT
COOOIIEHHUs, B KOTOPBIX PEMOPTEPOM CACIAHO YKa3aHHE Ha OTCYTCTBUE TaKOW B3aHMOCBSI3H.

Coo0menns 0 HeXeNaTeTbHEIX PEaKIUAX, OITyOIMKOBAHHEIC B HAYIHOH MEIUIMHCKON
ImTepaType

408. Hayunas MeauIMHCKas TUTEpaTypa sIBISETCS BaXXHBIM MCTOYHUKOM MH(POPMAIINH
JUISI MOHUTOPUHTA Mpoduiisi 6€30NMaCHOCTH U COOTHOIIEHUS ""TI0JIb3a — PUCK' JIEKapCTBEHHBIX
IpernapaToB, B OCOOEHHOCTU B OTHOIIEHHH OOHApy’>KEHUs HOBBIX CUTHAJIOB, CBS3aHHBIX C
0€30MaCHOCTHIO, JIMOO aKTYaJIbHBIX BOIIPOCOB MO 0€30MacHOCTH.

409. [epxxaTenaM peTUCTPALMOHHBIX YJAOCTOBEPEHHH CIEAyEeT OCYUIECTBIATH
CUCTEMATUYECKUI, HE pexke | pa3a B Hejlelnto, 0030p HayYHOU MEAUIIMHCKON JTUTEPaTyphl, B
IIMPOKO MCIIOJIb3YEMbIX CITPABOYHBIX 0a3ax JaHHBIX (B TOM uncie Oubnnorpadpudeckon 6aze
craTed mo MeaunuHckuM HaykaMm (Medline) ninu GnmomenuumMHCKON U (papMaKoJIOTHIeCKOn
oubnuorpaduueckoil 6aze JaHHBIX OMYOJIMKOBAHHOW JIMTEPATYpPHI, NPEIHA3HAYEHHON IS
HNOAJIEPKKH MEHEKEepoB Mo HHPopMmanuu U (apMakoHaJ30pa B COOTBETCTBUU C
HOPMAaTUBHBIMU TpPEeOOBAaHUSAMH K 3apeTHCTPUPOBAHHOMY JIEKApCTBEHHOMY Tpemapaty (
Embase)). [epxaTento perucTpaliiOHHOIO YJIOCTOBEPEHUS CIEAYET YJIOCTOBEPUTHCS, UTO
0030p HAy4YHOW MEIUIIMHCKOW JUTEpaTyphl BKIIOUYaeT B cels mpocMoTp 0a3 JAaHHBIX,
KOTOpBIE COJIEpKAaT MAaKCUMaJIbHOE KOJIMYECTBO CCHUIOK HAa CTaThH, UMEIOIINE OTHOIIEHUE K
MOHHUTOPUPYEMOMY JIEKapCTBEHHOMY mpemnapaTy. [loMmumMo 3Toro, cieayer mpeaycMOTpETh,
9TOOBI BCE MPEACTABUTEIBCTBA JEpIKATENs PETUCTPAIMOHHOTO YIOCTOBEPEHHS OBLIU
OCBEJIOMJICHBI O MyOJIMKAIMAX B MECTHBIX MEIUIMHCKUX M3JAHUSAX U COOTBETCTBYIOIINM



o0pa3zoM HH(POPMHUPOBAIM O HHUX OTACH OE30MACHOCTH JEpKATEIs PErHCTPAIlMOHHOTO
YIOCTOBEPEHHUS.

410. NlepxateyisiM pETUCTPAIMOHHBIX YJIOCTOBEPEHHUH CIIEAYeT MPOCMATpPUBATH
COOOIIEHUSI O TMOJI03PEBACMBIX HEXKENATEIbHBIX PEaKIUAX, MyOJUKYEMBbIX B HAayYHOU
MEJIUIIMHCKOW JIMTEpaType, B TOM YHCIE B Marepuasax KOH(PEpPEHIM WU MPOEKTaxX
MoHoTpaduii, 4TOOBI BBISBISATH U PETHUCTPUPOBATH TaKUE COOOIICHUS, KAaK CIIOHTAHHbIC
coOoOIIeHUsT UMW COOOIIEHUs, BBIABICHHBIE B XO0JIE HEUHTEPBEHIIMOHHBIX
MOCTPETUCTPALIMOHHBIX UCCIEOBAHUL.

411. Ecnu B myOJMuKaluy yIOMUHAIOTCS HECKOJIBKO JIEKAPCTBEHHBIX MPENapaToB, TO
COOTBETCTBYIOIIEMY JEPKATEII0 PETUCTPALIMOHHOTO YAOCTOBEPEHUS CIEAYET pacCMaTPUBATh
JIeKapCTBEHHbBIC TIPenapaThl, KOTOPBIC OMPEACIISIIOTCS aBTOpaMH MyOIUKAIIUU KaK UMEIOIINE
[0 MEHbIIEH Mepe BO3MOKHYIO MPUUYMHHO-CIEICTBEHHYIO B3aUMOCBSI3b C BBISIBJICHHBIMU
N0103PEBAEMBIMH HEXKEIIATEIIbHBIMU PEAKLIHASIMHU.

412. CooOmieHusi, OLEHEHHbIE KaK BaJMIHbIC, MOJJIEKAT MPEACTABICHUIO B
YIOJHOMOYEHHBIE OPTraHbl TOCYAapCTB-UJICHOB COTJIACHO TpeOoBaHMAM HacTosux [IpaBut.
Havano otcuera BpeMeHH, YCTAaHOBJIEHHOTO [Jis TMPEJCTABICHUS COOOIIEHUS O
HE)KEJIaTeNIbHON peakluu, ONPEAENsieTCs C MOMEHTA, KOT/la B PACHOPSIKEHUH JIepiKaTelIs
PETUCTPAIIMOHHOTO YJAOCTOBEPEHUSI OKaszajach HMH(pOpMalMsS O Cilydyae HeXKelaTeabHOU
peakiuu, OTBedarolas TpeOOBaHWSM K MUHHMAaIbHOW TpeOdyemoit wHpopMaruu s
cpoyHoro penoptupoBanus. CienyeT opopMIIsATh OAUH ClIydail HeXKelaTeIbHOW peakIuu JJis
KOKJI0T0 HACHTUPUIIUPYEMOT0 TMAIMeHTa, O KOTOPOM COOONIAETCS, W B COOOIICHUH
NPEJCTaBIATh BaXKHYIO [JIs OLIEHKM MEIMIMHCKYI0 uHMopmamuio. IlepBwiii aBTOp
MyOJIMKAIMKY CYUTAETCS IEPBOUCTOUYHUKOM COOOIICHUSI O HEXKENATENbHOM Peakiuu, TaHHbIC
OTHOCUTEIIPHO COaBTOPOB NyOJMKAIMU He TpeOyercss ITOKyMEHTHPOBAaTh B YacCTH
MEPBOMCTOYHUKOB MH(OPMAIIUH.

Coo0menns 0 HeXxeIaTeTbHEIX PEAKIUAX W3 APYTHX HCTOTHUKOB

413. Ecnu gepxarento perucTpaliioHHOTO YAOCTOBEPEHUSI CTAaHOBUTCS M3BECTHO O
COOOLIEHUHU O MOJI03PEBAEMON HEXKEIATENbHON PEaKUMU W3 HEMEIUIIMHCKOIO MCTOYHHKA,
HanpuMep, U3 HeNPO(UIbHBIX NMEYATHBIX W3AAHUN WK APYTUX CPEACTB UH(MOpPMAIUU, eMY
cieayetr o0pabaThiBaTh 3TO COOOIIEHUE B COOTBETCTBUU C MOAXOJAMU, PEKOMEHI0BAHHBIMU
JUIsl CLIOHTaHHBIX coobOuieHui. CrenyeT mpopaOoTaTh JAHHBIA ClIydail JJIsl TOJY4YEHHUs
MUHHMMAJIbHOM HEOOXOAMMON HH(pOpMalUU, KOTOpas MPEIACTaBISIET €000l BalMIHOE
COOOIIIEHNE O HEXKEeNaTeIbHOM peakiuu. Bpems mpeacTaBieHuss JaHHOTO THIA COOOIICHH
TaKoe ke, KaK U JUIsl BCEX CIIOHTAHHBIX COOOIICHUIA.

HudopMamus 0 IOZ03peBaeMEIX HeXeIATEIbHEIX peakUiX, I0TydeHHEIX 3 ceTH VIHTepHeT 1
mu¢POBEIX CPeCTB HHPOpMAAH



414. JlepxkaTensaM PErucCTPaAllMOHHBIX YIOCTOBEPEHUN CIIEAyeT PEeryJsipHO
MPOCMATPUBATh CeTh MIHTEpHET U LU(pPOBbIE CpesicTBA UHPOpMaALUU (HATpUMED, BEO-CalThI,
BeO-CTpaHHULIbl, OJOTH, BHIEOOJOTH, COLMAIBHBIE CETH, UHTEPHET-POPYMBbI, BUIECOUYATHI,
nopTajgbl MO TEeME 3JPaBOOXPAHEHHUs), HAXOASUIMecs MOJ HX YIPaBJICHUEM HIH
OTBETCTBEHHOCTHIO, HA HaJlW4YWe TMOTEHIMAIbHBIX COOOUIEHUH O MOI03PEeBAEMBbIX
HEeXeJaTeIbHbIX peakuusx. B JaHHOM KoHTekcTe HUpOBbIE CcpeicTBa HHGOpPMALUU
CUMTAIOTCS CIOHCUPYEMBIMHU J€pXKATEJIeM PpPETUCTPALMOHHOTO YIOCTOBEPEHHMS, €CIU
JiepKaTeb PETHCTPAMOHHOIO YIOCTOBEPEHHS BIIAJIEET, OIIAYMBAET WU KOHTPOJIUPYET UX (
Py ATOM TMOXEpTBOBaHUE ((PUHAHCOBOE WM HHOE) B aJpec TEICKOMMYHHKAIIMOHHOU
OpraHu3aluy WIK CaiTa MPOU3BOJUTENEM JIEKAPCTBEHHBIX IPENapaToB WM JEp)KaTelleM
PErUCTPAIMOHHOTO YJIOCTOBEPEHHUS] HE ABJSAETCS BJIAJEHUEM INPU YCIOBUH, YTO
MPOU3BOJAUTENb JIEKAPCTBEHHBIX IMPENapaToB WM JE€p)KaTellb PErHCTPalUOHHBIX
yIOCTOBEPEHUN HE KOHTPOJIHUPYET OKOHYATEIbHOE MH(OPMAIMOHHOE HAIOJTHEHUE CaWTa).
Cnenyer obecneynTh TAKyH NEPUOJUYHOCTh MPOCMOTPA YKa3aHHBIX HUCTOYHUKOB, YTOOBI
BBITIOJTHSJIOCH TpeOOBaHME B OTHOIIEHUUM BPEMEHHU TMPEJCTABICHUS MMOTECHIIUATBHBIX
BAJIMJHBIX COOOIIEHUH O HEXKEJIATeNIbHbIX PEaKUUSIX B YHNOJIHOMOYEHHbIE OpPTraHbl
rocy/1apCTB-4JIEHOB, HAUMHAs C JaThl, Korjaa uHpopmManusa Oblia pazMmernieHa. [epxarensm
PErUCTPALlUOHHBIX YJIOCTOBEPEHUH CIEAYeT HCIOJIb30BaTh COOCTBEHHBIE CAWTHI s
ONTUMU3ALUU cOOpa HH(OPMALIUU O MO03PEBAEMBIX HEXKEIATEIbHBIX PEAKIIHIX.

415. Nudopmarnuio o ciiydasx M0J103pEBAEMbIX HEKENATENbHBIX PEAKIUH, OTMCAHHBIX B
cetn UHTepHET Wi nU(POBBIX CpeaCcTBaX MH(OPMALIUHU, TOTYyYEeHHYIO 03 3ampoca, CiaeIyeT
oOpabarpiBaTh KaK CIOHTAaHHBIE COOOIIEHUS C MPUMEHEHHWEM K HUM TpeOOBaHUN B
OTHOUIEHUHU BPEMEHU PETIOPTUPOBAHHUS, KaK JJI BCEX CIIOHTAHHBIX COOOIICHMIA.

416. B OTHOLIEHNH CITy4aeB HEXKEJATEIbHBIX PEAKLIUNA, ONUCAHHBIX B ceTH MIHTEpHET nimn
nU(pOBBIX cpelncTBaXx HHPOpMAIUU, HACHTU(GUIUPYEMOCTh COCTABUTENS COOOIIEHUS
OTHOCHUTCA K ITPOBEPKE CYIECTBOBAHMS PEATBHOIO JIMLA, TO €CTh BO3MOXHOCTH ITPOBEPUTH
MPaBUJIbHOCTh KOHTAaKTHBIX JTAHHBIX COCTAaBHUTEINsS OTYeTa (Hampumep, ObLI MpeJCTaBlICH
JNEUCTBUTENBHBIN aipec ANeKTPOHHON nouThl). KOHTaKTHBIE JaHHBIE CIIEIYyET UCIIOIb30BaTh
TOJNBKO 1 ueneil ¢apmakonanzopa. Eciaum orcyTcTByeT wuHMOpMaius O cTpaHe
MEPBOMCTOYHUKA, TO B KAYECTBE TAKOM CTPAHBI CIEIYET CUATATh CTPaHy, /i€ Obliia MoJlydeHa
uH(GOpPMAIIUS WIH T€ BBIMOIHSAETCS MOHUTOPHUHT.

417. Ecnu nepkaTento perucTpallMOHHOTO YAOCTOBEPEHUSI CTAHOBUTCS M3BECTHO O
COOOIICHHUH O TIO/I03PEBAEMON HEXENATeIbHON PEeaKIuu, OMMMCAHHON B IU(PPOBBIX CPEACTBAX
MH(pOpMaLMK, CIIOHCOPOM KOTOPBIX JI€pXKATEIb PETUCTPALMOHHOIO YJIOCTOBEPEHUS HE
ABIISIETCS, CIIEAYEeT OLIEHUTHh COOOIEeHHE, YTOObI ONPENECIHUTh, MOANATACT JIU OHO IOJ
TpeOOBaHMS O BBITIOJIHEHUU CPOYHOTO PETIOPTUPOBAHMUS.

Coo0menns 0 moI03peBaeMbIX HEXEIATEHHBIX PEAKINAX, IIOYICHHEIE 0 3aIpPOCy



418. Coo0111eHus 0 TTOI03PEBAEMBIX HEXKENATEIbHBIX PEAKIIUIX, MOTYUYEHHBIE TI0 3aIPOCy
MOCTYNAIOT M3 CUCTEM OPraHM30BAaHHOIO cOOpa JTaHHBIX, KOTOpbIE BKJIIOYAIOT B ceOs
KJIMHUYECKHE  MCCIEIOBaHUs, HEWHTEPBEHUHWOHHBIE MCCIEIOBAHUS, PETUCTPHI,
NEePCOHANIM3UPOBAHHBIE  MPOTpaMMbl  HCMOJIB30BAHUS  HE3apPEruCTPUPOBAHHBIX
JEKApCTBEHHBIX IPENapaToB, APYrue MporpaMMmbl NMPUMEHEHUS HE3aperMCTPUPOBAHHBIX
JIEKapCTBEHHBIX MPENapaToB, HA3HAYEHHBIX B CBSI3U C UCKIIOYUTEIbHBIMU OOCTOSTENHCTBAMHU
U3 COOOpakeHU cocTpasanus (MPUMEHEHHE JIEKapCTBEHHOrO IIpenapara IMpyu HEU3JI€UUMBbIX
WJIM HETOAJAIOUINXCS JIEUEHHUIO 3a00JIEBaHUSAX U JIp.), U MOHUTOPUHTA 3a00JIEBAHUMN, OTIPOCHI
MalMeHTOB WM MEIULMHCKUX pPaOOTHUKOB WM cOOp AaHHBIX 00 3(PQdEeKTUBHOCTHU
JIEKapCTBEHHOTI'O ITpenapara Wik NPUBEPKEHHOCTH MALIUEHTOB.

419. CooO1ieHust 0 MOJO3PEBAEMbIX HEKENATEeNIbHBIX PEAKLMIX, MOJIYUYECHHBIE U3
KaKkoW-1M00 W3 3THUX CHCTeM cOopa JaHHBIX, HE CIEQyeT CUMTaTh CHOHTAHHBIMU
COOOIICHUSIMHU, 33 UCKITIOUEHUEM CIEAYIOIIUX CIIyYaeB:

a) COOOILEHHUS O MOA03PEBAEMBIX HEKENATENbHBIX PEAKIMIX MMOTYYEHbI IPU MPOBEACHUU
HEMHTEPBEHIIMOHHOTO MOCTPETUCTPAIIMOHHOTO HMCCIEOBAHUS, JIJII KOTOPBIX MPOTOKOJIOM
MCCJIeI0BaHUSI HE OBLIO ONPEEIICHO BBIIOJHEHNE CUCTEMATUYECKOT0 cOOpa TaHHbIX;

0) cooOIIeHHs 0 TIOJIO3PEBAEMBIX HEXKENATeIbHBIX PEaKIMIX MOJYYeHbl B Pe3yJbTaTe
MPUMEHEHUSI HE3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, HA3HAYEHHBIX B CBSI3U C
UCKIIIOUUTEIBHBIMU 00CTOSATEIBCTBAMH M3 COOOpaXXCHUM COCTpalaHus, WIH B pPaMKax
NEPCOHATU3UPOBAHHBIX TPOrPAMM HCIOJIB30BAHUS HE3aPErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
[IpenapaToB B ClIy4ae, €Ciau JAHHBIMU MIPOrpaMMaMiy HE ONPEENSICS CUCTEMATU3UPOBAHHBIN
cOOp NaHHBIX O HEXKEJATeIbHBIX PEaKIUsiX.

B pamkax mpouenypsl penopTUPOBaHUS COOOIIEHHS O TTOI03PEBAEMBIX HEXKEIATEIbHBIX
peakuusax, MOJYYEHHbIE [0 3ampocy, CJleAyeT KilacCUPUUUPOBaTh KaK COOOILEHHS,
MOJydeHHbIE B XOJ€ MCCIEJOBAaHUM, U BBINOJHATh BAIUAALUIO U OIEHKY
IIPUYMHHO-CJIEJCTBEHHON CBSI3M B LEJAX YCTAHOBJIEHUS HMX COOTBETCTBHS YCIOBHUSAM
CPOYHOTO PEMOPTUPOBAHUS.

420. TpeboBaHUs K OpraHU3aIMy padOTHl C COOOIIEHUSIMHU O HEXETATCIbHBIX PEAKIUAX,
MOJIyYEHHBIMU TI0 3aMPOCY, YCTAaHOBJIEHBI MyHKTOM 466 HacTtosamux [Ipasu.

2. Basmnanma cooOmenwmit

421. CpoyHOMY PEHOPTHPOBAHMIO IOJJICIKAT TOJBKO MHAUBUIyaIbHBIC COOOIICHHS O
HEXKEJIaTeIbHBIX PEaKIMIX, KOTOPhIE MMEIOT IMOJIOKHUTEIIbHBIC pe3ysIbTaThl Bajduaanuu. B
IIEIAX BBIMOJHEHHUS 3TOTO TPeOOBaHMS BCE COOOIICHHS O HEKEIATCIbHBIX PEAKIUIX A0 UX
PEICTaBICHHUS
B YIIOJIHOMOYEHHBIC OPraHbl TOCYAapCTB-YWICHOB JIOJDKHBI OBITH IOJBEPIHYThHI BaJIUIAIMK Ha
HAJIMYUE MUHMMAJIbHON TpeOyeMoit nHpopmauu. MuHuMaabHas Tpedyemas uHopmarvs
BKJIIOYAET B ce0:



a) cBeJeHUsI 00 OJTHOM WM OoJiee UASHTU(PUIIUPYEMOM peropTepe (MepBOUCTOYHHUKE),
KOTOPBIM MOXET ObIThb MAECHTU(PUUIMPOBAH MO TAKUM NapamerpaM, Kak KBaiudukaus (
HarpuMep, Bpad, MPOBHU30DP, GapMaieBT, APYrodl MEIUIMHCKHN CHEIHAINCT, a TaKKe
MAlUEHT, TOTPEOUTENh I APYToe JIUIO0, HE UMEIOIIEee METUIIMHCKOTO0 00pa30oBaHusl), UM,
MHUIMANIBl WM MECTO HaxoxJaeHus (aapec) (Hampumep, HAUMMEHOBAHHE OpraHU3alNu
penoprepa, yJIHIlbl, ropoja, 00JacTH, MOYTOBBIA KOJI, CTpaHa, JIEKTPOHHAs 1MOYTa, HOMEP
tenedona). Ilpu pabore ¢ JUYHBIMM JAHHBIMH PENOPTEPOB JIOJKHBI BBINOJHATHCA
COOTBETCTBYIOIIME HOPMBI 3aKOHOJATEIHCTBA TOCYAAPCTB-WICHOB B 00JIACTH 3alIUTHI
MePCOHAIBHBIX JIAHHBIX.

422. Perioptep cuuTaeTcsl MASHTU(DUIIUPYEMBIM, €CITM OpTraHu3aIls, KOTopas HampaBuiia
COOOIIEHUE O HEeXeJIaTeIbHOM peakiuM, pacrojiaraeT JOCTOBEPHBIMU JaHHBIMHU JIJIs
MOJITBEP)KACHUS CYIIECTBOBAHUS JIAHHOTO JIUIA, PEHNOPTUPYIOLIETO O Pa3BUTUH
HEXeJNaTeIbHOM peakMu Ha OCHOBAaHUM NOCTymHOW uHpopmanuu. CrenyeT oOecrneuuThb
UJICHTU(PUKAIIMIO BCEX CTOPOH, KOTOPBhIE MPEACTABIAIOT HHPOPMAIMIO O Ccllydyae
HEeXeJaTeIbHON peakiuh, B TOM YHCIE JOMOJHUTENbHYI0 HH(POPMAIMI0O MO 3ampocy.
Heo6xo1umo 1cnoib30BaTh UMEIOIIHUECS BO3MOKHOCTH JIJIS MOJTyYEHUSI KOHTAKTHBIX JaHHBIX
penopTepa B IENAX OOecreueHus BO3MOKHOCTH TMOcHeaytomero coopa nmHpopMamnuu o
HeXeNaTelIbHOW peakiuu. Eciu penoprep He kelaeT MpeACTaBlIsTh KOHTAKTHBIE JaHHBIE,
COOOIIIEHNE O HEXKENAaTEeNbHOW PEeaKIuu CIeayeT CUYUTATh BAIHIHBIM TPH YCIOBHUH, YTO
opraHu3anus, MNPOUHPOPMHUPOBAHHAS O CiIyyae HEXeNaTelbHOW peakIuu, CIocoOHa
MOATBEPAUTH €r0 HAMPSIMYIO C PENOPTEPOM.

423. UuauBuayanbHOEe COOOIIEHHUE O HEXKENaTeIbHOM peakiuu He OyAeT CUUTATHCS
BAJIUJIHBIM JISl IPEJICTABJICHUS B YIIOJIHOMOUYCHHBIM OpraH, €Clu HE COJIEPKUT AaHHBIX IS
UJEHTU(UKAIIMY CBEJICHUN O KBATU(UKAIINK, CTPaHE HAXOXKICHUS WIIM IPYTUX JAHHBIX, KaK
MHUHUMYM OJHOTO pernopTepa. [Ipu OTCYyTCTBUM JaHHBIX O KBajduukanuu pernoprepa
cooOIIeHrne 1O YMOJYAaHHWIO CYUTAETCS NPEJACTABICHHBIM OT moTpedutens. s
MOCJIEYIONIETO KOHTPOJIS AyOJUPYIOMIMX COOOIIEHUN B MHIWBHUIAYAJIHbHOM COOOIIEHUU O
HEXKeNaTeIbHON peakinu TpeOyeTcs yKa3blBaTh BCEX PEHOPTEPOB (HE TOJIHKO NEPBOMCTOUHUK
) (ecniu 370 MpuMeHuMo). MHpopmanus o HexenaTenbHON peakiuy, MoJlydeHHasi OT TpeThen
CTOPOHBI, HE HUMEIOIIEH HEMOCPEJCTBEHHOTO KOHTAaKTa C MAlMEHTOM, HE CUMTAeTCs
BaJIUJIHBIM COOOIIEHUEM O HEXelaTeIbHOW peakIuu, €ciau He OyleT MOJTBEepKIeHa
HETIOCPEJICTBEHHO MAIlMEHTOM, JIeHallldM BpadyoM MallMeHTa WIM PEropTePOM, UMEIOIIUM
HETOCPE/ICTBEHHBIN KOHTAKT C MAIUEHTOM;

0) cBegeHus 00 waeHTUGUIUpPyeMOM mamueHTte. s uaeHTUdUKAIUN TalueHTa
JIOMYCKAETCs yKa3aHWe KaK MUHUMYM OJHOW W3 CIEAYIONUX XapaKTePUCTHK: WHUIIHAIIBI
NalyeHTa, HoMEp MEAUIMHCKONU KapThl (aMOyJIaTOPHOM, KapThl CTAllMOHAPHOTO OOJIBHOTO,
KapThl C pe3ysbTaTaMH OOCIIEIOBaHUS), JaTa POXKACHUS, BO3pACT WM BO3pACTHAs TpyIINa,
nepuoja recraiuu U moj. OIHAKO MAUMEHT CYUTAETCS WACHTU(PUIUPYEMBIM, €Clu Ha
OCHOBaHUU UMEIOIIHNXCS JAaHHBIX MPEICTABISAETCS BO3MOXKHBIM MOJTBEPIUTH CYIIECTBOBAHUE



nanHoro manueHta. Iloaromy mHpopmarus 00 HACHTH(GUKAMK TallMeHTa JOJDKHA OBITH
HanOoJiee TMOJTHOM C YY4eTOM 3aKOHOJATENbCTBA TOCYJapCTBa-weHa B OOJACTH 3aIIUTHI
MepCOHANBHBIX AaHHBIX. COOOIIEHNE MOXKET CUUTATHCS BAJIUIHBIM IS TMOCIEAYIOIIETO
NPEJICTABIICHUS B YITOJJTHOMOYCHHBIM OpraH MpH HAIMYNN KaK MUHAMYM OJTHOM W3 YKa3aHHBIX
XapakTepuCcTUK nainuenTa. CooOienne ¢ yka3aHueM HECKOJIbKHUX MAllMeHTOB HE CUUTACTCS
BaJIUJIHBIM, €CJIU OTCYTCTBYeT HMHGpOpMalUs Kak MUHUMYyM OO0 OJHOW M3 yKa3aHHBIX
WHIVNBUAYATbHBIX XapaKTEePUCTHK TMalNWeHTa I  (OpPMHUPOBAHUS  BAITUIHOTO
WHJIUBUTyaJIbHOTO COOOIIIECHUS O HEXKEIaTeIbHON PeaKIlnu;

B) CBeJIcHUS 00 OJHOM WU Oojiee MOA03pEeBaeMOM JIEKaPCTBEHHOM IIperapare Wiu
JICHCTBYIOIIEM BelecTBe. B3anuMozeiicTByoue JIeKapCTBEHHbBIE MpernapaThl OTHOCITCS K
10/I03pEBAaCMBIM JICKAPCTBEHHBIM TIperapaTaM;

r) cBeJeHUsT 00 OJHOW WM OoJjiee MOJ03peBaeMOil HEeKelaTenbHOW peaknuu. Ecnu
NEPBOMCTOYHUKOM CJICJIaHO YTBEPXKIEHUE B MPSIMOM (opMe O TOM, YTO HCKIHOYAETCS
HaJIMYHUe MPUIUHHO-CIICICTBEHHOHN CBS3U MEXIy Ha3HAYCHHEM JICKaPCTBEHHOTO Tpernapara u
HEeXeJaTebHOW peaklnuedl M mojydaTenab (YMOJIHOMOYEHHBIH OpraH WU JepxaTelb
PETUCTPAIMOHHOTO YJIOCTOBEPCHMS) COTJIACEH C ITUM, COOOIIEHUE OMpeneseTcs Kak
HEBAIM/IHOE WHIIUBHUAYAIbHOE COOOIIEHHE O HEXKENaTeNbHOW PEaKIMu, MOCKOIBKY ATO
O3HayaeT OTCYTCTBHE II0J03peBacMOi HexenaTeabHolH peaknuu. CoOOIIeHHE TaKke
OTpeeNsieTCss KaK HEeBAIUIHOE WHIIUBHUIYaJbHOE COOOIEHHE O HEXKENATeIIbHOW PeaKIuHu,
€CJIM COOOIIAeTCs, YTO MAlMEHT MEPEHEC HEeXKEIaTeIbHYI0 PeakIrio, HO HEe yKa3aH BH]
HEXKEJNaTEIbHON PEaKINU WIH HE NMPEACTABICHO OMUCAHUE MEPEHECEHHOW HEXKEIATEIbHOU
peakiuu. AHAJIOTUYHO WHAMBHUAYAIbHOE COOOIIEHHE O HEXEeNaTeIbHONU peakluu
ompenenseTcsl Kak HeBAIMIHOEC, €CIH COJASPKUT HHPOPMAITUIO TOJHKO 00 MCXONe U TpPH
MOCJIeAYIONeM cOOpe JAaHHBIX HE MPEICTABIAECTCS BO3MOXXHBIM TOJYYUTh KIMHUYECKOE
000CHOBaHHE HEKEIATEIbHON peaKIMyi B KauyeCTBE MPUYUHBI Pa3BUBIIETOCS MCXOJa WIIH
MEPBOMCTOYHUKOM HE YKa3aHO HAIMYME KaK MUHUMYM BO3MOKHOW B3aUMOCBSI3H C TIPHEMOM
JIEKapCTBEHHOTO TpernapaTa. Hanpumep, npu monydeHur nHGOpMAIIK 0 BHE3AITHON CMEPTH
MalMeHTa, HaXOAIIETOCs Ha JICYCHUU B YCIOBHUAX CTallMOHApa, HEOOXOAMMO JIOTIOJTHCHHE
COOOIICHUSI METUIIMHCKOM OIIEHKON ¢ 000OCHOBaHUEM OIpE/eNICHUs JAHHOTO COCTOSIHHS KaK
MCXO0J1a HEXENATeIbHON PEeaKIuy JTM00 OTHECEHHS K YHCITy HEeXKelaTeabHbIX sBieHui. [Ipu
OIICHKE CJIy4aeB BHE3aITHOM CMEpPTH MalMeHTa, MOJYYalollero TEepanuio ¢ Ha3HAaYeHUEM
JIEKapCTBEHHBIX IMPEINapaToB, CAEAYET UCXOIUTh U3 MPEANOI0KCHNUS HATUINSI B3aUMOCBSI3U
JAHHOTO UCXOJa C JedyeHueM. [Ipu oTHECEHNH K YUCTy BaJIUIHBIX JaHHBIC UHIWBUIyaTbHBIC
COOOIICHHS O HEXENAaTeIbHBIX PEaKIHsIX MOIekKaT He3aMeTUTSIIbBHOMY PEIIOPTHPOBAHUIO.

424. Tlpu c6ope cooOmIeHn 0 MOJ03PEBAEMbBIX HEKENATEIbHBIX PEaKIHUIX Yepe3 CETh
WNutepHer unu 1udpoBbie cpeacTBa UHPOPMAIMU MO MOHATHEM "UAEeHTUDUIIPYEMbIH"
MMOHMMAETCSI BO3MOKHOCTh IMPOBEPKU CYIIECTBOBAHUS pernopTepa (COCTaBUTEIISI COOOIIECHUS)
U MaIeHTa.



425. OtcyTrcTBHE Kako-muOo mHbopManuu U3 ykazaHHOW B myHKkTe 407 HaCTOSAMIUX
[IpaBun o3Ha4aeT, 4TO Cydal CUUTAETCS HEMOIHBIM M HE MOJJICKUT MPOIEAype CPOUHOTO
MPEJICTABIICHHUS] COOOIICHHUS O HEXKENaTeIbHOW peakiuu. YTOJHOMOYEHHBIE OPTaHbl H
Jep>KaTeNIM PETUCTPALIMOHHBIX YI0CTOBEPEHHH JOJIKHBI TTPOSIBISATH OCOOYIO TIIATEILHOCTD B
pabote mo cOopy HemocTaromIei nHGOpPMAIUK B COOOIICHUSX, IEUCTBUS IO TTOCICTYIONIEMY
cOOpy JaHHBIX B COOOIIEHUAX O HEXKENATEIbHBIX PEAKIUAX MOAJIEkKAT JOKYMEHTHPOBAHUIO.
TeM He MeHee COOOIIEHUs O HEXeNaTelbHBIX PEaKIUiaX, MUHUMaJbHas uHGOpMAILUs B
KOTOPBIX SIBJISIETCS] HETIOJIHOM, CIeNyeT PETUCTPUPOBATHh B paMKax CUCTEMBbI (hapMaKoOHaA30pa
B II€JISIX WX UCIIOJIB30BAHUS B TEKYIICH AESITEIHLHOCTH IO OLICHKE O0€30MacHOCTH.

426. Ilpu modydYeHUH HEMOCTAIONMX B COOOIICHUSX O HEXKENIATeIbHOU peakiuu
MUHUMAJIBHBIX JTaHHBIX (BKJIIOYAs MEPECMOTP B3aMMOCBSI3M HEXKEIATEIbHOM pEaKInu C
MIPUEMOM JIEKAPCTBEHHOrO TMpernapara) UHAUBUAYAIbHOE COOOIIEHUE O HEXKeIaTelIbHOM
pEaKUUM OLECHUBACTCS KAK BAJUIHOE M TOMJIEKHUT PEINOPTUPOBAHUIO B COOTBETCTBHUU C
TpeboBaHUsIMU HacTosmux [TpaBui.

427. Ecnm onHoit cTopoHe (YyHNOJIHOMOYEHHOMY OpraHy WM JepKaTelio
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUS) CTAHOBUTCSI U3BECTHO, UTO PEMOPTEP MOT COOOILIUTH O
[I0JI03PEBAEMON HEXKENATEIIbHOM PEAKUUHU TAaKKE€ W JPYrOd 3aMHTEPECOBAHHOW CTOPOHE,
Takoe COOOIEHNEe TEM HE MEHEE CJIeIyeT CUUTaTh BAJTUIHBIM COOOIIEHUEM O HEXEIaTeIbHOM
peakIuu U BKJIIOYUTH B MPOIEAYPY PENOPTHPOBAHUS WHIWBUAYAIBHBIX COOOMIEHUH O
HeXeNaTeNbHbIX peakiusax. MHANBUIyanbHOE COOOIIEHHWE O HEXEeNaTeIbHOW peaklnu
JOJDKHO BKJIIOYATh B c€0s BCIO BaXHYIO WH(OpMaINnio, HEOOXOIUMYIO i OOHApYKEHUS
TyOIUPYIOMIEro COOOIICHUS.

428. Ecnm ummeeTcs pasHOTIacHe MEXAYy HMCCIEHOBATEIEM M JIEpKATEIEeM
PETUCTPAIMOHHOTO YJAOCTOBEPEHHUS WM CIIOHCOPOM HCCJIEIOBAaHUA B OILIEHKE
MPUYHUHHO-CIICICTBEHHOM CBSI3M MEXKJY Ha3HAuYCHHEM I10JI03PEBAEMOr0 JICKapCTBEHHOIO
rpernapara u pa3BUTHEM HEXKENATENbHON peakuy MpU NPOBEACHUU MOCTPETUCTPALIMOHHBIX
HEUHTEPBEHIIMOHHBIX HCCIEIOBAHUN, HE CIIEAYeT MEpPEeBOJAUTH CiIydyaill HeXelaTeabHOU
peakiuu B 0Oojiee HU3KYH MO CTENEHH JOCTOBEPHOCTH B3aMMOCBS3M KaTeropuio. B
UHIUBUIyaTbHOM COOOIIEHUHU O HEXeJIaTeJbHOM peakiuu CieayeT MpeacTaBUTh MHEHHUS
uccieaoBaTeNlsi U JepKaTeias PETUCTPAIMOHHOTO YJOCTOBEPEHHUS WM CIIOHCOpa
UCCIIEOBAHUS.

429. BanuaHoe cooOIIeHNE 0 HEXENATeIbHOW peakiiu, NPeICTAaBICHHOE MOTPEeOUuTEIeEM,
HE CIeIyeT NEPEBOAUTH B KATETOPUIO HE CBSI3AHHOT'O C IPUEMOM JIEKAPCTBEHHOTO Mpernapara
HEXKEJIaTeJbHOTO SBJICHHUS B Cllyyae, €CJIUM MEIMIMHCKUM pPa0OTHUKOM, YKa3aHHBIM
noTpeOuTeneM Il OTyYeHHsI TIOCIeayomIell nHhOopMaIiu, HE TIOITBEPKIACTCS HATUIHE
B3aMMOCBSI3U. B MHAMBUIYaTbHOM COOOIIEHUH O HEXKENATENbHOU PEaKIMK ClIeyeT OTPa3uTh
MHEHUS MOTPEeOUTENS U MEIUIIMHCKOTO paOOTHUKA B OTHOIIEHUU HAJIMYMS B3aMMOCBSI3U B
YaCTH OLIEHKHU B3aMMOCBS3U Pa3JINYHBIMU [IEPBOUCTOYHUKAMU.



430. Ecniu umeeTcs pa3HOIJIacue MEKy PEIOPTEPOM U AEpKaTEIEM PErUCTPAMOHHOTO
YIIOCTOBEPEHUSI WJIM YIOJHOMOYEHHBIM OPTraHOM B OIIEHKE OTHECEHUsI HeXeIaTesIbHOM
pEeaKIu K CEphe3HOM, HE CIeIyeT MEePEBOAUThH OIEHKY HEXKeNaTeIbHON peakiuu B Oosee
HU3KYIO TI0 CTENIEHU CEPhE3HOCTH.

3. ITocnexyromas pabora ¢ COOOmMEHNIMHU O HEKENATEIHHBIX PEAKIIAX

431. Eciu B mepBOHAYalbHOM COOOLIEHHMH HH(OpMaALHS O MOJ03PEBAEMBIX
HEXXEJATEIbHbIX PEaKUUAX COAEPKUTCS HEMOJIHAs, CJIEeAyeT MPOBOAUTH IMOCIEAYIOIIYIO
paboTy dYTOOBI TOJYYUTH JOMOJHHUTEIBHYIO TMOAPOOHYIO HH(MOpPMAIUIO, MTOMUMO
MUHUMAJIbHOU TpeOyeMOH, SBIISIIOIIYIOCS BaXKHOM JJI1 HAYYHOM OIEHKHU CIy4aeB Pa3BUTHUS
HEXKEJIATEIbHBIX peakiuii. BeimonHeHwe paHHOW palbOThl SBISETCS BAXKHBIM IS
MOHUTOPUPYEMBIX SIBIICHUH 0OCOOOTO HMHTEpeca, CIydyaeB BO3JEUCTBUS JIEKAPCTBEHHOTO
npenapata B HOepuoJ OEpEeMEHHOCTH, CIy4yaeB CMEPTH NAaIMEHTOB, CJIy4aes,
NPEAINOoaraloliX BBISIBIEHUE HOBOTO PHUCKA WM HOBBIX AaCIEKTOB XapaKTEPUCTUKU
U3BECTHOTO pucka. JlelicTBUs mo mnocieaymuieMy cOOpy JaHHBIX B COOOIIEHUSAX O
HEXENATEIbHBIX PEAKIUAX U MOIYUYEHHBIE JaHHBIE TTOJIEXKAT JOKYMEHTHPOBAHMUIO.

432. I1pu OTCYTCTBUU B COOOIIEHUHU O HEXeEIaTeIbHON peakiuu HHGOPMAIIUUA O BO3PACTe
MalMeHTa CJIeAyeT MPEANPUHATh MEPHI MO MOJYUYSHHUIO 3TOM MH(pOpManuu Wik JaHHBIX O
BO3pPACTHOM TPYyNIle€ B CBS3M C 0COOOM Ba)XHOCTHIO 3TOW HWHGpOpPMAIIUU JJIs OLEHKHU
0€30MacHOCTH B OCOOBIX BO3PACTHBIX TPYIAX, BKIIOYAS MEAMATPUUECKUX U TOKHIBIX
MaIMEeHTOB.

433. [IpuMeHseMbie METOIbI TIOCIICYIONIETO cOOpa JAaHHBIX O HEXETATSIIbHONW PeaKInu
CJIelyeT HalleJIUTh Ha ONTHUMU3alMI0 cOopa HenocTaromeld nHpopmaruu. [1o BO3MOKHOCTH
CIeAyeT MoJiydyaThb MUChMEHHOE MOATBEPKJICHHUE CBEICHUM, MPEICTAaBJICHHBIX B YCTHOM
dbopme. DTy CTaHAAPTHYIO ACSATEIHLHOCTh MO (hapMaKOHAA30py CIEAYET OCYIIECTBISTH C
MPUMEHEHUEM Mep, MOOIMIPSIONIUX MEPBOUCTOYHUK (pernoprepa) MPEeACTaBIsTh HOBYIO
nH(pOpManKio, BAXKHYIO ISl HAYYHOW OIIEHKHU PETMOPTUPYEMOTro BOIpoca OE30MaCHOCTH.
Hcnonb3oBaHue 11€7€BBIX OMPOCHUKOB JjIsi cOOpa JOMOJHUTEIBLHON BaXKHON HH(pOpMAIUU O
HEXeJNaTeJbHOM pEeaKIMy TMO3BOJISIET MEPBOUCTOYHUKY H30€kKaTh HEOOXOIAMMOCTH
nyOnupoBaTh paHee MpEeCTaBICHHBbIE JaHHbIE, OOJErdyaer 3aloJIHEHHE U CIIOCOOCTBYET
ONTUMHU3ALNKN COOMPAEMBIX BAXKHBIX JJI OLIEHKHU JaHHbIX. Ciemyer pa3paboTaTh IEIEBbIE
OMpPOCHUKU B (opMme, CIHOCOOCTBYIONIEH MaKCHUMaJIbHOMY OOJIETUCHHIO 3amoJHeHHS (
HarpuMmep, ¢ UCTOJIb30BAHUEM MPEI3ANOJHEHHBIX MOJIEH), a TakKe 00ecrneunBaTh MepeBO
OMPOCHHUKOB Ha A3bIKUA FOCY/1IapCTB-YJICHOB.

434. Ecnu undopmanusi 0 npeanoaracMon HexelaTelIbHON peakinu, MoJydeHHas
HETIOCPEJACTBEHHO OT TMalMeHTa WJIH TOTPEOUTENs, SBISETCS HEMOIHON, CleayeT
NPENPUHATh TMONBITKH TMOJYYUTh COTJIACUE€ Ha TPEJCTaBJICHUE JOIMOJHUTEIbHOMN
uHpOpMAIIUK y MEAUIMHCKOTO pa0OTHHKA, KOTOPHIM MOXET OBITh TpeJCTaBjIcHA
JIOTIOJTHUTENbHAs MHPOpPMALIUS M0 HeXelaTelbHOU peakiuu. Ecnu MenuiuHcKkuil paboTHUK



MOATBEPANI (MOJHOCTHIO WM YACTUYHO) MPEACTABICHHBIN CIIy4ail HEKEIaTENbHOW pPEeaKIH,
CleAyeT TOYHO OTpPa3uTh JAaHHYI0 HH(MOPMALMI0O B HHIMBUIYAIbHOM COOOLIEHHH O
HEXeJaTeabHOW peaknuu. B cioydae mnoclenyromero MOJHOrO0 Ju00 YacTUYHOTO
NOATBEPKICHUS HEXETATEIbHOW pEaKUUH CO CTOPOHBI MEAMIIMHCKOTO pabOTHHUKA B
WHIUBUAYAIbHOM COOOIIEHHMH O HEXEeNaTeIbHOW peakluu JeJaeTcs OTMETKa O
MEINULIMHCKOM TOATBEPKICHUH JaHHOTO CiIyYasl.

435. B OTHOHIEHMM NOJO3PEBAEMBIX HEKENATEIbHBIX pPEaKUWM, CBA3AHHBIX C
IPUMEHEHUEM JIEKApCTBEHHOr'0 Ipenapara OMOJIOTMYECKOro IMPOMCXO0XKAECHUS, OCOOYIO
BaKHOCTh UMEET TOUHAas UHPOpMaLKsa 00 U3rOTOBUTENE COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
npenapara. [loatoMmy cienyer npuHUMaTh BCE HaJJIeXKalllMe MEPBI I TOYHOIO yKa3aHUs
TOPrOBOI0 HaWMEHOBAHUS U HOMEpPA CEpUHU JIEKAPCTBEHHOTrO Mpernapara OMOJIOrMYecKOTo
NPOUCXOXKJAEHUs. B ciayyae HEBO3MOXHOCTHM TOYHOM MACHTHU(QUKALUUA CEPUHU
[I0JI03PEBAEMOTI0 JIEKAPCTBEHHOI'O Mpenapara OMoJ0THYECKOro MPOUCX0KIEHUS B ONTMCAaHUU
Cily4yas HEXeNaTeJbHOW peaklUWu B NEPBUYHOM HHIAMBHUYAJTBbHOM COOOILIEHHUH CIETYET
BKJIFOUATh COOTBETCTBYIOLIEE YKa3aHUE O HAIPABIEHHOM 3ampoce. BeimoaHeHue 3ampoca
pernoprepa OTHOCUTEIbHO HACHTU(DUKALMOHHBIX JaHHBIX O CEpUHM MOJI03PEBAEMOTr0
JIEKapCTBEHHOT'O Tpernapara OMOJ0rHYeCKOro MPOUCXO0KACHHUS ABIISETCS 0053aTEIbHbBIM.

437. B onpenelieHHBIX CIydasiX, KOr/a HE MPEACTABISAETCS BO3MOXHBIM BBIITOJIHUTH
NOCIIEAYIOMUM cOOp MHPOpPMAIUU O HEXKEJIATeIbHON peakIUU B CBA3M C aHOHUMHOCTBIO
pernopTepa B COOTBETCTBUU C 3aKOHOJATEIbCTBOM T'OCYIAapCTB-UJIECHOB B 00JIACTU 3alllUTHI
NEPCOHATBHBIX JTAaHHBIX (HampuUMep, B cllydae MpeICTaBICHUS COOOIIEHUS O MEIUIIMHCKON
olIMOKe ¢ HaHECEHUEM ylepOa *U3HU WM 3JOPOBBIO MAllMEHTA U HEXEJlaHUs pernoprepa
pacKpbIBaTh JUYHBIE JAHHBIE), COOOIIEHUE JOJHKHO PACCMATPUBATHCS KaK BaJIUAHOE IS
pEenoOpTUPOBAHUS, €CIM OpraHu3alus penoprepa CIOCcoOHAa MOATBEPAUTH COOOLIEHUE
HaIpsSMYIO C PENOPTEPOM U COOJIIONAIOTCSA OCTaIbHbIE KPUTEPUH BAJIUIHOCTH COOOIIEHHUS O
HAJIMYUU MUHUMAaJIbHOW HH(OpMaLIUU.

4. YupapneHre JaHHBIMA

438. CnenyeT XpaHUTh COOOIIEHUS O MOJ03PEBAEMBIX HEXKENATEIbHBIX PEaKIUsIX Ha
OYMa>KHBIX HOCHUTEJISIX, B BUJE AIEKTPOHHBIX JOKYMEHTOB, U 00paIaThCs C HUMU TaKUM e
o0pa3oM, KaK ¥ C IPyTMMHA MEIUIMHCKUMU 3aMMHUCSIMU (BKITIOUYAs BBITIOJIHEHHE TPEOOBAHUI 110
oOecrieueHnI0 KOHPUACHIIMAILHOCTH B OTHOIIEHUW HUJCHTUPUIIUPYEMOCTH MAIlUEHTOB U
pEeropTepoB), B COOTBETCTBUU C TPEOOBAHUSMH 3aKOHOJATEIbCTBA TOCYAApCTB-YJICHOB B
00JIaCTH 3aIUTHl IEPCOHANBHBIX AaHHBIX. CleyeT XpaHUTh B TailHE W 3allUIIIEHHBIMU OT
HEaBTOPU30BAHHOTO JIOCTyNa WACHTUDUUIHUpPYEMbIE TMEpPCOHAIbHBIE CBEICHUS O
COCTABJISIIONIMX OTYETHI CIEIHANINCTaX CUCTEMbI 3/IpaBooXpaHeHus (pemoprepax). OOMeH
JTAHHBIMU MEX]y JEpKaTeIISIMU PETUCTPAIIMOHHBIX YIOCTOBEPECHHUH W YITOJTHOMOYEHHBIMHU



OpraHamMu B YacTH TEPCOHANBHBIX JAHHBIX MAIMEHTOB M PEMOPTEPOB MOJKEH OBITH
OpPraHu30BaH C y4eTOM TpeOOBaHUN 3aKOHOAATEIbCTBA TOCYJApPCTB-WICHOB B 00JacTU
3alUTHI IEPCOHATBHBIX IAHHBIX.

439. YtoOnl oOecneunTh COXPAHHOCTh U KOH(PUACHIHMAIBHOCTH JAHHBIX IO
(dhapmMakoHaI30py, CIEIyeT 00ECTICUNTh CTPOTHUI KOHTPOJIb JOCTYIA K JOKYMEHTaM U 0a3am
JAHHBIX M MPEAOCTaBUTH MPABO JOCTyNa TOJBKO YIMOJIHOMOYEHHOMY MEPCOHAY CHCTEMbI
dbapmakoHan3opa. YkazaHHOe TpeOOBaHME K oOOecrneyeHHI0 O0e30MacHOCTH JIaHHBIX
pacIpoCTpaHsieTCsd Ha BCE JTambl MPOXOXKACHUS W oOpalieHus NaHHbIX. B CBS3U ¢ 3TUM
ClIeAyeT peajn3oBaTh MPOLEAYyphl o0ecrneueHus: 0€30MaCHOCTU U COXPAHHOCTH JAHHBIX BO
BpeMsI IEpeIauu JTaHHbIX.

440. Ecnu nepegava TaHHBIX 10 (hapMaKOHAI30py MPOUCXOAUT B TIpeieiax OpraHu3aiuu
WM MEXK]ly OpraHu3alMsIMU, CIEAyEeT TPUMEHSITh TAKOM MEXaHU3M, IIPU KOTOPOM HMEETCS
NOATBEPXKIEHUE TOTO, UYTO BCE YBEJOMJICHUS NOJNy4YeHbl. B naHHOM cnydae clienyer
o0ecrneunTh MPoLlecC MOATBEPKICHUS U (WIIH) CBEPKU UHPOPMAITUH.

441. YnonmHoMO4YeHHbBIE JHIa M0 (hapMaKOHAA30py JAOHKHBI UMETh JOCTYI K JIAHHBIM,
XPAHSAIIUMCS B DJICKTPOHHOM BUJIE, B PEKUME PEATLHOTO BPEMEHHU.

442. TIpoueaypa BBO/Ia JaHHBIX C UCTHOJIb30BAHUEM CIICIIUATIBHON TEPMUHOJIOTUH JIOJKHA
MOHUTOPUPOBATHCS U OBITh BaJTUIUPOBAHHON MyTEM BBITIOJTHEHHUS ayJuTa MO0 00ECIICUCHUIO
KauecTBa CHCTEMATHYECKHU JTUOO MOCPEJACTBOM IMPOBEICHUS MEPUOIUIECKON BHIOOPOUHOM
orleHkH. IlepcoHan noikeH OBITh MPOMHCTPYKTUPOBAH O MPOILEAYpe BBOJA JAHHBIX C
WCIIOJb30BAHUEM CICIHAIBHON TEPMUHOJIOTHH, KBAIH(UKAIAS TEPCOHANIA JTOJHKHA
NEPUOIUYECKU MOATBEPKAAThCS. COOOIIEHNs O HEXKENIaTeIbHbIX PEeaKIUsiX, TOJIyYeHHbIE OT
MEepBOUCTOYHUKA (pemopTepa), clieayeT oOpabaTbiBaTh HEMPEIB3SITO, 0€3 H3MEHEHUS
uH(popManu, BO BpeMs BBOJA JAHHBIX WIM TEpeladyd JIEKTPOHHBIX JAHHBIX CIETyeT
n3berarh noOaBieHus win yaanenus uadopmanuu. CooOuIeHus T0KHBI BKIIOYATh B CeOs
JOCJIOBHBIA TEKCT, UCIIOJIb3yEMBIN B IEPBOMCTOYHUKE, WIIA €T0 TOYHBIA NepeBo. VIcX0nHbIM
TEKCT ClielyeT HW3J0KUTh C HCIOJb30BAaHUEM COOTBETCTBYIOIIEH TepMuHosioruu. s
oOecriedeHns 1EIOCTHOCTH MH(POPMAIMHU TIPU KOAUPOBAHUHU TEKCTa COOOIICHUS CIEAYeT
UCIIOJIB30BaTh TEPMUHOJIOTHIO Ha fA3bIKE TOCYJapCTBa-dJieHa WJIM TOYHBIA IEpeBOJl Ha
AHTJIMMCKUN S3BIK.

443. Tlpu XpaHeHUM AAHHBIX B AJEKTPOHHOM BHJI€ JOJDKHA 00ECIEeYMBATHCS
MpociekXuBaeMoCTh ("ayIuTOpCKuil cien'") BcexX BBEICHHBIX WM M3MEHEHHBIX JTaHHBIX, B
TOM YHUCJIE CBEICHUS O AaTaX U UCTOYHMKAX MOJTYYECHHBIX JAHHBIX, a TAKXKE O J]aTax U MecTax
, B KOTOpbIE 3TH JaHHBIE TIEPEAAOTCS.

444, Tlpu BBOJIE MaHHBIX U (HOPMUPOBAHUU CBOJHBIX OTYETOB HEOOXOIUMO MPOBOIHTH
IpOBEpPKYy 0asbl JaHHBIX I OOHAPYXKEHUS U 00pabOTKH TyOJUPYIONIUX COOOIISHHH O
HEXKEeNATEIbHbBIX PEeaKIUIX.

5. YopapieHne ka4ecTBOM



445. YOTHOMOYEHHBIM OpraHaMm M AEep>KaTeasiM PEruCTPAllMOHHBIX YJIOCTOBEPEHUN
cienyeT pa3paboTaTh W BHEIPUTH CUCTEMY YIPABIICHHS Ka4ECTBOM, YTOOBI TapaHTHUPOBATH
COOTBETCTBUE CHUCTEMBI (hapMaKOHaI30pa HEOOXOAMMBIM CTaHIApTaM KadecTBa Ha KaxKIOu
CTaJnK pabOTHI C COOOMICHUSIMH O HE)KEIATSIBHBIX PEAKIUAX (HaIpUMep, Ha CTaIusix coopa
JAHHBIX, TIEPEIavyl TAHHBIX, YIIPABICHUH TaHHBIMU, KOAUPOBAHUN U APXUBUPOBAHUH JTAHHBIX
, BaIMJAIMMU CJydasi, OILIEHKE cly4as, NOJYyYeHUU TMOCIeAyIole HWHpopMaln,
MPUTIPEICTABICHUY WHANBHAYAIBHBIX COOONMICHUNH O HEXEIATSIbHBIX pPEaKIUuiX U
apXWBHUPOBAHUU CITyvas).

446. IlpaBUiIbHOCTH BBEACHUS MH(POpPMAIUH, BKJIIOYAsi COOTBETCTBUE HMCIOJIb3yEeMOil
TEPMUHOJIOTHH, TOJJICKUT KOHTPOJIO KayeCTBa, BBITIOTHIEMOMY HAa CHCTEMATHYECKOU
OCHOBE WJIM C HCIIOJb30BaHUEM TPHHIIUIIA PETYJISPHON OIEHKH MPOWU3BOJHBHOW BBIOOPKH.
CoOOTBETCTBHE COXPAHECHHBIX TAHHBIX UCXOAHBIM COOOIICHUSIM M COOOIICHHSIM, COJIeP KAIIUM
UH(GOPMAIIUIO O TIOCIEAYIOIEH OLIEHKE, ClIeyeT MPOBEPSAThH C MOMOIIBIO MPOLEAYpP KOHTPOJIS
KadecTBa, KOTOPBIC JCIAIOT BO3MOKHOW BAMAIAIO COXPAHCHHBIX IaHHBIX IMOCPEIACTBOM
COTOCTABJICHUSI C UCXOJIHBIMU JTAHHBIMU WJIM UX U300pakeHUsIMU. B CBsI3U ¢ 3TUM clieyeT
UMETh TIOCTOSSHHBIH JOCTYyNn K JaHHBIM IIEPBOMCTOYHHMKA (HAIpUMeEp, K THCHhMaMm,
COOOMICHUSIM, TOTYYEHHBIM (TIEPEeIaHHBIM) M0 AIEKTPOHHOU MOYTE, 3aMUCsIM TeaehOHHBIX
pa3roBOpPOB, KOTOPBIE COAEpIKAT MOJAPOOHBIE CBEACHHS O HEXENATeNbHON peakiuu) HIu
M300paKEHUSIM JIAaHHBIX UCTOYHHMKA B BHJIE Tpadudeckux (aiyios.

447. IlucbMeHHBIE CTaHIAPTHBIE OMEPALMOHHbBIE MPOLIEAYPhl JOJKHBI TApaHTUPOBATH
YETKOE pachpeieliecHre pojieil M 00S3aHHOCTEH, SCHOCTH MOCTABJICHHBIX 3a/ad sl BCEX
CTOpPOH, YYacTBYIOIIMX B pabore ¢ uHbopmalued o HexKeIaTeabHbIX peakuusx. JomKHO
ObITh pa3pabOTaHO M BHEAPEHO IMOJOXKEHHWE O HaJJIeKalleM KOHTPOJIE KayecTBa U TMpHU
HEOOXOAMMOCTH 00 M3MEHEHHWM CHCTEMBbI KauecTBa CHUCTeMbI (hapmakoHaazopa. JlanHoe
TpeOOBaHNE PACIIPOCTPAHSIETCS Ha IEATEIBHOCTh, OCYIIECTBICHNE KOTOPOW MTPOU3BOTUTCS 110
KOHTPAaKTy C TPETbUMHU CTOPOHAMH, MTUCHMEHHBIE CTAHIAPTHBIE OMEPAIIMOHHBIC TTPOLIETYPHI
KOTOPBIX CJEAYET MPOBEPATh, YTOOBI yJAOCTOBEPUTHCS, UYTO TAKHE MPOLEIYPHI SBISIOTCS
COOTBETCTBYIOIIUMH U OTBEYAIOT IPUMEHsIEMbIM TpeOoBauusM [IpaBui.

448. Heobxonumo mpoBOAUTH Hajaliexalliee oOydeHue IepcoHana, KOTOPBIN
HEMOCPEACTBEHHO OCYIIECTBIISIET AEATEILHOCTh MO (hapMaKoOHAA30py, a TaKKe MepCcoHana,
KOTOPBII 3aHUMAaETCA MOTYyYEeHUEM HWIH 00pabOTKOM COOOIIeHH 0 6e30macHOCTH (HaIpuMep,
MepcoHalia TOJpa3/efieHui MO KIMHUYECKOW pa3palboTke, Mpojaxkam, MEIUIIUHCKOU
uHdopMaIuu, PUINIECKONH paboTe, KOHTPOJIIO KauecTBa), B 4aCTU OOyYEHHs MPOoIeaypam
cOopa W mepenayd WHPOPMAIMM O HEXKEIATSIbHBIX pPEaKIUAX (SBJICHUAX) B OTHEI
(dapmakoHaa30pa B COOTBETCTBUU C BHYTPEHHEH MOJIUTUKON JAEpIiKATENS PErUCTPAIIMOHHOTO
yIOCTOBEPEHUS U MPOIeypaMu CUCTEMbI KauecTBa cuctembl (papmakoHaazopa. O0ydeHue
JOJHKHO TIPOBOAMTHCS MO COOTBETCTBYIOIIMM paszienaM mpaBa Coro3a, 3aKOHOAATENbCTBA
rocyJapcTB-4wieHOB B cdepe (papmakoHag30pa U METOJUYECKUM TOKYMEHTAM B JIaHHOU
chepe, a TakKe BKIIOUATh B ceOs clieliMagbHOEe OOydeHue mo oOpaboTKe COOOIIEHUM O



6e3omnacHocTu. [lepconai, B 00513aHHOCTH KOTOPOTO BXOJIUT BBEJICHHE JIAHHBIX, TOJDKEH OBITH
00y4eH COOTBETCTBYIOIIUM CTaHapTaM U TEPMUHOJIOTHH.

6. Ocobrle cuTyarmm
ITpumeHeHNUE NeKapCTBEHHBIX MPENapaToB BO BpeMsA O6peMEHHOCTH WM KOPMIICHHS I'PYABIO
BepemerHOCTH

449. Cnenyetr o0ecneunTh MOCIEAYIONIee OTCASKNBAHUE CITydaeB, KOrjia SMOPUOH WU
IJIOJ] MOT TMOJIBEPraThCs BO3JCUCTBUIO JIEKAPCTBEHHBIX IMpenapaTtoB (MOCPEACTBOM
BO3JICHCTBUS JIEKAPCTBEHHOT'O TIpernapara Ha MaTh JHOO Tepefadyu JeKapCTBEHHOTO
npenapara 4epe3 crepMy Iocje BO3JEHCTBUSA Ha OTLa), 4ToObl coOpaTh MHGOpMAIUIO 00
ucxosie 0EpeMEHHOCTH M BO3MOKHOM BIIMSHHH JIEKAPCTBEHHOI'O TperapaTa Ha Pa3BHUTHE
pebenka. Ecnu neiicTBytomiee BemecTBO (Miau 1 M3 ero MeTaboIuTOB) UMEET JITUTEIbHBIN
MepUOo/] MOJYBBIBEACHUS, 3TO CIEAyET NPUHUMATh BO BHUMAHHUE MPU OLIEHKE BO3MOXXHOCTH
BO3JICHCTBHS JIEKAPCTBEHHOTO Mpernapara Ha SMOPUOH WIM IIJI0J Yepe3 MaTh, WU OTIA, B
ClIydae eCliv JE€KapCTBEHHBIN mpenapaT NpUHUMAJCS 0 3a4aTusl.

450. Cnengyet obecrieunTh HAIMUKME MaKCUMAJIbHO MOAPOOHBIX CBEJICHUH B COOOIIEHUSIX
O BO3JICHCTBUU JIEKAPCTBEHHBIX MpeNapaToB Ha OpPraHU3M MaTepu U IUI0Ja BO BpeMms
OepeMEHHOCTH B IIEJISIX MPOBEJACHUS OIEHKH MPUYUHHO-CJIEICTBEHHOUW CBs3H. [ OlleHKH
TaKuX COOOIIEHUN MOTYT OBITh pa3pa00TaHbl M UCIIOJIL30BaHbI CTAHIAPTHBIE OTIPOCHUKHU.

451. OtnenbHBIE CIyYau C HEXEIATEIbHBIM HCXOJIOM, CBSI3IBAEMbBIE C BO3/ICHCTBHEM
JIEKapCTBEHHOTO Tperapara BO BpeMsi 0epeMEHHOCTH, KIacCU(PUIUPYIOTCS KaK CEephe3HbIC
HEXKeNaTeIbHbIE PEaKIK, KOTOPbIE MOAJIEKAT CPOUYHOMY PEIIOPTUPOBAHUIO B COOTBETCTBUHU C
TpedoBaHusIMHU HacTosAmux [IpaBui. TakoMy penopTHPOBAHUIO MOJIEKAT COOOIIEHHUS O:

a) BPOKJICHHBIX aHOMAJIUSX WIM OTCTABAaHWU B Pa3BUTHH Y ILJI0AA WK peOCHKa;

0) cMepTH MIoJa U CaMOIIPOU3BOJILHOM a00pTe;

B) I0JIO3PEBAEMBIX HEXKEJATEIbHBIX PEAKIUAX Yy HOBOPOXKICHHOTO, KOTOPHIC
KJIACCU(DUITMPYIOTCS KaK CEPhE3HBIE.

452. He noajexar cpoyHOMY PEINOPTUPOBAHUIO COOOIIECHUS O ClIydasX MpepbIBaHUS
O0epeMeHHOCTH 0e3 yKazaHus HHPOPMAIMH O HATHYWUU WU OTCYTCTBUU BPOXKICHHOTO TTOPOKA
Pa3BUTHS, COOOIICHUS O BO3/ICUCTBUH JICKAPCTBEHHOTO Tperapara Ha TeueHue 0EpEMEHHOCTH
0e3 JaHHBIX 00 HCXOJ€ WU COOOIIEHHS, B KOTOPBIX COJEpPKUTCS HHPOpMaNUs O
HOPMAaJIbHOM UCXOJIE, IOCKOJIBKY B HUX HE COAEPIKUTCS OJJHO3HAYHOTO YKa3aHUs Ha HAIMYHE
MoJIo3peBaeMoil HexenaTeabHol peakiuu. OJHAKO JJdaHHBIE COOOIIEHUS CIEAYET
oOpabaTeiBaTh TaK e, Kak M JAPYTrHe COOOIIEHUS O HEXKEIATEIbHBIX PEAKIHAX, C
MIPEICTABICHUEM OLICHKU B TIEPUOIUYECKOM OOHOBIISIEMOM OTUYETE 1O O€30MaCHOCTH.

453. B omnpeacieHHBIX ClIydasX BCE COOOIICHHS O BO3JACHCTBHH JIEKAPCTBEHHOT'O
mperapara Ha OpraHUM3M MaTepu U IUI0Ja BO BpeMsi OEPEMEHHOCTH MOTYT IOJJIEkKAaTh



CPOYHOMY pemnopTupoBaHHio. J[aHHOe TpeOOBaHME MOXKET OBITh YCIOBHEM pPETUCTPALMH
JICKapCTBEHHOTO Tperapara Wik MOXKeT ObITh BKJIFOUEHO B IUIAH YIIPABICHUS PUCKAMU U, KaK
IpaBuiIo, OOYCIIOBIEHO HAJIWYUEM NPOTHUBONOKA3aHUS MO MPUMEHEHHUIO JIEKapCTBEHHOTO
npenapata BO BpeMsi OEpeMEHHOCTH WJIM €ro BBIPAKEHHOW TEpPaTOT€HHOCTHIO U
HEOOXOMMOCTBIO 0053aTENHHOTO TIIATEILHOTO MOCIETYIOIIET0 MOHUTOPHUHTA 0€30aCHOCTH
(HanpuMep, B OTHOUIECHUU TAIUIOMUA, U30TPETUHOMHA U TIOJJOOHBIX UM).

454. Crnenyer HE3aMEIMTEIBHO YBEAOMIISATH YIOJHOMOYEHHBIE OpTaHbI
roCyJapCTB-YJICHOB O BBISIBJICHHH CUTHAJIA O BO3MOXXHOM T€paTOreHHOM d(dekTe (Harmpumep
, CHTHAJIa O TPYTIE CXOTHBIX AHOMAIBHBIX UCX0JI0B OEPEMEHHOCTH).

Kopmienue rpyasio

455. CnenyeT coolOmath O IMOJ03PEBAEMbIX HEXKEIaTEIbHBIX PEaKIUiX, KOTOpbIe
BO3HUKAIOT Y MJIQJICHIIEB MOCJI€ BO3/ICUCTBUS HA UX OPraHU3M JIEKAPCTBEHHOIO Ipenapara ¢
IPYJIHBIM MOJIOKOM.

Hcnons30BaHue JIEKAPCTBEHHOTO IIPENapaTa B IeAUATPUH U Y IOXKIIBIX JFOAei

456. CnengyeT npeAnpuHITh BCE BO3MOKHBIE MEPHI JJIsi YCTAHOBJIIEHUS U yKa3aHUS
BO3pacTa WK BO3PACTHOM I'PYIIIbI MALIMEHTOB (€CIH O CIy4Yae HeXKENAaTeIbHOTO BO3ICHCTBUS
coOOIIIaeT CHEIUATUCT CUCTEMBbI 3/PAaBOOXPAHECHUS, MAIUCHT WU TOTPEOUTENh, HE
SBJISIONIUMNACS TMAlMEHTOM), YTOOBl MMETh BO3MOXKHOCTh YCTaHOBHUTH MOTEHIHAILHbBIC
CUTHaJbl 1O 0€30MacHOCTH, chenuUYHbIE IJi1 OMPEACICHHON BO3PACTHOW TPYIIIIHI
HACEJICHUS.

457. Ecnu npuMEHEHHE JIEKAPCTBEHHOTO Mpemnapara paclpoOCTPaHEHO CPeAu TPYMIl
NAIlMeHTOB, HE BKJIIOYECHHBIX B OJIOOPEHHYIO OOIIYI0 XapaKTePUCTHUKY JIEKAPCTBEHHOTO
npemnapara, BaXXKHO, 4YTOOBI YIIOJTHOMOYEHHBIE OpPraHbl U JIEPXKATEIU PErUCTPALIMOHHBIX
YAOCTOBEPEHUN OCYLIECTBISIIM MOHUTOPUHI JIOOBIX TMOCIEAYIOIIUX TpobdieM o
0€30MacHOCTH W MPUHUMAIIM COOTBETCTBYIOUIME MEPHI MO padOTe€ ¢ CUTHaJaMHU 00 3THUX
npoOiemax. Jlep:karensiM perucTpallMOHHBIX Y0CTOBEPEHUN M YIIOJIHOMOYEHHBIM OpraHaM
CIEAYET MOOUIPATH CHEIUATUCTOB CUCTEMBI 3IPABOOXPAHEHUS] COCTABISATh U MPEIACTABIATh
COOOIIIEHUsI O BCEX MOJ03PEBAEMbBIX HEXKENATCIbHBIX PEaKIUAX, JTaKe €CIIM OTU PEaKINH
UMEIOT MECTO CpEeIu TpYI HaceleHUs, He BKIIOUEHHBIX B 0J00pEeHHYI0 00JIacTh
MPUMEHEHHS JICKAPCTBEHHOTO TMpernapara COTrJacHO ero oOmel XapaKTepHCTUKE
JIEKapCTBEHHOTO Ipernapara.

Coo0menns 0 mepero3uPOBKe, 3TOYIOTPEOICHIH M HEPABIIIFHOM IIPAMEHEHUH JIEKAPCTBEHHOTO
mpenapara, a Takxke 00 ommOkax IPUMEHEHHU WIH BO3IEHCTBHH JIEKAPCTBEHHOI'O IIpenapara,
CBS3aHHOM C IPOPECCHOHAIBHOMH AEATCITHHOCTHIO



458. B ciyuae ecnu nmepeno3upoBKa, 3J0yNOTpeOIeHHe, HEMPaBUIbHOE TPUMEHEHHE,
MEIUIIMHCKass omMOKa WJIM BO3JEHCTBUE JIEKAPCTBEHHOrO Mpenapara, CBA3aHHBIE C
npodeccuoHanbHONU JEeATENbHOCThIO, HE MPHUBEIM K Pa3BUTHIO HEXKeEJAaTEeIbHOM peakluu,
CBEJICHUS O HUX HE MOJJIekKAT CPOYHOMY PEMOPTUPOBAHUIO. DTH JaHHBIE CJIEYyET BHOCUTH B
COOTBETCTBYIOIINN NEPUOIUUYECKUNA OOHOBISIEMBIM OTYET MO 0OE30MacHOCTU U IUIaH
yrnpaBieHus puckamu (eciau npumeHumo). Ecnu takue cooOuieHus coaepkar JaHHbBIE O
0€30MacCHOCTH, BIUSIONINE Ha COOTHOIIEHKE "MOJIb3a — PUCK" JIEKapCTBEHHOTO Mpernapara, o
HUX CJIEAYET YBEAOMIIATh YIIOJHOMOYEHHBIE OPraHbl TOCYJapCTB-YJIEHOB B COOTBETCTBUU C
TpeOoBanusiMu Hactosmux I[lpaBun. HeoOxoaumo BbIOJHEHUE O0S3aTEABHOTO
MOCJIETYIOIIETO COOpa AOMOTHUTEIbHON NH(GOPMAITMH B TIEJISIX MTOJTYYSHUS TTOJHBIX TAHHBIX B
OTHOILIEHUH CUMIITOMOB, HAaUMEHOBAHUH IOJ03PEBAEMBIX JIEKAPCTBEHHBIX IPENapaTos,
MCXOJIOB, TUIIAa HECOOTBETCTBUS (HApUMEp, OMIMOKHU MPOMHICHIBAHNS, HA3HAUYCHUS, OTITyCKa,
J03UPOBKH, HEOJOOPEHHOTO TTOKA3aHUsI K TPUMEHEHUIO U UHBIX).

OtcyTcTBHE TEpameBTHISCKO#H 3P PEKTHBHOCTH

459. Crnenyer perucTpupoBaTh COOOLIEHHUS 00 OTCYTCTBUU TEpPANEeBTUYECKOM
3¢ ()EKTUBHOCTHU U BBINOJHATDH MOCIEAYIONIYIO0 padOTy MO MOJYUYEHUIO TOJHON HHPOPMALIHH.
JlaHHbIE COOOLIEHHUs, KaK IMpaBUIO, HE MOAJIEKAT CPOYHOMY pENOPTUPOBAHUIO U
BKJIFOYAIOTCS B OLICHKY JIAHHBIX B MEPUOJAMYECKUII OOHOBISIEMbIN OTUET 1O Oe30nmacHocTH. B
OTIpEICNIEHHBIX CIydasx MOXET MOTpeOOBaThCA MPECTaBICHHE COOOIIEHUNH 00 OTCYTCTBUU
TeparneBTHUYecKON 3¢ dexkTuBHOCTH B TeueHHe 15 kamennmapubix nHel. K takum cimydasm
OTHOCSITCSI OTCYTCTBUE TEPANEBTUYECKON 3D (PEKTUBHOCTU NP MPUMEHEHHH TTOA03PEBAEMOTO
JIEKapCTBEHHOTO Mpernapara Ajs Je4eHus 3a00JeBaHul, NPEICTaBISIOUINX YIPO3y KHU3HU (
BKJIFOYAs YTPOXKAIOIIUE KU3HU HHPEKINOHHBIE 3a00J€BaHNs, BbI3BAHHBIE YyBCTBUTEIbHBIMU
MHUKpPOOPTraHu3MaMH JTHO0 COMPOBOXKIAOLIUECS MOSBICHUEM HOBOIO YCTOMYMBOTO IITAMMA
MUKpPOOpPraHU3Ma, PaHEEe CYUTABILIETOCS BOCIIPUUMYMBBIM), a TAKXKE €CIIU MOJ03PEBAEMbBIMU
JIEKApCTBEHHBIMHU IIpenapaTaMu SIBJSIIOTCS BaKLMHBI U KOHTpalenTuBbl. VckiroyeHue us3
JaHHOTO TpeOOBaHUs OyIyT COCTABIATH Cllydau, KOIZAa PEHOPTEPOM CAENIAHO OTAEIIBHOE
yKa3aHHe, 4TO UCXOJl y MalueHTa Obul 00yCIIOBICH MPOrpecCupoBaHUEM 3a00JIEBAHUS U HE
ObL1 CBSI3aH C HEJAOCTATOYHOM TepaneBTHUUECKOM 3()(PEKTUBHOCTBIO JIEKAPCTBEHHOIO
npenapara. He mopnexar penopTUPOBAHMIO TakXke Clyd4ad TeparneBTUYECKON
He?(PEKTUBHOCTH, BBIABICHHbIE B paMKaxX IPOBEJEHUS HEUHTEPBEHIIMOHHOTO
MOCTPETUCTPALIMOHHOTO HCCIEIOBAHUS 3(P(HEKTUBHOCTH KaK COCTABJISIOIIME OCHOBHBIE
KOHEYHBIE TOUKHU JAHHOI'O BU/IA UCCIEAOBAHUIA.

460. [Ipu BbISIBIEHUU TE€pANIEeBTUUECKOW HEIPHEKTUBHOCTH JIEKAPCTBEHHBIX MPENapaToB
IIPU [IPOBEJICHUU aHTUOMOTUKOTEPANIUU HE TpeOyeTCs MPECTaBICHNUE COOOIEHHUH O ClIydasiX,
0OYyCJIOBJIEHHBIX MPUMEHEHUEM AaHTUOUOTHUKOB O€3 yyera chekTpa ACHCTBUS W
qyBCTBUTEIHHOCTU BO30OyauTens. HezameanmuTenbHOMY pernopTUPOBAHUIO TIOJIEKAT CIydau
TepaneBTUYECKOH HEeIP(PEKTUBHOCTH IpPU MPOBEAEHUU AHTUOMOTUKOTEPANUU



KUZHEYTPOKAIOUIUX COCTOSHHM, KOTOPhIE 00YCIOBJICHBI MOSBICHHUEM HOBBIX PE3UCTEHTHBIX
IIITAMMOB paHEe CYUTABIIETOCS YYBCTBUTEIIHHBIM MUKPOOPTaHU3Ma.

461. Cnengyetr cooOmarh O ciydasx OTCYTCTBUS d(PGEKTUBHOCTH BAKIIMH, YTOOBI
BBIJICJIUTh ITOTCHIIMAIbHBIC CHUTHAJIbl O CHIWKCHHOW HMMMYHOTCHHOCTH B IOJTPYIIE
BaKI[MHUPOBAHHBIX, CHIDKCHHOM MMMYHUTETE WJIU 3aMEIICHUM ITamMMma. TaKue CHUTHAIBI
MOTYT TIOTpeOOBaTh ONEpPAaTUBHBIX JEUCTBUH W JajJbHEUIIEro W3y4YeHUS B
MOCTPETUCTPANMOHHBIX HCCIIEIOBAHUSIX 0€30IMaCHOCTH.

7. CpouHOe IpeicTaBlIeHHe HHAWBAYAIBHBIX COOOIIEHUH 0 HeXXEIaTeIIFHBIX PEaKIiIX

462. IlpencraBieHUI0O B YHNOJHOMOYEHHBIE OPraHbl MOJJIEKAT TOJBKO BAJIUIHBIC
COOOIIIECHUST O HEXKENATEeNbHBIX peakiusax. OTcueT BpeMEeHHU JJIS BBITOJHECHUS TPOIETYPHI
CPOYHOT'0 PETOPTUPOBAHMS COOOIIEHUN HAYMHAETCSI ¢ TOTO MOMEHTA, KOrJja MUHUMAaJIbHas
Tpebyemas nHpopManus I MPeCTaBICHUs] COOOIIECHUSI B COOTBETCTBUU C IMyHKTOM 407
Hactosimux [lpaBuil crana nOCTymHa JAep)KaTeal0 PEerucTPallMOHHOTO YJIOCTOBEpeHHS (
BKJIIOYAs MEAUIIMHCKUX MPEICTaBUTENEH U MOAPSAYMKOB). DTa 1aTa CUMTAETCS JAaTON Havyaia
orcyera ("IeHb HOJB") M TEPBBIM JTHEM IOJYYEHUS YIOJTHOMOYCHHBIM OPraHOM WU
JepKaTEJIEM PETUCTPALMOHHOTO  YJAOCTOBEpEeHHs UHOpManuu O  BaJIUIHOM
MHIUBUIYAIFHOM COOOIICHUH O HEXKeNIaTeIbHOM peaKIuH, BKIIOYas BBIXOIHBIC WIIH
Mpa3IHUYHbBIC JTHU.

463. Ecnu aep:xaTeiib perucTpalldOHHOTO YAOCTOBEPEHUS OTJAET YacTh JEATEIbHOCTH M0
(hapMakoHa[30py Ha ayTCOPCHHT, HEOOXOAUMO OOECIEeUUTh HAJIUYUE MPUHSATHIX B (opme
MACbMEHHOTO JOKYMEHTa TOYHBIX MPOIEIyp WM MOAPOOHBIX COTJANICHUN O pa3leleHUun
o0s13aHHOCTEH B 00J1acTH (papMakoHaI30pa MEXy ayTCOPCUHTOBOM OpraHu3aiueit (JTUiom)
U JIep)KaTeleM PETruCTPAlMOHHOTO YJOCTOBEPEHUS ISl BBIMOJHEHUSI 0053aTENbCTB IO
MPEJICTABJIICHUIO BaJIMIHBIX COOOIIEHUN O HEKEJAaTEeIIbHBIX PEAKIIUIX B TpeOyeMble CPOKH.
JlaHHbIE POLEYPHI TOJKHBI ONPEEsATh, B YACTHOCTH, MPOIeCcChl 0OMeHa uHdopmalyen o
0€30IacHOCTH JICKApPCTBEHHOrO IIpernapara, B TOM 4YHCJIEC BPEMEHHBIE HWHTEPBAIBI
npecTaBlIeHUs] HHOOPMAILIMK, U 00S3aHHOCTh MPEACTABISATh COOOIIEHUSI O HEeXKEaTeIbHBIX
peaknmsax B YIOJHOMOYCHHBIE OpraHbl TocymapcTB-ulieHoB. Crnemyer wu30eraTh
nyOIMpoBaHUs TIEpeaadn COOOIICHUH B YIIOJITHOMOUYEHHBIE OpTraHbl TOCYIapCTB-YJICHOB.

464. B OTHOILIEHUU WHIUBUIYAJIbHBIX COOOIIEHHI O HEXENATEeIbHBIX PEAKIIUSX,
ONMCAHHBIX B HAy4YHOW MEIUIMHCKON IHTeparype, oTcueT BpemeHH ("1AeHb HOJB'")
HAYMHAETCS C JIaThl YBEJOMJICHUS O MyOJMUKaIlUU, COAEpKalllel! MUHUMAIIBHYIO TPEOyeMyto
nH(popMaInuio B COOTBETCTBUM ¢ IMyHKTOM 407 Hactosmux [IpaBwmi. Eciou ¢ ayTcOpcHHTOBBIM
JIMIIOM WJIM OpTaHU3allue YCTaHOBJICHBI JOTOBOPHBIE OTHOIIICHHS HAa BBITIOJTHEHUE MTOMCKA 110
JUTEpPaTyPHBIM UCTOYHUKAM U (MJIM) COCTABJICHUE COOOIICHUI O He)KeIaTeIbHBIX PEaKIIUIX,
HEoOX0UMO, 4YTOOBI ObUIM O(QOPMIICHB MNHUCHMEHHBIC IMOJPOOHBIC COTJIAIIECHHUS O



pacrpenenaeHun oOsI3aHHOCTEH, TMO3BOJISIONIME TapaHTUPOBaThb, YTO JEpKaTelb
PETUCTPALIMOHHOTO yJIOCTOBEPEHHUSI CMOKET BBINIOJIHUTH TpeOoBaHUs HacTosiux IIpaBun o
pPENOPTUPOBAHUMN.

465. Ecnu noyyeHa AOMOTHUTENbHAS BaxkHast HH(OpMAaIUs 0 HeXKeNaTeIbHOW peakIln,
OTCUET BPEMEHH JI1 COCTABJIEHHUS IOCIEIYIOMEr0 COOOLIEHHUS B OTHOIIEHWU NAaHHOU
peakIMM HauyMHAETCA 3aHOBO (TO €CTh CPOK IOJAaYM MOCIEAYIOIEr0 COOOLIECHHUS
OTCUMTBIBAETCSA C JAAaThl MOJYyYEHUs JIONMOJHUTEIBHON BakHOW HH(popMauuu). BaxxHoi
JOTIOJIHUTENBbHON MH(OpMaIMell cuuTaeTcss HOBasi MEIMLMHCKAsT WJIW aJMHHHCTpATUBHAs
uH(popMaus 0 MOA03PEBAEMOI HEXKENATENbHON PEaKIMK, KOTOpask MOXKET OKa3aTh BIUSHUE
Ha OLICHKY WJIM YNIPABJICHUE CIIy4aeM WU U3MEHUTH €T0 OLIEHKY 10 KPUTEPUSAM CEPbE3HOCTH.
HecymecTBenHass [omnoiHuTeNnbHass HWHGOpMaLMs BKJIOYaeT B ce0d OOHOBIIEHHBIE
KOMMEHTAPUM OTHOCUTEIBHO BBIIIOJHEHHOW OLECHKHM CJIy4aeB WM MCIPABICHUS
rpaMMaTHYECKHUX OLIMOOK, WM OIIKMOOK B IMyHKTYaIMH B NMPEABIAYIIEM COOOIIEHUHN O CIyYae.

8. TpeGoBanus, IpeIbABIAEMEIE K CDOYHOMY HPEICTABIECHIIO COOOIEHHI O HEXKeIaTeNEHBIX
peaxmuax

466. Jlepxkaresin perucTpallMOHHBIX YAOCTOBEPEHUN B T€UEHHUE 15 KalleHAApHBIX JHEH C
JaTbl TIOJIyYECHHUS JEPHKATCIEM PETHUCTPALMOHHOTO YIAOCTOBEPEHUS MIH €ro
YIIOJTHOMOYEHHBIM MPE/ICTABUTEIIEM MUHUMAILHON TpeOyemoit nHOopMaluu B COOTBETCTBUU
¢ nyHktom 407 nacroamux IlpaBun mnpeacTaBiadOT B YIOJHOMOYEHHBIM OpraH
rocyJ1apCTBa-4JI€Ha:

COOOIIEHHE O CEPhE3HOM HEKENaTEbHOW pEeaklNu, BBIABICHHOW HAa TEPPUTOPUH
rocyJ1apcTBa-4JI€Ha;
COOOIIIEHNE O CEphE3HOM HEMPEABUICHHON HEXelaTeIbHOM peaKIuy, BhIABICHHON Ha
TEPPUTOPHUSIX UHBIX TOCYIapCTB.
Y CTaHOBJIEHHBI CPOK PEMOPTUPOBAHUS PACHPOCTPAHICTCA HA NEPBUYHYIO M
JIOTIOTHUTENIbHY0 HHPOPMAITHIO O HEXKEJIaTeTbHON peaKIIiH.

9. AHHyIMpOBaHVE MHIUBAIYAIHHOTO COOOMEHHS O HEXEIATENFHON PeaKIuy

467. Tlpounenypa aHHYJIUPOBAHHS WHAWBUIYAIHHOTO COOOIICHUS O HEXKEIaTeIhHON
peaKiuy JOJDKHA HMCIIOJb30BaThCs JUIi O00O3HAUYCHUS] HEACHCTBUTEIBHOCTH paHee
MPEJICTABICHHOTO0 COOOIIeHUs (HApUMep, NMPU MPU3HAHUU BCETO Clydash OMMOOYHBIM).
[Topsaok aHHYTUPOBAaHUS HWHIWBUIYaJIbHBIX COOOIICHUH O HEXKEeNaTeJIbHONW peaKIuu
omnpenesneH B myHkTax 535 — 537 nacrosimux [Ipasun.

10. BEEeCceHHNE H3MEHEHHH B HHIUBUAYAJIbHOE COOOMEHHE 0 HeXeIaTeIbHOH peakun

468. B cinyuae He0OX0IMMOCTH (HampuMep, ociie BHYTPEHHEW WM SKCIIEPTHOM OLIEHKH )
BHECEHUS MW3MEHEHUH B paHee MpPEACTaBICHHOE WHIMBUIyalIbHOE COOOILIEHHE O



HEXEJIaTeNbHOM peakuuu (HarmpuMep, B 4aCTH TEPMUHOJIOTHH, KPUTEPUEB CEPBE3HOCTH,
OLIEHKM NIPUYMHHO-CJIEACTBEHHON B3aUMOCBSI3H, MPENOCTABIEHUS MEPEBOAA WU CTATbHU U3
HAay4YHOW MEIMIMHCKOW JUTEpaTypbl), KOTOPbIE HE COOTBETCTBYIOT KPUTEPHUIM
Ipe/ICTaBICHUs COOOIIEHUS O BXKHOM JOMOJHUTENbHON HH(GOPMAIINK, YKa3aHHBIM B ITyHKTE
447 nacrosimux [IpaBun, Takue U3MEHEHHUSI MOTYT ObITh BHECEHBI B TIOPSAKE, OMPEICICHHBIM
B myHKTax 533 u 534 nactosuux [IpaBu.

11. Cmoco6 u ¢popmar mpeicTaBIeHII COOOMEHNH 0 HEXKEIATENHHRIX PEaKIUIX

469. NunuBuayanbHble COOOIICHUS O HEXKENATeNbHBIX PEaKIUSAX MPEICTABISIOTCS
JepKaTeNsIM  PETUCTPALIMOHHBIX  YJIOCTOBEPEHUN B  YIOJHOMOYEHHBI oOpraH
rocy/lapcTBa-4wieHa B JJIEKTPOHHOM Buje. dopMar WHAWBUAYAIBHBIX COOOIIEHUH O
HEXeJNaTeNbHBIX PpEaKIUAX [OJXKEH COOTBETCTBOBAaThH (opMary, OIPEACICHHOMY B
PYKOBOJICTBE MeXTyHapOHOW KOH(MEPEHITUHN TI0 TAPMOHU3AINN TEXHUIECKUX TPeOOBAaHUN K
JIEKapCTBEHHBIM IIpernaparaM JJisi MEIULMHCKOTO MPUMEHEHUS "YTIPaBJICHUE AAaHHBIMU MO
KJIMHUYECKOW O€30MacHOCTH. ODJIEMEHThl JaHHBIX I Tepeaadud cooOuieHuid o0
WHJUMBHUIYaJbHBIX CIIy4dasX HEXeNaTelbHbIX peakuuit" (mamee — ¢dopmaT AIEKTPOHHBIX
nanHbeiX E2B) (¢ yuerom nepexoaa ¢ ¢popmara 31eKTpoHHBIX AaHHBIX E2B ¢ Bepcun R2 Ha
dbopmaT syekTpoHHBIX naHHBIX E2B Bepcunm R3). B wmHauBumyampbHOM COOOIIEHHU
ucnoas3yetcs: Tepmunonorus MedDRA, nipu 3ToM B COOOIIIEHNUN JTOJKHBI UCTIOIBb30BATHCS
TepMuHbl HikHero ypoBHsa (LLT). JlepxkaTensmMu perucTpaliOHHBIX YJIOCTOBEPEHHUI
JOJDKHO OBITh 00€CTEYeHO BBINMOJHEHUE peKoMeHaarui mnoaaepxkuBatomiei MedDRA
CEpPBUCHOM OpraHu3alliu N1 CBOEBPEMEHHOTO MEPEX0/ia Ha HOBBIE BEPCUM UCIOJIb3YEMOM
tepmunHosiorun MedDRA.

470. Iopsaok nepesayu MHAUBUAYAIbHBIX COOOIIEHUN O HEXEeIaTeIbHbIX PEaKIUsIX B
AJEKTPOHHOM BHUJIE OMNPENEIAETCS COOTBETCTBYIOIIUM PYKOBOJCTBOM YIIOJHOMOYEHHBIX
OpPraHOB rOCY/1apCTB-UJICHOB.

12. COop coobmenuii 0 HexxeIaTeIbHBIX PEaKITHAX
OO0s13aHHOCTH YIIOJTHOMOYE€HHBIX OPraHOB rOCYIapCTB-WICHOB

471. YHOITHOMOYEHHbIE OpraHbl KaXXJ0T0 rocyJapcTBa-wieHa JOJKHBI pacrojiarath
cucTeMoi cOopa M YNpaBJICHHs] BCEMU COOOIICHHUSIMHU O TOJI03PEBAEMBIX HEKENATEIbHBIX
peaKIuaX, CBSI3aHHBIX C MPUMEHECHUEM JIEKAPCTBEHHBIX NPENapaTtoB, HAaXOISUIUXCS B
oOpalleH’H Ha TEPPUTOPUSIX TOCYIaPCTB-UJICHOB.

472. YHOJIHOMOYEHHBIE OPraHbl Ka)KI0r0 rOCyJapCTBa-4J€Ha BIPABE MOOUIPSTH
CIICIIMAIIUCTOB CUCTEMBbI 3IPABOOXPAHECHUSI CBOETO I'OCYJapCTBa-4jeHa K NPEICTABICHUIO
COOOIIEHHI O MO/I03PEeBAEMbBIX HEXKENATeNbHBIX peakiusiax. KpoMme Toro, ynojiHoOMO4YEHHbIE



OopraHbl TOCyJapCTBa-wi€HAa BIpaBe HAKJIAAbIBaTh HA CHEHUAINCTOB CUCTEMBI
3IpaBOOXPAHEHUSl CIElLHalbHble 0043aTENbCTBA MO MPEACTABICHHUIO COOOIIEHUN O
MOJ03PEBAEMBIX HEXKETATEIbHBIX PEAKIUIX.

B nensax ontumuzanuu nponeaypbl NpeacTaBlIeHUss HHOOPMAIIMU O HEXelaTeIbHbIX
peaKkIusaX CTaHaapTHbIE (OPMBI OJTAaHKOB C BO3MOXXHOCTBIO WX HEMOCPEICTBEHHOTO
3aMOJIHEHUS JTOJKHBI HAaXOAUTHCA B CBOOOJHOM JIOCTyIE Ha calTaX yHMOJHOMOYEHHBIX
OopraHoB (yIOJIHOMOYEHHBIX opraHu3aiuil) B cetu MuTepHer BMecTe ¢ uHdopMamuen o
pPa3IUYHBIX CrOco0ax MpeacTaBlieHus UHGOPMAIMU O TMOJ03PEBAEMBIX HEXKEIaTeIbHBIX
peakiuax. YMOJHOMOYEHHBIMU OpraHaMH TOCyAapCTB-WICHOB JOJDKHO OBITh 0OecredeHo
BKJIIOYEHUE B €IMHYIO 0a3y JaHHBIX HEXKENATEIbHBIX PEaKIUi TrOCyJaapCTB-4JIEHOB BCEX
COOOIIECHUM O CEpbE3HBIX HEXKENATEIbHBIX PEaKIUAX, BBISBICHHBIX Ha TEPPUTOPHUIX
roCcy/apCTB-4JICHOB, MPEACTABICHHBIX B COOTBETCTBYIOIIMN YHOJIHOMOYEHHBIA OpraH
rocyJ1apCTBA-4JI€HA U OLICHEHHBIX KaK BaJIUIHBIE.

473. YNOJIHOMOYEHHBIM OpraHaM TrOCYJIapCTB-WJIEHOB cieayeT olecreunBarh "
BBIpa)KEHUE NMPU3HATEILHOCTH" 3a pabOTy MO MPEJACTaBICHUIO COOOIIEHUN 0 HEXKeNaTeIbHbIX
peaKkIusx, BKIoUas npeacTaBieHre penoprepaM uHGopMaluu o pe3ysibTaTax JaJlbHEHIIEro
PACCMOTPEHHUS UX COOOIIEHUI 0 HEXKeNaTeIbHBIX PEAKIUsIX.

474. Ilpu npeAcCTaBICHUH COOOUIEHUN O HEXENaTeNbHbIX PEaKUUAX Aep KaTelsiMu
PETUCTPALIMOHHBIX YAOCTOBEPEHUN YIIOJHOMOYEHHBIE OpraHbl TOCYyJapCTB-WICHOB, Ha
TEPPUTOPHUSIX KOTOPBIX HMMENAa MECTO IOJ03pEBAacMas HeEXKelaTelbHas peakuus, BIPaBe
MIPUBJICKATh MAIIMEHTOB U JIepKaTelie perucTpallMOHHbIX YJIOCTOBEPEHHM K MOCIEeAyIoNIei
paboTe Mo JaHHBIM COOOIIEeHUsIM. JlepsKaTenu PEerucTpalMOHHBIX yJIOCTOBEPEHUN MOTYT
MPUBJIEKATHCS K MOCIEAYIONe paboTe Mo MOJyYEHHBIM COOOIICHUSIM O HEXeIaTeIbHbIX
pEeaKIUsAX B CAEAYIOIUX CIyYasx:

a) He0OXOUMMOCTD MOJYYCHUSI BAXKHOUM JTOMOTHUTEIbHON HH(POPMAIIUU JJIS1 BHITTOTHEHUS
HAJIJIC)KAIIEH OLIEHKU HEKEIIATEIbHON PEaKIINH;

0) HeOoOXOIMMOCTh YTOYHECHHUS NMPOTUBOPEUYUBBHIX JAHHBIX, MPEICTABICHHBIX B
COOOIICHHUH O HEXKEIIaTeTbHON peaKIlni;

B) HEOOXOAMMOCTb MOJTYUYEHHUS JOTOJHUTENbHON MH(GOPMAIMU B paMKaX BBIMOJHEHUS
MpoLEeaypbl BalMJAlMU CUTHAa, OLEHKH AacleKTOB mnpoduis O0e30MacHOCTH, OLECHKHU
NEPUOINYECKOT0 OOHOBIISIEMOTO OTYETa MO OE30MACHOCTH WM MOATBEPXKJICHUS MPOOIIEM O
0€30MacCHOCTHU B IIAHE YIPABJICHUSI PUCKAMM.

475. Kaxxioe rocy1apcTBO-4JIeH JOJKHO 00CCIICUHTh:

nH(pOpMHUpPOBaHUE YITOJTHOMOUYEHHOTO OpraHa, OTBETCTBEHHOTO 3a KOHTPOJIb O0palieHus
JIEKapCTBEHHBIX MPENapaToB, O JIIOOOH M0I03peBaeMOil HeXKEIATeIIbHON PEaKIluu, CBEJICHUS O
KOTOPOM CTaJM TOCTYMHBI JJIs JIFOOOT0 YIIOJTHOMOYEHHOTO OpraHa, BeJJOMCTBa, OpraHu3aluu
WM YUPEKICHUS, OTBETCTBEHHBIX 32 0€30MMaCHOCTh MAI[UEHTOB;

IpeICcTaBIeHUe COOOIIEHUH O JIF000 M0103peBaeMoOi HexenaTeIbHOU peakiuu B 0a3y
JAHHBIX 3TOT0 TOCYIapCTBA-UJIEHA.



476. Ecnii cooOmieHust 0 moI03peBaeMbIX HEXKEIATEIbHBIX PEaKIUAX ObUTH HAPaBIICHHI B
HHBIE OpPTraHbl TOCYJAPCTBEHHOTO yIIPaBJIEHUSI, BEIOMCTBA, OpraHU3allu WIH YUYPEKICHUS B
JTAHHOM TOCYJIapCTBE-WICHE, YMOJHOMOYEHHBIH OpraH TrocyaapcTBa-wieHa, B cdepy
JEATEIIbHOCTH KOTOPOT0 BXOJUT OCYIIECTBIICHHE (hapMaKOHA30pa, JOJKEH UMETh C HUMH
coryamenusi 00 OOMEHE JaHHBIMHU, YTOOBI ATH COOOIIEHWS HAMPABIUINCh B JAHHBIN
YIOJHOMOYEHHBI OpraH rocynaapcrBa-uieHa. CBEIEHHS O HEXENATENbHBbIX PEaKIUsiX B
JAHHBIX CIydasX JOJDKHBI MEpeAaBaThCsl B YIOJIHOMOUYECHHBIM OpraH rocyjapcrBa-ujieHa B
AJIIEKTPOHHOM BHUJIE. YKa3aHHOE TpeOOBaHME PacCIpOCTpaHSIETCs TakXKe Ha CIydau pa3BUTHS
HEeXeJaTeIbHbBIX PEeaKIUi, KOTOPBIC SIBUIUCH CIECTBUEM METUIIMHCKUX OIIMOOK.

477. JlanHble U JOKYMEHTHI 1O (hapMaKOHAI30py B OTHOIIEHUU 3apETUCTPUPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB MOJICKAT XPAHCHUIO B YIIOJHOMOYEHHOM opraHe He meHee 10 et
MOCJIE UCTEUYEHUSI CPOKA JICUCTBUSI PETUCTPALMOHHOIO yAOCTOBEPEHUS. 3aKOHOIATEIILCTBOM
rocyAapCTB-4JI€HOB MOXET ObITh ONpe/ieieH 0oiee JIIUTEIbHbINA CPOK XpaHEHUS.

478. I'ocynapcTBaMU-4JI€HaMH HE YCTaHABJIMBAIOTCS JOMOJIHUTEIbHbBIE 0053aTEIbCTBA
JUISL JiepKaTened PEerucTpallMOHHBIX YJIOCTOBEPEHHUM IO MPEJCTAaBICHUIO COOOIIEHUN O
HEeXKeNlaTeJbHBIX PeaKIuiaX, TOMUMO YCTaHaBIMBAaeMbIX HacTosmuMu [IpaBunamu, eciu 3To
HE HMEET JOCTATOYHBIX OCHOBAHUM, MOJYYEHHBIX MO pe3yjbTaTaM JAESTEIIbHOCTHU 10
(dhapMakoHaaA30DYy.

O6s3aHHOCTH AeprkaTelieii perACTpaMOHHRIX YI0CTOBEPEHHIHA

479. Kaxaplii 1epKartenb PEruCTPAlMOHHOTO YIOCTOBEPEHUS TOJKEH YCTAaHOBUTH U
NOJAJIEPKUBATh CHCTEMY cOOpa M PErucTpaldud BCEX COOOUICHUN O IMOJ03PEBAEMBIX
HEXEJIaTEIbHbIX PEAKIUAX, KOTOPbIE IOCTYNAIOT B €ro PacloOpshKEHHE KaK B paMKax
CIIOHTaHHOTO PEMOPTUPOBAHUS CIIELUAIMCTAMH CUCTEMBI 3APABOOXPAHEHUS, NMALIMEHTAMHU
WIM TOTPEOUTENIMH, TaK U B XOJ€ MPOBEJCHUS MOCTPETUCTPALMOHHBIX HCCIIECJOBAaHUM.
JlepkaTensiMyu perucTpalioOHHbIX YOCTOBEPEHUN JAOKHBI OBITh pa3pabOTaHbl U BHEIPEHBI
Ipoleaypbl, 00ECHEYMBAIOIINE IOJIYUYEHHE TOYHBIX M MPOBEPSEMBIX JaHHBIX MJIS
MOCTEYIONIe HAay4YHOM OIEHKHM COOOIIEHUM O HEXelaTeIbHbIX peakiusx. [epkareinb
PErMCTPALMOHHOTO yA0CTOBEPEHUSI HE UMEET MPaBa OTKJIOHATHh U HE BBIIOJIHITH TpeOyeMble
OpoLeAyphl 0 paboTe C COOOIIEHUSIMU O HEKEIATENIbHbIX PEAKLUAX B ClIydae MOJIyYECHHUS
JaHHON uH(popmanuu. JlepxaTeau perucTpalvoOHHBIX YAOCTOBEPEHHMI OJKHBI CO31aTh
MEXaHU3MbI, 00€CIIEUNBAIOIINE BO3MOKHOCTD MPOCIEKUBAHUS COOOILEHUH, MOCIEeNYIOLIeH
paboThI C COOOIICHUSIMU O HEKENATENbHBIX PEAKUUAX U MPEACTABICHHS B YIIOJHOMOYEHHBIN
OpraH OOHOBJICHHBIX JJAHHBIX O HEKEIATEeIbHOU PeaKIUy.

480. JlanHble U JOKYMEHTHI 1O (hapMaKOHAI30py B OTHOLIEHUHU 3apETUCTPUPOBAHHBIX
JIEKApCTBEHHBIX CPEACTB MOJIEKAT XPAHEHUIO JIEPKATEIEM PETUCTPALUOHHOIO
yAOCTOBEpeHHsT He MeHee 10 ner mociie UCTEYEHHs] CPOKa JNEMCTBUS PErMCTPALIMOHHOTO
YAOCTOBEPEHHUSI. 3aKOHOJIATEIbCTBOM T'OCYIAPCTB-YJIEHOB MOXET OBITH OIpeieseH Oosee
JUINTEIIbHBIN CPOK XPaHEHHUS.



481. O6s3aHHOCTH TIO COOPY CBEACHUMN O MOJI03PEBAEMBIX HEKENATEIbHBIX PEaKITUsIX
JepKaTeIsIMUA PETHCTPAITMOHHBIX YJAOCTOBEPEHUH pPACIPOCTPAHSIETCS B TOM YHCIE Ha
COOOIIICHNS B OTHOIICHHUH JICKAPCTBEHHBIX MPENapaToB, MPUHAJIC)KHOCTh KOTOPBIX JTAHHOMY
JIEPKATEII0 PETHCTPAIIMOHHOTO YIOCTOBEPCHUS HE MOYKET OBITh MCKIIFOYCHA Ha OCHOBAaHUH
OMHOTO W3 CIEAYIOMUX KPUTEPHEB, YKa3aHHBIX B COOOIMIEHHWH O IO0J03pPEBAECMON
HEXENATeJIbHOW peakluuu: TOProBOr0 HAWMEHOBAHMS JIEKAPCTBEHHOI'O Ipenapara,
HAaWMEHOBAHMS JICHCTBYIOIIETO BEIIECTBA, (POPMBI BBIITYCKA, CEPUH WU CTIOCO0a BBEICHUS.
Uckrouenne MpuHAICKHOCTH JIEKAPCTBEHHOTO TMpernapaTa JaHHOMY JIEp>KaTero
PETUCTPAIIMOHHOTO YJOCTOBEPEHHS, OCHOBAaHHOE Ha MH(OPMAIMHM U3 TOCYAapCTBa-4JIcHa,
MEePBOMCTOYHNMKA, WM TOCYNapCTBa-4j€Ha, TJIe TMO0J03peBacMas HeKelaTelbHas PEeaKIus
uMeJia pa3BUTHE, MOXKET OBITh MPUMEHEHO B CiIydae, €ClU Jep)KaTellb PErHCTPAIlMOHHOTO
YIAOCTOBEPEHUS MOXET MOATBEPAUTH, YTO TIOJO3PEBAEMbBIN JICKAPCTBEHHBIN IMpernapar
HUKOT'/Ia HE MTOCTABJISUICS HA PHIHOK JAHHOTO TOCyAapcTBa-ujeHa U JIaHHbIN JIEKapCTBEHHbBIN
mpenapar He SBISETCS MpenapaToM, KOTOPBIM MOXKET OBITh MPUBE3EH HA TEPPUTOPHIO ITOTO
rocyJapcTBa-ujieHa Kak CpeiCcTBO, HEOOXOAMMOE B IyTEUIECTBUU (HAIPUMeEp, JI€KaPCTBEHHBIE
npenaparsl IS JICUCHHS] MAJISIPUN ).

482. JlepxxaTenb perucTparuoOHHOTO YIOCTOBEPEHHS HOJDKEH O0O0EeCIeduTh
WH()OPMUPOBAHKE BCEX MPHUHAIISKAIINX My KOMITAHWA OTHOCUTEIIBHO BCEX IMOCTYMAIOITUX
B €ro aapec COOOIIEHHWI O HEXKeIAaTeIbHBIX PEAKIHSAX, CBA3AHHBIX C MPUMECHEHHUEM
JIEKapCTBEHHOIO TMperapara, JAepKaTeleM PEerucTpaluoOHHOrO yJIOCTOBEPEHHUSI KOTOPOro OH
sapisiercss. J[aHHOe TpeOoBaHWE TaKKe ITOJDKHO BBITIONHATHCS B CIIydae 3aKIIOUYCHHS
KOMMEPUYECKOTO COTJIAllIeHUsT Ha OJWH U3 JIEKAPCTBEHHBIX IMpPENnapaToB JepiKaTens
PETUCTPAIIMOHHOTO yaocToBepernus. MubopmupoBanue obecrneunBaeTcsi MyTEM BHECCHUS
Jiep>KaTeIeM PerucTPallMOHHOTO YI0CTOBEpEHUs HHPOPMAIIUK O TTOCTYTAIOIIUX COOOIICHUSIX
HEXeJaTeIbHBIX PEAKIUSIX B 0a3y MaHHBIX W MOCIETYIONEro (yHKIMOHHUPOBAHUS 0a3bl
JAaHHBIX KaK eIMHAas TOYKa JOCTyNa K JaHHBIM 10 O€30MacHOCTH.

CrooHTaHHBIE COOOIMEHUS

483. Jlepkatenu perucTpallMOHHBIX YJOCTOBEPEHUN OIKHBI PETUCTPUPOBATH BCE
CIIOHTaHHBIE COOONIEHUSI O MOJ03PEBAEMbIX HEXENAaTebHBIX PEAKIHAX, BOZHUKAIOIIUX Ha
TEPPUTOPUAX TOCYAAPCTB-UICHOB WJIM 3a UX IpeaenaMu. TpeboBaHue pacnpocTpaHsIeTcs Ha
COOOIIEHHUS O MOJ03PEBAEMBIX HEXKEIATEIbHBIX PEAKIUAX, TOTYUYCHHBIE B 3JIEKTPOHHOM BHJIE
WM KaKUMH-IHOO JIpyruMu criocoOamu. Jlep:katenu perucTpaldoOHHBIX YJIOCTOBEPEHUN
MOTYT HCIIOJB30BaTh CBOU CallThl B ceTu WHTEpHET nisi coaeiicTBUsl cOOpPY CBEJAEHUU O
MOJ03PEBAEMbIX HEXKEJIATEJbHbIX PEAKUUIX, PA3MECTUB Ha HUX (OPMBI JJISl 3aMOJHEHUS
COOOIIEHHUI O HEXKEJIATENIbHBIX PEAKIUAX UM COOTBETCTBYIOIINE KOHTAKTHBIE TAHHBIE JIS
HEIOCPEICTBEHHOM CBSI3H.

Coo0menns 0 moI03peBaeMbIX HEXEIATEHEIX PEAKIUIX, IIOYICHHEIE 10 3aIPOCy



484. Jlepkatenu perucTPallMOHHBIX YAOCTOBEPEHUN TOIKHBI PETUCTPUPOBATH BCE
COOOIIEHHS O TI0/I03PEBAEMbBIX HEKEJIATENIbHBIX PEAKIUAX, BO3HUKAIOIINX HA TEPPUTOPHUSIX
roCy/IapCTB-4JICHOB WJIM 3a WX MPENEIaMU U BBIABICHHBIX B XOJI€ MOCTPErUCTPALIMOHHBIX
uccinenoBanuii. B gaHHble coOOUIeHHUs, MOJYyYEHHBIE MO 3ampocy, BXOAST COOOIIEHHS,
MOJIyYEHHBIE 10 pe3yJbTaTaM OpPraHW30BAaHHOTO cOOpa JaHHBIX, KOTOPBI WHUIIMHPYETCH,
yIpaBisieTcss Wiau (puHaHCUpYETCsl JAep)KaTelsMH PEruCTPAIMOHHBIX YJAO0CTOBEPECHUH.
JlanHbIe COOOIIEHUS TAaK)KE BKITFOYAIOT B CeOsl CBEICHUS, TOCTYMHBIINE B XO/I€ BHIMIOTHEHUS
HEUHTEPBEHIMOHHBIX TOCTPETUCTPALMOHHBIX HCCIEIOBAaHUNM, NPOTrpaMM IPUMEHEHUS
JIEKapCTBEHHOIO Mpenapara, HA3HAYEHHOTO B CBA3U C UCKIIOUUTEIIBHBIMU 00CTOSITEIbCTBAMHU
U3 COOOpakKeHUM COCTpajlaHusi, WJIM B paMKax I[EPCOHAJIU3UPOBAHHBIX MPOTPAMM
MPUMEHEHHS] HE3apEeTUCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IMpernapara, APYrux MNporpaMm
MO/JIEPKKU TAIIMEHTOB U MOHUTOPUHTA 3a00JIEBAHMM, IPOTpaMM MOJIEPKKU MAIMEHTOB U
coopa undopmaiuu 06 3¢hHEKTUBHOCTH WU TPUBEPKEHHOCTHU MAIIUEHTOB JICUCHUIO, a TAKKE
BEJACHHUSI pEEecTpoB. B OTHOIIEHHMM HEUHTEPBEHUHMOHHBIX MOCTPErUCTPAUOHHBIX
UCCIIe0BaHUM JTaHHOE TpeOOBAaHMUE PACIPOCTPAHSAETCS HA MCCIEIOBAaHMS, OCHOBAaHHBIE Ha
MepBUYHOM cOOpe JaHHBIX, MOPSAIOK cOOpa MaHHBIX MPUBEACH B MyHKTax 468 — 473
Hacrosuux [IpaBui.

Coo6menns, moydeHHBIe B X0/1€ IPOBEIeHN HEMHTEPBEHIIMOHHBIX HCCIIEOBAHMIA

485. JlepkaTeiau perucTpalmoOHHbIX yA0CTOBEPEHUN JOJIKHBI BHEAPUTH U UCIIOJIb30BATh
MEXaHu3Mbl cOOpa MOJHOW M BCECTOPOHHEW HHQpOpPMALMU O CIydasx I[0J103peBacMOi
HEXXEeJaTeIbHON peakluy MpPU MEPBUYHOM COCTABJICHUU COOOIIECHHS O IOJ03PEBAEMO
HEXEJIATEIbHOM pPeakiuy MO pe3ysIbTaTy MOJIYYeHHS CIOHTAHHBIX COOOIIEHUN O TaKUX
peakiusx B IelssX oOecredeHus] BO3MOXHOCTH TIPOBEJCHMS HaJJIEKaIIeH OICHKHU
COOOIIEHHUSI ¥ BBITIOJTHEHHUS TPeOOBAHUH 110 CPOYHOMY PETIOPTUPOBAHUIO YITOJTHOMOUYEHHOMY
OpraHy TOCYAapCTB-WIEHOB (€CJIM MNPUMEHUMO) B OTHOUIEHHH HCCIEAYyEMOro (Wiu
MIOCTABJISIEMOT0) JIEKAPCTBEHHOTO Mpemnapara. Jlep:kaTenn perucTpaliioOHHbIX yI0CTOBEPEHUM
JOJDKHBI  CO3JaTh CHUCTEMY, OOECIEeUMBAIONIYI0 MPOCIEKUBAEMOCTh COOOLIECHHUIA,
BO3MOKHOCTh TOCJIENYIONIEH paboThl C COOOIIEHUSIMU O HEXEJIATEIbHBIX PEAKIUIX H
MOJIy4YeHUs PE3yJIbTaTOB OLIEHKH MEPBOMCTOYHUKA OTHOCHUTEIBHO B3aMMOCBSI3U MEXITY
UCCIeyeMbIM (ITOCTABIISIEMBIM) JIEKAPCTBEHHBIM ITPENApPaTOM U HEKENATEIbHBIM SIBJICHUEM.
B cinyudae orcyrcTBUsS MHGOpPMAIMU OTHOCHUTEIBHO MHEHMS NEPBOUCTOUYHHMKA O HAIUYUU
B3aMMOCBSI3H, JAEPKATEIEM PETHUCTPAIMOHHOIO YJOCTOBEPEHUS] HA OCHOBAHUHU MMEIOLIEHCS
uH(pOpMaIK JOJKHA OBITh BBIMOJIHEHA COOCTBEHHAs OIIEHKA B3aUMOCBSI3U C OINpeiesIeHuEM
BAJIUJIHOCTU COOOIIEHHUSI U COOTBETCTBUS KPUTEPUSIM pernopTupoBanus. JlanHoe TpeboBaHue
HE pPAaCHpOCTPAHSETCS Ha KCCIEAOBaHUSA, IW3alH KOTOPBIX IMPEINojaracT BTOPUYHOE
HCTOJIb30BAaHUE MEAUIUMHCKUX JaHHBIX. HexenaTelnbHble pEakiUM, BBHISIBICHHBIE B
HCCIIEIOBAaHUU C BTOPUYHBIM HCIIOJIb30BAHUEM JaHHBIX, HE MOMJICKAT MPEACTABICHUIO B



YIIOJJTHOMOUYEHHBIN opraH. [[aHHBbIE O HEXKEJIaTeIbHBIX PEaKIUAX, TOJIyYeHHbIC B PE3yJIbTaTe
OpraHU30BaHHOTO cOOpa JaHHBIX, MOJICKAT OTPAKECHHUIO B MEPUOIUIECKOM OOHOBIISIEMOM
OTYeTE IO OC30IAaCHOCTH.

486. Ecnu naHHBIE O MOAO3PEBAEMON HEXKENATEIbHOW pEaKIMHM MOJIYyYEHbI B XOJ€E
BBITIOJIHEHUSI HEUMHTEPBEHIIMOHHBIX HCCIEIOBAHUMN, CIEAYeT pa3JeibHO aHAIU3UPOBATH
JTAHHBIE MCCJEIOBAaHUM CO COOpPOM TEPBUYHBIX JaHHBIX HANPSIMYI0 OT TAIUEHTOB U
CIELHUAIIUCTOB CUCTEMBI 3[[PAaBOOXPAHEHUS U JAHHBIEC UCCIICIOBAHUN C AU3aiiHaMU, KOTOpbIE
OCHOBAHBI HA BTOPUYHOM HCIIOJIb30BAHUH JIAaHHBIX (HApUMED, UCCIIeIOBAaHHMM, OCHOBAHHBIX
Ha TMEPEeCMOTPE MEAMIIMHCKUX KapT WM HJIEKTPOHHBIX 3amuced 37paBOOXpPaHEHHUS,
CHUCTEMAaTUYECKOM MEPECMOTPE UIIM METAAHAIHU3E).

487. Coo0bl111eHre COCTABIISIETCS, €CIIM PETIOPTEPOM MITU JIEpPHKATENIEM PErUCTPALIMIOHHOTO
yJIOCTOBEPEHHSI  MpPEANOoJIaraeTcss  Hajluuue KAk  MHUHHUMYM  BO3MOXHOU
NPUYUHHO-CIICICTBEHHOM CBSI3M C MOJ03PEBAEMBbIM JICKAPCTBEHHBIM IIpEIapaToM.
CooO1IeHns 0 HEXKEJATENbHbIX SIBICHUSX, B KOTOPBIX MPUYMHHO-CIICJACTBEHHAS CBS3b
OIIEHMBACTCS KaK COMHHTEJIbHAs, CJeIyeT BKJIYaTh B 3aKIIYUTEIBHBIH OTYET 00
HCCJICIOBAHNH.

488. B oTHOIIEHNM HEWMHTEPBEHIIMOHHBIX HCCIICIOBAHUN ¢ TIEPBUYHBIM COOPOM JaHHBIX
HampsIMyI0 OT TMAI[MeHTOB U CICIHAIUCTOB CHUCTEMBI 3APaBOOXPAHEHUS MPEICTABICHUIO
MOJIC)KAT COOOIEHUS O HEXKEeIaTeIbHBIX PEaKIHMIX, B OTHOIMICHHH KOTOPBIX PENopTep HiIu
nepKaTeab PEruCTPAllMOHHOIO YJOCTOBEPECHHS MOJ03PEBACT, UTO UMEETCS KaK MUHHMYM
BO3MO>KHAasl MPUYUHHO-CIIEJCTBEHHOM CBSI3b C MOI03PEBAEMbIM JICKAPCTBEHHBIM ITPENapaToM.
[Ipoune cooOImIeHUsI O HEKENATEIbHBIX PEAKIUAX, B OTHONICHHMH KOTOPBIX HMEETCS
MOJIO3PEHHE, YTO OHU CBSI3aHBI C JICKAPCTBEHHBIMHU IpernapaTtamu, KOTOpPbIE HE BXOJAT B
YUCJIO0 MCCIEAYEeMBbIX JIEKAPCTBEHHBIX IMPENapaToB M B KOTOPBIX HE YCTAHOBJIEHO
B3aUMOJICHCTBHE C HCCIEAYEMBbIMU JIEKAPCTBEHHBIMHM MpenapaTamu, HUCCIeI0BaTelsIM
CJIEyEeT HAMPABJISATh B YIIOJHOMOYEHHBIE OPTaHbl TOCYAAPCTB-UJICHOB (€CIU 3TO MPUMEHHUMO)

489. IIpu npoBe1eHNHA HEMHTEPBEHIIMOHHBIX UCCIIEI0BAHN, OCHOBAHHBIX HA BTOPUYHOM
UCIIOJIb30BAaHUMU JIaHHBIX, TPEJICTABICHUE COOOIICHUN O BBISBIAEMBIX HEXeEIATeIbHBIX
peakuusax He TpeOyercs. Bce naHHbIE O BBISBJICHHBIX HEXKEIATEIbHBIX PEaKIUIX
CYMMUPYIOTCSI B 3aKJIFOUUTEITLHOM OTYETE 00 MUCCIIEI0BAHUU.

490. JlepxaTenb perucTpallMOHHOIO YAOCTOBEPEHHUS BIPABE YTOUHUTH TPEOOBAHUS MO
MPE/ICTAaBICHUI0O WHAUBUAYATbHBIX COOOIIEHUNA O HEXKEJATEIbHbIX pEeaKIusix B
COOTBETCTBYIOIIMX YIIOJTHOMOUYEHHBIX OpraHax rocyJapcTBa-4yjiceHa.

491. JlepxaTear0 PEruCTPAllMOHHOTO YJIOCTOBEPEHHS ClIeAyeT COOJI0IaTh
3aKOHO/IATENILCTBO TOCYJapCTBa-wieHa, MPUMEHSAEMOE K IPEACTaBICHUIO COOOIIEHUN O
ClIy4asiX MOJ03PEBACMBIX HEKENATENbHBIX PEAKIHNN B HE3aBUCUMBIE 3THYECKUE KOMHUTETHI
roCyJ1apCTB-YJIEHOB U UCCIENOBATEISIM.



ITporpaMma mpuMeHEHHS JIEKAPCTBEHHOT'O IIpenapara, HA3Ha9€HHOTO B CBS3H C
ACKITIOYHUTEIFHEIMA 00CTOSTEIECTBAMH U3 COOOpaXKeHMI COCTpaaHus, ISPCOHATH3HPOBAHHAS
OporpaMMa HCIIOIE30BaHASA HE3aPETUCTPAPOBAHHOTO JIEKAPCTBEHHOTO IIPeapaTa

492. Ecnu aep>kaTeiab PErucTpallMOHHOTO YJIOCTOBEPEHUS WIIM CHELHATUCT CHCTEMBI
3IpaBOOXPAHEHUs] M3BEIIEHBI O (PakTe MOJ03PEBAEMON HEXKENATEIbHON pPEAKUUH WU
BBIABJISIIOT MOJ03PEBAEMYIO0 HEXKENATENIbHYI0 PEAKIHUI0 B PAMKax MPOBEACHUSI MPOTrPaMMbl
MPUMEHEHHUS JICKApCTBEHHOTO Mpernapara, Ha3HAUY€HHOTO B CBSI3U C HMCKIIIOYUTEIbHBIMU
00CTOSTETHCTBAMHU M3 COOOPAKEHUI COCTPAJAHUs, WA TIEPCOHATU3UPOBAHHON MPOTPAMMBI
UCIIOIb30BaHUs HE3apETUCTPUPOBAHHOTO JIEKAPCTBEHHOrO IIpernapara, COOOIIEHUS O
HEXENATENbHbBIX PEAKLIUIX MPEACTABIIAIOTCS CIEIYIOIUM 00pa3oM:

a) B Clly4ae €clii HeXeJaTelbHas peakiiysi ObUla BBISBIICHA B MPOIIECCE OPTaHU30BAHHOTO
cOopa AaHHBIX, CIEAYyEeT MPEACTABIATh COOOIIEHUS TOJBKO O HEXENAaTeNbHbIX PEAKUUAX, Y
KOTOPBIX IPUYUHHO-CIIEICTBEHHAS CBSI3b C IPUMEHEHUEM OI03PEBAEMOr0 JIEKAPCTBEHHOTO
npernapara omnpeenseTcsi IePBOUCTOUHUKOM (PEMOPTEPOM) COOOIIECHUS WM JIepKaTesieM
PETUCTPAIMOHHOTO YJIOCTOBEPEHMsI KaK BO3MOXHas (Kak MUHHMYM). OTH COOOIIEHUS
CIeyeT paccMaTpUBaTh KaK COOOIIEHHMS O HEXKEIaTEIbHBIX PEAKIMAX, MOJYYEHHBIX I10
3amnpocys;

0) B ciydae eclid HexKeJlaTeIbHasl peakiusi Oblia BhISIBJICHA HE ITyTEM OPraHM30BaHHOTO
cOopa JaHHBIX, BCE HEXEJATelbHbIE M HENpPEIHAMEPEHHbIC PEAKIIMU Ha JIEKAPCTBEHHBIN
npenapaTr CileayeT paccMaTpuBaTh KaK COOOIIEHHS O IOJ03PEBAEMBIX HEXKENaTEeIbHBIX
peaKIusX, MOJYYEHHBIX HE 10 3aIpocy, U MPEACTaBIATh KaK COOTBETCTBYIOIIME COOOIIICHMUS.

ITporpaMMa moAepIKKH MAIHEHTOB

493. IlporpamMma MNOAAEPKKH MNAIMEHTOB SBJIAETCS PA3HOBUIAHOCTHIO CHCTEM
OpraHU30BaHHOTO cOOpa JaHHBIX, NPH KOTOPBIX JEp)KaTellb PEerucTPalMOHHOTO
yAOCTOBEpPEHUsI COOMpaeT JaHHbIE, OTHOCAIIMECS K MCMHOJb30BAHUIO JIEKAPCTBEHHOIO
mpernapara rpynmnamMud nanueHToB. [IpumepaMu MOCTPErHCTPalMOHHBIX IPOTPaMM
MOJJICPKKH TAIMEHTOB SIBIISIOTCS MPOrpaMMbl MOHUTOPUHTA 3a00JIEBaHUN, MOHUTOPUHTA
MalKUEeHTOB, cOopa MHPOPMAIIMU O MPHUBEPKEHHOCTH MAILIMEHTOB JICUEHUI0 MOHUTOPHUHIA B
paMKax CUCTEM KOMIIEHCAUHU (BO3MEILEHU).

494. JlomyckaeTrcsl MPOBEICHUE aKTUBHOTO cOOpa MH(POpPMAIUMU O HEXEIaTeIbHBIX
peaKkusaX B X0/€ BBIIIOJHEHUS Pa3INYHBIX BUJOB CUCTEM OPTaHU30BAHHOTO cOOpa TaHHBIX, B
ATOM cilyyae COOOIIEHHS 00 3TUX HEKENaTENbHBIX pEeaKUMsIX CIEAyeT YUYUTHIBATH KakK
IIOJyYEHHbIE MO 3ampocy. Jlepkarenb pErucTpanMoHHOTO yAOCTOBEPEHHS OJDKEH
o0ecreyuTh HaTM4Yhe MEXaHu3Ma OpraHU30BaHHOTO U CUCTEMATU3UPOBAHHOIO cOOpa TaHHBIX
0 0€30MacHOCTH B COOTBETCTBHUM C BBINOJHAEMON NIporpaMMoil M obecrnedeHue
NpeCTaBICHUs WHIUBUIYAJbHBIX COOOIIEHUH O HEXKeNaTeNbHBIX pEakIusixX B
YIOJIHOMOYEHHBIA OpraH corjiacHo TpeboBaHusAM myHkTa 448 nactosmux [IpaBun B cimydae



OTpeJIeICHUs] COOTBETCTBUSA MH(GOPMAITUU O HEXKETATEIbHOU PEAKIIUU KPUTEPUSIM CPOUYHOTO
pEnopTUPOBAHUSI.

495. B ciiyyae eciau B paMKaxX CUCTEMbI OpraHW30BaHHOTO cOOpa JaHHBIX HEXKellaTelbHas
peakius Obljia BBISIBJICHA HE B MPOIIECCE OPraHU30BAHHOTO U CUCTEMATH3MPOBAaHHOTO cOopa
JAHHBIX O 0€30MacHOCTH, BCE HEXeENaTelbHbIE M HEINpEeIHAMEPEHHbIC pEaKIMh Ha
JEKapCTBEHHBIM TMpernapar, KOTOpble ObUIM COOOIIEHBI AEP)KATENI0 PErucTPalliOHHOTO
YIOCTOBEPEHUS] MEIUIIMHCKUM paOOTHUKOM WM TMAIMEHTOM, CIEeyeT paccMaTpuBaTh Kak
COOOIIIEHHUSI O TI0JI03PEBAEMBIX HEXKENIATENIbHBIX PEAKIUAX, MOJIYyYEHHbIE HE MO0 3ampocy U
MPECTABIATh COOOIICHUSI COOTBETCTBYIOIIIUM 00pa3oM.

Coo6menns, omyOIMKOBaHHEIE B HAYIHOU MeIUIIMHCKOH JIATEpAType

496. JlepxarelisiM PErUCTPAlMOHHBIX YJIOCTOBEPEHUU CIEAYET OCYIIECTBIATH
MOHUTOPUHI MyOJUKalMid B HAYYHOM MEAUIIMHCKON JUTEpaType BO BCEX IOCYNAapCTBaxX, B
KOTOPBIX pa3pelieH0 MPUMEHEHHE COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpENaparoB, B
COOTBETCTBHHU
¢ nynkramu 393 — 397 nacrosmux I[lpaBui u npeacrapisaTe 0OHAPYKEHHBIE COOOIIEHUS O
HEXKEJATEJIbHbIX PEAKIUAX B YINOJIHOMOYEHHBIE OPraHbl TI'OCYJApPCTB-YJIEHOB COTJIACHO
TpeboBanusM HacToamux [Ipasu.

497. CooOuieHusl O HEXENATEIbHBIX PEAKIUAX BBISBICHHbIE MPU MOHUTOPHUHIE
myOJIUKaIMi HAyYHON MEIUIIMHCKOM JIUTepaTyphl, HE MOJJIEKAT CPOUHOMY PETIOPTHPOBAHUIO
B CJIEYIOLIUX CIy4YasiX:

a) eclii MPUHAJIEKHOCTh JIEKapCTBEHHOIO IperapaTa JAepKaTea0 PErucTPaluOHHOIO
yI0CTOBEPEHUS] MOKHO HMCKJIIOUYUTh HA OCHOBAaHWU YKa3aHHBIX B COOOIIEHUU TOPTrOBOIO
HAaVMEHOBAHUA JIEKAPCTBEHHOTO IpernapaTra, HAMMEHOBAaHMs JIEMCTBYIOLIETO BEILECTBA,
(G opMBI BBITTyCKa, CIIOCOOBI BBEICHUSI 1 HOMEpA CEpUU;

0) eciau NMPUHAJIEKHOCTh JIEKAPCTBEHHOr O Mpenapara Aep:KaTeto PErucTpallMOHHOIO
YIAOCTOBEPEHUS MOXHO HWCKJIIOYHUTH HAa OCHOBAHWUU YKAa3aHHBIX B COOOIIEHWU CTPaHBI
MEPBOMCTOYHUKA COOOIICHHS WM CTPAHBI IPOUCXOXKACHHS 110103PEBAEMON HEKEIATENbHON
peakiuuu B ciy4ae, €cClId JIEKApCTBEHHBIM MpernapaT HE MOCTaBISIICS JepKaTelieM
PETHCTPALIMOHHOTO YIOCTOBEPEHUS Ha JaHHYIO TEPPUTOPHIO;

B) e€clid MyOJIuKalus ABISIETCS PE3yJIbTaTOM aHaJU3a YIOJHOMOYEHHBIM OPraHOM 0a3bl
JAHHBIX O HEXKEJIATeNbHBIX PeaKlusaxX; (UCKIOUECHUE HE PaCIPOCTpaHsIeTCs Ha MyOJIMKaIUH,
c(hOpMHUPOBaHHBIE IO PE3yJIbTaTaM aHaJIM3a 0a3 TaHHBIX APYTUX YIOJHOMOUYEHHBIX OPIaHOB)
5

r) eciau MyOJuKanus COACPKUT MHPOPMALMI0 U3 OOIIEAOCTYNMHBIX 0a3 JaHHBIX, B
KOTOPOW CJydau WPEACTaBICHb B BHUJE TaOJIUIl WM TOCTPOYHBIX TEPEUUCTICHHI.
Hckniouenne He pacnpocTpaHsieTcs Ha MyOJMKalMU, KOTOpbIE MO3BOJISIOT ¢(hopMUPOBATH
BaJIMIHOE MHIMBUYaJbHOE COOOIIEHNE O HeXKeNaTeNbHON peaKlnu;



1) €CJH B IMMyOJIMKALIUY MIPEICTaBICHBI PE3YJIbTaThl HOCTPETUCTPALIMOHHBIX UCCIIET0BaHUN
, METaaHaJIM30B UJIM HAYYHBIX 0030pOB;

€) eciau B MyOJIuKaIuu MpejcTaBiieHa HHOOPMALUS MO0 HEXEIaTEIbHBIX PEAKIUIX Y
IPYIIbl NAMEHTOB BO B3aMMOCBSA3M C MPUMEHEHHEM OMNPEIEIEHHOr0 JIEKapCTBEHHOIO
npenapara U OTCYTCTBYIOT MHIAMBHUAYAJIbHBIE JTaHHBIE I10 MMAlMEHTaM, IO3BOJISIOIINE
chopMHpPOBATH BATMIHOE UHIMBUIyAIbHOE COOOIIEHUE O HEXENATeIbHON PeaKIuu.

498. Cenenusi 0 0€30MACHOCTH, MPEACTABICHHBIE B TAKMX HAYYHBIX ITyOIUKALMIX,
CJIelyeT paccMaTpuBaTh B COOTBETCTBYIOIIMX pazliefiaX MEePUOJAUYECKOr0 OOHOBIISIEMOTO
oTyeTa no 0€30MacHOCTH U NMPUHUMATh BO BHUMAHUE MPU aHAIU3€ BIUSHUS 3THX CBEACHUUN
Ha COOTHOIIEHHE 'Mmonb3a — pHUCK" JeKapcTBeHHOro mpemnapara. O 000l HOBOH
nH(popmMaruu 0 6€30MacHOCTH, KOTOpas MOXKET MOBJIUATH Ha COOTHOIIEHUE "MOJb3a — pUCK"
JIEKApCTBEHHOTO IMpernapara, CIEAYeT HE3aMEIJIUTEIbHO YBEJOMIISATh YIOJHOMOYEHHBIH
OpraH rocyJapcTBa-ujicHa, Ha TEPPUTOPHUH KOTOPOTO 3aPETUCTPUPOBAH JIEKAPCTBECHHBIM
npenapar.

ITomo3peBaeMBle HEXeENaTSILHEIC PEAKIUH, CBI3aHHBIC C Ae()eKTOM KadeCcTBa HIH
¢danscupHIMpOoBaHHBIMH JIEKAPCTBCHHBIMH IIperapaTaMiu

499. Ecnu cooOmieHne o MOI03peBaeMOil HEXEeNaTebHON pEeakIMu CBS3aHO C
MPUMEHEHUEM JIEKApCTBEHHOTO Tpenapara, ¢paibcuuKaius KOTOporo noao3peBaercs Iudo
YCTAaHOBJICHA, WJIM JICKAPCTBEHHOr'0 TMpemapaTa HEHaAJeXallero KayecTBa, JaHHOE
COOOIIeHNE TTOJICKUT PETOPTHPOBAHMUIO (B CITyyae OTHECEHUS €T0 K BaJHIHOMY COOOIIECHUIO
).

500. B 3Tux ciay4asix B LEJISIX OXPaHbI OOIIECTBEHHOTO 3/J0POBbsI MOXKET IMOTPEOOBATHCS
IpPOBEJCHUE TAaKUX CPOYHBIX Mep, KaK OT3hIB C pPBIHKA OJHOW JIePEeKTHOH cepuu
JIeKapCTBEHHOr0 MpemnapaTta win Ooisee. JlepxaTessM perucTpalioOHHBIX YJIOCTOBEPEHUMN
CJIeTyeT UCIIOJIb30BaTh CUCTEMY, 00ECTICUNBAIOIIY IO TIPOBECHIE HE3aMEIITUTEIIbHON OLICHKH
U paccieoBaHHUE MOJYYEHHOT'O COOOIICHHSI O MOJ03pEeBAacMOM HeXenaTelbHON peaklnH,
CBSI3aHHOU ¢ (abCUUIIMPOBAHHBIM JIEKAPCTBEHHBIM IPENapaToM WU JeQeKTOM KauecTBa
JEKapCTBEHHOTO Tmpemapara. B cioydae moATBEpX ACHUS Hamuyus nedexkra KadecTBa
TpebyeTcst He3aMEUIUTEIbHOE  YBEIOMJICHHE JIepXKaTeleM  PEerucTparuoHHOTO
YAOCTOBEPEHUS HEMOCPEACTBEHHOTO MPOM3BOIUTENS JIEKAPCTBEHHOTO TMpemapara Hu
YIOJIHOMOYEHHBIX OPraHOB I'OCY/1apCTB-UJIEHOB.

ITomospeBacMas nepenada HHGYEKIHOHHOTO areHTa Yepe3 JIeKapCTBEHHEIIH pemapaT

501. H]eKITMOHHbBIM areHTOM CUMTAEeTCS 000 MHUKPOOPTaHWU3M, BUPYC WIIHU
MH(EKIIMOHHAs YacTulla (HampuMep, MPHUOH, MPOTEUH, Mepearolue TPAaHCMHCCHUBHYIO
ry0JaTyro sHiepasonaTuio), Kak maToreHHbIe, TaK U HEMaTOTCHHBIE.



502. ITomo3peBaemas mnepenaya MH(MEKUMOHHBIX areHTOB MPHU NPUMEHEHHUH
JIEKapCTBEHHOT'O Mpernapara pacCMaTpUBAETCA KaK Cepbe3Hasl HeKeyaTellbHash peakiius,
MOJUJIeKAIAs. CPOYHOMY DPENOPTUPOBAHUIO B TEUEHHE |5 KalneHmapHBIX JHEW C JaThbl
MOJIyYEHUsI JIepKATEJIEM PErUCTPAlMOHHOTO YIOCTOBEPEHHS UM €ro YMOJIHOMOYEHHBIM
MpeACTaBUTENIEM MHUHUMAIbHOW TpeOyemol HH(pOpMalUU O HEKETaTENIbHOW peakiu B
cooTBeTcTBUU ¢ MyHKTOM 407 Hactosiuux [IpaBun. JlanHoe TpeGoBaHuE pacpoCTpaHsIETCs
TaK)X€ Ha BAKI[UHBI.

503. [Jlepxxarenu perucTpaliMOHHbIX YAOCTOBEPEHUMN JIEKAPCTBEHHBIX MPENapaToB,
MOJYYEHHBIX W3 KPOBM WJIM IJIa3Mbl YEJIOBEKA, JOJKHbI MMETh CHCTEMY, B Ciydae
MOJIO3PEHUS Ha Iepeaady MH(EKIMOHHOIO areHTra o0ecleyrBaIollyl0 He3aMeIJINTEIbHOe
YBEJOMJIEHUE TMPOU3BOJUTENS JIEKAPCTBEHHOTO IIpernapara, COOTBETCTBYIOIINX
YIOJIHOMOYEHHBIX OPraHOB KOHTPOJS 0OpalleHus MPEernapaToB KPOBH M YIOJHOMOYEHHBIX
OpPraHOB rOCY/1apCTB-YJICHOB.

504. Tlepenaua BO30yauTessi MHPEKIHU MOXKET MOJ03PEBATHCS HA OCHOBAHUMU
KIMHUYECKUX TPU3HAKOB WJIM CHUMITOMOB, a TakXe Ja0opaTOPHBIX pe3yJIbTAaTOB
UCCIIEIOBAHUM, YKa3bIBAIOIIMX Ha HAJIUM4YME HHQPEKIUU y MalUEeHTa, MOJBEPTIIEerocs
BO3/ICICTBUIO JIeKapCcTBEHHOTO mpemnaparta. Cirenyer yaensaTh oco0oe BHHUMaHUE
oOHapy>XeHUI0 UHPEKIUA Wiu Bo30yauTenel nHQEKIud, B OTHOIIEHUH KOTOPBIX UMEETCs
uH(pOpMalKsi, 0 TOM, YTO OHU CIIOCOOHBI TIepeaBaThCs MPHU MPUMEHEHUH JIEKAPCTBEHHOTO
npernapara, HO MPHU 3TOM CIENYyeT YYUTBIBAaTh TAKXKE M PUCK IOSABICHUS HEU3BECTHBIX
BO30YAUTEIIEH.

505. Ouenky momo3peBaeMoi nepegayn MHGEKIIMOHHOTO areHTa Mpu MPUMEHEHUU
JIEKapCTBEHHOTI'O Mpenapara clieyeT NpOBOAUTH C 0CO00M OCTOPOKHOCTHIO U 00ECIIeUnBaTh,
HACKOJIBKO 3TO BO3MOYKHO, pa3rpaHudyeHHe MyTH UHPUIUPOBAHUS (HApUMED, HHBEKLUS WIH
MpUeM), UICTOYHUKA MH(EKIU (Hanmpumep, KOHTaMUHAIMS JIGKAPCTBEHHOTO Mpenapara) u
KJIMHUYECKOI0 COCTOSIHUSA TMalleHTa Ha MOMEHT IpeanoiaraeMoro HHQuUUupoBaHUs (
MMMYHOJIETIPECCUBHOE COCTOSIHUE WJIU MPEIIIECTBYIONIAs BAKIIMHALIMS).

506. oaTBEpkKACHNE KOHTAMUHALIMY (BKJII0Yasi HECOOTBETCTBYIOIYIO HHAKTUBALIMIO WU
ocliabyieHre BUPYJICHTHOCTH (aTTEeHYalHI0) BO30yiuTeIell HHGEKINMY KaK aKTUBHBIX BEILIECTB
) MOAO3PEBAEMOro JEKAPCTBEHHOrO0 IpenapaTa IOBBIIIAET CTENEHb J0KAa3aTEeIbHOCTH
nepenayd Bo30yauTeNnss HHOEKIWU W TOJ03pEHUs Ha Haidudyue nedekra KadecTBa
JIEKapCTBEHHOT'O IIpenapara.

13. OkcTpennrie mpobieMsl 1o 6e30macHOCTH

507. Ilpu mpuMEHEHUH JICKapCTBEHHBIX MPENapaToB MOTYT OBITh BBISIBICHBI COOBITUSI HIIH
pe3ynbTaThl HAOMIOACHHH, CTIOCOOHBIE OKA3bIBATh CYIIECTBEHHOE BIHMSIHUE HA COOTHOIIIEHKE "
nojib3a — PUCK" JIEKAPCTBEHHOI'O Mpernapara, MalueHTa WiId OOIIECTBEHHOE 370POBbE (
3I0pOBbE HACENeHUs), YTO TpedyeT He3aMeIJIUTEIbHON OIIEHKH CO CTOPOHBI
YIOJJHOMOYEHHOT'O OpraHa ¥ MOXET MOTpe00BaTh MPUHATHS CPOUHBIX PETYJISITOPHBIX MEp, a



Takke HHPOPMUPOBAHMS CHEIUATUCTAMU CHCTEMBI 3JPaBOOXPAHEHUS U TMAIMECHTOB.

[Ipencrasinenue uHGOPMAIIMU O BBISBICHHBIX IKCTPEHHBIX MpoOjeMax Mo 0e30MacHOCTH
BBITIOJTHSIETCSI B COOTBETCTBHH C TPEOOBAHUSIMH YCTAaHABIMBAEMBIMU B IyHKTax 756 u 757
Hacrosiuux [IpaBwi. B cinydae eciim oCHOBaHHUEM TSl BBISIBIICHUS SKCTPEHHOM TTPOoOIeMBbl 10
0€30MacCHOCTH SIBUJIUCH OTJIETBHBIE CIyYaW TOJ03PEBAEMBIX HEXEIATEIbHBIX PEaAKITUM,

JIOJIKHBI OBITH BBITIOJIHEHBI TPEOOBAHUS 110 MPEACTABICHUIO WHIUBUIYIBHBIX COOOIICHHH O
HEKEJIATENbHBIX PEAKIUSX.

14. TIlpeacraBieHne cOOOMEHMH O HEXKEIATEILHBIX PEAKIHAX B IIEPHOL MEXIY HOAadei
3asBJICHAA Ha PETUCTPALIMIO JICKAPCTBEHHOTr'O IIpeTiapaTa u IMOIyIeHHEM YAOCTOBSPEHHUA O €r0
perucrpanuu

508. B nepuon Mexay rnojgayei 3asBJICHHUS Ha PErMCTPALIMIO JIEKAPCTBEHHOTO Mpenapara
Y TOJIyYEHHEM YIOCTOBEPEHHMS O HEM Y IPEANOIATAEMOTO JEP/KATENS PErMCTPALIMOHHOTO
YIOCTOBEPEHHUSI MOXET MOSIBUThCA HHGopManus (M0 KadecTBY, KIMHUYECKUM WU
JTOKJIMHUYECKUM JaHHBIM), U3MEHSIOIIAs COOTHOIIICHUE "TMOodab3a — PUCK" JIEKapCTBEHHOTO
npenapata. B 00s3aHHOCTH JepKaTeysl PEruCcTPAllMOHHOTO YJAOCTOBEPEHUS BXOJHUT
obecrieueHue He3aMeIJTUTEILHOTO MPEICTaBICHUS JaHHOW UHPOPMAIIUU YIIOJTHOMOYEHHOMY
OpraHy ToOCyJapCTBa-ujieHa, KOTOPhIH NPOBOAUT OKCIEPTU3Y U PETUCTPALUIO
JIEKapCTBEHHOTO Tpernapara, B COOTBETCTBHU C TPEOOBAHUAMHU IYHKTOB 756 u 757
Hactosimux [IpaBuo.

509. B cny4dae nmonydeHHs JepKaTeIeM pEeruCTPallMOHHOTO YAOCTOBEPEHUS CBEICHUN O
HEXKeJaTeNbHBIX PEAKIUAX, BBISBICHHBIX MIPU MPUMEHEHUU JIEKAPCTBEHHOTO Mpernapara Ha
TEPPUTOPUU JAPYTUX CTPaH, BaUJIHbIE WHIWBHUAYyaJbHbIE COOOIIECHHS O HEXKeIaTeIbHbIX
peakiuax, copMUpOBaHHBIE HA OCHOBAHUM COOOIIEHU MOJYYEHHBIX MO 3alpOCy U HE IO
3ampocy, MOJJIEKAT MPEACTABICHUIO B YIOJHOMOYEHHBIM OpraH COIJIaCHO NYHKTY 448
Hacrosiux [IpaBui.

15. TIpeacraBieHne cooOmeHME O HEKENATEIHHBIX PEAKIMHAX B IIEPHOJ IIOCIIE IIPHOCTAHOBICHHA
JIeHCTBHS WM OT3hIBA PETHCTPAIHOHHOTO YAOCTOBEPEHH JIEKAPCTBEHHOT'O IIpemapara

510. [epxatenb perucTpalliOHHOTO YJOCTOBEPEHUS JOJKEH MPOJIOIKATh COOUpPATh
CBEJECHHUS O IOJ03PEBAEMBIX HEKEJIATEIbHBIX PEAKLMAX, CBSI3aHHBIX C pacCMaTpPUBAECMbIM
JIEKapCTBEHHBIM TIpenapaToM, MOCJI€ MPUOCTAHOBICHUSI JEUCTBUSL €r0 PErUCTPAIMOHHOTO
YIOCTOBEPEHUSI C BBINIOJHEHUEM PENOPTUPOBAHUS B CIIydasiX, KOTOPbHIE YAOBIECTBOPSIOT
KPUTEPUAM CPOUYHOTO PEMOPTUPOBAHUA B COOTBETCTBUHU C NMyHKTamu 431 — 448 Hactosmmx
[IpaBui.

511. B ciyyae oT3bIBa PErMCTPAlMOHHOTO yIOCTOBEPEHUS YIIOJTHOMOYEHHBIE OPTaHbI
JOJKHBI MPEIBSIBIATh K ACPKATEII0 PETUCTPAIMOHHOIO YJIOCTOBEpPEHUS TpeOOBaHUSA O
JambHEeWIeM cOope CBEIASHHM O TMO0J03PEBAEMbIX HEXKEJIATEIbHBIX pEAKIHUsAX Ha
JIEKapCTBEHHBIN Tpernapar (Hampumep, AJisi O0JerdeHus BBIMOJHEHUS OILEHKU B Clydae



pa3BUTHS OTCPOUYEHHBIX HEXKENATEIbHBIX PEaKUUi WU JUIsl TOJYyYEHHUs PEeTPOCIEKTUBHBIX
COOOIICHMI O HEKENTaTEeIbHBIX PEaKLHUsX ).

16. ITpeacrasnenre cooOmMeHM 0 HeXENAaTEILHBIX PEAKIMAX B IEPHOA Ipe3BEIaNHEIX CHTY I
B 001acTH 0OIIECTBEHHOTO 3ApaBOOXPAaHECHNUS, IMEIOMMIX MEKAYHApOJHOE 3HAYCHUE

512. B ciaydae BOBHUKHOBEHUSI UpE3BbIYAHHOW CUTyallud B 00JIaCTH OOIIECTBEHHOIO
3IpaBOOXPAHEHUS, UMEIONIEH MEXAYHApOJHOE 3HAYE€HHUE, yCTAaHOBJIEHHOW BcemupHoOit
OpraHu3alyen 3/[paBOOXPAHEHUS], YIIOJITHOMOUYEHHBIE OpPraHbl BIIPABE BHOCUTh U3MEHEHUS B
TpeOOBaHMS K PETYJIIPHOCTH MPEJICTABICHUS COOOIIECHUI O MOJ03PEBAEMBIX HEKETATEIbHBIX
peakuusax. Takue M3MEHEHUs NPUHUMAIOTCS OTACIBHO JJIS1 KAKIOTO CIydas Ype3BbIUaiiHON
CUTYaIl¥, ¥ U3BEIIEHUS O HUX Pa3MEIIAIOTCS HAa OPUIIMATBHBIX CalTax YIMOITHOMOYEHHBIX
OpraHOB rOCYy/IapCTB-YJIEHOB B ceTH MHTEpHET.

17. IlpencraBienne cooOmenwmii, OCHOBaHHEIX Ha CyI€OHBIX MCKaX B OTHOMICHUH Bpeaa,
[IPHIMHEHHOT'0 IIPMMEHEHHEM JIEKAPCTBEHHEBIX ITPENapaToB

513. C cooOueHnsiMU, OCHOBAHHBIX HA CYJEOHBIX MCKaX B OTHOIIEHUU MPUMEHEHUS
JIEKapCTBEHHBIX MpenapaToB, CIeAyeT padoTaTh Kak ¢ COOOIIECHUSMH, MOITYyYEHHBIMU 0e3
3anpoca. Ciaeayer NpecTaBisaTh BAIUIHBIC COOOIICHUS TOJIBKO O HEXKENATeIbHBIX PEaKIHsX,
B KOTOPBIX PEHNOPTEPOM WU JIEPKATEIEM PETUCTPALMOHHOTO YJAOCTOBEPEHUS
OpEAIOIaraeTcsl Haludyhe KaKk MHHUMYM BO3MOKHOM MPUYUHHO-CIEICTBEHHOW CBA3U
HEXKEJIATeJIbHOTO BO3JACHCTBUS C IMOJI03PEBAEMbIM JIEKAPCTBEHHBIM IpenapatoM. B 3Tux
ClIy4asX MpH ONPENEICHUN COOTBETCTBUS KPUTEPHUSAM CPOUYHOTO PEMOPTUPOBAHUS BAJIUIHBIC
WHJIUBUyaTbHbIE COOOIICHUS O HEXKENATEeNbHBIX PEAKIMIX MOMJICKAT MPEJACTaBICHUIO B
YIIOJJHOMOYEHHBII OpraH rocyJ1apCTB-YJIE€HOB B COOTBETCTBUU ¢ NyHKTamu 431 — 448
Hacrosawmux [Ipasuir.

514. Ilpu nosrydeHnH OOJBIIOTO KOJIUYSCTBA MOTECHIIMAIBHBIX COOOICHUN O CEPhE3HBIX
HEXKEJIATEIbHBIX PEaKIUAX Jep)KaTedb PEruCTPAllMOHHOTO YIOCTOBEPECHHUS B KadyeCTBE
HCKJIIIOYEHHSI MOJXKET COIJIacoBaTh C YMNOJHOMOYEHHBIM OPraHOM HpOJJIEHHE CpOKa
Npe/ICTaBJICHUS UHIUBUIyIbHBIX cO00ImeHnit 10 30 KaieHaapHbIX JTHEH.

18. IIpeacraBienne cOOOMEHMH O CIIy9asx IPUMEHEHHUS JIEKapCTBEHHOTO IIpenapaTa He B
COOTBETCTBHH C 00mIeH XapaKTEpHCTHKOM JIEKapCTBEHHOTO IpenapaTa Wi HHCTPYKIHEH 1Mo
MEIUIUHCKOMY TIPHUMEHEHHIO

515. TlpuMeHeHne IEKaApCTBEHHOTO Mpemnapara HE B COOTBETCTBHHM C OOIIEH
XapaKTepUCTUKON JIEKAPCTBEHHOTO Ipenapara WiId HHCTPYKLUHUEH IO MEIUIIMHCKOMY
MPUMEHEHHUIO MOKET ObITh OOYCJIOBJIEHO Pa3au4YHbIMHU NMpUYUHAMU. [Ipumepsl BKIIIOYAOT
cillydau NPUMEHEHHUs JIEKApCTBEHHOI'O Ipenapara ¢ MpeAHAMEPEHHBIM HECOOII0JCHUEM
YCJIOBUH, ONpeAeNsieMbIX B OJOOPEHHOW AeicTByIomEed MH(OpPMALUU O JIEKAPCTBEHHOM



npenapare (oOmeld XapaKTEepUCTUKE JEKaApCTBEHHOrO IMperapara WIM HWHCTPYKIUU IO
MEJIUIIMHCKOMY TTPUMEHEHUIO), TAKHE KaK:

a) NpUMEHEHUE JIEKAPCTBEHHOTO Ipernapara HE B COOTBETCTBUU C YTBEPKICHHBIMU
MOKa3aHUSAMH K MPUMEHEHUIO;

0) IpuUMEHEHHE Yy TPYIIbl MAIMEHTOB, KOTOPHIM HE PEKOMEHJIOBAHO MPUMEHECHUE
JIEKapCTBEHHOI'O MPEIAapara;

B) OTJIMYME IMYTHU BBEJICHUSI WJIM CIOCO0A BBEACHUS;
) OTJIUYHUE PEXUMA JO3UPOBAHUS.

516. HeoOXxoauMoOCTh NpeICTaBICHUS COOOIICHUNW O ciaydasX MNpUMEHEHUs
JIEKapCTBEHHOTO MperapaTa He B COOTBETCTBUH C 00IIEH XapaKTePUCTUKON JIEKAPCTBEHHOTO
npernapara Wid UHCTPYKIHUEH MO0 MEAUIIMHCKOMY NMPUMEHEHHUIO OMPEACNISIETCS UCXOMs U3
CIEAYIOUIUX YCIOBUM COTJIACHO PE3yJbTaTy MPUMEHEHHS] OTHOCUTEIbHO NPUYUHEHUS Bpeaa
3I0POBBIO WM JKM3HHU MALIUEHTA!

a) MPUMEHEHUE JIEKApPCTBEHHOrO IMpernapara HE B COOTBETCTBUU C OOIIeH
XapaKTEPUCTUKOW JIEKapCTBEHHOrO Ipernapara WM HHCTPYKUUEH MO MEIUIMHCKOMY
MPUMEHEHHUIO ¢ TMPUYMHEHUEM MallUeHTy Bpella B pe3ysibTaTe pa3BUTHUS MOJ03peBacMOi
HEXEJATEeIbHOW pEaKInH;

0) mpuUMeHEHHUE JIEeKapCTBEHHOro Ipemnapata HE B COOTBETCTBUM C OOIIeH
XapaKTEPUCTUKON JIEKapCTBEHHOrO IMpemnapaTra WM HHCTPYKIUEH MO0 MEIUIMHCKOMY
NpUMEHEHUIO 0€3 MPUUYMHEHMSI Bpe/la MAMEHTY U MOJ03PEBAEMOI HeKeNIaTEIbHONW PEaKIIUH.

517. B caydae momyueHuss HHQOpPMALMU O Pa3BUTUHM HEXKEIATEIbHON peakiuu
JEpKaTEIEM PETUCTPALIMOHHOIO YIOCTOBEPEHHUS MPEAIPUHUMAIOTCS MEPHI 110 BBITIOJIHEHUIO
nocieaymomero coopa nHhopMaluu 0 HEXENaTETbHON PEaKIUU € 1ETbI0 00eCTIeUeHUST KaK
MOXHO Oo0Jiee TONHBIX JAHHBIX O KaXJOoM u3 cooOuieHuid. [IpencraBieHue BaluIHBIX
WHJIUBUyaTbHBIX COOOIIEHUN O HEXKEJIaTeIbHBIX PEaKIUsAX, Pa3BUBIIMXCS B pe3yJIbTaTe
MPUMEHEHHUsI JIEKApCTBEHHOTO TpernapaTa HE B COOTBETCTBUU C OOIEH XapaKTePUCTHKON
JIEKapCTBEHHOI'0 TMpernapara WIM HWHCTPYKUHEH 10 MEIUIIMHCKOMY MPUMEHEHHUIO,
BBINOJIHAETCA corjacHO nyHKTaMm 431 — 448 nacroswmmx [IpaBun B cinywae omnpeneneHus
COOTBETCTBHSI KPUTEPUSM CPOYHOTO PENOPTUPOBAHMSL.

518. B cayyasx, korjaa 3T0O OPUMEHUMO, OIIEHKA COOTHOUIEHUS "MOJb3a — PUCK"
JEKapCTBEHHOTO Tpernaparta B MEPUOJAMYECKOM OOHOBISIEMOM OTYeTe MO 0e30MacHOCTH
JIOJDKHA BKJIIOYATh KJIMHUYECKU 3HAYMMBbIE PUCKU MPUMEHEHUS JIEKapCTBEHHOTO Mpernapara
HE B COOTBETCTBUHM C OJ00OpeHHON wHHGpOpManHedl MO0 NMPUMEHEHHUIO JICKAPCTBEHHOTO
npermnapara.

519. B cootBerctBuM ¢ pazaenoM VI Hactosimux [IpaBun npu Hanuyuu Hay4dHO
000CHOBAaHHBIX OCHOBAaHUU MOATBEPKJICHUS B3aUMOCBI3U MEXKIY Pa3BUTUEM KIMHHUYECKUX
HEOJIArONpPUSITHBIX UCXOJ0B ¥ IPUMEHEHUEM JICKAPCTBEHHOTO TIpernapara He B COOTBETCTBHH
c o011eil XapaKTepUCTUKOM JIEKapCTBEHHOT0 MpernapaTa Wik UHCTPYKIKEH M0 MEIUIIMHCKOMY
MIPUMEHECHUIO HEeXKeJaTeNIbHAs PEaKIUsl MOKET OLIEHUBATHCS KaK MOTEHIIMATBHBIN PUCK U0,



B Cllydyae COOTBETCTBUS KPUTEpPUSAM BaXHOW NMpoOJeMbl MO O€30MacCHOCTH, KAaK BayKHBIM
MOTEHIMAIBbHBIA PUCK C BKIIOYEHUEM B CrIEHU(DUKAILMIO 110 O€30MaCHOCTH IJIaHA YIPABICHUS
puckamu. Takoi MOJIX0/I 0OCOOEHHO BaXKEH B CIIydasiX, KOT/Ia BBISIBICHHBIN acTIeKT Mpoduis
0€30MacHOCTH XapaKTepU3yeTCsl CYIIECTBEHHBIMHU OTIMYUSAMU MEKy OCHOBHOM MOMYJIsLIUEH
U TIONYJISINEN, Y KOTOPOM JIEKAPCTBEHHBIN IIPEnapaT MUCIOIb30BaJICA HE B COOTBETCTBHHU C
0J100peHHON MH(popMalMeil o0 NMPUMEHEHUIO JIEKapCTBEHHOro Impemnaparta. Bxmrouenue
npoOsieMbl MO 0E€30MaCHOCTH B MEPEYEHb BaXXHBIX IOTEHIMAJbHBIX PHUCKOB IUIaHA
yHpaBJIeHUS pUCKaMH TpeOyeT MOCIEAYIOLIEro BHIIOTHEHUS AePKATEIEM PETUCTPALMOHHOTO
YAOCTOBEPEHUSI MEPOIPHUATHI MO OLIEHKE JAHHOTO Ba)KHOI'O PUCKA, KaK YacTH IUIaHA IO
bapmakoHaa30pYy.

520. JlepxatesieM perucTpallMOHHOTO YI0CTOBEPEHUS JOJIKHBI OBITh 00ecTieueHbl cOOp U
OlICHKa MH(}OpManuu 0 MPUMEHEHUHU JEKapCTBEHHOTO Ipernapara HE B COOTBETCTBUHU C
o011ei XapakTepUCTUKON JIEKApCTBEHHOTO Mpernapara Wik UHCTPYKIMEH 0 METULIUHCKOMY
NPUMEHEHUIO C ILEJbI0 BBINOJHEHUS 0053aTENbCTB MO HENPEPHIBHON OLEHKE H
MH(POPMUPOBAHUS YIOJHOMOYEHHOI'O OpraHa OTHOCUTENBHO BCEX U3MEHEHHUI COOTHOLICHMUS
"Monb3a — pUCK" JIEKAPCTBEHHOTO Ipernapara.

521. IlnaH ympaBieHHS PHUCKaMH BKJIOYaeT OLEHKY acI€KTOB IPUMEHEHHS
JIEKAPCTBEHHOTO CPEJACTBA B YCIOBUSIX PYTUHHOW KIMHUYECKOW MPAKTUKU U OINpeaessieT
MIPONOPLUUOHAIBHBIN YCTAaHOBJICEHHBIM PUCKAM IOJAXOJ IO JaJbHEUIIEMY MOHUTOPHHIY U
U3yd4eHMI0. B ciydae omnpenerneHus NPUMEHEHUs JIEKAPCTBEHHOTO IIpenapara He B
COOTBETCTBHUH C OOILEH XapaKTEPUCTUKOMN JIEKAPCTBEHHOIO MpenapaTa Uil HHCTPYKIUEH 110
MEIUIMHCKOMY NPUMEHEHHUIO KakK MpoOjieMbl MO 0OE€30MacHOCTH, TO €CThb B Cllydae
YCTAHOBJICHUS B3aWMOCBSI3M MEXJy JaHHBIM HECOOTBETCTBUEM OJOOPEHHBIM YCIIOBHSIM
IIPUMEHEHMS JIEKAPCTBEHHOI'O MpEernapara U BaKHBIM MOTEHIMAIbHBIM PUCKOM, B ILJIAHE
yIOpaBJiI€HUs pUCKaMU MPEACTABISIETCS OLIEHKA HEOOXOJUMOCTU BBINOJHEHHS CIEIYHOIINX
MEPONPUITHUI TTO (PapMaKOHAA30PY:

pa3paboTka LENEeBbIX OMPOCHUKOB IO MOcieAyroleMy coopy uHbOpMaIUU O
HEXEJNaTeNbHbIX PEaKLMAX, Pa3BUBAIOLIMXCS B pe3yJbTaTe NMPUMEHEHHS JEKapCTBEHHOTO
npernapaTa He B COOTBETCTBUM € OOIIEH XapaKTepUCTUKOM JIEKapCTBEHHOTO IIpernapaTa Uiu
MHCTPYKIHUEN M0 MEAULIMHCKOMY IPUMEHEHUIO;

UCIIOJIb30BaHUE JPYTUX 0053aTENbHBIX (OPM PYTHUHHBIX MEPONPUATHUH IO
dbapmakonaazopy B ¢dopMe IeneBoro cbopa MHAMBUAYATbHBIX COOOIIEHHH O Claydasx
NPUMEHEHHS JIEKAPCTBEHHOT'O MpernapaTa HE B COOTBETCTBHM C OOIIEH XapaKTepUCTUKOU
JIEKapCTBEHHOr0 IMpernapara Wi HHCTPYKIHUEH IO MEAMIIMHCKOMY IPUMEHEHHUIO, HE
CONPOBOXKIAIOIINXCS PA3BUTHEM HEKEIATEIbHBIX PEAKIUH;

[IPOBEJICHNE CIELMAIbHBIX UCCIEI0BaHUN (TaKUX, KaK MCCIEI0BAaHUE M0 M3YyYEHHUIO
MIPUMEHEHUS, OLICHKA 0a3 JaHHBIX ).

522. UnpuBuayanbHble COOOIIEHUS O CIy4asX NPUMEHEHUs JeKapCTBEHHOT O IpenapaTa

HE B COOTBETCTBUM C OOLIEH XapaKTEpUCTUKOW JIEKApCTBEHHOTO Ipenapara Wiu



MHCTPYKLIMEH MO MEIUIUHCKOMY IMPUMEHEHUIO, KOTOPBhIE HE COMPOBOXKIAINCH Pa3BUTHEM
HEXEJIATeNbHBIX PEeaklnid, HE TMOJJIeKAT MPEICTABICHUIO B YMOJHOMOYEHHBIH OpTraH,
MOCKOJIBKY HE COOTBETCTBYIOT MHHHMAJIbHBIM KPUTEPUSIM COOTBETCTBHS BaJIHIHBIM
COOOIIICHUSM.

523. JIekapcTBEHHBIE MpenapaThl, KOTOPbIE HE UMEIOT Pa3pabOTaHHOTO U YTBEPKACHHOTO
TUTaHa YIPABJICHUS PUCKAMHU, TAKXKE JOJDKHBI OLICHUBATHCS JIEPKATEIEM PErHCTPALIUOHHOTO
YAOCTOBEPEHUS M YITOJTHOMOYEHHBIM OPTaHOM B OTHOIICHUU HAIUYHUS BO3MOXKHOM MPOOIeMBI
no O0e30MacHOCTH, OOYCIOBJIEHHOW NPUMEHEHHEM HE B COOTBETCTBHU C 0OIIeH
XapaKTEPUCTUKON JIEKapCTBEHHOT'O Tperapara WIW HHCTPYKIHEH MO MEIHIIMHCKOMY
npuMeHeHuIo. B ciyuyae ycTraHoBieHUs Takod mHpoOsieMbl 0€30MacHOCTH OMpENesieTcs
HEOOXOAMMOCTh pa3pabOTKW T[JIaHa yOpaBICHUS pPHUCKAMH WIH TMPOBEJICHHS
MOCTPETUCTPALIMOHHOTO UCCIIEIOBAHUS 110 O€30MaCHOCTH.

19. IToaroroBKa HHIUBHAYATHHBIX COOOMEHMH O HEKEIATEMHHBIX PEaKIUAX

OO0nMe NPUHIMITE TOJTOTOBKH HHAUBHUIYAIHHEIX COOOMIEHHMH O HEIKEIATENFHBIX PEaKIIAIX

524. OOmeH Bcex CTOpOH HH(pOpMaIMel O WHIWBUIYAJIbHBIX COOOMICHHSX O
HEKEJIATENBHBIX PEAKIUAX OCYIIECTBISIETCS B JJEKTPOHHOM BHJAE C HCHOJIB30BAHUEM
tepmuHosiorni MedDRA u B COOTBETCTBUU C NMPUMEHUMBIM (OPMATOM 3JIEKTPOHHBIX
nanubix E2B. B 1nensix BBINOJHEHUS OLIEHKM HEXEJIaTeIbHOM peakuuu HHPopmaius B
MPEICTaBIIEMOM HHIANBUAYAJbHOM COOOIEHHUU JOJIKHA OBITh MAaKCHUMAaJIbHO MOJHOM. B
Cllydyae €cJM SBISETCS OYEBUJHBIM, YTO PENOPTEPOM HE Oblla HampaBjeHa IMOJHas
uMmeromascs uHpopmalus 00 WHAUBUIYAIbHOM Cllydae, MOJydaTelb MOXKET 3alpOCHUTh
MOBTOPHOE TPEJCTABICHHE WHANBUIYATHHOTO COOOIIEHUS O HEXKeNaTeNbHOW peakIuu ¢
BKJIFOUEHHEM MOJHON HH(POPMALIUK B COOTBETCTBUHU C TPEOOBAHUAMM K JJIEKTPOHHOM Moaye
JAHHBIX B TeueHUE 24 4YacoB € LEIBI0 NOCIECAYIOUIEH MEIUIUHCKOW OLIEHKU H
HCIIOJIb30BaHMs B IPOLETYPE BBISBICHUS CUTHAJIA.

B ciyuae eciu momo3peBaemasi HekenaTeldbHasl peakuus, HHPOpMaLHs O KOTOPOil
npeAcTaBieHa B (popMe HMHIMBUAYAJIBHOTO COOOIIEHUS, MOXKET OKa3aTh CYIIECTBEHHOE
BJIMSHUE Ha COOTHOIIEHHE 'Moab3a — PHUCK" JIEKapCTBEHHOI'O Mpernapara, JaHHas
uH(popMalKs OIEHUBAETCA KaK AKCTpeHHas mpobiema 1mo O0e30MacHOCTH U MOJJIEKHUT
MPEJCTABICHUIO B YINOJHOMOYEHHBIH OpraH Kak WHAWBHAYaJbHOE COOOILIEHHE U KaK
AKCTPEHHAs MpoodiemMa 1Mo 0€30MacHOCTH B COOTBETCTBUHU ¢ TyHKTaMu 756 u 757 HacTOSAIMMUX
[IpaBun. B sToM ciydyae OoCHOBaHUA AJiI OTHECEHUs MH(GOPMALUU JTaHHOTO COOOLIEHUS K
HKCTPEHHOU mpolbsieMe Mo 0e30MacHOCTU M IpeajiaraeMble Mepbl BKJIIOYAIOTCS B pasjien
KomMenTapuu otnpasurens" coriacHo (opmaTy dJIEKTpOHHBIX JaHHbBIX E2B

"

WHJUBUTyAJIbHOTO COOOIIECHUS O HEXKETIATEIbHON PEaKIIUU.
525. I[Ipumepsl SKCTpEHHOH MpoOsIeMbl IO 0€30MaCHOCTH BKJIIOUAIOT B ce0s B TOM YHCIIE:



cepbe3Hble NpoOJIeMbl, CBS3aHHbIE C OE€30MacCHOCTHIO, BBISBICHHBIE B XOJ€
MPOJOJKAIOMIMXCS WM 3aBEPUICHHBIX MCCIEAOBaHUM (Hampumep, HENpeIBUACHHOE
MOBBIIIEHUE YPOBHS JIETATBHBIX WIN YIPOKAIOIINX KU3HU HEXKETATEIbHBIX SIBJICHUN);
cepbe3Hble MPOOJIEMBbI, CBSI3aHHbIE ¢ 0€30MacHOCTHIO, BBISIBICHHbIE HA OCHOBaHUU
CHOHTAaHHBIX COOOIICHWH WM [aHHBIX, OMYOJIMKOBAHHBIX B HAYYHOH MEIUIIMHCKOM
JUTEPAType, KOTOPhIE MOTYT SABIATHCS OCHOBAHUEM JJI PACIIMPEHUS NPOTHUBONOKA3AHUM,
OrpaHUYEHUN NPUMEHEHUS JIEKAPCTBEHHOTO Mpernapara Uil HeoOXOAMMOCTH €ro OT3bIBa C
PBIHKA;
PEryJISTOPHBIE MEPHI B OTHOILLIEHUHU CEPhE3HBIX MPOOJIEM, CBI3aHHBIE C 0€30MIaCHOCTHIO, B
TPEThUX CTPaHax (HaIpHUMep, OrPaHUYEHUE UCITOJIb30BAHUS JIEKAPCTBEHHOIO MperapaTa uin
BPEMEHHOE MPUOCTAHOBJICHHUE JIEUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHHUS ).

Hudopmamus 0 HOZO03pEBaEMEIX, B3aNMOJEHCTBYIOIHX U COITYTCTBYIOMIMX JIEKAPCTBEHHBIX
mpemnaparax

526. B cooO1IeHNN 0 HEXENAaTeNbHON peakiuu clieyeT YKa3blBaTh HAMMEHOBAHUS
MOJI03PEBAEMBIX, B3aUMOJICUCTBYIOMINX ¢ (WJIM) COMYTCTBYIOIIUX JIEKAPCTBEHHBIX
MpenapaToB, UX PEKUMBI TIO3MPOBAHMS U aThl Hayala U OKOHYaHUA Tepanuu. OTHECeHHe
JIEKapCTBEHHBIX MPENAapaToB K MOJA03PEBAEMBIM, B3aUMOACHCTBYIOIIMM WIH COITyTCTBYOIIUM
OCHOBBIBAETCS Ha OIEHKE MEPBUYHOTO pernoprepa HexenaTelbHOU peakuuu. B cioydae
HECOTJIacusl yIIOJHOMOYEHHOI'O OpraHa WM JIepKaTelsl pErUCTPALlMOHHOTO yIOCTOBEPEHHUS C
XapaKTEPUCTUKOW POJIM JIEKAaPCTBEHHBIX IPENapaToB, CIAEJIAHHON MEPBOMCTOYHHKOM
COOOIIIeHUsI O HEXKEJIaTEeNbHOM peaklMH, TaHHOE PACXOXKJECHHE OTpakaeTcsa B pazzene "
KomMmenTapuun otnpasBurens" coriacHo (opmaTy dIEKTpOHHBIX JaHHBIX E2B
WHJMBUAYAJIHOTO COOOIIEHUS O HEXKEJIATeIbHOW pEeaKluu C COXpPAaHEHHEM NEPBUYHOUN
OLICHKH pernopTepa.

527. Jlnst KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX IMPENapaToB, KOTOPBIE COJiepKaT Oosee
OJTHOTO JIEUCTBYIOIIETO BEIIECTBA, HEOOXOIMMO OTACNIBHO YKa3bIBaTh Kaxk/10€ ACUCTBYIOLIEE
BemecTBo. [Ipu Hanuuuu mHOpMaAMU O TOPrOBOM HAaMMEHOBAHUU MOJI03PEBAEMOT0 WIIU
B3aMMOJIEHCTBYIOIIETO JEKAPCTBEHHOT'O MpernapaTa yKa3blBaeTCsl TOPrOBO€ HAMMEHOBAHUE U
HAaMMEHOBaHUE JIEUCTBYIONIErO BEHIECTBA (JAEHCTBYIOMUX BemiecTB). B cinydae nammuus
COOTBETCTBYIOLIEH HHPOpPMAMM O IMOJ03PEBAEMOM MM B3aUMOJEHCTBYIOIIEM
JIEKapCTBEHHOM IIpenapare TakkKe yKa3bIBaeTCs TOCyAapCTBO, B KOTOPOM MAaUEHT MOJIYYHII
JaHHBIN JIEKApCTBEHHBIN Mpenapar, HOMEp PErucTpalMOHHOTO YJIOCTOBEPEHHUS, TOCY1apCTBO,
B KOTOPOM JIEKapPCTBEHHBIH Mpenapat ObLT 3aperuCTpUPOBaH, U (MJIM) HOMEp CepuHu.

TTomo3peHne Ha B3aHMOCBS3b C TEPAIEBTHIECKHM KIIaCCOM JIKApCTBEHHOTO mpemapaTa

528. B cnydae eciiu y oJ03peBaeMoro JICKapCTBEHHOT 0 IIpenapaTta He yKa3aHO TOProBOe
WIM MEXIYHApOJHOE HAaMMEHOBaHUE (HAmpuMep, MEPBOUCTOYHUKOM COOOIIEHUs O



HE)KeJIaTeIbHON peaklMM yKa3aH TOJbKO TepaneBTUYECKUH Kiacc) JIMOO eCI HEBO3MOXKHO
CTPYKTYPUPOBATh HA3HAYAEMYIO TEpAIHNIO, OTCYTCTBHUE IAHHBIX CBEACHUW YKAa3bIBAECTCS B
paszerne ONMCAaHUs CiIydas U HE BKIIOYAECTCA B CTPYKTYPUPOBAHHBIE JIEMEHTHI JTAHHBIX
HAaVMEHOBAaHMI JIEKAPCTBEHHBIX NPENApPAaTOB WIN JEUCTBYIOIIMX BEUIECTB. AHAJIOTHMYHBIN
IIPUHLUIT NIPUMEHSAETCSA B CIIy4ae OINMCAHWs PEaKIUd B3aMMOJACHCTBUS JIEKAPCTBEHHBIX
IpenaparoB ¢ NPOAyKTaMHM NHUTaHUs (Hampumep, ¢ rpeindpyroBsiM cokoMm). Eciau B
COOOLIEHUH ONMCHIBAEMBIM CIydail HEXKEJIaTeJIbHOW pEeaKIMu YKa3aH KaK CBSI3aHHBIN C
TEpaneBTUYECKUM KJIAaCCOM JIEKAPCTBEHHBIX IpPENapaTroB, TaKOE COOOIEHUE CUUTAETCS
HENOJHBIM M HE OTBEYAaeT KPUTEPHUSAM HE3aMEUINTEIIBHOTO TNPEACTABICHUS B
YIIOJJHOMOYEHHBIE OpraHbl. B 3TOM ciydae JIMIIO, OTBETCTBEHHOE 3a IPEIACTABICHUE
COOOIlleHNS B YINOJIHOMOYEHHBIE OpraHbl TOCYJapCTB-YIEHOB, JOJIKHO TMPUHSATH
HEOOXOIMMBIE Mephl MO cOOpy HeJOoCTalle HWHPOpManuU O MOJ03PEBAEMOM
JIEKapCTBEHHOM IIpenapare.

Ilono3penne Ha peakuio B3aHMOICHCTBHS

529. Ilpu omnucaHuU peaklui B3aUMOJCHUCTBUA, KOTOPbIE MOTYT BKJIIOYATh
JIEKapCTBEHHBIE B3aMMOJECUCTBUS JIEKAPCTBEHHBIX IPENApaTOB BKIOYAs OMOJOTMYECKUE
JIEKapCTBEHHbIE MpemnapaThbl), a TAK)KE B3aMMOJICHCTBHUE JIEKAPCTBEHHBIX IPENApaToB C
MIPOAYKTAMH MUTAHUS, U3AEIUSIMUA MEAUIMHCKOTO HA3HAYCHUS U AJIKOTOJIEM KOAUPOBAHUE
MOJ03PEBAEMOT0 B3aUMOJCHCTBHUS M BHECEHHE HH(GOPMAIMU O CBA3AHHOW C peakiueit
B3aMMOJICCTBUSL HEKENATENbHON pEaKUUENd BBINOJHAKTCA B COOTBETCTBUHU C
pekomeHnnyemont tepmunonoruei MedDRA wu crenyromwmmu pasgemamu  popmarta
AJIEKTPOHHBIX NaHHBIX E2B:

a) JUIs ONMMCaHWs B3aUMOJAECHCTBUS JIEKAPCTBEHHBIX IpenapaTtoB B paszneie "
XapaKTepUCTUKA POJIH JIEKAPCTBEHHOTO Mpernapara’ 1uisi BCeX B3aMMOJICHCTBYIOIIUX BEIECTB
BBIOMpAETCA XapaKTEPUCTHKA ""B3aUMOJEHCTBYIOLIUH JIEKapCTBEHHBIN npenapar";

0) [ omHcaHUs B3aUMOJICHCTBUSI JICKAPCTBEHHOT'O TIpernapara ¢ MPoayKTaMH MATAHUS
WM WHBIMU HEJIEKapCTBEHHBIMM areHTamMu HHPOpMalMs O B3aUMOJAEHCTBYIOLIEM
JEKapCTBCHHOM TMpemapare BKIO4aeTcs B pasnen "MHbopmanus o JIeKapCTBEHHOM
npenapare", uH}OpManusg 1O B3aUMOJACHCTBYIOLIEMY HEJIEKAPCTBEHHOMY areHTy
BKJIIOYAETCS B ONMCAHUE CIydasl.

Honospemle Ha B3aUMOCBA3b CO BCIIOMOI'aTCIIbHBIM BCIICCTBOM JICKaAPCTBCHHOI'O IIpCIapara

530. B ciiyuae ecniu nepBOMCTOYHUK COOOLIEHUS O HEKENATENbHOW PEaKIMK MOJ03PEBAET
BO3MOXXHYIO POJb OJHOTO M3 BCIOMOTAaTEJbHBIX BELIECTB B Pa3BUTHH HEXKEIATEIbHOU
peakuuu (Hampumep, KpacuTess, KOHCepBaHTa, CTaOMIIM3aTOpa, apomMaTuszaTopa U T. 1.),
uH(popMaIMs O IMOJ03PEBAEMOM BCIIOMOTATEIbLHOM BEIIECTBE MPUBOJIUTCA OTAEIBHO B
pazaene "MudbopManus o JekapCcTBEHHOM Tpernapar’, oTpakaeTcs B ONMUCAHUU ciiydast, U (



NpU HaIW4uu) B pazjaene "Pe3ynbTarbl TECTUPOBAHUS M HCCIEIOBAaHUM ManueHTa"
MIPUBOJIATCS JTaHHBIE PE3yJIbTATOB HCCIEIOBAHUN (TMOJIOKUTEIbHBIC W OTPUIlATEIbHbIE),
KOTOpbIE MPEINOIaraloT HajJu4yue B3aUMOCBS3M HEXKENATEIbHON peakiuu U OJHOTO U3
BCIIOMOTaTEIbHBIX BEIIECTB JIEKAPCTBEHHOTO Tpernapara.

Baxnsas nonosauTeNsHAI HHGOPMAIIA O JIEKAPCTBEHHOM IIPENapaTe

531. JononHuTenbHas UHpOpMAIUs O JIEKAPCTBEHHOM Ipenapare KOoTopas MOMKET
ABJISITECA BA)XHOM U1 BBINOJHEHUs aHANIW3a JAHHBIX M OLIEHKH cllydash HexXelaTeabHON
peakiuu, 10JKHA OBITh BKITIOUEHA B cooOmieHue B pasnen "lononuurensHas nHdopmaius o
JIEKapCTBEHHOM Tpernapare" ¢ COOTBETCTBYIOUIUM BBIOOPOM MOJpazjiena U KOJAHUPOBAHUEM
JIOTIOJIHUTENBHON XapaKTEPUCTUKU COTIaCHO TepMUHOJIOrndeckoMy otHeceHno MedDRA:

(banbcuuIUpOBaHHBIN JIEKAPCTBEHHBIN ITpenapar;

NEPEI03UPOBKA;

JIEKAPCTBEHHBIN ITpenapaT NPUHUMAJICA OTLIOM IalEeHTa;

JIEKapCTBEHHBIN NpenapaT NPUHUMAJICA 110 UICTEUEHUH CPOKA XPAHEHUS;

pe3yabTaThl TECTUPOBAHUS CEPUU JIEKAPCTBEHHOTO Mpernapara MNOATBEPAUIIN
COOTBETCTBHE TPEOOBaHUAM crieU(DUKALUY;

pe3yabTaThl TECTUPOBAHUS CEPHUM JIEKAPCTBEHHOI'O Ipernapara IpoJeMOHCTPUPOBAIH
OTKJIOHEHHUE OT TpeOOBaHUI cielupuKaLINH;

OIINOKAa METULIMHCKOTO PUMEHEHHS;

HEMPaBUJIbLHOE MPUMEHEHUE;

HaJIM4YM€ 3aBUCUMOCTH;

BO3JICHCTBUE B pE3yJIbTaTe BBIMOIHAEMOMN NpodhecCuOHATbHOM EATEeIbHOCTH;

IPUMEHEHUE HE B COOTBETCTBUHU C OOIIECH XapaKTepUCTUKON JIEKAPCTBEHHOTO Mpernapara
WJIM UHCTPYKLIHEN MO MEAUIIMHCKOMY IPUMEHEHUIO.

532. Ilpumepbl NPUMEHEHHUSI HE B COOTBETCTBUU C OOIIEH XapaKTEPUCTUKOU
JIEKapCTBEHHOTI'O Npenapara Wi HHCTPYKIHUEN 110 MEULMHCKOMY ITPUMEHEHHUIO BKJIIOYAIOT B
ce0s1 HaMepeHHOE MPUMEHEHHUE MO0 JPYroMy MOKa3aHUIO0 K MPUMEHEHUI0, APYTrod Irpynmnon
MaleHTOB (HampuMep, IPyrol BO3pACTHOM TpyMMoil), APyruM CIocoOOM WM METOJIOM
OPUMEHEHHUS, WIM B JPyroil no3upoBke. IS onpenesieHuss COOTBETCTBHUS NPUMEHEHUS
JIEKapCTBEHHOI'O CPEACTBA KPUTEPHUSIM IPUMEHEHHMS ""BHE HHCTPYKIMH' UCIIOJIb3yeTCsl 001Ias
XapaKTepUCTHUKA JIEKAPCTBEHHOI'O0 Mpernapara WA HHCTPYKUHUS 10 MEIULIUHCKOMY
MPUMEHEHUIO, 0JI00peHHas B CTpaHe, B KOTOPOM HMMEET MECTO JAaHHOE HCIOJIb30BaHUE
JIEKapCTBEHHOTI'O IIpenapara.

533. B paznen "/Iluarno3 otnpaBuTeisa" MOXKET ObITh BKJIIOUEHO OMMCAHWUE MTPU3HAKOB U
CUMIITOMOB, TIOJTBEPKAAIOIINX ONPEAEIEHHBIM IUarHO3, a TAKKE OXapaKTEPU30BaHa POJIb
OJI03peEBAEMOro mpemnapara B paszaesie "KomMmenTapuu ortnpaButens'. B ciaydae eciu
MIEPBOMCTOYHUKOM COOOILEHHSI O HEXKENIATEeIbHOW pEeaKlUu HE CJeJIaHbl 0COObIE YKa3aHUs
OTHOCHUTEIBHO JOMOJHUTENBHON XapaKTEPUCTUKU JIEKAPCTBEHHOTO MpeErnapara, 0JJHaKO 3TO



ABJIAETCS OYEBUAHBIM U3 KIMHUYECKOIO KOHTEKCTa COOOIICHHS, OTIPAaBUTENb MOXKET I10
CBOEMY YCMOTPEHHUIO BHECTH JIOMOJHHUTEIbHYIO HHQOPMALUIO O XapaKTEPUCTHUKE
JIEKapCTBEHHOTO IIpenapara B yKa3aHHBIM pasjnen. B 3Tom ciydae cienyeT NpUHATH
NOCJEeNYIOIIMEe MEphl JJis MOJy4YeHUs JOMOJIHUTENbHOM uHbopMmauuu. Yacte pazgena "
JlononHUTeNnbHAsT MHPOpPMaLUsg O JIEKapCTBEHHOM Ipemnapate, mpeaHa3HaueHHas i
CBOOOJHOTO TEKCTa, MOXET ObITh MCIOJb30BAaHA JUIsl YKa3aHUs JHOOOW JOMOIHUTEIbHON
uH(pOopMauuKu B JaHHOM pasjelie (Hampumep, JaHHBIX 00 UCTEYEHUH CPOKa FOJHOCTH s

yKa3aHHOM CEepUU JICKaPCTBEHHOTO Mperapara).
ITomo3peBaeMast HexkenaTeNbHAA PEAKIIHA

534. B cooOiennu 0 moa03peBaeMoil HeXKeNIaTeIbHON Peakiiy JOJDKHA ObITh yKa3aHa
BCs UMeroIascs o He it uadopmanus. Heobxoaumele faHHBIE BKIIFOYAIOT B CEOsI:

JaThl HA4YaJIa U OKOHYAHUS HEXKENaTeIbHON peakiuu (WiIu MPOA0IKUTEIbHOCTD);
CEpPBhE3HOCTh HEXKENATENBHON PEAKIINH;
UCXO/J] HEXKEJIaTEeIbHOM peakIui Ha 1aTy NOCIEAHEro HabIt0IeH S,

BPEMEHHON MHTEPBAIl MEXIy HA4YAJIOM MPUMEHEHUS MOJ03PEBAEMOI0 JEKAPCTBEHHOTO
npernapara ¥ Ha4aJioM HEXXENaTEeIbHOW pEeaKlnu;

OMHCaHNE HEeXKETATEIbHONU PEaKIuy MePBOUCTOUYHUKOM COOOIIEHUS;
rocyJapcTBo, B KOTOPOM HEXKelaTebHas peaklys Obliia BhISIBIICHA.

KoaupoBanue amarnosa, npeaBapuTEIbHOTO AUATHO3a WIM CUMIITOMOB U IIPU3HAKOB
HEXKEJIATeJIbHOW PpEAKIMU BBIMNOJHAETCS C HCIOJb30BAHUEM TEKYIIEH BEpCUH
TepMuHOJIOTHYecKoro kiaccupukaropa MedDRA u coriiacHO TepMrUHAM HUKHETO ypoBHS. B
ClIyyae €CJM B COOOIIEHHM YKa3bIBACTCS AMArHO3 MAIlMEHTa, XapaKTEepPU3YIOIIUi pa3BUTHE
HEXKENATEIIbHOM PEaKlUHMH, U XAPAKTEPHBIC CHUMIITOMBI MPOSBICHUA JaHHOTO COCTOSHUS,
MPEINOYTUTENBHBIM SBJSETCS KOJMPOBAHHE HEMOCPEICTBEHHOTO JUMarHo3a COIJIaCHO
TepMuHy HIKHETO ypoBHS MedDRA. [Ipu oTCyTCTBHMU yKa3aHMs AUArHO3a BCE BKIIOUCHHBIC
B COOOIIEHUE CUMMTOMBI M OTKJIOHEHUS JOJDKHBI OBITh OTPAXKEHBI MyTEM HCIIOIB30BaHUS
cooTBeTcTBYIOIIero TepmuHa MedDRA. B ciydae ecinu gaHHbIE CHUMIITOMBI SIBJISIFOTCS
TUMMMYHBIM KJIMHUYECKUM TPOSBICHUEM ONPEACICHHOTO JMar€Ho3a, OH MOXET OBITh
NOIOJHUTEIIBHO BHECEH B pa3fell O HEXKENaTeIbHOM pEaKIUU B COOTBETCTBUU C
TepMHUHOJIOTHYECKUM OTHeceHrneM MedDRA ynogHOMOYEHHBIM OpPraHOM WM AepKaTeiemM
PErUCTPALIMOHHOTO YAOCTOBEPEHUS KAK YacTh AUArH03a MM KOMMEHTApHUsl OTIPABUTEIIS.

535. Ilpu yka3zaHuu NEPBOMCTOUYHUKOM COOOIICHUSI O HEXKENATECIbHONW peaKlnu B
OINIMCAaHWM HEXKEJATEIIbHONM PEAaKLUU €€ CUMITOMOB, KOTOPBIE HE SIBJISIOTCS THUIIUYHBIM
KJIMHUYECKAM TPOSBICHUEM JMArHo3a IMEPBOMCTOYHHMKA, W TOJ03PEHHHU, YTO JAHHBIE
CUMIITOMBI SIBJISIFOTCSI HEXKENATEeIbHBIMUA PEAKIUSIMU, JaHHBIE CHUMIITOMBI JOJDKHBI OBITh
OTpaX€HbI B COOOIIEHHH C OTHECEHHWEM HMX K COOTBETCTBYIOIIMM COCTOSHHSIM COTJIACHO
MedDRA tepMuHOIOTHH.



536. B ciyuae Hecoryacusi yIoJHOMOYEHHOTO OpraHa Wid JepkKaTesl PErUCTPALMOHHOTO
YIOCTOBEPEHHUSI C€ JUArHO30M, COOOIIAEMbIM TMEPBOUCTOYHUKOM COOOILIEHUS O
HEXXENAaTeIbHOW PEeaKIUH, AIbTEPHATUBHBIM JHArHO3 MOXET OBITh BKIIOYEH B pasziel
JMarHo3a OTIPaBUTEIIS C IPUBEICHUEM OCHOBAaHUN PACXOXKJICHHUS BO MHEHUS C MIEPBUYHBIM
pPENOPTEPOM B UACTH KOMMEHTAPUEB OTIPABUTENS.

537. B ciydyae cMepTH NalMeHTa B COOOIIEHUE JOJIKHA ObITh BKIIIOUEHA HH(GOpMAIUs O
JaTe U NPUYUHE CMEPTH, BKIIOYas (MpW HAJW4YUM) JaHHbIe ayTorncuu. Eciu u3 stoit
uH(pOpMalMK CIeayeT, YTO CMEPTh MAIlMEHTa HE CBA3aHa C HEXKENaTeNbHOW peakiued u
00ycoBJI€HA UHBIMHU IPUYMHAMU (HAPUMED, MPOrPECCUPOBAHUEM 3a00JICBAHUSI, JICTAIbHBIN
HCXOJl HE JIOJIKEH HUCIIOJb30BAThCSd B KAYECTBE KPUTEPHUSI CEPHE3HOCTU HEKENaTelbHON
peakIun).

Ommcanne HexeNIaTeNbHON peaknuy ¥ ONEHKA IPUIWHHO-CIICACTBEHHOHN CBA3H

538. Jlia kaxaoro OTAENbHOI0 COOOIIEHUS MPEACTAaBISETCA ONKUCAHUE Pa3BUBIICICS
HEXeJaTeNbHON peakllMu B Cllydyae Haauuus HEOOXOJIMMBIX JaHHBIX B COOOIIECHUH,
MOJIy4EHHOM OT TEPBOMCTOYHMKA COOOIICHUS O HexejaTeabHOW peakuuu. OnucaHue
ABJISIETCS 00S3aTENbHBIM JJI CEPhE3HBIX HEXKENATeNbHbIX peakuuil. Mudopmaius o pa3BUTHI
HEXXEJIaTeJIbHOW peakluu JJOJDKHA OBITh H3JI0)KeHa B JIOTUYECKOM M BPEMEHHOU
MOCJIEIOBATENIBHOCTH, B COOTBETCTBUU C XPOHOJIOTHEH M3MEHEHHUs COCTOSHUS MAallMeHTa,
BKJIIOYAs KIWHUYECKOE TEYEHHE, TEpPANEBTUYECKUE MEpbI, HCXOJ M IOJYYECHHYIO
MOCJIEYIONIYI0 HHPOPMALIUIO.

539. Onucanue AOMKHO OBITH BCECTOPOHHHUM U BBICTYIAaTh KaK CaMOCTOSTEIbHBIHI
MEIHUIMHCKUI OTYET, COJAEpKAIIUii BCE M3BECTHHIE BAXKHBIE KIWHUYECKUE JAaHHBIE U
CBSI3aHHBIE C HUMHU CBeJICHHUS (Ja0OpaTOpHbIE, TMarHOCTUYECKHE U UHBIE CBEJEHUS ), BKIIIOYas
XapaKTepUCTUKY TAalMEeHTa, AETAIM3ALUI0 JICUCHUS, UCTOPUI0 OO0JE3HH, KIMHUYECKOE
TEUEHUE NPOSBICHUN, JUArHO3, HEXKEJIAaTeNbHbIE pPEAKUUU U UX MCXOJ, BaXKHbIE
nabopaTtopHbIe JaHHBIE W JIIOOYIO APYryr0 WH(OpMAIMIO, KOTOpas MOATBEPKIAET WU
ONpPOBEPraeT IMOJ03pEBaEMble HEXKeNaTelbHble peakuuu. B ciiydyae cmMepTH nauueHTa
JOJKHBI OBITh 000OIIEHBI OCHOBHBIE PE3YJIbTAThl BCKPBITUS WIH PE3YIbTAThl IOCMEPTHOIO
uccienoBanus (eciau npuMeHumo). Madopmanus mo onucanuio ciryyasi BKIIOYAETCS B pa3zel
"Kparkoe onucanue ciydas" ¢opmara 3J€KTPOHHBIX JNaHHBIX E2B mHIuMBUAYyalbHOTrO
COOOIICHUS O HEXENATeIbHON peaKIuu.

540. KoMmMeHTapuu MepBOMCTOYHUKA COOOIICHHS O HEXKENATEIbHON Peakiuu B YacTH
JUAarHo3a WM OLEHKU IPUYMHHO-CIEJACTBEHHON B3aMMOCBS3M NPUBOIATCA B pazuene
KomMmmenTtapuu penoprepa" 35eKTpoHHOTO (hopMara JaHHBIX.

541. YOJIHOMOYEHHbIE OPTaHbl U JIEPKATEIN PETUCTPALIMOHHBIX YAOCTOBEPEHUH BIIPaBe
BHECTH KOMMEHTApHH JIHUOO MPEUIOKUTh aJTbTEPHATUBHBIN BapUAHT B OTHOLIEHUU JIMAarHO3a
WM OLUEHKU NPHUYUHHO-CIEICTBEHHON CBS3M MEXKIY IOJ03PEBAEMBIM JIEKAPCTBEHHBIM
npenapaTtoM M HEXKEJIATeJIbHOM peakiMeil B Cllydae pacXoXIEHUsS BO MHEHUH C



NEPBOUCTOYHUKOM cooOmenuss (pemnoprepoM). KommeHTapuum B 3TOM ciydae
MIPEACTABISAIOTCS B paszjaeie "KoMmeHTapuu oTnpaBuTens'.

542. OueHka cTeneHu JOCTOBEPHOCTH MPEIonaraeMoil IpUYMHHO-CIEACTBEHHOU CBS3U
KaXJIOT0 W3 JIEKAPCTBEHHBIX IMPENapaToB € KaXJOW PEnopTUPYEMOM HeKelaTelIbHOM
peaxiueit mpeacTaBiIsieTcsl B COOOIIEHUN B CTPYKTYypupoBaHHO# opme. CooliieHrne MOKeT
BKJIIOYATh OIIEHKY, CJIETaHHYI0 pa3HbIMU HUCTOYHUKAMH (TIEPBUYHBIM PEIOPTEPOM,
JepKaTelleM PEerucTpalMoOHHOIO YAOCTOBEPEHHS, YMNOJHOMOYEHHBIM OpPraHoM) C
HCIIOJIb30BAHUEM PA3JIMYHBIX METOJOB OLICHKH MPUYMHHO-CIEICTBEHHOW B3anMMOCBs3U. B
dbopmarte snekTpoHHbIX AaHHbIX E2B(R3) nundopmarius 06 oneHke MpUIMHHO-CIICICTBEHHON
CBSI3M OTpaxaercss B pazzene "JlekapCcTBEHHBIN MpenapaT — HeXenaTelbHas peakuus (
sBiieHue)".

543. Pe3ynbTarhl aHAJIM30B U UHCTPYMEHTAJIBHBIX UCCIIEI0BaHUN

B onucanuu HexenaTeabHON peakiuu cienyeT GUKCUpOBaTh pe3yJbTaThl aHAIU30B U
NpOLEAYpP, BBIMOJHEHHBIX C 1EJIbI0 JHUArHOCTUKU WU TMOATBEPXKACHUS peakuuu (
HEKEJIaTeNLHOTO SIBJICHUS) (BKJIIOYAsl aHAJU3bl, MPOBEACHHBIC JJI UCCIIEI0OBAHUS TPUYMHBI,
HE CBSI3aHHOM C JIEKAPCTBEHHBIM IpenapaToM (HampuMep, CepoJIOTHYECKHE aHalIu3bl Ha
WH(EKIIMOHHBIN TEeNaTUT MPU TOJO3PEHUU Ha TEeNaTHT, BHI3BAHHBIA JIEKAPCTBEHHBIM
npenapatom)). CieayeT cooOIIaTh O MOJIOKUTEIBHBIX W OTPUIIATEIBHBIX pe3yJibTaTax
aHAJIM30B U HHCTPYMEHTAIbHBIX UCCIICIOBAHUIA.

544. Undopmanus o pe3ysbTaTax aHAIM30B U MHCTPYMEHTAJIBHBIX MCCIETOBAHUIM
J0JIKHA OBITHh MPEJCTABIEHA B COOOIIEHUH B CTPYKTYPUPOBAHHOM BHJIE€ B COOTBETCTBHH C
nercTByronieit Bepcueit repmuHosiorud MedDRA B pasnene "Pe3ynbTarsl TECTOB U MPOLETYP
, TOJIyYEHHBIX NIpPHU HCCIEIOBaHUU MalueHTa" QopmaTta 3IEKTPOHHBIX JaHHbIX E2B
WHIUBUIYAIBHOTO COOOIIEHUS O HEXKeJaTeIbHOW peakiud C YKa3aHWEeM BHUJOB
UCCIIEIOBAaHUM, TOJYYEHHBIX PE3yJbTaTOB, HWHTEpPBaja HOPMAJbHBIX 3HAYEHUH IO
TECTUPYEMBIM TIOKa3aTeasiM (eclii 3TO MNPUMEHHUMO) U KOMMEHTapHsi pemnoprepa
OTHOCHUTEJIBHO TOJIyYEHHBIX pe3yibTaTOB. B ciyuyae HEBO3MOXKHOCTHU MPEICTABICHUS
uH(pOpMAIUU B CTPYKTYPHUPOBAHHOM BHUJIE TAHHBIE MOTYT OBITh MIPEACTABICHBI B TEKCTOBOM
BUJIE B YaCTH pasjeia "Pe3ynbTaThl TECTOB M mpouenyp', NpeIHa3HauYeHHOW JJIs1 BHECEHUS
CBOOOJTHOI'O TEKCTA.

JlonomHuTeIbHBIE JOKyMEHTH H HHpopMaIms

545. KnroueBas uHpopmalus U3 AOMOJHUTEIbHBIX JOKYMEHTOB, MPEACTABISEMbIX B
MOATBEPKJECHUE JAaHHBIX B COOOIIEHNN O HEXKENIaTeIbHON peakIuu, J0HKHA ObITh BKIIFOYEHA
B COOTBETCTBYIOILIME pa3/ieibl MHAUBUIYAIBHOTO COOOIICHHS O HEXENaTebHON peakuuu. B
pasnene "JlomosHUTENbHBIE JOCTYITHBIE JOKYMEHTHI" hopmaTa 3JIEKTPOHHBIX NaHHBIX E2B
WHJIMBHUIYaJHOTO COOOIICHHUS O HeXKeIaTeIbHON peakiuuy JaeTCsl yKa3aHUe O MPUII0KEHUH K



COOOIICHUIO JOTOJHUTENBHBIX JOKYMEHTOB WJIM WHpOpManuu C BKIIOUYCHUEM
HEIMOCPEICTBEHHO JIOKYMEHTOB B HampasisieMoe coodiienue B nojpasnene "llpunaraemeie
JOKYMEHTHI".

B cnydae ecnu oTnpaBuTeneM HaIpaBiISIOTCS JOMOJTHUTENBHBIE JTOKYMEHTBHI WJIU
uHpopmanus, B noapasaene "J[okyMeHThI, HAXOASAIINECS B PACIOPSKEHUU OTIPABHUTEIS"
OPUBOJUTCA ONHMCAaHWE BHUJA JAHHBIX JTOKYMEHTOB (HAmpUMEp, JAHHBIX MEIUIMHCKOU
JOKYMEHTAIlUM, 3aKIIOUCHUE MO pe3yibTaraM BCKpbITHsA). OOpaboTka MpeacTaBiICHHBIX
JOTIOTHUTENIBHBIX JOKYMEHTOB M HWH(OpMaIlUM JOJDKHA BBITOJIHITHECS C  YYETOM
JEHCTBYIOIIET0 HAa TEPPUTOPUHU TOCYJaPCTBA-WICHA 3aKOHOJATEIbCTBA B 00JIACTHU 3aLIUTHI
MEPCOHAIbHBIX JIAaHHBIX.

20. ITocnexyiomas uabpOpMAIUA

546. C yuyeroM MNpeacTaBi€HUs MHAUBUIYAJBHOIO COOOLIEHHS O HEXENaTeabHON
peakluM Ha pa3HbIX 3Tanax pa3UYHbIM MOJydaTeasiM CTaTyC TaKoro COOOIIEHUS
OTHOCHUTEJIBHO NEPBUYHOTO WIM ITOCIEAYIOIIErO MPEACTABICHUS ONPEAEIAETCS HA YPOBHE
nonyuarens. C 3TOH Ie1bI0 MCMOJB3YIOTCS JIaHHBIE O JlaTe€ MOJy4YeHUs COOOIIEHHS,
YHUKQJIbHOM HACHTU()UKALMOHHOM HOMEpE HMHIAMBHUIYAJbHOI'O COOOIIEHHS U HOMeEpE,
IPUCBOCHHOM IoiyyaTeneM. Hanmuume TOYHBIX AT MOJyYeHHs] COOOLIEHUs SBIsSETCA
00s3aTeNbHBIM ISl ONIPEIENICHUS CTaTyca COOOIEHNUS.

C nenpto obecnieueHus HaJJIeKaIIero KOHTPoIsi OOHOBIIEHUS MH(OPMALMK U CTaTyca
COOOIIEHUSI YHUKAIbHBIN MIECHTU(DHUKAIMOHHBIA HOMEpP WHIMUBHUAYaJIbHOIO COOOIICHUS O
HE)KENaTeJIbHOM peakuMu W JaTa MNEPBOrO IMOJIYyYEHHUS AAHHOIO COOOIIEHUS JOJIKHBI
COXPaHAThCS HEU3MEHHBIMH Ha YPOBHE YIOJIHOMOYEHHBIX OPraHOB M JepiKaTeieu
PETUCTPALIMOHHBIX YJAOCTOBEPEHHUM C OTpPaXEHUEM B pazaenax ''MexITyHapOIHbIN
YHUKQJIbHBIN HACHTU(GUKAIMOHHBIN HOMep" u "JlaTa mepBoro monydeHus: cooOmieHus"
dbopmaTta 3eKTpOHHBIX JaHHbIX E2B coorBeTcTBeHHO. MIEeHTH(UKAUMOHHBIA HOMED,
MPUCBANBAEMbBIN OTIIPABUTENEM, BKIIOUAETCSA B pa3jen "YHUKAIbHBIA UICHTU(DUKAITMOHHBIHA
HOMEp OTHpaBUTENsA COOOIIeHUus O HexenatenbHoll peakuuun". Ilpu nonydeHun
nocjaeayomeid MHGOpMaUMK JIepKATEJIeM PEruCTPAlMOHHOIO YIAOCTOBEPEHMS WU
YIOJHOMOYEHHBIM OPraHOM KaXKJIbIil pa3 BBIMOJIHSAETCS OOHOBIEHUE TOYHOM NaThl MOTyYeHUS
MocJeIHe HHPOPMALIMK O COOOIIEHUH O HEXENAaTeJIbHOM PEaKklMH BHE 3aBUCUMOCTH OT
3HAYUMOCTHU JaHHOW MHpopmaiuu B pazzaene "Jlata monydeHus: nociueaHedt nHGoOpMaIu o
COOOIIEHUH O HEeXeJIaTeapHOW peakuuu" ¢dopMara >3JIEKTPOHHBIX JaHHbIX E2B
WHJIMBHUYaJbHOIO COOOIIEHHUS O HexenaTelabHOM peakuuu. Hoas mnocnenyromas
uH(popMalKs B YaCTH KPATKOTO OMHUCAHUS cllydas JOJIKHA BKJIIOYAThCS B COOOIIEHUE B
paznen "Kparkoe onucanue ciryvasi, KIMHUYECKOE OIMCAaHNE, TEPANIEBTUYECKUE MEPBI, UCXOT
U JIONOJHUTENbHAss WMHpopmanus o ciydae" ¢opmara 3IeKTpOHHBIX JaHHbIX E2B c
BO3MOXXHOCTbIO WIAEHTU(UKAINU OOHOBJICHHOW YacTHU JAAHHBIX U, KOTJAa 3TO MPUMEHHUMO,
OBITH MIPE/ICTABIICEHA B CTPYKTYpUPOBaHHOM (popme.



Baxxaas mociemyiomas mEpopmMarms

547. OtnpaBuTenab COOOIIEHUS O HEXeNaTeIbHOW pEeaKkIuu JOJDKEH HalpaBHUTh
Moclenyrnyn HHGOPMAIMIO O HEXeJNaTeJIbHOW peakluu He3aMeIJIUTENbHO, €CIIU
mojydyeHa HOBas BaxkHas MeauiuHckas wuHdopmarus. I[lox Takod uHpopmanuein
MMOHUMAIOTCSI B TOM YHUCJIE€ HOBBIE TMOJ[03PEBaeMble HEXeaTeIbHbIe PEaKIuy, U3MEHECHUS B
OIIECHKE TPUYUHHO-CIIEICTBEHHONW CBS3M U Jt00ass HoBas uH(popmaius (JIaHHBIE) 00
M3MEHEHHH MepBOHAaYaIbHOU (MIpEeAIeCTBYIONIEH) HH(OpMAIUK O cllydae, €ClIu OHU BIUSIOT
Ha MEIUIIMHCKYIO0 MHTEPIIPETALNIO HEeXKeNlaTelbHOU peakiuu. OTHECEHUE HOBBIX JaHHBIX O
HEXKEJATeNIbHOW peakIuu K BaXKHOW HOBOW MH(MOPMAIMU OCHOBBIBAECTCS HA MEIUIIMHCKOMN
OIICHKE COOTBETCTBUS BBIIICYKa3aHHBIM KPUTEPUSIM.

548. CnenyeT yuuThIBaTh KaK 3HAUUTEIbHbIE H3MEHEHUS HH(POPMAIIUU O HEXKEINATeIbHbIX
peaKIusX JTI00bIe CUTYyalluH, IPU KOTOPHIX MO OTACIbHBIM CIIydasiM HEeKeNaTeIbHBIX PEaKIIUi
MPOUCXOJIUT MOHMKEHUE KPUTEPHUEB CEPHE3HOCTH COIJIACHO OMNPEIEICHHUIO CEePbhE3HOM
HEXEJIATeIbHOM peakiuv W (WJIM) OIEHKH MPUYUHHO-CJICJACTBEHHON CBS3M (HAMpUMED,
nocieayomas nHhopMaIus MPUBOIUT K U3MEHEHHIO OIEHKH KPUTEPHUEB CEPHE3HOCTH C
CEPBhE3HON HEXKENIATEIIbHOW PEAKIIMU HAa HECEPHE3HYIO HEKENATEIbHYI0 PEAKLIUIO WM OLICHKA
MIPUYUHHO-CJIEJICTBEHHON CBSI3U U3MEHSIETCSI C UMEIOIIEH KaKON-I11M00 YPOBEHb BEPOSITHOCTHU
HAJIU4Ms B3aMMOCBSI3M Ha COMHHUTEIbHYIO B3aMMOCBSI3b), U COOOIIATh O TaKUX CiIydasx
COTJIaCHO TPEOOBAHUSAM K CPOUYHOMY MpEJCTaBICHUI0 HHGOPMAIIMU O HEXelaTeIbHbIX
peaKIusX.

549. TlpencrapieHue HOBOW BEPCUU WHIUBUIYATHHOTO COOOIICHUS O HEXKeIaTeIbHOM
pEeaKIuu MOXKET MOTPEOOBATHCS MPHU MOTYICHUH aIMUHUCTPATUBHON HH(OPMAITUH O Cydae,
KOTOpasi MOXET MOBIUATh Ha MPOLEAYpPY YIpaBieHus ciaydyaeM. Hampumep, nmomydeHue
JAHHBIX O apameTpax UACHTU(PUKAIMU COOOIIEHUN TPU BBIIIOIHEHUU NPOLETYPhl KOHTPOJIA
OyOnupyronmx cOOOIEHUH TOMJIEKUT OTpaxkeHUto B pazzene "MHbie uaeHTHUKATOPHI
ciayyass NpU MNPEeAUIECCTBYIONIEH IMepeaadye AaHHbIX'. B ciiydae eciw OThnpaBUTEIEM
MPEICTABISAIOTCA IOMOJHUTENbHBIE JOKYMEHTHI ISl MOJTBEPXKACHUS H3MEHEHHS paHee
BBIMIOJITHEHHON MEJIUIIMHCKOW OIEHKH, HOBBIE JOKYMEHTHI BKJIOYalOTCs B pasaen "
JlomoTHUTENbHBIE JOCTYIHBIE JTOKYMEHTHI" ¢dopMara »HJIEKTPOHHBIX maHHBIX E2B
WHJIMBUAYAJILHOTO COOOIICHHUS O HeXeIaTeIbHON peaKIuH.

ITocnemyromas mHpOpMAITHL, HE OTBEYAIOMAas KPUTEPHIM BOXKHOH mociaeayiomeii nadopManmm

550. B ciyuae ecnu nocneayromias HHGOpManKs BHOCUT HE3HAUNTENbHbIE U3MEHEHNUS B
NepBOHAYAJIbHbIE JAaHHBIE M OILIEHKY HEXEJIaTeIbHON peakluu, OHAa HE MOMJIEKHUT
HE3aMeJINTEIbHOMY TpEACTaBICHUIO. VI3MEHEHUs OTHEIbHBIX XPOHOJOTMYECKUX JaT B
MPOIIECCE OMUCAHMS W OLEHKM HEXKENaTeNbHOW peakuuu Oe3 BIMAHHUS Ha OLEHKY JMOO
repeaaydy ciyvas, UCIIpaBIEHUs ONeYaTOK B MPEAbIAYLIEH BEPCUU CIydas WIA HUCIPABICHHAE



TUTIOTPAPUIECKUX OIMUOOK B TMPEACTABICHHOM paHEE COOOIIEHHH PACCMAaTPUBAIOTCSA Kak
HE3HAYMTENbHbIE U3MeHEeHUs. ClielyeT TeM He MEHEe MOJYyYUTh MEIUIIMHCKOE IKCIIEPTHOES
MHEHHE OTHOCUTEIHHO 3HAYMMOCTH MOchenytoneid nHbpopmanuu, Tak Kak (GopMmalibHas
OIICHKA SIBJISICTCS HEAOCTATOYHOW (HAmpHUMep, N3MEHEHHE B COOOIICHUH O HEKEeIaTeIbHOM
peaKkIuu JaThl POXICHUS MAIlMeHTa MPEICTABISCT CO0OM CYIIECTBEHHOEC W3MCHCHUE
uHpopManuu O BO3pacTe MalMEHTa, €CJIH MPUBOJUT K IMepeHocy HHGOopMaIuu o
HEXXEJaTeIbHOM JICHCTBUHM JICKAPCTBEHHOTO TperapaTa Ha WHYIO BO3PACTHYIO TPYIITY
nanreHToB). BHecenne n3meHeHuii B 4actu ucnoyibdyemoro tepmuHa MedDRA B cBsizu ¢
OOHOBJICHHEM BEPCHU TEPMHUHOJIOTHYECKOTO KJIACCH(HUKATOPA TAKKE MOXKET OIEHHUBATHCS
KaK HE OTHOCAIIEECS K BaXHBIM HM3MEHEHHSIM, €CJIM JTAaHHOE€ W3MEHEHHE HE BJIUSCT Ha
METUITMHCKYIO OIEHKY CITy4asl HeXKeJIaTeIbHON peaKIIiH.

21. Ilopsimox BHECEHHA H3MEHEHH! B HHAUBHAYAJIbHEIC COOOIMEHN O HEeXEJIaTeIbHOH peaKuy

551. OO6mumit mopsAI0K BHECEHUSI U3MEHEHUH B MPEJCTABICHHOE B YIIOJTHOMOYEHHBIN
OpraH UHAUBUIYaTIbHOE COOOIIEHUE O HEXKENATeIbHOU peakIuu onpeaensiercs myHkroM 450
HacTosmux [IpaBui. BHeceHre W3MEHEHU BBIIOIHIETCS B CIIy4ae BHECEHUSI KOPPEKTUPOBKHU
B paHee MPEACTaBICHHOE COOOIEHUE MO pe3yabTaTaM BBLIMIOJIHEHHOW BHYTpPEHHEH WU
AKCTICPTHOM OIICHKH, KOTOpasi HE OCHOBaHA Ha IMOJYyYCHHH HOBOM MH(pOpMaIu, Tpeoyromien
MpEeJICTaBJICHUS TIOCIEAYIONIEro COOOIIEHUsI O HEXKelaTelbHON peakiuu. B ciyyae eciu
BHOCMMO€ HM3MEHEHUE BJIUSET Ha MEIUIMHCKYIO OILEHKY Cciydas, HWHIUBUIYaJIbHOE
COOOIIIEeHHE O HEeXeJaTeNbHONW peakIUu JOMKHO OBITh MPEJCTABICHO MOBTOPHO C
BKJTFOUCHHEM MH(POPMAIIMK O BHOCUMOM M3MEHEHHH B YaCTH OMUCaHUs ciydas. Hampumep,
U3MEHEHuEe TepMuHoiorudeckoro koma MedDRA B cBs3um c mepecMOTpoM paHee
BBITMOJITHEHHON MEIUIMHCKOM HWHTEpHpeTallui Cciaydass HEXeIaTeNbHOM peakiuu MOMKET
paccMaTpuBaThHCS KaK CYIIECTBEHHOE M3MEHEHHE W TpeOyeT MOBTOPHOTO MPEICTABICHUS
MHUBUYAIbHOTO COOOLIEHUS O HEKENATENbHOU peakluuu B popMaTe BHECEHUS U3MEHEHUH (
npuMepsl HHGOPMAIINH, OTBEYAIOIIEH U HE OTBEYAIONIEH KPUTEPUSIM BaXKHOUW MPUBOJATCS B
nyHkTax 529 — 532 nacrosmux [Tpasun).

[Ipy BHeCEeHUU U3MEHEHHI B UHAMBUYyaIbHOE COOOIIEHUE O HEXKENATEIbHON PEeaKIIUU
uHpopMmarus B paznenax "MexayHapoIHbIM YHUKaATbHBIA HACHTU(DUKAIIMOHHBIN HOMED", "
Jlata mepBOro TMOJIy4eHHSI COOOILIEHUSI OT NepBOUCTOYHUKA", "YHUKaIbHBIN
UACHTU(DUKAIIMOHHBIA HOMEP OTIPABUTEINS COOOIIEHUS O HexXenaTenbHou peakuuu", "Jlata
MOJyYeHUsl mocjieaHel uHPOpMalUM O COOOIIEHHH O HeXeNaTeJabHOM peakuuu',
Opranuzanus OTHpaBuUTena" coxpaHseTcs 0e3 M3MEHEHUid, B pazzene "AHHYIMpOBaHUE

n

COOOIIEHUS UM BHECEHUE U3MEHEHUI" BHIOMpAETCS BapUAHT BHECEHUS U3MEHEHUM B paHee
MIPEJICTaBIICHHOS WHAWMBHIYaJbHOE COOOIICHHE O HEXKEIATeIbHOH pPeakluM C yKa3aHHuEeM
COOTBETCTBYIOIIMX OCHOBaHUU B pazjeie "OCHOBaHUS JJi aHHYJIMPOBAHUS WJIM BHECCHUS
A3MeHeHHn".



552. JIonoJHUTENbHBIE JOKYMEHTHI, IIPEACTABIISIEMBIE 110 3aIPOCY YIOJIHOMOYEHHOIO
opraHa, Takhe Kak NepeBOJ MHAMUBUIYAIbHOTO COOOUIEHUSI O HEXEIaTeNIbHOM peakuuu Ha
PYCCKHI SI3bIK, TOATBEPKIAIOIINE TOKYMEHTBI [0 TAKOMY COOOIIECHUIO WU IMyOIuKauu, Ha
KOTOpBIE JI€TTAETCS CChUIKA B COOOIIEHUH, IPEACTABIISIIOTCS B (POpME U3MEHEHHS IEPBUYHOTO
COOONIEHUsI C BKIIFOUEHUEM JTOKYMEHTOB B paznene "l[lpunaraemsle 1okyMeHTH" (hopmaTa
AJIEKTPOHHBIX JaHHBIX E2B mHAMBH1yaIbHOTO COOOIIEHUS O HEXKENATENbHOM peakiuu.

22. Tlopsok aHHYIMPOBAHUSA HHAWBUIYAJIHHOTO COOOIMIEHN O HeXKeIaTeIbHOH peaKiuy

553. Ilpouenypa aHHYJIUPOBAHUS WHIWBHUAYaTIbHOTO COOOIIECHHS O HEXKEIaTeIbHOM
peakuuu JOJDKHA UCIOJb30BAThCA JJIsI 0003HAUCHUS HEACHCTBUTEIBHOCTH paHee
MPEACTaBICHHOTO COOOIICHUS, HAPUMEDP B CIydae MPU3HAHUS BCETO CiIydask OMIMOOYHBIM
WJIU B CIy4Yae BBISABICHUS TyOJIUPYIOIINX COOOIICHUH.

554. AuHynupoBaHHWE paHEe TPEJCTABICHHBIX WHANBHUIYAIbHBIX COOOIICHUN O
HEKeJIaTeJIbHBIX PEaKUAX BBIMOIHAETCS ¢ COOMIOIEHUEM CIIEAYIOIIUX PUHIIMIIOB:

a) OCHOBAHMS [l aHHYJIMPOBAHUS JOJKHBI TOYHO U OJJHO3HAYHO COJIEPkKATh IPUUUHY,
0 KOTOPOU paHee MpeJICTaBIEHHOE MHAUBHUIYyaIbHOE COOOIIEHNE O HEKENIATEIbHOU peakiuu
HE cuuTaercs JAcUCTBUTENbHBIM. Hampumep, oOCHOBaHUS [Jis1 aHHYJIUPOBAHHUS,
chopMyIupoBaHHbBIE KaK "cooOIIeHne 0osiee He OTBEUAET KPUTEPHUSIM PENOPTUPOBAHUS" HIIH
"'cooO1IeHNe OBLIO MPEACTABICHO MO OMMOKe", HE SBISIOTCS JOCTATOUYHBIMUA 00OOCHOBAHUSMU
JUTS1 BBITIOJIHEHUS TIPOLIEAY Pl aHHYJIUPOBAHUS;

0) MHANBUIyaIbHOE COOOIIIEHUE O HEXKEJIATeIbHOM PEeaKIui MOKET ObITh aHHYJUPOBAHO
TOJIBKO OpraHu3alueil, IepBOHAYAIBHO MPECTABUBIIEH JaHHOE COOOIIECHHUE;

B) B CJIyyae aHHYJMPOBAHUS UHAMBUIYATbHOE COOOIIEHHE O HEXKENIaTeIbHON peakiny He
MOJIEKUT MOCIEAYIOIIEMY BOCCTAHOBIICHHIO KaK JIEHCTBUTENBHOE;

I') OTJENIbHBIE MOCJIEAYIONIUE COOOIIEeHUS K MEPBOHAYAIBHO MPEACTABICHHOMY
MHJUBUyaJIbHOMY COOOILIEHHUIO O HEKENATENbHOM peakluy He MOJIeKAT aHHYJIMPOBAHUIO.
Tonpko MOTHOE UHANBUIYATBHOE COOOIICHHUE O HEXKEIaTeIbHON peakIni, K KOTOpOMY ObLIH
chopMUPOBaHbI TOCJIEAYIOIINE COOOIIEHUS MOXKET ObITh aHHYJIMPOBAHO;

1) aHHYJMPOBAHHBIE MHAUBHUAYAIbHBIE COOOIIECHUS O HEXENATEeIbHOW pEaKIUuu B
MOCJIEYIONIEM HE BKIIFOUAIOTCS B BBITIOJHAEMYIO HAYYHYIO OLIEHKY JIaHHBIX O O€30IacCHOCTH,
MOCKOJIbKY HE CUMTAIOTCS AECHCTBUTENbHBIMU. OIHAKO TaKKUE COOOIIEHUS IIPU 3TOM ClIeIyeT
COXpaHUTh B 0a3e MaHHBIX (apMakoHAJ30pa OTMIPABUTENS W MOJTydaTeds s Ieiei
MOCJIETYIOLIETO ayIUTA.

555. Tlpu BBIMOTHEHUHU MIPOIEAYPHl AHHYJIUPOBAHUS UHIUBUAYAIBHOTO COOOIIEHHS O
HEXXeNaTelbHOM peakuuu uHpopMamus B pazaenax "MexIyHapoAHBI YHHUKaJIbHbBIN
uaeHTUGUKaIMoHHbIH HOMep", "JlaTa mepBoro nmoaydeHus cCooOIEeHNs OT IEPBOUCTOYHHUKA",
"YHUKaIbHBIN UACHTU(PUKAIMOHHBIA HOMEP OTIPABUTEIISI COOOIIECHHUSI O HEXKENaTebHON
peakuun", "Jlata monydeHus mocieaHed MHGOpPMAIMU O COOOIIEHHH O HEXenaTeIbHOU

"

peakuuu", "OpraHuzanus OTHpaBUTENsA" coxpaHseTcss 0e3 HU3MEHEHUM, B paszjelie



AHHYNIUpOBaHHE COOOIIECHUS WIM BHECEHHE W3MEHEHMI" BBHIOMpAETCS BapUaHT

AHHYJIMPOBAHUS paHee MPEJACTaBICHHOTO0 UHIAMBUIYaIbHOIO COOOIIEHUS O HEXKEJIaTeIbHOM
peaKlMu C yKa3aHUEM COOTBETCTBYIOIIMX OCHOBaHMU B paszaene "OcHoBaHUS s
aQHHYJMPOBAHUS WJIM BHECEHHs H3MeHeHui". B ciaydyae HEOOXOAUMOCTH TOCIEIYIONIETO
MIPEACTABJICHUS paHEEe aHHYJIUPOBAHHOTO MHAWBUIAYATBHOTO COOOIIEHUS O HEXEIaTeIbHON
peakiu, COOOIEHUIO MTPUCBAUBAIOTCS HOBBIE HMJECHTU(HUKAIIMOHHBIE HOMEpa B pasnenax "

MexyHapOIHbIi YHUKAIbHBIA HACHTU(PUKAUMOHHBIA HOMep" © "YHUKaJIbHBINA
UACHTU(DUKAIIMOHHBIM HOMEP OTIIPaBUTEIIS COOOIIEHUS O HEXENNaTeIbHON peakiuu'.

23. 3aKOHOAATEIECTBO B 00JIACTH 3aIIUTHI IEPCOHAIBHBIX JAHHBIX

556. Ilpu BeIMOMHEHNN 00S3aHHOCTEH MO (hapMaKOHAA30PY B 4aCTH PaOOTHI C JaHHBIMH
COOOIIICHUI O HEXENaTebHBIX PEaKIUsX, BKIIOYAIONeld 00paboTKy MepCOHABHBIX JaHHBIX
MAIMEHTOB WM NMEPBOMCTOYHUKOB COOOIICHHI O HEXKENATEIbHBIX PEAKIUAX, TOJDKHO OBITh
obecrieyeHo BBITMIOJIHEHUE TpeOOBaHUN 3aKOHOAATEILCTBA T'OCYAApCTB-YWICHOB B 00JacTH
3aIUTHl JTUYHBIX JaHHBIX. B ciydae ecim 3aKOHOMATEIbCTBOM TOCYJAapCTBa-4ieHA HE
JIOTyCKaeTcsl Tepeada MepCcoHaabHBIX JaHHBIX B 0a3y JJAHHBIX O HEXKEJIaTEeJIbHBIX PEaKIHsIX
JepKaTesIMUA  PETHCTPAITMOHHBIX YJAOCTOBEPEHUN WM YIOJTHOMOUYCHHBIMH OpTraHaMu
roCy/IapCTB-YICHOB, TP 00pabOTKE IMEPCOHABHBIX JAHHBIX JIOJHKHO OBITH 0OecreueHo
MPUMECHEHHE KOAWUPOBaHUS (00€3MMUMBAHMSA) C HM3MCHEHHEM JIMYHBIX JaHHBIX Ha
MCEBJOHUMBI WU KOJBl B COOTBETCTBHU C YKa3aHUSMH B OO0JACTH pPEryJIHpPOBAHUS
oOpameHuss UQPPOBBIX IMEPCOHANBHBIX JaHHBIX B 3JPaBOOXpPAaHCHHWH. B KadecTBe
aTbTEPHATUBBI C IEIBI0 3AIMUTHl MEPCOHANBHBIX JTAHHBIX MPU OOMEHE COOOIECHUSIMU O
HEXKEIATEJbHBIX peaknusx B QopMmare 3JIEKTPOHHBIX JaHHBIX E2B Moxker OBITH
MCIIONIb30BaHA CIElUAlIbHAsl cUcTeMa MackupoBaHus AaHHbIX (null Flavours), ¢ TOMOIIbIO
KOTOpOW B mensix oOecrniedeHusi O€30MacCHOCTH TMEpPCOHANbHBIE JaHHBIE CTAHOBSITCS
HEJIOCTYIHBIMHU JUIS TIOJydYaTelisi, HO MPH 3TOM He (UKCHUPYIOTCS KaK OTCYTCTBYIOIIAs
uHdopmarms.

557. IlpuMeHeHre METOI0B 3alIUThl IEPCOHAIBHBIX JJAHHBIX JOJIKHO OBITh OPraHU30BaHO
JepKaTeIsIMA PETUCTPAIIMOHHBIX YIOCTOBEPEHUA WIIH YIIOJTHOMOUYEHHBIMU OpraHaMU TaKUM
00pa3oM, 4TOOBI HE CO3/IaBaJUCh MPENATCTBUS s 3P(OEKTUBHOTO U CBOCBPEMEHHOTO
oOMEHa ¥ OIIEHKHU JAaHHBIX 0 0e30macHOCTH. C y4eTOM BBICOKOTO YPOBHSI 3HAUUMOCTH TaKHX
NepPCOHAIBHBIX JAHHBIX, KAK BO3PAacT WJIM BO3pacTHas IPYIINa MAaMEeHTOB U MOJI, TpeOyeTcs
COXpaHEHUE JAHHOW YaCTH JIMYHBIX TAHHBIX B BUJUMOM U HE TIOIJISKAIIEM PEIAaKTUPOBAHUIO
dbopmare.

24. Bei6op si3bIKa X NPENCTaBICHAN HHAABHAYATHHBIX COOOMMEHHMH 0 He)KeIaTeNbHBIX PeaKIUIX

558. IlpencraBienre MHANBUAYAIBHBIX COOOIICHUM O HEXENATENbHbIX PEaKIUsiX B
cucteMe (apmMakoHaJI30pa OCHOBAHO Ha mepeaade MHGOpPMAIUMU B CTPYKTYPHUPOBAHHOM M



KOJUPOBAHHOM JJIEKTPOHHOM (opMare, 4TO MO3BOJISIET BBIOIHIATH 00pabOTKy, 0000IIeHNE
JTAHHBIX W BBISBIICHHE CUTHAJOB. BhIMOJIHEHWE HAYUYHOU OLICHKH CIIy4aeB HEXKeJaTeJIbHBIX
peakIuii U OLIEHKU CHUTHaJIa TpeOyeT HaIW4Yusg B COOOIICHHUSX KPATKOTO MEIUIIMHCKOTO
OTMCAHUS CIIy4aeB HEeXKENATEIbHBIX PEAKIIUM.

B cnywae mpenctaBieHus JepiKaTENsIMU PETUCTPALIMOHHBIX YJAOCTOBEPEHUM
WHUBUIYaTbHBIX COOOIEHUM O HEXENATENbHBIX PEAKIUIX MEepPBOHAYAIHHOE OIHCAHHE
HEXEJaTeIbHON peakluu TMEePBOUCTOYHUKOM COOOIIEHUS M KpPAaTKOE ONHCAHHE
HEXKENATEIbHON peaklnK NPeICTaBISIOTCS:

a) Ha pyCCKOM fA3bIKe (JIMOO C BKIIFOUEHHEM MEPEBOJIa HA PYCCKUH SA3bIK) MPHU BBISBICHUN
HEXKENaTeIbHON peakiui Ha TEPPUTOPUU TOCYIaPCTB-UJIECHOB;

0) Ha aHTJIMICKOM SI3bIKE TIPHU BBISBICHUU HEXKEIATEIbHOW peakIuu Ha TEPPUTOPUU
JIPYTUX TOCYJapCTB.

559. Ilpu GpopMupoBaHUU UHANBUIYAIBHOTO COOOLIEHUS O HEXEIATeIbHONW peakiuu B
pasnene "Peakius (siBlieHHE) B COOTBETCTBUU C OMTUCAHUEM MEPBOMCTOYHUKA COOOIIIEHHS Ha
rOCyJJapCTBEHHOM SI3bIKE" COXpaHSeTCd NEepBOHAYAJIbHBIH TEKCT C OINHUCAHUEM
MOJ03pPEBAEMON HEeXKeNaTeIbHON peakiiuy MePBOMCTOYHUKOM, B pasneine "Peakuus (sBieHHE)
B COOTBETCTBUU C ONHUCAHUEM MEPBOMCTOYHHKA COOOIICHUS C MEePEeBOOM" MPEACTABISETCS
MepeBO/i MEPBOHAYATIBHOTO TEKCTA C OMUCAHUEM IMOJ03PEBAEMOM HEXeNaTeIbHOW peaKluu
MIEPBOMCTOYHUKOM Ha PYCCKHM SI3BIK B CIIy4asix MPEAyCMOTPEHHBIX IMYHKTOM 541 HacTOSIIIMX
[IpaBun. B uvactu paznena dopmara snektpoHHbiXx aaHHbIX E2B "Kpatkoe omucanwme,
BKJIIOYAs KJIMHUYECKOE ONMKMCAHUE CIydasi, TEPAeBTUUECKUE MEPhI, UCXO/I U IOTIOTHUTEIbHAS
uH(opMaIus o ciaydae" NmpeCcTaBiseTcsl KpaTKoe OMMCaHue Mo03peBAeMOil HeXKeNaTeIbHOM
pEaKIMA Ha PYCCKOM WJIM AHTJHUMCKOM fA3bIKaX B COOTBETCTBMH C NMyHKTamu 540 u 541
Hactossux [IpaBui.

560. Ilpu mpenocTtaBlieHUHU OTIPABUTENEM OJHOBPEMEHHO C WHAUBHAYaTbHBIM
COOOIIIEHNEM O HEXKeNaTeIbHOW PEaKIWH JOTOJHUTEIBHBIX JOKYMEHTOB Ha JI000M
rOCYJIapCTBEHHOM $I3bIKE€ T'OCYJIapCTBa-4JIeHA, MEPEBOJ Ha PYCCKUHN S3BIK MPEACTABISCTCS
JEpKATEIeM PErucTPallMOHHOIO YJAOCTOBEPEHUS B CJlydae 3ampoca CcO CTOPOHBI
YIOJIHOMOYEHHOI'O OpPraHa rocyapcTBa-4JIeHa.

25. Ocobsie cuTyanuu
IIpuMeHeHHE TeKaPCTBEHHBIX MIPENIApaToOB B IEPHOABI OEpeMEHHOCTH M KOPMIIEHHA I'PYABIO

561. Tlpu opranuzauuu pabOThl ¢ COOOIICHUSAMHU O MPUMEHEHUU JIEKAPCTBEHHBIX
mpernapaToB B MepuoJ OEpeMEHHOCTH M KOPMIIGHHS Tpylblo TpeOyercs coOJroaaTh
nojoxeHust nyHKToB 431 — 437 nacrosmux [Ipasui.

562. Ilpu moATOTOBKE WHAMBUIYATHHBIX COOOIIEHUN O HEXKEIATeIbHBIX PEAKIIUsIX,
Pa3BUBIIMXCSA B pe3yJbTaTe€ NPUMEHEHMS JIEKAPCTBEHHBIX MPENAPATOB B IEPUOIBI



OCpPEMEHHOCTH WJIM KOPMIICHHUS TPYIbIO, ClIeyeT 00CCIeUHTh BBIMOJHEHUE TMOJIOKCHHI
MyHKTOB 546 — 549 nacrosimux [Ipasu.

Pa3zBuTHE MOJ03pEeBaeMOii HeXkeIaTeIbHON peaknuy y peberHka (IU1o/ja), 3a HCKIIIOYEHUEM CIIyJIacB
CaMOITPOHU3BOJILHOTO a00pTa Ha paHHHX CPOKax OEpEeMEHHOCTH WM rHbeim mwIoaa

563. B ciyyae pa3BuTHs y 11012 WK peOeHKa, MOABEPTIIUXCSA BO3JAEHCTBUIO OJJHOTO WU
HECKOJIBKHX JICKAPCTBEHHBIX MPENapaToB B pe3yjbTaTe UX MPUMEHEHUS POJIUTEIEM, OHOM
WM HECKOJBKHX IOJ03PEBACMBIX HEXKEIATCIBHBIX PEAKIIUMA, 32 HCKIIOYEHHUEM CIydacB
CaMOTIPOU3BOJILHOTO a00pTa Ha PaHHUX CPOKaX OEPEMEHHOCTH WIJIM BHYTPUYTPOOHOIM rubenu
J10/1a, B OJTHOM MHAWBHUIYAJTBHOM COOOIICHUH JODKHA OBITH IIPEICTaBICHa HH(OPMAITUS O
poauTene U o pedeHke (mronae). B maHHOM ciiydae cooOlieHue SBISISTCS COOOIICHHUEM O
poaurene — pedenke (tuojae). B paznene nanubix o nanueHTe "XapakTepucTyKa MnainueHTa”
npecTanisieTca nHpopmManus o pedbeHke (Ioze).

JlaHHBIE O MaTepu WJIM OTIE, KOTOpbI€ SBUIHUCH MCTOYHHUKOM BO3JICHCTBUS
M0JI03PEBAEMOT0 JIEKAPCTBEHHOTO Ipemnapara Ha pebOeHka (IJI01), MTOJIXKHBI OBITh
MpeACTaBIEHbl B CTPYKTypHpOBaHHOU (Gopme B pazaeine "MHdbopmaius o poaurtene s
CiydaeB coOoOIIeHUM 0 poauTene u pedbenke (mozae)" dopmara snekTpoHHbIN qaHHbIX E2B. B
ciydae ecnu o0a poaHTeNs SIBUJIMCh MCTOYHMKOM BO3JIEUCTBUS Ha pebeHka (Iiof), B
CTPYKTYPUPOBAHHOM BHJIC TIPEICTABIIICTCS MH(POpMAIKs 10 MaTepu; HHPOpMarusa 00 OTIe
MPECTABIACTCS B KPAaTKOM OINKMCAaHWW COBMECTHO C MHOW WH(MOpPMAMEH MO KpPaTKOMY
MEIUIMHCKOMY OMHMCAaHUIO ciaydaro B pazzeine "KpaTkoe onucanue, BKIOYas KIMHUYECKOE
OTMCAaHUE CITydasi, TEPAMECBTUICCKUE MEPBI, UCXOJI M IOMOJIHUTEIbHAS HHPOPMAIIHS O CITydae
" (hopmara 3eKTpoHHbIN JaHHbIX E2B.

PasBuTHe Momo3peBacMoii HeXKENATETHFHOH Peakuy Y pOAUTeI  peberka (Tioaa)

564. Ilpu pa3BuUTUM NOAO3PEBAEMBIX HEXKEIATEIbHBIX peakiuil (3a HCKIIOUYEHUEM
CIy4YaeB CaMOINPOMU3BOJBLHOTO abopTa Ha pPaHHUX CpPOKax OEpPEeMEHHOCTH WU
BHYTPUYTPOOHOW rulenu 1iona) y poautens W pebOeHka (Tuioja), MOABEPTIIEMYCS
BO3JICCTBUIO OJHOTO WJIM HECKOJBKHX JICKAPCTBCHHBIX TMpernapaToB B pe3yibTaTe HX
MpUMEHEHHs poauTesieM, (HOPMHUPYIOTCS JBa OTACIBHBIX COOOIIEHHS O pPa3BUTUHU
HEeXeNaTeJlbHOW peakuuu y poautens u pebenka (mmoga). C 1enbl0 yCTaHOBJIEHUS
B3aUMOCBSI3U MEXJAY COOOLIEHUSAMHU IS MOCJIEAYIOIIEd COBMECTHOM OLIEHKHU
WHIUBUAYAIBHBIM COOOIIEHUSM JOJDKHBI OBITh PUCBOEHBI B3aMMOCBSI3aHHBIC
UeHTU(UKAITMOHHBIC HOMEPA C UCIIOJIh30BaHUEM pa3jeiia JaHHBIX "V IeHTH(UKAIMOHHBIN
HOMEP MHAUBUAYAJIHLHOTO COOOIICHUS, B3AMMOCBSI3aHHOTO C JaHHBIM cooOieHneM" hopmara
AIEKTPOHHBIX JaHHBIX E2B WHIUBHIyaTbHOTO COOOIIEHUS O He)KEIATSIbHON PEaKIINH.

565. OTcyTCcTBHE HEXENATELHON peakiuu y peoeHka (toma)



B caydae oTcyTcTBUS HEXeIaTeIbHOW peakiuu y pebeHka (110/aa), MOABEPIIIerocs
BO3JICHICTBHIO OJHOTO WJIM HECKOJBKUX JICKAPCTBEHHBIX MPENapaToB B PE3yjbTaTe MX
IIPUMEHEHHUS POJUTENIEM, COOOIIeHHEe O poauTene — pebdeHke (II0Ae) He SBISCTCS
NPpUMECHUMBIM. BHE 3aBHCUMOCTH OT pe3yJibTaTa IpHUEMa OJHOTO WM HECKOJbKUX
JIEKapCTBEHHBIX TPEMapaToB poauTeseM (OpMHUPYETCS WHIANBUIYyATHHOE COOOIIEHUE TIO0
POJIMTEIIIO KaK IMAalMCHTY, C OMMCAaHUEM BHYTPUYTPOOHOTO BO3JCHCTBHS JIEKAPCTBEHHOTO
npenapaTta Ha pebeHka. B paszmen "XapakTtepucTuka manueHTa' BKIIOYAKOTCS AaHHBIE O
MaTepu WM OTie pebeHka (1oxa). MHauBUayanbHOE COOOIIEHHUE HE IOJICKHUT
MPEJCTABICHUIO B CydYae, €CIU y POJUTENS B PE3yJbTaTe NMPUMEHCHUS OJHOTO WIIH
HECKOJIBKHX JICKAPCTBEHHBIX MPEIapaToB HE pa3BUIACh HE)KeIaTeIbHAS PEaKITHS.

Coobmenre 0 caMOIpOM3BOILHOM ab0pTe Ha paHHMX CpOKaX 66PEMEHHOCTH WM BHIKHIBIINIE

566. Ilpu momy4eHUn COOOIICHUS O CaMOTPOU3BOJILHOM abOpTE HA PaHHUX CPOKax
OepEeMEHHOCTH WM BBIKUABIIIE (POPMHUPYETCS MHANBUIYATBHOE COOOIICHUE O POJIUTENE, KaK
MALMEHTE C BKJIIOUYCHUEM JIAHHBIX O MaTepH B pazaen "' XapakTepucTuka nanueHra’. B cinydae
npremMa MoJI03pEeBaeMoro JIEKapCTBEHHOTO IMpenapaTra OTLOM COOTBETCTBYIOLIUN IJIEMEHT
CTPYKTYPUPOBAHHBIX JJAHHBIX BBIOUpAETCS JUIsl BKIIOUECHUS B (hOpMUpYyEMOEe COOOIIEHUE B
pazaene "JlomonmHutenbHas wuWHQOpMaIUMAs O JeKapcTBEHHOM mpenapate" dopmara
ANIEKTPOHHBIX TaHHBIX E2B MHIMBUAYaTBHOTO COOOIIECHHUS O HeXeIaTeIbHON PEaKIIUH.

Coo6meHns 0 HexeNlaTeJIbHBIX PEaKIHAX, OyOIMKOBaHHEIE B HAYTHOU METUIIMHCKOK
JMTEepaType

567. Ilpu bopMupoBaHUY WHAUBUYATBLHOTO COOOIIECHHS O HEXENaTeIbHON peaKIuu,
OITyOJIMKOBAHHOTO B HAYYHON METUIIMHCKOW JIUTEpaType, K MPeICTABICHUIO B AJIEKTPOHHOM
BUJIE, CJIEJTyET YUUTHIBATh PsAJl TPEOOBAHUIA:

a) paznen ¢popmata MeKTpOoHHBIX JaHHBIX E2B "VMcTounuk nuteparypsl" noiKeH ObITh
3al0JIHEH C BKJIIOUCHHEM YyKazaHUsl HU(PPOBOTO (JIUCKPETHOT0) UACHTU(DUKATOPA O0OBEKTa
JUIsl TTyOJIMKAllMM B HAYYHOW MEAMITMHCKOM JIMTEpaTrype, KoTopas SBUJIACh UCTOYHHUKOM
UH(GOpPMAIIK O HEXENATeIbHON peakIuu;

0) monpoOHOE OMUCaHUE CITydasi HeXENaTeIbHOM peakuu JOKHO OBITh BKIIIOUEHO B
pazaen "Kparkoe omucaHue, BKIOYas KIMHUYECKOE OINKMCAHUE Cllydasi, TEPAreBTUYECKUE
MephbI, UCXOJ] ¥ AOTOJHUTENbHAs nH(pOpMaLus o ciaydae';

B) 1O 3aIIPOCy YMOJHOMOUYEHHOTO OpraHa B clydyae HeOOXOAMMOCTH BBITTOTHEHHST 0030pa
uHpopMauuu O OE30MaCHOCTH [JepiKaTeleM PErucTpalMOHHOIO YJIOCTOBEPEHUS
MPEACTABIAETCS KOIMHS COOTBETCTBYIOIIEH MyOJMKanUM (C y4ETOM 3aKOHOAATENIbCTBA B
00JacTH OXpaHbl aBTOPCKUX Mpas). Konus nmyOnukauuu v nepeBoj myOauKaluu, eciid 3TO
MIPUMEHHUMO, BKJIIOYAIOTCS B WHIWBUAYAJIbHOE COOOIIEHHE O HEXKEIATEIbHON pEakUHUH B
paznene "llpunaraembie n1okyMeHTHI". B ciydae ecnu konusi myOJIMKalMK MPEICTABIAETCS



OTJIEIBHO OT paHee HalpaBJIEHHOTO WHJMBHUAYaJbHOTO COOOIIEHMS, IEepBOHAYAIBHO
NPEICTABICHHOE WHJMBUYaJIbHOE COOOIIEHHWE C BKJIIOYECHHBIM JIOMOJHUTEIbHBIM
JOKYMEHTOM NPEACTAaBISAETCS MOBTOPHO B paMKax IMPOLEAYypbl BHECEHHS M3MEHEHUN B
MH/IMBUTyaJIbHOE COOOIIEHUE O HEXKENATEIbHON PEaKIIHH.

568. B cayuae ecnu myOnukanus B HAyYHOW MEAMIIMHCKON JUTEpaType BKIIOUYAET
ONMCAHUE Pa3BUTHUS CJIy4yaeB HEXKEJATEIbHbIX PEAKUUH y HECKOJbKUX IallMEHTOB,
dbopMHpYETCS COOTBETCTBYIOIIEE KOJIMYECTBO MHAUBUAYAIbHBIX COOOIIEHUUA O
HEXEJATEIbHbBIX PEaKIHsIX.

Coo0meHns 0 HeXXeIaTeNbHEIX PeaKiiX, 00yCIOBICHHEIE IIEpeI03UPOBKOM, Pa3BUTHEM
3aBHCHMOCTH, IPUMEHEHHEM HE B COOTBETCTBHH C 00mIei XapaKTEpUCTHKOH! JIEKapCTBEHHOT'O
mpenapara, HeIPaBUIHHEIM IPHMEHEHHUEM, OMMOKO# IPUMEHEHHS I BO3AEHCTBUEM
JIEKapCTBEHHOTO MpemapaTa B pe3yibTare IpodeCCHOHAIBHOM AeATeIbHOCTH

569. Ilpu dopMupoBaHUU COOOIICHHI O Pa3BUTUH HEXKEIATEIbHBIX PEaKIUH,
00YCIIOBJICHHBIX TEPEI03UPOBKOM, pa3BUTHEM 3aBUCHUMOCTH, NPUMEHEHUEM HE B
COOTBETCTBUHM C OOIIEH XapaKTepUCTUKON JIEKapCTBEHHOTO Ipernapara, HeNpaBHJIbHBIM
NpUMEHEHUEM, OIUOKON MPUMEHEHHUS WIIM BO3JCHCTBUEM B pe3yJibTare NMpodhecCuoHaNbHON
JESITENIbHOCTH, JOJDKHBI HCIOJI30BaThCS COOTBETCTBYIOIIME TEPMHHBI KiaccudukaTopa
MedDRA 1151 mpaBHIIBHOTO OTPAXKEHUS XapaKTepa BO3ACHCTBUS JIEKaPCTBEHHOTO Mpernapara.

570. OOuime NpUHLMIBI OTPAKEHHS] OCOOCHHOCTEH MPUMEHEHUS JIEKaPCTBEHHOTO
npenapara B popmate 3JIeKTPOHHBIX JaHHBIX E2B BKIIOUarOT creayronre 0COOCHHOCTH:

a) uHdopmauus O MOAO3PEBAEMOM JIEKAPCTBEHHOM Mpenapare B 4acTH TOPrOBOIO
HAaWMEHOBaHMs U (WJIH) JICUCTBYIOIIETO BEIIECTBAa BKIIIOYAETCS HA OCHOBAaHUW MH(OpPMAIIUU,
MPEICTABICHHON MEPBOMCTOUYHUKOM COOOIIEHHS O HEKENATEIbHONW peaKIiu, C BKIIOUEHUEM
B paznenbl "ToproBoe HanMMEHOBaHUE JiEKapCTBEHHOro mnpenapara" u "HaumeHoBaHue
JNEUCTBYIONIETO BENIeCTBA';

0) B paznene "/lononHurenpHas uH(GOpMaIUs O JIEKAPCTBEHHOM Ipenapare’ BIOMparoTCs
CTPYKTYPUPOBAHHBIE AJIEMEHTHI JaHHBIX, XapaKTEPU3YIOIINX COOTBETCTBYIOIINE MPUYUHBI
BO3JICHCTBHS JICKAPCTBEHHOTO Mpenapara (HanpumMep, nepeao3upoBKa, OlMOKa MPUMEHEHHS,
HENPABUIBHOE IPUMEHEHHE, PA3BUTHE 3aBUCHUMOCTH, BO3JECHCTBHE B peE3yJbTaTe
npodeccuoHaabHON JIeSTEILHOCTU, NPUMEHEHHE HE B COOTBETCTBUU C OOIIeH
XapaKTEPUCTUKOW JIEKAPCTBEHHOI'O IIpernapara). YKa3aHHe OTHOCUTEJIBHO XapakTepa
BO3JECHCTBUA JIEKAPCTBEHHOIO NpEnapara B JaHHOM pa3Jelie NIEJIAeTCA B Cllydae, €Clid
TaKOBOE CJIeJIaHO MEPBOUCTOUYHUKOM COOOIIECHHUS O HeXKeIaTeNbHOM peakuuu. B ciayyae ecnu
NEPBOMCTOYHUKOM HE OBLIO CHEJIIAHO MPSMOI0 YKa3aHWs OTHOCUTEIBbHO MEpPEe03UPOBKH,
OIK1OKY MPUMEHEHUS, HETIPABUILHOTO MPUMEHEHUS, PA3BUTHUS 3aBUCUMOCTHU, BO3JCHCTBUS B
pe3ysbTare NpoPecCUOHAIbHON AEATeNbHOCTH, IPUMEHEHUSI HE B COOTBETCTBUU C OOUIEi
XapaKTEPUCTUKOMN JIEKAPCTBEHHOIO Ipernapara, KOTOpOe MOXKET ObITh TPAaHC(HOPMHUPOBAHO B
COOTBETCTBYIONTMN TepMHUH KiaccudukaTropa MedDRA, ogHako 3T0 ciaeayeT U3 KOHTEKCTa



KJIIMHAYECKOTO OMUCAaHUS HEXENaTeIbHON peakiluy, OTIPABUTENh MOXKET BRIOpaTh Haubolee
COOTBETCTBYIOIIUMA, IO €ro MHEHHUI0, CTPYKTYPUPOBAHHBIM SJIIEMEHT JaHHBIX,
XapaKTEepU3yIOIIUd COOTBETCTBYIOIIEE BO3JCUCTBUE JIEKAPCTBEHHOrO IIpemnapara ¢
obecrieueHreM rnociaeayromero coopa nHGOpMaIlui U YTOUYHEHHUS OIEHKH y TIEPBOMCTOYHHKA
HEXKEIATEIbHON PEAKIIVH;

B) B pasnene "HexenarenbHast peakius (SBJI€HHUE) B COOTBETCTBUHM C TEPMHUHOJIOTHUEH
MedDRA" noyKHBI OBITH UCIIONIB30BaHbl COOTBETCTBYIOIINE TEPMUHBI HUKHETO YPOBHS JJIs
OTPAKEHUS XapaKTepa BO3IEUCTBU JIEKAPCTBEHHOIO Mpenapara U HeXeNaTeIbHON peakuuH (
COBOKYMHOCTHU HEXENaTeJbHbIX PEaKIIMii), pa3BUBIIEHCS B pe3yJibTaTe JAHHOTO BO3JAEHCTBUA.
B cinyuwae ecnu 3TO mMpUMEHUMO, MO pPe3yjbTaTaM OIEHKH COOOIIEHHS OTIPaBUTEIIEM
3amojHsercs paszaen "JlmarHos (CHHAPOM) MO MHEHHUIO OTHPaBUTENS, H3MEHEHHE
KJIACCU(PMKAIIMOHHOTO OTHECEHUs peakiuu (sBiaeHus)" GhopMbl COOOIEHNS ¢ BKIIOUYCHUEM
COOTBETCTBYIOIINX 000CHOBaHUM B pazzene "KommeHntapuu otnpaBurens';

r) Ayt cooOuieHus o0 omuOKe MPUMEHEHHUS, CBI3aHHON C OIMOOYHBIM MOJYyYEHUEM
NalyMeHToM (OTIYCKOM, NMPUMEHEHHWEM) HMHOTO, HEXEIH MPONMHCAHHBIN (HAa3HAUYCHHBINH),
JIEKapCTBEHHOIO Mpenapara B paszeiie " XapakTepucTUKa poju JICKApCTBEHHOTO mpemnapara’
BBIOMpAETCs 2JIEMEHT JaHHbIX "JlekapcTBEHHBIN MpenapaT He Ha3HauyeH", a B pasjele
Nudopmanusa o JekapCcTBEHHBIX mpemnaparax" MNPUBOIATCA JaHHbIE O MPOMUCAHHOM (
Ha3HAYCHHOM) JICKapCTBEHHOM IIpemnapaTe ¢ ykazaHueM Toro (akTa, 4To mperapar He ObLI

"

nponucaH (Ha3HAYCH), U JIaHHbIC 00 OMIMOOYHO PUMEHEHHOM JICKApCTBEHHOM Ipernapare.
Coo6menns 0 HeJOCTaTOTHOM TepPaIeBTHIECKO# 3P PEKTUBHOCTH JIEKapPCTBEHHBIX IIPEIapaToB

571. Ilpu dopmupoBaHHU COOOIIEHUI O HEAOCTATOYHOM TEpameBTUUYECKON
sapdextuBHOCTH B pazgene "HexenarenbHas peakuusi (SIBICHUE) B COOTBETCTBUHM C
tepmunoniorueit MedDRA" cienyer ucnonbp3oBaTh HWKHUN ypoBeHb TepMUHOB MedDRA,
HanOoJIee TOYHO OTPaXKAIOIIUKM OMUCaHUE MOI03PEBAEMOI HEJIOCTATOUHOM TeparneBTUYECKOM
3 PEKTUBHOCTH, TTPEACTABICHHOE ITEPBOMCTOYHUKOM COOOIICHUS O HEXEIATSIIbHON PeaKIIuK

[Tomo3peBaemblii JIEKAapCTBEHHBIM MpemnapaT BKIO4YaeTcs B pasgen "HexenarenbHas
peakuus (siBIeHUE)" B ciydae, €CJM OH Ha3HAvaJICs IO MOKa3aHUI0, B OTHOLIEHUH KOTOPOTO
Ha0JII0/1aeTCsl YXYALIEHUE COCTOSIHUS MaluenTa. TpeboBaHUs K CPOUYHOMY PENOPTUPOBAHUIO
(B Teuenue 15 kanmeHIapHbBIX AHEH) O Cy4yasx OTCYTCTBUS T€pANeBTHUECKON 3(pPEeKTUBHOCTH
pPacIpoCTPaHAIOTCS B TOM YHCJIE HA CIy4au, B KOTOPHIX HE COOOIIAaeTCs O MOI03peBacMoil
HEeXeNlaTeNIbHOW peakiuu (Harnpumep, JUIs JICKapCTBEHHBIX MPENapaToB, MPUMEHSIEMBIX IS
JICYEHUS )KU3HEYTPOKAIOIINX COCTOSHHM, BAKI[UH, CPEACTB KOHTPALIETIIIUN) U PEIIOPTEPOM HE
yKa3aHO COOTBETCTBHE pPa3BUBIIErOCA Yy TMAaI[MEHTa COCTOSHUS KPUTEPUSIM CEPhE3HOU
HEXXEIATEIbHOW PEaKIUH.

Coob6meHns 0 HexelnaTeJIbHBIX PeaKIHAX, CBI3aHHBIX ¢ Xe()eKTOM KadeCTBa JIEKapCTBEHHOTO
mpernapara Win mpuMeHeHreM (aibCHPHUIMPOBAHHEIX JIEKAPCTBEHHBIX IIPEIapaToB



Coo0meHns 0 HeXeNnaTelIbHRIX PEaKIHAX, CBI3aHHBIX ¢ Ae()eKTOM Ka9eCTBa JIEKaPCTBEHHOTO
mpenapara

572. Ilpu ¢opmMupoBaHUH COOOIMICHUH O HEXKEIATCIbHBIX PEaKIUIX, CBA3aHHBIX C
nojo3peBaeMbiM Je(ekToM KadecTBa JEKapCTBEHHOro Ipemaparta, B paszaene "
HexenatenbHas peakius (SBJICHHE) B COOTBETCTBUU ¢ TepMuHoiorueid MedDRA" cremyet
UCIIOJIb30BaTh HWXXHUK ypoBeHb TepmMuHOB MedDRA, nHambosiee TOYHO OTpakaromiuit
onucanue JaepeKTa KadyecTBa, IPEACTABICHHOE MEPBOUCTOUHUKOM COOOIIEHUS O
HEXKEJATEeIbHOW PEaKIUH.

573. O0uue NpUHLMIBI OTPaXKEeHUs B popMaTe IeKTpOHHbIX JaHHbIX E2B nndopmanuun
O HEeXKeJaTeJIbHON peakliy BKIIIOYAIOT CJIEAYIOIINE OCOOCHHOCTH:

a) B JIONOJHEHHE K 00s3aTedbHOMY JJIs 3amojiHeHus pasnaeny "HaummeHoBanue
JIEKapCTBEHHOTO TMpernapaTa corjacHO MHGOpMAINK IEPBOUCTOYHUKA" 3amomHseTcs pa3aen "
Nudopmanuss o ekapcTBEHHbIX Tmpenaparax" B COOTBETCTBUU C HHMOpMaluen,
MPEJCTABIICHHON MEPBOMCTOYHUKOM, U COTJIACHO YKa3aHUSIM M0 (OPMUPOBAHUIO JAHHBIX B
OTHOUIEHHM I10JI03PEBAEMBIX, B3aUMOJICHCTBYIOIIUX M OJHOBPEMEHHO HAa3HAYaeMBbIX
JIEKapCTBEHHBIX MPEnapaTos;

0) B paznene "JlononuurenbHas nH(OpMAaIUs O JIEKapCTBEHHOM MperapaTe” BIOupaeTcs
AJIEMEHT CTPYKTYPUPOBAHHBIX JAHHBIX B CIIy4ae HAJIMYUS COOTBETCTBYIOLIETO OJJHO3HAYHOTO
yKa3aHUs B COOOIIEHWHM TMEPBOMCTOYHHMKA: "JEKApPCTBEHHBIN MpernapaT IMOCIe WCTeUEHUS
Cpoka TogHOCTU", "KOHTPOJb KauecTBa CEpPUM M MAPTUM JIEKAPCTBEHHOrO Mpenapara
MOATBEPAMII COOTBETCTBUE TpeOoBaHMAM crienudukanuu”, "KOHTPOJIh KauyecTBa CEpUH U
NapTUM JIEKapCTBEHHOTO IIpernapaTta MOJATBEPANI HECOOTBETCTBUE TpeOOBAHUAM
cnenupuxanuu';

B) B pasnene "HexenarenbHast peakius (SBI€HHUE) B COOTBETCTBUHU C TEPMHUHOJIOTHUEH
MedDRA" noyikHBI OBITh UCTIOIB30BAaHBI COOTBETCTBYIOIINE TEPMUHBI HIXKHETO YPOBHS JIJIs
OTpaXEHUSI XAPAKTEPUCTUKHU JIEKAPCTBEHHOI'O IpernapaTa W HEXKeNaTeIbHOW peakuuu (
COBOKYITHOCTH HEXeJaTelIbHbIX peaklMil) B pe3yJbTare NPUMEHEHHS JIEKapCTBEHHOTO
mpemnapara ¢ 1MoJio3peBaeMbIiM eekToM KauecTBa. B ciiydae ecim 3TO MPUMEHUMO IO
pe3yibTaTaM OLEHKH COOOUIEHUs OTIIPaBUTENIEM, 3alofHAeTcs pa3aen "J{uarno3 (CUHIPOM)
110 MHEHUIO OTIPABUTENS, U3MEHEHHUE KIIACCU(PUKAITMOHHOTO OTHECEHUS peakiuu (sBieHus)"
(hopMBI COOOIIICHUS
C BKJIFOUEHHUEM COOTBETCTBYIOIIMX 000CHOBaHUM B pazjene "KomMmeHnrapun ornpasurend”;

I') TOTIOJHUTEIbHBIE KOMMEHTAPUU B OTHOIICHHUH JIEKAPCTBEHHOTO CPEJICTBA B TEKCTOBOMU
dbopme BkItoUaroTes B pazaen "JlonoaHuTenbHas nHGOpMaIKS O JIEKapCTBEHHOM Ipernapare”

Coobmenns 0 HexxeIaTeTbHEIX PEaKIUiAX, CBI3aHHBIX C IpHMEHEHHEM (parbCHPUIIMPOBaHHOTO
JIEKapCTBEHHOT'O IIpenapara



574. Ilpu ¢opmMupoBaHUU COOOIICHUN O HEXKEJATCIbHBIX PEaKIUIX, CBA3aHHBIX C
MPUMEHEHUEM JIEKAPCTBEHHOT'O Mpernapara, sl KOTOPOro Mo103peBaeTcs WK MOATBEPKICH
bakt danbcudukanuu IEUCTBYIOIIUX, BCIIOMOTATEIBHBIX BEIIECTB WU B IIEJIOM
JIEKapCTBEHHOTIO Mpernapara, B pazzene "HexenarenbHas peakius (SBJICHUE) B COOTBETCTBUM
¢ Tepmunonorueit MedDRA" cnenyeT ucnonb3oBaTh HIDKHUN ypoBeHb TepMUHOB MedDRA,
HanboJiee TOYHO OTpaKaAIIMK HHPOpMAIUI0 0 (panbCUUIMPOBAHHOM JIEKAPCTBEHHOM
npenapare MpeACTaBICHHYIO IEPBOMCTOYHUKOM COOOIIEHUS.

575. O0uue NpUHIMIBI OTpaXKeHUs B popmaTe 3eKTpoHHbIX JaHHbIX E2B nndopmaruu
0 HEXKeJaTeJIbHOM PeaKlMy BKIIIOYAIOT CIIETYIOIINE OCOOCHHOCTH:

a) B JIOMOJHEHHE K 00s3aTeIbHOMY IS 3amojiHeHUs pasneny "HaummeHoBanume
JIEKapCTBEHHOTO IpernapaTa corjacHo MHGOpMaly NEPBOUCTOYHUKA" 3anonHseTcs pazaen "
Nudopmanmss o JekapCTBEHHBIX IMpemnaparax" B COOTBETCTBUU C HWH(pOpMaImeH,
IpEe/ICTaBIIEHHON MEPBOMCTOUYHUKOM COOOIICHHS U COTJIACHO YKa3aHUsAM M0 (pOPMUPOBAHUIO
JAHHBIX B OTHOLIEHHUHM I0JI03PEBAEMBIX, B3aUMOJEHUCTBYIOIIMX W OJHOBPEMEHHO
Ha3HAYaeMBbIX JIEKAPCTBEHHBIX MPENapaTos;

0) B pazzene "JlonosHurenpHas nH(GOpMaLUs O JIEKAPCTBEHHOM INpernapaTe” BeIOupaeTcs
AJIEMEHT CTPYKTYpHPOBAHHBIX NaHHBIX "danbcudukar' B ciiydyae MOJO3PCHUS WIU
NOATBEpPKIAeHUs (hakTa MpUMeHeHUs PaibCUPUIIMPOBAHHOTO JIEKAPCTBEHHOT'O MIpenapara;

B) B pazaene "HexenarenbHasi peakius (SBJI€HUE) B COOTBETCTBUU C TEPMUHOJIOTUEN
MedDRA" noymKHBI OBITH UCIIOIB30BAHbI COOTBETCTBYIOIINE TEPMUHBI HUKHETO YPOBHS JIs
OTPAKEHMSI XAPAKTEPUCTUKHU JIEKAPCTBEHHOrO Mpernapara M HEKeJIaTeIbHOW peakiuu (
COBOKYITHOCTH HEXeJaTeIbHbIX pEakinil) B pe3yJbTare MPUMEHEHHS JIEKapCTBEHHOTO
npenapara, JJjisg KOTOpPOro MOJ03peBaeTCs WM MOATBEpKIEH (akT ¢anpcudukanuu. B
cllyyae €eclid 3TO IMPUMEHHMMO, MO pe3yJibTaTaM OIIEHKH COOOUICHUS OTIpPaBUTENIEM
3amonHsercs paszaen "JlmarHos (CHHAPOM) MO MHEHHUIO OTHPABUTENS, U3MEHEHHE
KJIACCU(PMKAIIMOHHOTO OTHECEHUs peakiuu (sBiaeHus)" Ghopmbl COOOIIEHNS ¢ BKIIOUYCHUEM
COOTBETCTBYIOIIUX 000CHOBaHUH B pazzeine "KomMeHnTapuu otmpaBurens';

I') JTONOJHUTEIbHbIE KOMMEHTAPUH B OTHOIIEHHUH JIEKAPCTBEHHOTO CPEJCTBA B TEKCTOBOU
dbopme BItOUaroTCs B pazzaen "JlonoaHuTenbHas nHGOpMAIIHS O JIEKapCTBEHHOM Mpernapare”

Coo0menns 0 moo3peBacMoii epeaade HHPEKIHOHHOTO areHTa IMOCPEICTBOM IPUMEHEHHA
JIEKapCTBEHHOT'O Ipemapara

576. Ilpu ¢opmMupoBaHUH COOOIICHUH O HEXKEJIATCIbHBIX PEaKIUIX, CBA3aHHBIX C
nmojio3peBaeMoit mepenadyeii MH(PEKIMOHHOTO areHTa IOCPEJACTBOM MPUMEHEHUS
JIeKapCTBEHHOI0 TIpernapara, B pasjaene "HexenarenbHas peakius (SBJICHHUE) B COOTBETCTBUH
¢ tepmunoiorueit MedDRA" cienyer ncrnosib3oBaTh HUKHUN ypoBeHb TepMHUHOB MedDRA,
HanOoJiee TOYHO OTpakarolui MH(DOPMALIMIO MEPBOUCTOYHUKA COOOIIEHUSI OTHOCUTEIBHO
MH(EKIIMOHHOTO areHTa.



Coo0menns 0 oJ03PEeBacMEIX HEXEAaTeBHBIX PEAKIHsX, IOJyI€HHEIE IT0 Pe3yIETaTaM paboTel
CHCTEM OpTaHW30BAaHHOIO cOOpa JaHHBIX

577. OO01iue NOJIOKEHUS MO YIPABICHUIO JaHHBIMU WHIUBUIYaTbHBIX COOOIICHUN O
HEXKEJIaTEIbHbIX PEaKUUSIX, MOJIYyYaeMbIX B XOJI€ MNPOBEACHUS MOCTPETHUCTPALMOHHBIX
UCCIeI0BaHUN (MHTEPBEHIIMOHHBIX KIMHUYECKUX HCCIEJOBAHUNA M HEUHTEPBEHIIMOHHBIX
UCCJIEeI0BAHMI) onpeeneHbl B MyHKTax 468 — 473 nacroamux IIpasuin. [lpu hopmupoBanuu
WHIVMBUYAIbHBIX COOOIEHUN O HEXENAaTeIbHBIX PEaKIMIX, BBIIBICHHBIX MIPU MPOBEIACHUU
JaHHBIX UCCIEI0OBaHMM, B (hopmaTe 31eKTpOoHHBIX NaHHbIX E2B B paznen "Uaentudukanus
UccieI0BaHus" HEOOX0UMO BKIIFOUUTh HH(POPMAIIUIO O THIIE UCCIIEIOBAHUS, HAUMEHOBAHHUH
HCCIIeIOBaHUsI, HOMEPE HUCCIIEIOBaHUs, MPUCBOSHHOM CIIOHCOPOM, M PErMCTPAllMOHHOM
HOMEpPE UCCIEIOBAHUS.

578. TlonoxkeHus MO yNpaBICeHUIO UHANBUYAIBHBIMUA COOOIIEHUSIMU O HEXKeJlaTeIbHbIX
peaKlusAX, MOJYYEHHBIX MPH MPOBEICHUU MPOrpaMM NOAJAEPKKUA MAIUECHTOB WU
MapKETUHIOBBIX HMCCJIEI0BATENBCKUX MPOrpaMM ONpPENEIEHbl B MYHKTE 475 HacTOSIIUX
IIpaBuiL.

579. Tlpu GpopMuUpOBaHUM WHIUBUIYATBHBIX COOOIICHUN O HEXKEJIATeIbHBIX PEaKITUsX,
MOJYYEHHBIX MPHU BBIMOJIHEHUH MPOTpaMM OPraHU30BaHHOTO cOOpa JaHHBIX, CIETyET
YUYUTBIBATh Pl PEKOMEHIalHii:

a) B ciiyuae (pOpMHUPOBAHUS COOOIIEHUM O HEXeIaTeJIbHBIX PEAKIHUIX, B OTHOIICHUHU
KOTOPBIX MPOTOKOJIOM HEUHTEPBEHIIMOHHOTO MOCTPETUCTPALIMOHHOTO HCCIEIOBaHUS
OMpEJIENICHO BBIMOJHEHHE CHUCTEeMAaTU3UPOBAHHOTO cOOpa NaHHBIX, JTUOO B Ciydae eciu
MporpaMmMon MPUMEHEHHSI JIEKapCTBEHHOrO IIpernapara, Ha3HAUY€HHOTO B CBA3H C
UCKJIIOUUTEIbHBIMU ~ OOCTOSTENbCTBAMU U3  COOOpaKeHUM  cocTpajaHus, WU
WHJIUBUYyaJTbHOTO TPUMEHEHUS MPEIyCMOTPEH aKTUBHBIM COOp JaHHBIX O 0€30MacHOCTH,
700 B ciydae MOJy4eHHUsS] COOOIIEHU B pe3yJbTaTe BBIMOJHEHUS MPOrPaMM MOIACPKKH
MalMEHTOB WJIM MApKETUHTOBBIX MCCJIEJIOBAHUN, COOOIIEHHUS O HEXENaTeIbHbBIX PEaKIUsIX
CUHMTAIOTCS MOJTYYEHHBIMU T10 3ampocy U B pazzene "Tum coobmenus" BEIOUPASTCS dIEMEHT
nanHbiX "CooOleHre, moJlydeHHOE MpU MPOBEACHUHN UCCIEI0BaHUs", €CIU MO0I03PEBAETCS
HaJIMYue B3aUMOCBSI3U MEXKY UCCIIEAYEMbIM JIEKAPCTBEHHBIM MPENapaToOM U HEXKeJIaTeIbHOM
peaxkiuen.

B pasnene "Tumn uccnenoBanusi, B KOTOPOM BBISIBJIEHA HEXKeEJIaTeIbHas peaklus'" BbIOMpaeTCS
COOTBETCTBYIOIIMI 3JeMEHT JaHHbIX "MHble wucciaemnoBanus” win "MHauBuayaabHOE

npuMeHeHue mnanueHtoMm". B ciaydae eciu mpenamnoJiaraeTcs HaJIMYUE B3aUMOCBSI3U

HEeXeJIaTeIbHOW PeaKIuu ¢ JIEKApCTBEHHBIM IPEnapaToM, KOTOPOe HE SBIAETCS 00BEKTOM
HCCIICIOBAHUS M HE MPENINOoJaraeTcsl B KaueCTBE NMPUUUHBI HEXKEIATEIbHON PEeaKIuu POJib
peaKklUy B3aUMOJICHCTBUSI C M3y4YaeMbIM JIEKAPCTBEHHBIM IpemnapaToMm, B paszaene "Tun
cooO1eHus" BeIOMpaeTcs daeMeHT aHHbIX "CIIOHTaHHOE coo0IIeHue",

0) B cityyae (hOpMUPOBAHUS COOOIICHUN O HEXKENATEIbHBIX PEAKIIUSX,



B OTHOLICHUU KOTOPBIX MPOTOKOJIOM HEUHTEPBEHIIMOHHOTO MOCTPETrUCTPAIMOHHOTO
MCCJIEI0BAHMS HE OTNPEJIENICHO BBIMOJHEHUE CUCTEMAaTU3UPOBAHHOTO cOOpa AaHHBIX, TUOO B
Clydae MporpaMMbl IPUMEHEHHUS JEKapCTBEHHOIO Ipernapara, Ha3HAU€HHOTO B CBSI3U C
UCKJTIOYUTEIIbHBIMU OOCTOATEILCTBAMU M3 COOOPaKEHUH COCTpajaHusl, WIM MPOrPaMMBbI
MEPCOHATU3UPOBAHHOTO TPUMEHEHUSI, B KOTOPOW HE MPEeTyCMOTPEH aKTUBHBIN cOOp JaHHBIX
0 0e30MacHOCTH, COOOIIECHUS O HEXKEJATEeIbHBIX PEaKIHSIX CUUTAIOTCA CIIOHTAHHBIMU
cooOuieHussMu U B paszene "Tun cooOuieHus" BpIOMpaeTcs 3JIeMEeHT JaHHBIX "'CIIOHTaHHOE
cooOieHue", eciam TMOJ03peBaeTCsi HaJW4YHWE B3aMMOCBS3U MEXIY HCCIElyeMbIM
JIEKApCTBEHHBIM ITPENapaTOM U HEXKEIATEIIbHOU PEAKIIUEH;

B) B ciiy4ae (popMUpPOBaHUS COOOIIECHUS O HEKEIATEIHbHOW PEaKINy, MOJTYyYEeHHON Mpu
MPOBEJICHUN HMHTEPBEHIIMOHHOTO KJIMHUYECKOTO HCCIEIOBaHUS, I KOTOPOH
MpEIoIaracTCd HAJIMYKME B3aUMOCBSI3M C MHBIM, HEXEIU UCCIEIyEMbIH, JIEKapCTBEHHBIM
IpEnapaToM, a TaKKe HE MPEAIOoaracTcs B KaueCTBE MPUYMUHBI HEXKEIATEIbHONW peaklNu
POJIb PEAKIIUU B3aUMOICUCTBUSI C UCCIIEAYEMbIM JIEKAPCTBEHHBIM MpenapaToM, COOOIICHUE O
HEXEeNaTeJIbHON peakiMu CYUTAETCS CIOHTAaHHBIM cooOmeHnueM u B paszaene "Tun
cooOuieHust" BpIOMpaeTcs 3eMeHT HaHHbIX "CIoHTaHHOE coo0IeHue" .

26. IlorygyeHre MUHIMAITBHOHN OTCYTCTBYIOMEH HHPOpMauu

580. Ilpu nonyyeHnn MUHUMaJIbHOW OTCYTCTBYIOIIEH MH(GOPMALIMK B OTHOLLIEHUU paHee
HEBAIMIHOTO WHIWBUIYAIHHOTO COOOIIEHUS O HEXKEeNaTeIbHOW peaklIuu HEeOO0XO0IUMO
coOJIrI0AaTh Psijl YKa3aHUM 10 BHECEHHIO JAHHBIX:

a) naTta B pasjelse NaHHbIX "JlaTa moaydeHus MepBUYHOTO COOOIIEHUs OT pernoprepa’
JOJKHA OTpaXkaTh JATy MOJYYeHHUsS NEPBOHAYAIBHOTO HEBAJWJIHOTO HHIWBHUYaJIbHOTO
COOOIIEHHUSI O HEeXKENATETbHON Peakilny;

0) mata B pasnelsie JaHHBIX "JlaTta mogydeHus mociaeaHe nHpopMaIiuu 0 COOOIEHUH"
JOJDKHA OTpakaTh JaTy MOJYYEeHUs] HeIOCTalolleil MHUHUMalbHOW WH(pOpMaUUu s
oOecrieueHusT COOTBETCTBUS KPHUTEPHUSM BAIMIHOCTH WHAWBUIYATbHBIX COOOIICHUW O
HEeXeJaTeIbHbIX PEeaKIUiX;

B) B paznen "KpaTkoe ommucaHue, BKJIOYAs KIWMHUYECKOE OIMHMCAHUE Cclyyas,
TeparneBTUYECKHUE MEpbl, UCXOJ M JOMOJHHUTEIbHas WH(opManus o ciydae" cieayer
BKJIIOUHUThH YKa3aHUE Ha TO, KAaKME M3 YETHIPEX JIEMEHTOB MHUHUMAJIbHOU MHGOpPMALMU O
HeXeJIaTeIbHON peaklMi OTCYTCTBOBAIM B IEPBOHAYATILHOM COOOIICHUH;

I') Ha KOKJIYI0 JaTy MOJYy4YEHUs JOMOJTHUTEIbHON MH(POPMALUKU JOJKHA BBIMOJHSITh
OIICHKA COOTBETCTBHS TPEOOBAHUSIM.

27. Ka4uecTBO NaHHBIX B HHAWBUAYAIHHOM COOOIMIEHNH O HEXKEaTeIbHOM pPeaKIuy,
IPEZCTaBIIEMOM B 3IEKTPOHHOM BHJIE, M YIIPaBICHHUE AyOIMpPYIOMAMH COOOMEHUIMH O
HEXKETAaTEIbHbBIX PEaKIHiIX



581. ba3bl TaHHBIX O HEXKETATEIBHBIX PEAKIUSIX ITOCYIAPCTB-UICHOB JI0JKHBI COJIEPKATh
BCE ClIyyau IOJO03PEBAEMBIX HEKEJIATENbHBIX PEAaKLUN, MOJJIEkKAIMEe PENOPTUPOBAHUIO B
COOTBETCTBHUM C TpeOoBaHusMu HacTosimux [IpaBun. [Ipu npencraBieHnn HHIUBUIYaTbHBIX
COOOIICHUI O HEeKENATENbHBIX PeaklUaX B Takue 0a3bl JaHHBIX TOCYAapCTB-UJICHOB JOKHO
ObITh 00€cIeYeHO BBIMONHEHNE TpeboBaHui HacTosmux [IpaBui k 3meKTpoHHOMY opMaTy
JAHHBIX, CTPYKTYPUPOBAHUIO W KOJMPOBAHHIO MH(POPMAIUHU. YTIOTHOMOYEHHBIE OPTaHbl
rOCyJIapCTB-YIEHOB U AEPKATENH PETUCTPALMOHHBIX YIOCTOBEPEHU HECYT OTBETCTBEHHOCTD

a) 3a BBINIOJIHEHHE KOMIUIEKCA POLEyp MO 00ECIEUEHHUIO BEICOKOTO YPOBHS KauecTBa U
LEJIOCTHOCTH MH(POPMAIIUH O HEXKENATEeIbHBIX PEaKIUsIX, MPEICTaBIsIeMbIX B 0a3bl JAHHBIX O
HE)KEIATeIbHBIX PEaKIUIX TOCYAapCTB-UJICHOB;

0) 3a obecrmeueHue HaJJIEXKAIIETO MOHUTOPUHIA COOTBETCTBUSI HCIOJIb3YEMOM
TEPMUHOJIOTUM TPeOOBAaHUSAM K MPUMEHEHUIO TEPMHUHOJIOTHMHU IyTEM CHUCTEMaTHYECKON
OLICHKM JaHHBIX O HEXKEJaTeIbHBIX pPEakIHsIX B 0a3e JaHHBIX WU PETYJSIPHON OICHKU
POU3BOJILHON BBIOOPKH;

B) 3a coOto/ieHne TpeOOBAHMI 10 KAYECTBY, JOCTOBEPHOCTU MH(OPMALIMU U BPEMEHU
IPEICTABICHUS] COOOIIEHUIH O HEeXENAaTeNbHbIX PEaKIHUsAX B YNOJIHOMOYEHHBIE OPIaHbl
rocyJapCTB-4JI€HOB;

r) 3a coOmrofeHue TPeOOBAaHUN IO KayeCTBY, IEJIOCTHOCTH, MOJHOTE COOOIISHHI O
HE)KEJIATEeJbHBIX PEAKIUAX COTJIaCHO TPEOOBAHUAM K UX CTPYKTYype, popMaTy U COIEP KaHUIO
5

1) 32 BBIIIOJIHEHUE NPOLEAYp MO YIPABICHUIO AYOIUPYIOIHUMH COOOIICHUSMU O
HEKENaTEeNIbHBIX PEaKITHIX.

B nensix noaTBep:kaeHUsI COOTBETCTBHUS CUCTEMbI KauecTBa CUCTEMbI (papMaKOHa30pa
TpeOOBaHUSAM K OpraHu3aluu padoThl C IyONUPYIOUIMMH COOOLIEHHUSIMHU, BKIIOYas
BBISIBJICHUE AYOIHMPYIOUIMX COOOLIEHUIN M YIpaBiICHUE MMH, BBINOJIHEHHE TpeOOBaHUM K
HE3aMeTUTEIbHOMY PENOPTUPOBAHMIO, IEP)KATETN PETUCTPAIMOHHBIX yIOCTOBEpEHUN U
YIOJHOMOYEHHBIE OpTaHbl TOCYAapCTB-WICHOB JOJDKHBI OOECHEYUTh BBITIOJHEHHE
PETYJISIPHBIX U OCHOBAHHBIX Ha OLIEHKE PUCKA ayJUTOB CUCTEMbI KauecTBa. [Ipu BbIsIBICHUH
HECOOTBETCTBHUS CHCTEMBI KaueCTBa YCTAaHOBIIEHHBIM TPEOOBAHUSAM OJIKHBI BBITOTHITHCS
KOPPEKTUPYIOIIME MEPONPUATHUS, BKIOUYAs MPOBEIACHUE MOCIEIYIONIMX ayauToB. JlaTel u
pe3yJIbTaThl BCEX ayIWTOB MOAJIEKAT JOKYMEHTUPOBAHUIO B COOTBETCTBHUH C MOJIOKCHHUSIMH
pazaena V Hactosmux [IpaBuo.

B cooTBercTBUU C TPEOOBAHUSIMHU TIO MOAACPKAHUIO U COBEPIICHCTBOBAHUIO CUCTEMBI
KauyecTBa CHUCTEMBbI (papMaKoOHaJ30pa JAepKaTelsIMU PErHCTPAlMOHHBIX YJOCTOBEPEHUH U
YIOJHOMOYEHHBIMU OpraHaMu JOJKHO OBITh OO0ECHEeYEeHO HaJIMYHhe JOCTATOYHOIO
KOJIMYeCTBa KBAJTU(UIIMPOBAHHOTO M OOYYEHHOTO TMepCcOHala i BBIMOJHEHUS
AesTeAbHOCTH 1O (apMakoHaa3opy. Creuuanuctsl, MPUBJIEKAEMbIE K BBIIOJIHEHUIO
NEeATEIbHOCTH MO (papMaKOHAA30pYy, AOJKHBI MPOXOJUTh HAYAIBHOE U NEPUOJAMYECKOE



nociueaymoluee 00y4eHre B COOTBETCTBUU C BBIIOJIHAEMBIMU (QYHKUIUSAMU U O0S3aHHOCTSIMH.
C uenpio JOKyMEHTUPOBAHMS, OICPKAHUS U PAa3BUTHS KOMIIETEHIINI nepcoHana Tpedyercs
dbopMHUpOBaHHE MJIAHA U OTYETOB MO OOYYEHUIO, JOCTYIIHBIX JIJISi OIICHKU MPU TPOBEICHUH
ayJIMTOB WJIM MHCIEKIUNA CUCTEMBI (hapMaKoOHaA30pa.

582. YNOJHOMOYEHHBIE OPTraHbl TOCYIAPCTB-WICHOB PETYJISIPHO BBINIOJHSAKOT OLIEHKY
KAueCcTBa U MOJIHOTHI MPEICTABISAEMBIX AEPKATEIAMH PETHUCTPALMOHHBIX YIOCTOBEPEHUN
WHJUBUIYAIbHBIX COOOLIEHHI O HEXKENaTeNbHbIX pEaKUUsSIX, a TaKXKe€ BBIIOJIHECHHS
TpeOOBaHUM MO CPOKAM TMPEACTABICHUS COOOIICHUN O HEXenaTeNbHBIX peakiusax. [1o
pe3yibTaTaM BBIMOJIHEHHOW OLEHKH JEPKaTeNsIM PEruCTPAlMOHHBIX YIOCTOBEPEHUM MOTYT
HaIpPaBIISITHCS OTYETHI, BKIFOUAIOIIUE, B CITy4ae BBISIBIICHHUSI HECOOTBETCTBUM, PEKOMEHIAlIUH
M0 KOPPEKTUPYIOIIUM MEPONPUITUSIM M CpOoKaM MX BbIMOJHEHUs. CrocoO BHIMTOTHEHUS
KOPPEKTUPYIOUIUX MEPONPUATHUI U PEKOMEHIYEMbI€ CPOKH BBIIOJIHEHUS 3aBUCAT OT
BBISIBJIECHHOTO HECOOTBETCTBUSI CHUCTEMBbI KauecTBa (HampuMep, KOPPEKTHPOBKaA
HCIOJIb3YEMOTO B HWHJMBUIYadbHOM COOOIIEHUU TepMHUHOIOrHdeckoro koma MedDRA
MOKET OBITH BBIMOJIHEHA TyTeM MPEACTaBICHUS W3MEHEHUM B paHee MpPeACTaBICHHOE
cooOIIIeHNE).

583. JlepkaTensiMu peruCTPAllMOHHBIX YAOCTOBEPEHUN M YIIOJHOMOYEHHBIMUA OpraHaMH
JIOJI’KHA BBIMIOJIHATHCS COBMECTHO padoTa MO YHNPaBIEHUIO NyOIHPYIOIUMU COOOIEHUAMU
TakKuM 00pa3oM, YTOOBI TapaHTUPOBATH BBISIBICHHUE, OLICHKY, MMOATBEPKICHUE U 00pabOTKy
NOTEHIMAJIBHBIX TyOJIUPYIOMIMX COOOIIEHUH O HeXeNaTeIbHbIX PEaKIHsIX.

28. O6MeH JaHHBIMH O HEXENATeJIFHBIX PEAKIUIX B JIEKTPOHHOM BHIE MEXKAY HECKOILKHMHA
OTIPAaBUTEAMY H MOTYyIaTeISIMHA

584. HeoOxonumMocTh 0OOMEHa JaHHBIMU O HEKENATEIbHBIX PEAKIUSAX B 3JIEKTPOHHOM
BUJIE€ MEXIY HECKOJbKUMHU OTIPABUTEIAMHM WM IOIy4YaTeIsIMH MOKET OBITh CBsi3aHa C
KOHTPAKTHBIMH 0053aTEIbCTBAMM JIepKaTelell PErucTpallMOHHBIX YJOCTOBEPEHUN MO0
MHBIMU OCOOCHHOCTSIMU OpPTaHU3AIMU MTPOLIECCOB cOOpa JAHHBIX O HEXKENATEIbHBIX PEaKLUIX

585. Ilpouenypbl oOMeHa JaHHBIMU O HEXENATEIbHBIX PEAKIUAX HOJLKHBI OBITh
OpraHU30BaHbI U BBIMOJHATHCS TaKMM 00pa3oM, 4TOObI B Mpoliecce oOMeHa nH(popMalus o
HEeXeJaTeJIbHOM peakuu He Oblia MOoTepsiHa WM U3MEHEHA, 32 UCKIIOUYEHUEM TeX CIIy4aes,
KOrJla Y4YacTBYIOIIEH B Iepenaye WHANBUIYATBHOTO COOOIIEHUSI CTOPOHE CTAHOBSITCA
JIOCTYTIHBI HOBBIE JJAHHBIE O COOTBETCTBYIOIIECH HEXKEIATEIIbHOU peaKIuu.

B mensx ynydiieHuss KadecTBa MPEACTABISIEMBIX COOOIMIEHHN O HEXKEelaTelbHBIX
pEeaKIUsAX B CIy4dae BBISBICHHUS OTIPABUTEJIEM OIIUOOK UM HECOOTBETCTBUU B COOOIICHUU
OTHPABUTENIO CIEAYET CBS3aThCS C IMEPBOMCTOUYHUKOM COOOIIECHUS [Jis OOecredeHus
BHECEHHMSI COOTBETCTBYIOIIMX KOPPEKTUPOBOK B MepBHUYHOE coolmenue. Ilpu
HEBO3MO>KHOCTHU BBITIOJIHEHHUS KOPPEKTUPOBKU MMEPBUYHOIO COOOIIECHUS B CPOK,
YCTaHOBIIEHHBIN TPeOOBAHUAMHU K MPEICTABICHUIO COOOIICHHUM O HEeXKeIaTeIbHbIX PEeaKIUsX,



OTIPABUTEIb MOXET BHECTH H3MEHEHHUs CAMOCTOATEIBHO B YaCTH HWCIPABICHUS
HEKOPPEKTHOT'O CTPYKTYPHUPOBAHUS JAHHBIX.

586. Ha Bcex aTanax oOMeHa JaHHBIMU O HEXKENIATEIbHBIX PEAKIIUAX B AJICKTPOHHOM BHU/IE
JIOJKHBI  BBITIOJHATHCS TpeOoBaHUs K (Qopmary 3JIeKTpOHHBIX aaHHbBIX E2B B uacTu
IpeCTaBICHHs MOCceayIonel nHpopMaly 0 HeXKenaTeNIbHbIX peakiusix. Hesbimonnenue
JAHHBIX TPeOOBaHUU CO37A€T PUCK HAPYIICHUS CUCTEMbI YIPABICHUS 3JIEKTPOHHBIMU
JAHHBIMU O HEXEJNaTEeNbHBIX PEaKIUAX U CIOCOOCTBYET (POPMUPOBAHUIO AYOIUPYIOIINX
cooOIIeHH B 0a3¢ TaHHBIX O HEXKEJIATeTbHBIX PEaKIUIX MOIydaTes.

29. CotpymardecTBO cO BceMupHOi oprarm3anueii 30paBoOXpaHEHUA

587. YHonmHOMOYEHHBIE OpraHbl O0ECTECYMBAIOT PETYJISAPHOE MPEACTABICHUE
WHIUBUIYAJIbHBIX COOOIIEHUWM O BBIABJICHHBIX HAa HUX TEPPUTOPUSAX U MOA03PEBAEMBIX
HEXKEJIATEIbHBIX PEaKIUAX Ha JIEKapCTBEHHbIE mpenaparbl B COTpYIHUYAIOMIMNI LEHTP
BcemupHoil opranuzanuu 37paBoOXpaHEHUs C LEIbI0 BKIIOUYECHHUS HHGOpMauu 00 3TUX
caydyasx B 0a3y J[JaHHBIX O HEXeNaTeJIbHBIX peakiusax BcemupHoUl opranuszanuu
3/IpaBOOXpaHEHUSI.

VIII. Ilepuoaudeckuii 0GHOBIAEMEIH OTIET O 6€30IaCHOCTH

588. Tlepuonuueckuii 0OHOBIISIEMBIN OTYET MO 0€30MACHOCTH MPEACTABISAET COOOM
JOKYMEHT 1o ¢apMaKkOHAA30py, KOTOPBIA MO3BOJISIET JIEPXKATEIIO0 PETHUCTPALMOHHOTO
YJIOCTOBEPEHUS IPEICTAaBUTh OIEHKY COOTHOIICHHUS '"TOJb3a — PHUCK" JIEKAapCTBEHHOTO
rpernapara Ha OIpe/ICJICHHBIX ATarax MOCTPErUCTPAILIMOHHOTO TIEPHO/IA.

589. YIIOJTHOMOYEHHBIMHA OpPraHaMu T'OCYJIapCTB-YJIECHOB JIOJKHA BBIMOJHATHCS OLCHKA
MEePUOIUYECKOT0 OOHOBISIEMOr0 OTUeTa MO 0E30MacHOCTU C YCTAHOBJIICHHEM BO3MOHBIX
HOBBIX BBISIBJICHHBIX PUCKOB M WX BJIMSHHUS Ha OIEHKY COOTHOIIEHUS '"MoJib3a — pUCK"
JeKapcTBeHHOTo mpemnapata. [lo pe3yiabraTaM OIEHKH TNEPUOJUYECKOrO OTYeTa IO
0€30MacHOCTH YIOJIHOMOYEHHBIM OpraH rocyjapcTBa-ujeHa ONpeaessieT HeOOXOAUMOCTh
BBITIOJTHCHUS  JAJbHEUIIUX HCCIeAOBaHUM Oe3omacHOCTH WiIM 3G PEKTHBHOCTH
JIEKapCTBEHHOI'0 TpernapaTta, MPUMEHEHUs TeX WM HWHBIX JEUCTBUUA B OTHOIIEHUH
PETUCTPAIIMOHHOI'O CTaTyca JICKApCTBEHHOI'O Mperapara WM BHECEHUS U3MEHEHUH B €ro
0O0IIyI0 XapaKTEPHUCTUKY JIEKAPCTBEHHOTO Mperapara B IeJsIX 00eCleueHus €ro NpUuMeHEHUs
MIPU TIPEBBIIIEHUY TTOJIb3bl HAJl PUCKOM.

1. Ilenmu mepuoANIECKOro OOHOBIAEMOTO OTYETa IO 6€30MaCHOCTH

590. OCHOBHOM 1ENbI0 MEPUOUYECKOTO OOHOBIISIEMOrO OTYETA MO 0€30MacHOCTHU
ABJISIETCSI TIPEJICTABIICHNE MCUYEPIIHIBAIOIIETO M KPUTHUECKOTO aHAIN3a COOTHOIIEHUS ""T0b3a
— pucK" JIEKapCTBEHHOro Ipernapara ¢ y4eTOM BCEX HOBBIX JAHHBIX O O€30MaCHOCTH U
KYMYJISITUBHOTO BJIMSTHUS JTUX JAaHHBIX Ha mpoduib Oe3omacHOCTH Wind 3(HPEKTUBHOCTH



JeKapcTBEHHOro mpenapata. [lepuoguyeckuii OOHOBISIEMBIH OTYET MO OE30MACHOCTH
SBIAETCA MHCTPYMEHTOM MOCTPETHCTPALIMOHHOW OILIEHKH COOTHOIIECHUS 'Tojib3a — PUCK"
JIEKapCTBEHHOTIO Mpernapara Ha ONPEAETICHHbIX 3Tarax ero >KM3HEHHOTO IUKJIA.

591. Tlepuoamyeckuii OOHOBISIEMBIM OTYET MO OE30MACHOCTH HE MpeJaHA3HAYEH IS
HE3aMEUIUTEILHOTO TMPEACTABICHUSI BaXHOW HHPOpMAUM O OE30MacCHOCTH WU
3¢ (PEKTUBHOCTH, & TAK)KE HE SBIISIETCS MHCTPYMEHTOM BBISIBJICHUSI HOBOM MH(MOpPMAIUHU 1O
O0e3omacHOCTH. BpIlOTHEHNE KyMYJISITUBHOM OIIEHKM JAaHHBIX O O€30MacHOCTH H
3(pHEKTUBHOCTH B TMEPHOJAUYSCKOM OOHOBIISIEMOM OTYETE I10 OE30MaCHOCTH MOXKET
MPUBOANTH K UACHTU(HUKALIMK HOBBIX aCLIEKTOB MPOQuIIsi 0€30MacHOCTH Wi 3P(HEKTUBHOCTH
JIEKapCTBEHHOTO Ipernapara.

592. [lepxateib perucTpalOHHOTO YAOCTOBEPEHHS JOJKEH MOCTOSHHO BBIIIOJIHATH
OLICHKY W aHaju3 BIWSHUS HOBBIX JIAHHBIX HA COOTHOIIEHHUE "MOJIb3a — PUCK", TPOBOAUTH
NEPEOoIeHKY JaHHOTO IMOKa3aTels, a TakKXKe OINpelessTh HEOOXOIUMOCTbh ONTUMH3AIMNU
COOTHOIIEHMS "MOJIb3a — pHUCK" MmyTeM BBeIEHHS 3(P(PEKTHUBHBIX MEP MO YIPABICHUIO
pUCKaMHU ¥ HMX MUHUMH3AIUU MPU BBIABICHUU HOBOM HHGOpManuu O 0e30MacHOCTU
JIEKapCTBEHHOTO IMPEMNapara B MPOLECCE €r0 NOCTPETUCTPALIMOHHOTO IPUMEHEHHS.

2. ITpuHIUIIE OMEHKH COOTHOMIEHHUS "IO0Jb3a — PUCK" B HEPHOUIECKOM OOHOBIIIEMOM OTIETE IO
6e3omacHOCTH

593. OueHka cOOTHOIIEHHU "MOJb3a — PUCK" TOJXKHA UMETh HETPEPBIBHBIN XapaKTep Ha
NPOTSKEHUH BCEro JKM3HEHHOTO LMKJIA JISKAPCTBEHHOIO Mpernapara B IeNsIX o0ecrneyeHus
3aIUATHI 37J0POBbS HACEIICHHUS U TTOBBIIICHHS YPOBHS O€30ITaCHOCTH MAIIMEHTOB MOCPEACTBOM
peanuzanuu dPQPEeKTUBHBIX Mep MHUHUMU3aIUU pucka. MHbopmaius o 6€30macHOCTU U
3(pdheKTUBHOCTH  JIEKAPCTBEHHOTO Ipemapara, coOupaemas Ha MNPOTIKEHUU
COOTBETCTBYIOIINX IMPOMEKYTKOB BPEMEHU, KOTOPHIE COCTABISIOT OTUETHBIC TEPUO/IBI,
SIBJISIETCS. OCHOBOM JJISl TAKOW OIEHKH U aHaJIu3a.

594. Onenka pucka OCHOBBIBaeTCS Ha MHGOPMAIIMKA 000 BCEX aCTEKTaX MPUMEHECHHS
JIEKapCTBEHHOTO Mpenapara, BKII0Yas IIUTEIbHOE IPUMEHEHUE JIeKapCTBEHHOTO IIpenapara,
0COOCHHOCTH TPUMEHEHHsSI B PEATbHOM MEIUIIMHCKOW MpPAKTHKE, NMPUMEHECHHE HE B
COOTBETCTBHH C 00IIel XapaKTePUCTUKON JIEKAPCTBEHHOI'O MperapaTa Uid UHCTPYKIUEH 110
METUITTHCKOMY TIPUMEHEHHIO, TPUMEHEHHUE Y 0COOBIX momysanuid. crourrnky nHbopmarmm
OTHOCHUTEIIbHO PE3YJIbTATOB MPUMEHEHUS HE B COOTBETCTBHUH C OOIIEH XapaKTEpUCTUKOU
JIEKapCTBEHHOTO TIpemnapara Wil HHCTPYKIUEH M0 MEIUIIMHCKOMY TTPUMEHEHHUIO BKIIFOYAIOT
JaHHbIE 00 OIIEHKE MPUMEHEHHS JIEKapCTBEHHOTO Tpernapara B YCIOBUSIX pealbHOM
MEUITMHCKOW TIPAKTUKH, TaHHBIE CIIOHTAHHOTO PEITOPTHPOBAHUS U ITyOJIMKAIIUN B HAYIHOU
MEIUITMHCKOM JuTeparype. OleHKa MoJb3bl OCHOBBIBACTCS HA PE3yibTaTaX, MOJIYYCHHBIX B
X0Jle KIIMHUYECKUX HUCCIEOBAHUN, U pe3ysbTaTaX MPUMEHEHHs B peaIbHOW MEIUIIUHCKOM
MpakTUKE IO OJO0OPCHHBIM IOKa3aHUSAIM K NpUMEHEHHIo. MHTerpupoBaHHas OICHKA
COOTHOIIEHUSI "MOJb3a — PUCK" MOJHKHA BBIMOJHITHCA MO KaxIAOMy U3 OJA0OpEHHBIX



MOKAa3aHUM K MPUMEHEHUIO U YUUTHIBATh PUCKH, CBA3AHHBIE C IPUMEHEHUEM JIEKAPCTBEHHOTO
npenapara He B COOTBETCTBUU C OOIIEH XapaKTepUCTUKON JIEKapCTBEHHOIO Mpenapara uiu
MHCTPYKIHEN IO MEAUIIMHCKOMY MPUMEHEHUIO.

595. OueHka BKIIIOYAET B ce0s1 CIENYIOLINE TAIbI:

a) KpUTUYECKHUM aHaIu3 BCcel MHPOPMAIIK O OE30MAaCHOCTH, MOJYYEHHOHN 32 OTYCTHBIN
NEPHO/I, C ONIPEACIICHUEM BO3MOXHBIX BBISIBJICHHBIX HOBBIX CUTHAJIOB, CBUETEIbCTBYIOIINX
O HOBBIX MOTEHIMATBHBIX WU UACHTU(UIIMPOBAHHBIX PUCKAX, JUOO C JIOMOTHEHUEM YXKE
MMEIOIIUXCS 3HAHUM 110 paHee UICHTU(DUIIMPOBAHHBIM PUCKaM;

0) KpuTHUeCcKoe 0000IIeHrEe BCel MOJYYEHHOU 3a OTYETHBIA Mepuoa UHOpMAIUU O
6e3omacHOCTH U 3(PGEKTUBHOCTH JIEKAPCTBEHHOTO Tpenapara (Kak B paMKaxX KIMHUYECKHX
UCCIIEIOBAHUM, TaK M TNpPU NPUMEHEHHUH JIEKapCTBEHHOrO Ipernapara B MEIULMHCKOU
MPaKTUKE) W OICHKA BIUSHHUS 3TOW WH(OOpPMamWu Ha COOTHONICHWE "ToJb3a — PHUCK"
JIEKapCTBEHHOTO TIpenapara;

B) BBINOJHEHUE UHTETPAIbHOIO aHAM3a COOTHOLIEHUS "MO0Ib3a — PUCK" Ha OCHOBAHHUHU
BCEX KYMYJISITUBHBIX JAHHBIX C JAThl IEPBOM PErucTpallvy JICKAPCTBEHHOTO IMpernapaTa uiu
JaThl IEPBOTO PA3PEILICHUS Ha IPOBEACHNE HHTEPBEHIIMOHHOTO KIIMHUYECKOTO UCCIIEI0BAHUS
B KakoM-JIM0O W3 rocyaapcTB. B cimydae ecnum jgata mepBOro pasperieHuss Ha MpOBEACHUE
MHTEPBEHIIMOHHOTO KJIMHUYECKOTO MCCIEOBaHUS HEJOCTYyIHA WU JepKaTeib
PETHCTPAIMOHHOTO YIOCTOBEPEHUSI HE UMEET JIOCTYyTa K JaHHBIM O KIIMHUYECKON pa3paboTKe
JIEKapCTBEHHOTO Tpenapara, HauboJjiee paHHUU JOCTYNHBIA MEepUoj Hadalla MPUMEHEHUS
JIEKApCTBEHHOr0 IpenapaTra MOKET ObITh MCIOJb30BaH B KaY€CTBE HAYAJIBHOIO 3Tama JJIs
MOCJIEYIONIETO BKIFOUEHUS U OIIEHKU KYMYJISITUBHBIX TAHHBIX;

r) o0oOmenue uHPOpMaAUM O MEpaxX MUHUMH3ALMU PUCKA, KOTOPbIE MOTJIHU
BBITIOJIHATHCS WJIM BBITOJHSIIMCH HA MPOTSKEHUH OTYETHOTO NEPUOA, U 3aILIAHUPOBAHHBIE
Mepbl MUHUMM3AIIUH PUCKA;

1) OIpeAeeHUE IUIaHAa OLIEHKU CUTHAJIOB, PUCKOB U (WJIM) MPEII0KEHUU IO
JOTIOJTHUTENIBHBIM MepaM 1o (papMakoHaA30py.

3. IIpuHOUI DOATOTOBKH NEPHOANIECKOr0 OOHOBIIIEMOr'0 OTIeTa II0 6€30IIaCHOCTH

596. Jlepxatenb pErucTPAllMOHHOTO YJOCTOBEPEHUS IOJKEH TOTOBUTH €IHUHBIN
MEePUOANYECKUI OOHOBJISIEMBIH OTYET MO OE30MaCHOCTH [Js BCEX MPOU3BOJUMBIX
JIEKapCTBEHHBIX NIPENapaToB, COAEPIKAIINX OJHO U TO K€ JIEUCTBYIOIIEE BEIIECTBO WU OJHY
U Ty )€ KOMOHWHAIUIO JCHCTBYIOIIMX BEIIECTB, MO BCEM OJOOPEHHBIM MOKA3aHUSIM JIJIs
JAHHBIX JIEKAPCTBEHHBIX MPENapaToB, ClIoco0aM WX BBEJICHUA, (popMaM BBITyCKa U PEKUMAM
J03UpOBaHUsI. B 4YacTHBIX ciiydasx MOXeT MOoTpeOOoBaThCs MPEJACTAaBICHUE JaHHBIX 00
OTIIETBHBIX MOKa3aHUAX, (hopMax BBIMYyCKa, CIOCO0AX BBEICHUS WIH PEKUMAX TO3UPOBAHUS
KaK OTJEJIBHOTO pazjiesia MePUOJUUYECKOr0o OOHOBISIEMOr0 OTYETa MO OE30MacHOCTH C
COOTBETCTBYIOIIIUM OMHMCAHUEM W aHAJIU30M AacCIeKTOB Tpoduis Oe3zomacHocT U 0e3
MNOATOTOBKM OT/EJIBHOTO TEPUOJAMYECKOr0 OOHOBISIEMOTO OTYeTa MO OE30MacHOCTH.



[TonroroBka OTAENBHOTO MEPUOANYECKOIO OOHOBISIEMOr0 OTYETa MO 0€30MaCHOCTH MOKET
ObITh 000CHOBaHA B UCKJIIOUUTENIbHBIX CIIy4asiX (HampuMep, Mpu HAIUYKUU (POPMBI BBIITYCKA C
MOJHOCTHIO OTJIMYHBIMH IIOKa3aHUSIMH K MEIUIUHCKOMY NPUMEHEHHIO JAaHHOTO
JEKapCTBEHHOI'0 Ipenapara OT JAPYruX ero (Gop™m BbIIYCKa) MO COIVIACOBAHUIO C
YIOJIHOMOYEHHBIM OPraHOM.

4. CnpaBounas mH(pOpMAIUA

597. B kadyecTBe cupaBOYHOW MH(OpPMALMU O JEKAPCTBEHHOM IIpernapaTe JeprKaTeaeM
PETUCTPAlMOHHOTO YJAOCTOBEPEHUS MOTYT UCIIOJIb30BaThCS CIHEAYIOMINE HCTOYHUKU
pedepeHTHOI nHpOpMaLUu:

MepeYeHb OCHOBHBIX JAHHBIX O JIEKAPCTBEHHOM CPEACTBE JEpKaTENs PErUCTPAIMOHHOTO
YIOCTOBEPEHMS, KOTOPHIA BKIIOYAET HHGOpMaIUiO O OE30MacHOCTH, MOKa3aHUs K
MPUMEHEHUIO, PEXKHUM JI03UPOBaHUS, (DApMaKOJIOTUYECKHE CBOMCTBA U IPYTYIO0 HHPOPMAITHIO
B OTHOIIEHHWH JIEKapCTBEHHOTo Tmpenapara. MHbopMmamus o 06e30macHOCTH, KOTopas
BKJIIOUEHA B NEPEUYEHb OCHOBHBIX JAHHBIX O JIEKAPCTBEHHOM CPEJCTBE, OMpPEACIseTCS KaK
OCHOBHas MHGOpPMAIK 0 0€30MMaCHOCTH JIepKaTellsd perucTpalioHHOro yaocToBepeHus. [Ipu
MOJITOTOBKE TMEPUOJUYECKOTO OOHOBISIEMOTO OT4YeTa IO O€30MacHOCTH B KaueCTBE
CripaBO4YHON HMHpOpManUU O OE30MaCHOCTH M OCHOBHBIM OJIOOPEHHBIM ITOKa3aHUSIM K
MIPUMEHEHUIO TIPU BHITIOJIHEHUHU OLIEHKU PUCKA U MOJIb3bI JICKAPCTBEHHOTO TMperapara MOKeT
HCIOJIb30BaThCSl JEUCTBYIONIAs BEPCUS MEPEUYHS OCHOBHBIX MAHHBIX O JIEKapCTBEHHOM
cpeacTBe, Hanbosee MpUOIMKEHHAs K KOHITY OTUYETHOIO TIepro/ia IoKyMeHTa. B ciryuae ecnu
nepevYeHb OCHOBHBIX JIAHHBIX O JIEKAPCTBEHHOM CPEJICTBE HE BKIIIOUYAaeT MH(popManuio o0
0JIOOpPEHHBIX MOKAa3aHUAX K MPUMEHEHUIO, JIep)KaTelIeM PEerucTPalliOHHOTO YIOCTOBEPEHUSI
MOXET OBbITh ONPENENICH U yKa3aH UHOU TOKYMEHT, KOTOPBIH HUCHOJIB30BAJICS MO JAHHOMY
paszeny crpaBoYHON HHGOPMAIINH;

B Cly4yae OTCYTCTBHUA Yy JE€pKaTelsl PErUCTPAllMOHHOIO YJIOCTOBEPEHHS MEpEUHS
OCHOBHBIX JIAaHHBIX O JIEKAPCTBEHHOM CPEJICTBE WJIM OCHOBHOM MH(OpMAIIUU 0 6€30MacHOCTH
JUIs  JIEKapCTBEHHOT'O0 Tmpemnapara (HampuMep, €cld JIeKapCTBEHHBIM Ipemnapart
3apETUCTPUPOBAH TOJBKO HA TEPPUTOPUU OJIHOTO TOCYIApCTBA WIM PETHOHA, JHOO
BOCIIPOU3BE/ICHHBIA WJIM XOPOIIO M3YUYEHHBIN JICKAPCTBEHHBINA Mpernapar MPUMEHSETCS Ha
MPOTSHKEHUU OOJIBIIOTO KOJHWYECTBA JIET), MHOM JOKYMEHT, KOTOPBIM HCIOIL30BaJICS B
KaueCTBE CIIPaBOYHON MH(GOPMAIIUU MTPU MTOJATOTOBKE MEPUOINIECKOT0 OOHOBIISIEMOT0 OTUETa
1o 0e30MacHOCTH, JIepKaTeIeM PETUCTPAIIMOHHOTO YOCTOBEPEHUS MOXKET ObITh ONpeIeNieH
W yKazaH. B gaHHOM ciydae B KayecTBE CIPABOYHOM HHQPOPMAIMU MOXKET OBITh
HCTOJIb30BaHa o0O0IMas XapaKTepUCTUKA JIEKApCTBEHHOI'O0 Mpemnapara, oJ00peHHas
YIIOJJHOMOYEHHBIM OpPraHoOM TocyjAapcTBa-wieHa. B Tex ciydasx, Korja cCHpaBOYHas
uHpopManuss B YaCTH OJOOPEHHBIX MOKA3aHUM K MPUMEHEHHIO MPEJCTAaBISIET COOOM
OTZIETLHBIN OT CIIPaBOYHON MH(POpMaNUK 0 0€30MACHOCTH TOKYMEHT, IEHCTBYIOMIAs BEPCHUS
JTAHHOT'O JJOKyMEHTa, HauOosee MpUOIMKEHHAs! K KOHILY OTYETHOIO Nepruoa, J0JDKHA ObITh



BKJIFOYCHA B IEPUOUYECKUN OOHOBIISIEMBIN OTYET MO O€30MAaCHOCTH B KaU€CTBE MPUIIOKECHHUS

598. JlepxaresieM perucTpallMiOHHOTIO YAOCTOBEPEHUS JTOJKHA IIOCTOSIHHO BBIMOJIHATHCS
OLICHKa HEOOXOIMMOCTH MEPECMOTpa CIIPaBOYHON MH(OpPMAIUU O JIEKAPCTBEHHOM Ipenapare
u (W) copaBoyHOM HMH(pOpManMu MO O€30MaCHOCTH B CBSI3M C IOJY4YEHUEM HOBOU
uHpopmanuu 1no O€30MacHOCTH C LEIbI0 O0ECleYeHUs CBOEBPEMEHHOTO BHECEHUS
CYILIECTBEHHBIX U3MEHEHHUI, TPOU3O0LIEIINX 3a OTYETHBIN NMEPUOJ U ONTMCAHHBIX B paznene 4
"N3MeHeHMsI, BHECEHHbBIE B CIIPABOYHYIO MH(OpMaI0 0 0e301acHOCTH JIEKAPCTBEHHOIO
npemnapara’ ¥, eciau NpUMEHUMO, B pazzeine 16 "Curnansl ¥ olleHKa pUcKa' IEPUOANIECKOTO
OOHOBJISIEMOTr0 OTYeTa Mo Oe30macHOCTH. JlaHHbBIE CYLIECTBEHHbIE H3MEHEHHUS MOTYT
BKJIIOUYATh B ce0sI Clieayrolee:

a) uaMmeHenust B paszgenbl "lIporuBomnokaszanus’, "OcoOble yKa3zaHUs U MeEpbI
IIPEIOCTOPOKHOCTH IIPU IPUMEHEHHHN " ;

0) nononHeHus B pasnensl "HexenarenbHsle peakuuu", "B3anmonelictBue ¢ JpyruMu
JIEKapCTBEHHBIMU IIPENapaTaMy U APyTrUe BUABI B3aUMOJIEHCTBHS

B) JIOTIOJIHEHHE BaXXKHOM HOBOM mH(popManueit pa3aena "[lepenosupoBka';

I') UCKJIIOYEHHUE MOKa3aHUN MO0 MHbIE OTpaHUYECHUS] MPUMEHEHUS JIEKAPCTBEHHOIO
npenapara, BBEJICHHbIE HA OCHOBAHUU JAHHBIX O €ro 0€30MaCHOCTH WM HEAOCTATOYHOMN
TepaneBTUYECKON dP(HEKTHBHOCTH.

599. Jlepxartenpb perucTpalioOHHOIO YAOCTOBEPEHHUs JOJDKEH MPEICTaBUTh KOIIMHM BCEX
BEpCU CIPaBOYHOM MH(OpPMaLKH JIEKApCTBEHHOI'O Ipernapara, ACHCTBYIOIKUX Ha KOHEIl
OTYETHOI'O Neproja (Harpumep, Ui pa3IudHbIX (OpPM BbIITyCKa JIEKAPCTBEHHOIO Mpenapara,
BKJIFOYEHHBIX B OJJMH MEPUOJUYECKHII OOHOBIISIEMbI OTYET MO OE30MaCHOCTH), B KAUECTBE
OPWIOKEHUH K NepuoJudeckoMy OOHOBIsIEMOMY OTueTy o Oe3omacHocTH. Bepcum
CIpaBOYHON MH(OpPMaALMU JEKAPCTBEHHOTO Mpernaparta JOJKHbI UMETh JaTy BCTYIUICHUS B
NEWCTBHE M TMOJJEkKAaTh KOHTPOJI CO CTOPOHBI Jep)KaTelas pPEerucTparioHHOrO
YAOCTOBEPEHUSI.

600. B ciryuyae nomydenust BaxxHOM nHPpOpMauu 0 6€30macHOCTH, TPeOyIoIIel BHECCHUS
M3MEHEHUH B JEMCTBYIOIIYIO CIPAaBOYHYIO HH(OPMALIMIO JIEKAPCTBEHHOTO Mpenapara, mocie
JaThl OKOHYaHUs cOOpa JaHHBIX /10 MPEACTABIEHUS NEPUOIUIECKOTO OOHOBIISIEMOTO OTYETA
no 0e30MacHOCTH B YIOJHOMOYEHHBIN OpraH rocyjaapcTBa-ujieHa, JaHHas HHQpopManus
JI0JDKHA OBbITh BKJIIOUEHa B paszaen 14 "Baxnas uHdopmanus, MmojgydyeHHas IMocie
3aBEPIICHUS] TOJTOTOBKU MEPUOINYECKOT0 OOHOBIISIEMOTO OTUYeTa Mo Oe30macHoCTH", eCiu
ATO MPEACTABISIETCS BO3MOKHBIM.

5. Conepxcalme IepHOOTUICCKOI'O 0OHOBJIZEMOr0 OTYETA IO 6€30IaCHOCTH

601. Ilepuoauueckuii OOHOBISIEMBIN OTUET MO OE30MACHOCTH JOJDKEH BKIIIOUATH
KYMYJISITUBHBIE JIaHHBIE C JaThl MEPBOM PErUCTpallMU JIEKAPCTBEHHOIO Mpemnapara
BBIJICNIATh HOBYHO HHGOpPMAIMIO, TOJIYYEHHYIO 3a OTUETHBIM mepuona. KymynsaruBHas



uHpOpMallMs paccMaTpPUBAETCsl TPU TMPOBEJACHUM OOIIEeH OIEHKH Oe30MacHOCTH
JIEKapCTBEHHOTI'O MPENapaTa U UHTETPUPOBAHHON OLEHKH €r0 COOTHOLIEHUS "'TO0JIb3a — PUCK".

602. IlockoibKy KIMHWUYECKas pa3padOTKa JIEKApCTBEHHOTO Mpernapara MOXKET
IIPOJI0JKATHCS Ha MOCTPETUCTPAIMOHHOM 3Tarle, B MEPUOAUICCKUN OOHOBIISIEMBIH OTUYET T10
0€30MacHOCTH JOJDKHBI BKIIIOYATHCS JAHHBIC MOCTPETUCTPAIMOHHBIX WIW KIWMHHYECKUX
UCCJIEIOBAHUM 110 HEOJJOOPEHHBIM MTOKA3aHUSM WJTU HEOI0OPEHHBIM MOMYJIsAIUsIM. JJaHHbIE O
0€30macHOCTH JICKaPCTBEHHOTO TIperapara, MoJydeHHbIE 10 pe3yIbTaTaM MPUMECHECHHS HE B
COOTBETCTBHH C 001N XapaKTePUCTUKON JIEKAPCTBEHHOTO MperapaTa Uuid UHCTPYKIIUEH 10
METUITTHCKOMY TTPUMEHEHHIO, TAaK)KE JOJIKHBI OBITh BKIIFOUCHBI B OIICHKY COOTBETCTBYIOIIUX
PUCKOB B TIEPUOJINYECKOM OOHOBIISIEMOM OTYETE MO OE30MaCHOCTH, €CJIU 3TO MPUMEHUMO U
000CHOBAHHO.

603. Ilepuoandeckuii OOHOBISEMBIN OTUET IO OE30IMACHOCTH JOJDKEH BKIIIOUATH
o0o6miaroiyo uHpopManuo 000 BCEX MCTOYHUKAX IMOJTYUYECHHS 3HAYMMBIX JTAHHBIX 00
O0ezomacHOCTH W 3(P(EKTUBHOCTH JEKAPCTBEHHOI'O INpernapara, KOTOpbIE JOJKHBI
YUYUTBHIBATHCS MPU BBIMOJHEHUH OYEPETHON OIICHKH COOTHOIIEHHUS 'moib3a — pHCK",
JTOCTYIHBIX JIEPIKATEII0 PETHCTPAIMOHHOTO YIOCTOBEpEeHHUSA. VCTOYHHMKM JaHHBIX O
6e3omacHocTH M 3(G(PEKTUBHOCTH JEKAPCTBEHHOTO IIperapara, KOTOpble MOTYT OBbITh
HCITOJI30BaHbI TIPH MOATOTOBKE MEPHUOJIMYESCKOT0 OOHOBISEMOTO OTYETa 10 0E30I1MacCHOCTH,
BKJIFOYAIOT B CEOsI:

a) IOKJIMHUYECKUE UCCIIE0BAHMS (TOKCUKOJIOTUUECKHUE U UCCIEOBaHUS 1N VItro);
0) CHIOHTaHHOE PENOPTUPOBAHUE;
B) aKTUBHBIE METOJIbl MOHUTOPUHTA (HAIPUMED, aHAIN3 BHYTPEHHUX WM BHEIIHUX 0a3
JAHHBIX);
T') UCCTIEIOBAHMS KauyeCTBa JICKaPCTBEHHOTO Mpernapara;
1) UCCIIETOBaHMSI 110 OLIEHKE MCIOJIb30BaHMUs JIEKApCTBEHHOTO MpEIapara;
€) KIMHUYECKUE UCCIIeI0BaHUS, BKIIIOYAsl UCCIIETOBAHMS TI0 HEOJOOPEHHBIM MOKa3aHUSIM
K IPUMEHEHUIO;
) o0cepBaIlMOHHBIE UCCIIE0BaHUs, BKIIOYAs PETUCTPHI;
3) MpOrpamMMbl MOICPKKH MALUEHTOB;
W) TaHHBIE CUCTEMATHYECKUX 0030pOB U METaaHATIN30B;
K) CalTBI IepyKaTelisi perucTpalmOHHOr0 YI0CTOBEpeHus, B cetu uTepHer;
1) omyOJIMKOBAaHHBIC TAHHBIE HAYYHOW METUIIMHCKOW JTUTEPATyPhl M PE3IOME CTaTeH,
BKJTIOYAst HHPOPMAIIHIO, MPEJICTABISIEMYIO HAa HAYUYHbIX KOHPEPEHIIUIX U BCTPEYaX;
M) HEOIyOJIMKOBaHHBIE PYKOIUCH;
H) JaHHBIE MApPTHEPOB IO JHUIICH3UPOBAHUIO, JPYTUX CIOHCOPOB WU
HAYYHO-HUCCIIEIOBATENbCKUX YUPEKICHUN;
0) JaHHBIE YIIOJITHOMOYEHHBIX OPTaHOB (BCE rocyapcTBa MHUpaA).
604. IlepedueHb HMCTOYHHMKOB HH(POPMAIUU HE ABJIACTCS HCUEPIIBIBAIOIIUM,
JTOTIOTHUTENIPHBIE HWCTOYHUKH JAHHBIX MOTYT OBITh WCIIOJB30BAaHBI Jep)KaTeleM



PETUCTPALIMOHHOTO YAOCTOBEPEHUS C LENbIO MPECTaBIeHUs HH(OpMaLun 0 0€30MIaCHOCTU U
3 PeKTUBHOCTH
B TMEPUOJUYECKOM OOHOBIISIEMOM OTYETE IO OE€30MacHOCTH, HaJJeXalleil OIEeHKH
COOTHOUIEHUS "MOoNb3a — pUCK" M MPaBUIBHOIO OTPAXKEHUSI U3BECTHBIX U BBISIBJICHHBIX 32
OTUETHBIA TEPUOJ BAXKHBIX acMeKTOB Mpoduias Oe30macHOCTH U d(PPEeKTUBHOCTU
JIEKapCTBEHHOI0 mpemnapara. [lepedeHb MCTOYHMKOB HMCIIOJb30BAHHOM INPH MOATOTOBKE
MEPUOANYECKOTO0 OOHOBISIEMOr0 OTYETa MO O€30MacHOCTH MH(OpMalMHU JOKEH OBITH
MIPEACTABIICH J€PKaTEIEM PETUCTPALIMOHHOTO YIOCTOBEPEHHUS B IPUIIOKEHUH K JOKYMEHTY.
605. Ilepuoanueckuii OOHOBISIEMBIN OTYET 1O OE30MAaCHOCTH JOJIKEH OBITH pa3padboTaH B
dbopMe TOKyMEHTa, COCTOSILIETO U3 pa3/esioB, ONpeessieMblXx MyHKTOM 590 HacTosAmux
[IpaBun. TpeboBanusa K paszgenaMm SBISIOTCS OOMMMU IS BCEX Jep)KaTesiei
PErMCTPAallMOHHBIX yAOCTOBepeHUi. OObEM MpeCTaBIECHNS JaHHBIX MOXET BapbUPOBATHCS
10 pa3fenaM B 3aBUCMMOCTH OT Pa3JIMYHOIO YPOBHS IOCTYyIA JepKaTelell perucTpalMOHHBIX
YIOCTOBEPEHUM K UCTOYHUKAM MH(OpMaIINK, BKIIOYAEMON B IEPUOAUUECKUN OOHOBIISIEMBIi
ordyer mo Oe3omacHocTH. Hampumep, nepxareib PEeruCTPAIMOHHOTO YAOCTOBEPEHUS,
ABJISIBUIMICS CIIOHCOPOM KJIIMHMYECKOTO MCCIEIOBAHMS, UMEET AOCTYI K MOJHOMY O0BEMY
JAHHBIX HAa YPOBHE MAIIMEHTOB, B TO BPEMs KaK IJi APYTUX JepKaTeJIel perucTpalruoHHbIX
YAOCTOBEPEHUM, HE SIBISBIIUXCA CIIOHCOPaMHU JaHHOTO KIMHUYECKOTO HCCIEeA0BaHUsA,
JOCTYTI MOXKET OBITH BO3MOKEH TOJBKO K OIMyOJIUKOBAHHBIM JJAHHBIM.

606. Crenenpb AeTanu3anuyd HHGOPMALIMH, TPEACTABISIEMON B ONPEEICHHBIX pa3jienax
NEPUOANYECKOT0 OOHOBIISIEMOTO OTYETa MO O€30MaCHOCTH, JOHKHA OMPEIEISIThCS COOOpa3HO
M3BECTHBIM U BBISIBIICHHBIM 332 OTYETHBIN MEPHO]I BAKHBIM acnekTaM npoduisi 6€30macHOCTH
1 3()(PEKTUBHOCTH, COCTABIISIFOLIUM KIIFOUEBbIE KOMIIOHEHTHI OLICHKH COOTHOIIEHUS MOJIb3bI U
pHUCKa JIEKapCTBEHHOTI'O IIpenapara.

607. Ilepuoanueckuii OOHOBIIIEMBIN OTUYET MO OE30MACHOCTH JIOJKEH UMETh CIICTYIOIIYIO
CTPYKTYPY:

Yacte . TuTynbHBINA JUCT, BKIIKOYAS MOANUCH JIUIA, OTBETCTBEHHOT'O 3a IOJATOTOBKY
MEPUOINYECKOTO OOHOBIIIEMOI'O OTYETA IO 0E€30MMACHOCTH
Yacts II. KpaTkoe uznoxxenue (pe3rome)
Yacrs III. Coneprxanue nepuoandecKoro 0OHOBISIEMOrO OTYETA 0 OE30MaCHOCTH
Pasnen 1. Beenenue
Paznen 2. PernctpanimOHHBIN CTAaTyC JEKAPCTBEHHOTO MPENAapaTa B MUPE
Paznen 3. Mepbl, IpUHATHIE 32 OTYETHBIN NEPHO/I, B CBSA3U C MOCTYNUBIINMU JaHHBIMU O
0€30MacHOCTH JIEKAPCTBEHHOT'O Mpenapara
Pazgen 4. VI3MeHeHUs, BHECEHHbIE B CIPaBOYHYIO MH(POpPMALHIO O 0€30MacHOCTU
JIEKapCTBEHHOI'O Mperapara
Pazgen 5. Onenka yucia NaMeHTOB, MOJBEPTUIMXCS BO3ACHCTBUIO JEKAPCTBEHHOTO
npernapara, 1 0COOEHHOCTE! MPUMEHEHUSI B METUITMHCKON MTPAKTHKE



[Toapasnen 5.1. O61Iee YKCIO0 MANMEHTOB, MOABEPTIIUXCS BO3JICHCTBUIO JIEKAPCTBEHHOTO
npenapara B KIIMHUYECKUX UCCIIeIOBAHUSIX
[Toxpaznen 5.2. O61Iee YMCIO MANMEHTOB, MOABEPTIITUXCS BO3JICHCTBUIO JIEGKAPCTBEHHOTO
npenapara, o JaHHbIM €Tr0 IPUMEHEHHUs Ha PhIHKE
Paznen 6. O600meHHbIE TAOTUYHBIC JaHHBIC
[Tonapaznen 6.1. CnpaBounast uHboOpMaIus
[Tonpaznen 6.2. O6001meHHas uHGOPMALIUS 110 CEPHE3HBIM HEXKEJATECIIbHBIM SBICHUSM,
BBISIBIICHHBIM B XO/1€ KIMHUYECKUX UCCIIECIOBAHUM
[Togpazaen 6.3. O6o6meHHass uHPOpMaALUS MO JaHHBIM MOCTPETUCTPAIUOHHOTO
MIPUMEHEHUS JIEKAPCTBEHHOTO Mpenapara
Paznen 7. Pe3toMe 3HAUMMBIX TaHHBIX, MTOJTYUYCHHBIX B XOJ€ KIIMHUYECKUX HUCCIIETOBAHUM
3a OTYETHBIN MTEPUO
[Tonpaznen 7.1. 3aBepiieHHbIE KITMHUYECKUE UCCIEN0OBAHUS
[Tonpasznen 7.2. [Ipogomxkarommecs KIMHAYECKUE UCCIIEIOBAHUS
[Tonpaznen 7.3. JnuTenbHbIN TOCIEAYIOMNIA MOHUTOPUHT COCTOSTHUS TAIIUEHTOB
[Togpaznen 7.4. IHoe TepaneBTHYECKOE NPUMEHEHHNE JIEKAPCTBEHHOIO Ipenapara
[Tonpasznen 7.5. HoBbie naHHbIe 0 0€30MACHOCTH MPH MCIIOIH30BAHUH JIEKAPCTBEHHOTO
npenapara B PUKCUPOBAaHHBIX KOMOMHAIUAX J103
Paznen 8. JlanHble HEUHTEPBEHIIMOHHBIX UCCIIEOBAHUMN
Paznen 9. JlanHble Ipyrux KIMHUYECKUX HCCIENOBAHUN WU JaHHBIE, MOJIyYECHHBIE U3
JIPYTUX UCTOYHUKOB
[Toxgpaznen 9.1. JlaHHbIe IpYTrUX KIMHUYECKUX UCCIIETOBAHUIMA
[Monpaznen 9.2. Ommbku npruMeHEeHuUs! JIGKApCTBEHHOTO Mpenapara
Paznen 10. JlanHble TOKIMHUYECKUX (HEKIIMHUYECKUX ) UCCIEAOBAHUN
Pasnen 11. JlanHble HAYYHON MEIULIMHCKON JTUTEPATYPbI
Paznen 12. Jlpyrue nepuoandeckie 0OHOBISIEMbIE OTYETHI IO 0€30M1aCHOCTH;
Paznen 13. Hemocratounas TepaneBTuyeckas 3(PQGEeKTUBHOCThH JEKApPCTBEHHOTO
npemnapara, yCTaHOBJIEHHAs B KOHTPOJIUPYEMBIX KIMHUYECKUX UCCIICIOBAHUSIX
Paznen 14. Baxuas undopmanus, nojgydeHHas MOCJE 3aBEPIICHUs MOATOTOBKHU
MEPUOANYECKOT0 OOHOBIISIEMOTr0 OTUETa 110 OE30MaCHOCTH
Pazpen 15. O630p curHanoB (HOBBIX, pacCMaTPUBAEMBIX U 3aKPBITHIX )
Paznen 16. Curnansl v olieHKa pucka
[Toapaznen 16.1 O6o0matonias naGopManus o mpoodieMax 1mo 6€30MacHOCTH
[Tompaszaen 16.2. OueHka CurHaaoB
[Toxpasnen 16.3. Ouenka puckoB ¥ HOBOW WH(MOPMAITUU
[Tonpaznen 16.4. XapakrepucTuka puckoB
[Moapazmen 16.5. DbdHEKTUBHOCTH MEP MUHIUMH3AIIUN PUCKA (€CIIM OHU TPUMEHSUITHCH )
Paznen 17. OuieHka mojn3bl



[Moapaznen 17.1. Baxnas 6a3ucHas undopmaiusa 06 3¢ PpEeKTUBHOCTH JTEKaPCTBEHHOTO
npenapara
[Tonpasnen 17.2. Hoas BeisiBieHHas nuHopMmanus 06 3ppexkTuBHOCTH
[Togpazaen 17.3. XapakTepucTuka MoJib3bl
Pa3znen 18. UHTerpupoBaHHbIN aHAIN3 COOTHOIICHUS "MOJIb3a — PUCK" MO 0A0OPEHHBIM
NOKa3aHUSIM
[Tonpaznen 18.1 MuTerpupoBaHHbIil aHATU3 B KOHTEKCTE COOTHOIIEHUS "MoIb3a — pUCcK" (
BKJIIOYAsi MEIUIIUHCKYIO TOTPEOHOCTh U BaKHBIE AIbTEPHATUBHI)
[Tompazaen 18.2. Ouenka npoueaypsl aHAIN3a COOTHOLICHUS "TI0Ib3a — PUCK"
Paznen 19 3akimrodeHne mepuoaudeckoro OOHOBIISIEMOTO OTYeTa MO 0€30MacHOCTH U
npeajaraemMbie MocieyoIue 1eMcTBUs
Paznen 20 [Ipunoxenus k mepuoandeckoMy 0OOHOBISIEMOMY OTYETY O 0€30MMacHOCTH.

Yacts I TuTyneHBIH IHCT

608. Ha TuTy/1IbHOM JIMCTE TOJKHA OBITh YKa3aHa cienytomas nHhopmarus:
HaMEHOBAHUE JIEKapCTBEHHOT0 Mpenapara 1 IeHCTBYIOIIETO BELECTBA!
MEXIyHapo/IHas aTa pErucTpaliy JIEKapCTBEHHOIO Mpenapara;

OTYETHBIN TIEPUOL;

JlaTa COCTaBJICHUS OTYETA;

JAHHBIE JIep>KATEIsT PETUCTPALMOHHOTO YOCTOBEPEHUS;

yKa3aHWe Ha KOHPUIECHUHAIbHOCTh MH(OPMALUM, BKIIOUEHHOW B MEPHUOIUYECKUN
OOHOBJIIEMBII1 OTYET MO O€30MaCHOCTH.

TUTYABHBIN JIUCT MEPUONYECKOTO OOHOBIIIEMOIO OTYETA MO O€30MaCHOCTH JIOJKEH
OBITh 3aBEPEH MOJNUCHIO0 YIIOJIHOMOYEHHOIO JUIA 0 (papMaKOHAA30py WIH JULA, KOTOPOMY
nenerupoBaHa (QyHKIHUS OJOOpPEHHsS TMEPUOJMYCCKOTO OOHOBISEMOTO OTYEeTa IO
0€30MacHOCTH.

Ecnu nepxatenb perucTpaliOHHOTO YJIOCTOBEpPEHHUS HE MMEEeT MH(POpMAIUU O
(akTU4YeCKOM MEXJIYHApOJHOW JaTe perucTpauuu, HeoOXOAUMO OOpaTUTHCS K CHUCKAM
OIyOJINKOBAHHBIX MEXyHApOAHBIX JaT perucrpanuu. Eciu nexkapcTBEHHBIN mpenapar He
BKJIFOUEH B KaKOM-TMOO CIHMCOK, JAEP)KATENI0 PErHMCTPALMOHHOIO YJOCTOBEPEHUS CIEAYET
COrJIacoBaTh C YHOJHOMOYEHHBIM OpPraHOM BO3MOKHOCTb HCIIOJb30BaHUS B KaueCcTBE
MEXTyHAPOIHOM 1aThl perucTpaliy NepBoil N3BECTHOM ATkl MOIYYEHHs PErUCTPAIMIOHHOTO
YAOCTOBEPEHUS Ha JICUCTBYIOIIEE BEIIECTBO.

Yacts II. KpaTkoe uznoxenune (pe3iome)

609. [lenpo yKa3aHHOTO CTPYKTYPHOTO 3JE€MEHTa MEePUOUUYECKOr0 OOHOBIISIEMOTO
oTdyeTa 1O O€30MaCHOCTH SBISIETCS KpaTKOe TMpEJACTaBICeHUE B O0O0OOIIEHHOM BHJIE



coJiepkaHusl ¥ HanboJiee BaXHOW MHGOPMAITH, COCTABIISIIOIIEH yKa3aHHbINA oT4eT. KpaTkoe
M3JIOKEHUE JTIOJKHO BKJIIOYAThH CIICYIONIYI0 HH(GOPMAIUIO:
a) BBEJICHUE, YKa3aHUE OTUETHOT'O MEPHOJIA;

0) HaMMEHOBaHME JIEKAPCTBEHHOIr'O Mpenapara, ¢hapMakoTepaneBTUYECKUN Kiacc,
MEXaHW3M JICHCTBUSA, MOKAa3aHUsS K MpuMeHeHnt0, Gopma (hopmbl) BBITyCKa, TO3UPOBKA (
JI03UPOBKH ), CTIOCO0 (CIIOCOOBI) BBEICHHS;

B) OIIEHKAa KyMYJISITUBHOT'O BO3JICUCTBUS B X0/1€ KJIMHUYECKUX UCCIICIOBAHUM;

r) OIleHKa MHTEpBaja MOCTPETHCTPAIMOHHOTO MPUMEHEHUS U KyMYJSTHBHOTO
BO3JICMCTBUS 32 ATOT MOCTPETUCTPAIMOHHBIN TIEPUOT;

J) YHUCJIO TOCYIapCTB, HAa TEPPUTOPUSAX KOTOPHIX pa3peuIieHO MPUMEHEHUE
JIEKapCTBEHHOTIO Mpernapara;
¢) o0o0menHas nHpopMarus 00 OIEHKE COOTHOIICHHS "MOJIb3a — pUCK";

) TPUHATBIE W TpeasiaraeMble JIEeUCTBHS, CBS3aHHBIE C acleKTaMu MNpOoQuis
0€30MacHOCTH, BKJIIOUasl CYIIECTBEHHbIE U3MEHEHHUSI, BHECEHHBIE B OPOLIIOPY UCCIE0BATENS
Ha JTane KIMHUYECKHX HCCIEJOBAaHUM U B OOIIYIO XapaKTepUCTHKY JIEKapCTBEHHOTO
npenapara Ha MOCTPErUCTPAIIMOHHOM 3Tare, WK UHbIE MEPbl MUHUMU3AIIUU PUCKA;

3) 3aKJIIOYCHUE.

6. TpeGoBaHM K COAEPKAHMIO KAXKAOT0 pasmelia epHOIUISCKOro 0OHOBIAEMOr0 OTIETa IO
0e30macHOCTH

Yacrs II1. ConepxaHue meprOAMIECKOr0 0GHOBIAEMOTO OTIETa IO 6€30IaCHOCTH

610. Kparkoe uznoxeHue (pe3rome) JA0JIKHO COMPOBOXKAATHCA TAOIUIICH COAepKaHUs
MePUOANIECKOT0 OOHOBJISIEMOT0 OTYETa 10 OE30MaCHOCTH.

Pasnen 1. Beenenue

611. BBeaenue J0DKHO COIEPKATh CIICIYIONIYI0 HHGOPMAITHIO:
1) MeXayHapOIHYIO JaTy PETUCTPAllMN U OTUYCTHBIN MEPUOI;

2) HaMMEHOBaHHWE JICKAPCTBEHHOTO Mpemapara, (hapMakoTepaneBTUYSCKUN Kiiacc,
MEXaHU3M JCHCTBUS, 0JJOOpEHHBIE MMOKa3aHus K MpuMeHeHuto, hopma (hopmbl) BHITyCKa,
JI03UPOBKa (JI03UPOBKHU), CIIOCOO (CIOCOOBI) BBECHNUS;

3) KpaTkoe OMUCAaHUE MOMYJSALHI, KOTOpbIE MOJyYaroT JICUCHUE ¢ Ha3HaYeHUEM
JIEKapCTBEHHOTO TIpernapara u ObLIN BKIIOUCHBI B KIIMHUYCCKNE UCCIICTOBAHMS.

Paszpen 2. PeructpanMOHHEIM CTaTyC JIEKapCTBEHHOI'O IIpEapara B MUpe

612. B nanHOM paszjnene nokHA OBITh Mpe/CcTaBiIeHA CIEAYolas KpaTkas o030pHas
uHdopmarms:
1) naTel NEepBOIl perucTpaluy B J110OOM TOCYyAapCTBE MUPA;
2) onoOpeHHbIE MOKa3aHUs K MPUMEHEHUIO;



3) 3aperucTpupoBaHHbIE POPMBI BBIITYCKA U TO3UPOBKU;
4) ykazaHue ToCcyJapCTB, B KOTOPBIX JIEKAPCTBEHHBIN ITpenapaT 3aperucTpupoBaH.

Paspen 3. Mepsl, NpHHATEIE 32 OTIETHEIA NEPHO, B CBA3H C JaHHEIME O 6€30IaCHOCTH
JIEKapCTBEHHOTO IIpemapara

613. B nanHOM paszzenie mpeacTaBiIseTCs] ONMCAHUE CYIIECTBEHHBIX MED, IMPUHSITHIX
YIOJTHOMOYEHHBIMU OpraHaMH, JepKaTesIeM PErUCTPALMOHHOTO YIOCTOBEPEHHUSI, CHOHCOPOM
KJIIMHUYECKUX UCCIIEI0BAHUN, KOMUTETOM 110 MOHUTOPUHTY M OLIEHKE TAHHBIX, KOMUTETOM T10
ATUKE Ha OCHOBAaHUU JaHHBIX O OE30MACHOCTU 3a OTUETHBIM Mepuoj Kak B OTHOLICHUU
MPOJIOJDKAIOIINUXCS KIMHUYECKUX MCCIIEIOBAaHUM, TaK M TOCTPETrUCTPALIMOHHOTO PUMEHEHUS

K naHHbIM MepaM OTHOCSIT MEpbI, KOTOPBIE:
1) okazamu CylIeCTBEHHOE BIIMSHUE Ha COOTHOIIEHHE '"Moib3a — pPHUCK"
3aperucTPUPOBAHHOTO JICKAPCTBEHHOTO Mpernapara;

2) oKa3zaJld BIUSHUE Ha MPOBEIECHNE KOHKPETHOIO KJIMHUYECKOTO UCCIEA0BAHUS WA B
LIEJIOM Ha NMPOrpaMMy KJIMHHUYECKOH pa3pabOTKU JIeKapCTBEHHOTO Mpenapara.

614. B pa3nene nomxHbI ObITh yKa3aHbl OCHOBaHUA ISl MPUHSATUS JAHHBIX MEpP U
JOTOJIHUTENbHASE UH(pOpMatus (Ipu Hamu4uuK). B raHHON YacTu NMPUBOAUTCS TaKXKe KpaTKas
nH(opMmarus 06 0OHOBJIECHUHU CTAaTyca paHee MPUHITHIX Mep.

615. CymiecTBeHHbIE MEPBI, IPUHATHIE B OTHOLIEHUU HCCIETYyEMOTO JIEKapCTBEHHOTO
npernapara, MOTyT BKJIIOUYaTh B ceOsl:

a) OTKa3 B BbIJAay€ pa3peliCHUs] HAa MPOBEIAEHUE KIMHUYECKOTO HCCIEIOBAHUS IO
acrekTaM 0€30MacHOCTH WM ATUYECKUM BOIIPOCAM;

0) yacTUYHasl WJIM MOJIHASI MPUOCTAHOBKA KIMHUYECKOTO MCCIEIOBAHUS OO MOIHOE
IIPEKpaICHNE KIWHUYECKOTO MCCIEAOBaHUS paHEE IIAHUPYEMOI'O CpOKa IO IMpPUYUHE
BBISIBICHHBIX JIaHHBIX O O€30MacHOCTH WM HEJAOCTATOYHOM TepaneBTUYECKOM
3 PEKTUBHOCTH;

B) OT3BIB HCCIIEyEMOT0 JIEKAPCTBEHHOIO Mpenapara Ui npernapara CpaBHEHUS;

I') OTKa3 B BbIJIaU€ pa3pelIeHHs] Ha MPUMEHEHUE 110 MOKa3aHMIO, UCCIENyEMOMY B XOJ€
KJIMHUYECKOTO MCCIIEIOBaHUS, a TakKe JOOPOBOJIBHBIM OTKAa3 OT MOJAauM 3asBICHUS Ha
perucTpanuio;

1) MEpbl MUHUMH3AlUN PUCKA, B TOM YHCJIE:

M3MEHEHHMS, BHOCUMbIE B MPOTOKOJ HCCIEIOBaHUS U OOYCIOBJIECHHbIE JAHHBIMHU O
6e3onacHocT Wik 3G(HEKTUBHOCTH JIEKAaPCTBEHHOTO Mpernapara (Hampumep, U3MEHEHUe
pexXuMa J03UPOBAHUS, U3MEHEHUS KPUTEPUEB BKIIIOUCHUS WIIM HEBKIIIOUEHUS B KIMHUYECKOE
HCCIIEIOBaHMSI, BBEJIEHUE JIOMOJHUTENBHBIX MEP 110 MOHUTOPUHTY CyOBEKTOB HCCIIEI0BaHUS,
OTrpaHUYEHHE MPOJIOKUTENLHOCTH HCCIIEIOBAHU);

OTrpaHUYEHMS UCCIIETyEMON MOMYJIALMH UM OKA3aHUM K IPUMEHEHUIO:



U3MEHEHHsT MH(QOPMHUPOBAHHOTO COTJIACHS, CBA3aHHBIC C acIeKTaMu MPOhHIIS
0e30IacCHOCTH;
M3MEHEHHSI COCTaBa JICKAPCTBEHHOTO IIperapara;
JOTIOJTHUTEIFHOE TPEOOBAHHWE YIOJHOMOYEHHBIX OPTraHOB T'OCYJIapCTB-YJICHOB IIO
0CcO0OMY TIOPSIIKY TpecTaBIeHUs nH(DOpMaIuu 0 0€30MaCHOCTH JIEKapCTBEHHOTO Mpemnapara
;

crienuaibHoe MH(QOPMUPOBAHKE Bpadye-ucciaeqoBaTe e UM MEIUITUHCKUX paOOTHUKOB

IUIaHUPOBAHHME MPOBEAECHUS HOBBIX HCCIIENOBAHUN IO OLEHKE aCIEKTOB MPOdHIIs

0€30I1aCHOCTH.
616. CylecTBEHHBIE MEpBI, MPUHATHIE B OTHOLIEHUH 3aPETUCTPUPOBAHHOTO
JICKapCTBEHHOTO Tpernapara, BKI0YaoT B ceOs:
a) OTKa3 B MIPOJUIEHNUHN AEUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS;
0) MIPUOCTAHOBKY WJIM OT3bIB PETMCTPALIMOHHOTO YIOCTOBEPEHHUS;
B) MEpBI, IPUHATHIE B CBSI3U C BBISBICHUEM Je(EeKTa KadyecTBa JUOO MHBIX MPUYUH,
CBS3aHHBIX C Ka4E€CTBOM JIEKaPCTBEHHOIO MPENapara;
I') BBEJCHHUE IJIaHA [0 MUHUMU3ALNH PUCKA, COAEPHKAIIETO:
CYLIECTBEHHbIE OrpPaHUYEHUS B PACIPOCTPAHEHUU WIM BBEJACHUE HHBIX Mep
MUHHAMH3ALUU PUCKA;

CYILLIECTBEHHbIE M3MEHEHMS OOIEe XapaKTEpUCTHKHU JIEKApCTBEHHOrO Ipernapara,
BKJIIOYasi OTpaHWYEHMS NOKA3aHMM K HAa3HAYECHHUIO WM TPYIN MNalUEeHTOB, KOTOPBIM
HA3HA4YaeTCsl JIEKapCTBEHHBIN Mpernapar;

crieMalibHOe UHPOPMHUPOBAHUE METUIIMHCKUX PAOOTHUKOB;

TpeOOBaHNE YMOJHOMOUYEHHBIX OpPraHOB MO IPOBEIECHUIO MOCTPETUCTPALMOHHOTO

HCCIIEIOBAHUS.

Paspen 4. I3MeHeHHUs, BHECEHHBIE B CIIPABOYHYI0 HHGOpMAIHIO 0 6e30IIaCHOCTH JIEKAPCTBEHHOT'O
mopenapara

617. B nanHOM pa3zjesne yKa3blBalOTCS CBEICHUSI 000 BCEX CYIIECTBEHHBIX U3MEHEHUSX,
BHECEHHBIX B CIPABOYHYIO MHGOPMAIKI0O 0 O€30MacCHOCTH JICKAPCTBEHHOI'0 IMpemnapara 3a
OTUETHBIN Nepuo/. JlaHHbIE CYIIEeCTBEHHBIE U3MEHEHHUS BKIIIOUAIOT B CE0S:

U3MEHEHHS B pa3jiesiax MpOTUBOIOKA3aHUH, MPEOCTEPEKEHUMN, 0COOBIX YKa3aHUI;

uHpoOpMaIUs O CephE3HBIX HEXKEIATENbHBIX PEaKIUIX, HEKETATCIbHBIX PEaKIUsIX,
MPEACTABIISIONINX 0COOBIN HHTEPEC U PEAKIIUSIX B3aUMOJICUCTBUS;

BAKHBIE JAHHBIC MPOIOHKAIOIINXCS U 3aBEPIICHHBIX KIMHUYECKUX UCCIIEI0BaHNUIT;

BA)KHBIC JIAaHHBIC IOKIIMHUYECKUX (HEKIIMHUYECKUX ) UCCIEOBaHUN (HaIpuUMep, U3y4eHue
KaHIIEPOT€HHOCTH).

618. Nudopmanusa o0 NaHHBIX H3MEHEHHUSX JOJKHa OBbITh NpEICTaBlIcHA B
COOTBETCTBYIOIIUX pa3jeliax MepuoJanueckoro oOHOBIIIEMOro oT4YeTa Mo O6e3onacHocTu. B



MPUJIOKEHUU K TMEPHOJMYECKOMY OOHOBISIEMOMY OTYETYy IO O€30MacHOCTH JOJIKHA
coJiep KaThCsl BEPCHUS CIPABOYHON MH(GOpMAIIMK O O€30aCHOCTH JIEKAPCTBEHHOIO Mpernapara
C COOTBETCTBYIOIIMMU U3MEHEHUSIMU.

Pazgen 5. OneHka urciia manueHTOB, MOJBEPITIMXCS BO3ACHCTBHIIO ICKApCTBEHHOI'O Ipenapara, u
ocobeHHOCTe# MPUMEHEHN B MEJTUIMHCKO# TPaKTHKE

619. Ilepuoandeckuii OOHOBIISIEMBINH OTYET MO OE30MACHOCTHU JIOJKEH COJICPKATh TOUYHYIO
OIICHKY YHMCJia MalMeHTOB, KOTOPbhIE MOBEPIIIMCH BO3ACHCTBUIO JIEKAPCTBEHHOTO Mpernapara,
BKJIIOYAsl BCE JJaHHBIE 00 00beMe ero mpoJiak M KOJIWYECTBE Ha3zHaueHUM. J[aHHas olleHKa
JOJDKHA COMPOBOXKJIATHCA KAYE€CTBEHHBIM W KOJIMYECTBEHHBIM aHAJIU30M IPUMEHEHUS
JIEKapCTBEHHOTO TIpernapara B peajbHOW MEAUIIMHCKON MPaKTHUKE C YKa3aHUEM TOTO, KaKUM
00pa3oM 3TO MOXET OTJIMYAThCS OT OJ0OPEHHOTO MPHUMEHEHHS, OCHOBBIBAsICh HAa BCEX
JTAHHBIX, JOCTYMHBIX AEPKATENI0 PErUCTPAIMOHHOTO YJOCTOBEPEHHUS, U pe3ysbTarax
HaOJII0JaTeILHBIX CCIIEIOBAHUH 10 OIICHKE UCTIOb30BaHUS JIEKAPCTBEHHOIO Mperapara.

620. B nanHOM paszesne 10JKHA ObITh MIPEACTABICHA OLIEHKAa 00bEMa U XapaKTEPUCTUKH
MOMYJISIMU, MMOJABEPrIIelcss BO3AEHCTBUIO JIEKAPCTBEHHOrO IpenapaTra (BKJOYas KpaTKoe
OTMCAaHHUE HCMOJIB3YEMOr0 JJIsl OLICHKH METOJIa U YKa3aHUs OTPaHMYCHUN HCIOIb3YEeMOTro
METO/1a).

621. Cornacytomuecss METObI 110 OLICHKE BO3JEHCTBUS Ha CyObEKTa WM MallueHTa
JOJKHBI MCIIOJIB30BaThCsl BO BCEX pasjenax MepUOJUYECKOro OOHOBJISIEMOIr0 OT4YeTa IO
0€30MacHOCTH JIJIsi OJHOTO JIEKApCTBEHHOTO Mpernapara. Eciy 3aMeHa UCoib3yeMoro MeTo1a
OIICHKH SIBJISIETCSl YMECTHOM, TO UCIOJIb3YEMbI METOJT U HOBBIN METO/I, a TAKXKE PacUeThl 10
HUM JIOJKHBI OBITh MPEJICTABIICHBI B TIEPUOIMUYECKOM OOHOBIISIEMOM OTYETE IO 6€30MaCHOCTH
¢ 0OBsICHEHHEM 3aMCHBI.

ITompasmen 5.1. O6mee 9uCIIO MAMERTOB, IOABEPIIIHXCSA BO3AESHCTBHIO JIEKAPCTBEHHOT'O
mpemnapara B KINHUIECKUX HCCISIOBaHUAX

622. JlaHHBIN mOJpa3ieNl MepPUOIUYECKOT0 OOHOBISIEMOT0 OTYETa MO0 OE30MMaCHOCTH
JOJIKEH COJEPKATh CIEAYIONIYI0 MH(OPMAIMIO O AIMEHTaX, BKIIOYEHHBIX B KIMHUYECKUE
HCCIIEIOBAHNS JIEKAPCTBEHHOT'O Mpenapara, CHOHCOPOM KOTOPBIX SBIUICA JEpPKATEIb
PETUCTPALIMOHHOTO YIOCTOBEpEHHUS (ClIeayeT UCTIOIb30BaTh TAOIUYHBIN (hopmar):

a) KyMYJSITUBHOE YUCJIO CYOBEKTOB HCCIIEIOBAHMS, BKIFOUEHHBIX B MPOOJIKAIOIIUECS U
3aBEPIICHHBIC KIIMHUYECKNUE MCCIIEAOBAHUS U IMOJABEPIIIMXCA BO3AECUCTBUIO MCCIIETYEMOTO
JEKapCTBEHHOTO TMpernapara, mianedbo W (WjiM) aKTUBHOTO IpenapaTra CpaBHEHUS C
MEXIyHApOIHON NaThl 0f00peHus pa3padaThIBAEMOTO JICKAPCTBEHHOTrO mpemapata. [[is
JIEKAPCTBEHHBIX MPENapaToB, JIUTEIBHOE BpPeMsl HaXOJSALIUXCS B OOpallleHUH, yKa3aHHas
JeTabHast HHPOPMAIIAS MOXKET OBITh HEAOCTYITHA;



0) Oonee neranbHas KyMyJsiTUBHas uHGoOpMamus O CyObEKTaX HCCIEeIOBaHMUS,
MOJIBEPTIINXCS BO3JCHCTBUIO JIEKAPCTBEHHOTO TMpernapara (Mpu Haauduu) (Hampumep,
KyMyJIsiTUBHAas uHGOpPMAIUs, CrPyNIHUpPOBAaHHAS 1O BO3pacTy, MOy, pPacoBOM
NPUHAIICKHOCTH 10 BCEH porpaMme pa3paboTKu);

B) Ba)KHBIC Pa3INuusi MEXJy MCCIEIOBAHUSMU B OTHOILIEHUU Ha3HAUYAEMBbIX /103, IyTeH
BBEJICHUSA JIEKAPCTBEHHOT'O MIpenapara, MoArpyIi MalueHTOB;

T') JaHHBIE O BO3/ICHCTBUU B CIydae, €ClIM KIIMHUYECKUE UCCIIETOBAaHMS IPOBOAMIUCH HA
0COOBIX Tpynmax NalMeHTOB (HampuMep, OEpeMEeHHBIX JKEHIMHAX, MalUeHTaxX ¢
HapyUIEHUSIMUA (QYHKIIUU TOYEK, MEYEHHU, CePACUYHO-COCYAUCTON CHCTEMBI, MAIMEHTAaX C
KJIIMHAYECKU 3HAYUMbBIM T€HETHUYECKUM TTOTUMOPPU3MOM);

1) OlleHKa BO3/ICHCTBUSA, BBIpAXXEHHAs B BHUJE NOKa3aTened CyObeKT-Bpems (
MaIMEeHTO-THH, -MECSIIbl WM -TO/Ibl) (MMPU HATWMYHUH CYIIECTBEHHBIX Pa3IMYUil IO BPEMEHH
BO3JICHCTBUS JICKAPCTBEHHOI'O Mpernapara MexXay CyObeKTaMu, paHJIOMHU3UPOBAaHHBIMHU Ha
MOJIYYeHHE HCCIIEIyeMOTO JIEKApCTBEHHOIO TperapaTa WiW Tpernapara CpaBHEHUs, WU
HAJIMYUU HECOOTBETCTBUH IO MPOJOJDKUTEIBHOCTA BO3JEUCTBUS MEXKAY KIMHUYECKUMU
HCCIIEIOBAHUSIMU );

€) JaHHBbIE O BO3JCHCTBUU HCCIEIYyEeMOro IMpenapara Ha 3JI0pOBBIX JOOPOBOJIBIIEB,
KOTOpbIE MOTYT HWMETh MEHBIIYI) 3HAYMMOCTh JUISl OLICHKH Mpoduias 0e30macHOCTH
JIEKapCTBEHHOTO Tpernapara B I[eJI0OM B 3aBUCUMOCTH OT THIIA HAOIIOJaeMbIX HEXETaTeIbHbBIX
peakimii, B 0COOEHHOCTH €CJIM MAIMEHThI MOJABEPTalOTCs BO3ACUCTBUIO OJJHOKPATHOM J03BI (
JIOJIKHBI OBITH MPEJICTABICHBI OTACIBHO U TIPU HEOOXOAMMOCTH, C TIOSICHCHUSIMU );

) yKa3zaHue 10 OlEHKE BO3ICHCTBUS JICKaPCTBEHHOTO MpernapaTa Ha naiueHTa (B cirydae,
ecnu B 0000meHHOM WHGOpPMAIMU O HEXKEJATEIbHBIX PEaKIUAX, BBISIBICHHBIX B XOJI€
KJIMHAYECKUX UCCIIeIOBAHUMN, YKa3aHbl CEPhE3HbIE HEXKENATEIbHbIC PEAKIIUN);

3) Aemorpaduveckas XapaKTepUCTHUKA MAIMEHTOB JJIsl OMPEICICHHBIX 0C000 BaXKHBIX
KIIMHUYECKUX HWCCIEOBAHUN (MPECTABISETCS OTACIbHO OT MH(MOpMAIlUU, YKa3aHHOU B

nyn

noAnmyHkTax "a" — "x" HacTOSIIEro MyHKTA).

ITompaszmen 5.2. O6miee 9UCIIO IAMUEHTOB, IOABEPIIIHXCSA BO3ACHCTBHIO JIEKAPCTBEHHOT'O
mpemnapara, o JaHHEIM €r0 IPUMCHEHHS Ha PHIHKE

623. B nanHOM mojpaszeiie mo BO3MOKHOCTH JIOJKHA OBITh MPEJCTABIEHA OTAEIbHAS
OLICHKAa KyMYJISITUBHOTO BO3JEHCTBUS (HauMHAs C MEKIyHApOJHOM NaThl PErUCTPALMM) U
BO3JICMCTBUS JIEKAPCTBEHHOI'O Mpernapara 3a ONpeeeHHbIM HHTepBall (C JaThl OKOHYAHUS
cOopa TaHHBIX O MPEIIECTBYIONIEM EPUOINIECKOM OOHOBIIIEMOM OTYETE MO OE30MaCHOCTH
). B pa3nmene noiKHO OBITH MPHUBEIEHBI OLIEHKA KOJMWYECTBA MAIMEHTOB, MOJBEPIIINXCS
BO3JICHCTBUIO JIEKAPCTBEHHOI'O Mpenapara, ¥ METOM, C MOMOIIbI KOTOPOTO BBITOIHSAIUCH
OIIpE/IETICHUE U OLICHKA.

624. Jlo;mxHO OBITH NMPEACTAaBIEHO 0OOCHOBAHUE, €CIM HEBO3MOXHO MPOBECTH PACUYET
qyclia MalUeHTOB, MOJABEPIIINXCS BO3AeHCTBUIO. ECiiM HEBO3MOYKHO BBINOJHUTH OLEHKY



Yycia MalueHTOB, JOJDKHBI OBITH MPEACTaBIEHBI allbTE€PHATUBHBIC BapHAHTHI OIICHKH C
YKa3aHHEM METOJIa UX BBIMOJHEHUS. AJTbTEPHATUBHBIMU MMOKA3aTEIIMHU OIIEHKH BO3JICHCTBUS
JIEKapCTBEHHOTO IIpernapara sBJISIOTCS MOKa3aTellb MAaIlMEeHTO-AHEW W YUCIO Ha3HA4YeHUH (
BBITIUCHIBAaHUM). TOJIBKO B T€X clly4asx, KOrja JaHHbIE MOKAa3aTeIM HEAOCTYMHBI, MOXKET
OBITH MCIIOTH30BaHA OIIEHKA 00BEeMa MPOIaXK, BRIpAXKCHHAS! B BECOBBIX SIUHUIIAX WIIH J03aX.
Mo:xeT ObITh IPUMEHEHA KOHIICTIMS yCTaHOBJIEeHHON cyTouHOol 10361 (Defined Daily Dose,
DDD) nns nonydeHust JaHHBIX O BO3JIEUCTBUU JIEKAPCTBEHHOIO Mpernapara Ha MaueHTOB.

625. JlanHbie 0 BO3ICHCTBUHU JIEKAPCTBEHHOTO TMpenapara JOJIKHbI ObITh MPUBEICHBI 110
CJIEIYIOLIUM KAaTeTOPUSIM €0 UCTOJIb30BAHMS:

a) MOCTPETUCTPALIMOHHOE TPUMEHEHHE (32 UCKIIIOUEHUEM KIMHUYECKUX UCCIEIOBAHUN).
B aTOoM ciydae goimkHa ObITH MpHUBEIEHA 00IIast OIEHKAa C JaHHBIMHU MPEJCTABICHHBIMU C
pa3OUBKOIl MO MOy, BO3PACTY, MOKa3aHUSIM, JO3UPOBKaM, (hpopMaM BBITYCKA U PETHOHAM,
€CJIM 3TO MPUMEHUMO. B 3aBUCHMOCTH OT JIEKAPCTBEHHOTO MpemnapaTa MHbIE MTEPEMEHHBIE
MOTYT OBITh MPUBEJECHBI KaK 3HAYMMBbIC (HAMPUMEP, YUCIO BHITIOJHEHHBIX BaKIMHAIUU,
croco0 BBEJCHUS U MPOJOJDKUTEILHOCTH JieueHus ). B ciiydae eciiu Oblia BhIBICHA Cepus
COOOIIIEHUN O HEXeNaTeIbHBIX peakIUiX, MpearnoJiaraiiias Haludue CUrHaia, JOJDKHBI
OBITH TT0 BO3MOHOCTH TPEJICTABIEHBI JIaHHBIE O BO3JCHCTBUU JIEKAPCTBEHHOTO Ipenapara
Ha COOTBETCTBYIONIYIO OATPYIITY MAIMEHTOB;

0) MOCTPETUCTPAITMOHHOE TPUMEHEHNE Yy 0COOBIX TOMYJISAIMOHHBIX TPyN. B ciyuae ecnu
Ha TOCTPETHCTPAlMOHHOM »JTalle JIEKapCTBEHHBIA IMpernapar HCMOJIb3yeTCs y OCOOBIX
MOMYJISIHOHHBIX TPYMN, JOMKHA OBITh NpPEACTaBICHA MOCTymHas WHQoOpManus o
KyMYJISITUBHOM YHCJIE MAMEHTOB, MOABEPIIINXCS BO3IECHCTBUIO JIEKAPCTBEHHOIO Mpenapara,
U UCHOJb3yeMbId MeToJ pacueTa. MCTOYHMKM HSTUX JAaHHBIX MOTYT BKJIOYaTh
HEMHTEPBEHIIMOHHBIE HCCIEIOBAHUS, pa3paO0TaHHbIE HETMOCPEICTBEHHO ISl TMONYy4YCHUS
JAHHBIX 00 OCOOBIX MOMYJISIMOHHBIX MOATPYIIAX, BKJIKOYAs PETUCTPHI MAallMeHTOB. Jpyrue
UCTOYHUKHA WH(OOpPMAIUA MOTYT BKIIOYATh COOp JAHHBIX O HEXEIATEIbHBIX PEAKIUAX 32
paMKaMU KJIMHUYECKHUX HCCIEIOBAHUM C UCIOJb30BAHUEM CHCTEMBI CIIOHTAaHHOTO
penopTupoBaHus (HampuMep, B paslesie MOXET OBITh MpeacTaBlieHa HHPOPMAIUS O
BO3JICHCTBUM B NIEPHO]I OEPEMEHHOCTH, HE COTIPOBOXKAABIIIEMCSI pa3BUTUEM HEXKeEJIaTeIbHON
peakuun). [lonmynsauuu, BKIrOYaeMble B OLEHKY 10 JAHHOMY Pa3zeily, BKIIOYAIOT CIETYIOIINE
BU/Ibl, HO HE OTPAaHUYUBAIOTCS UMHU:

neauaTpudeckas HomyJIsius;

MOMYJISIIUS TTOKUIIOTO BO3PACTa;

YKEHIIMHBI B IEpUOJ] OEPEMEHHOCTH U KOPMJIEHUS TPY/IbIO;

MAIMEHTHI ¢ HAPYIICHUSAMH (PYHKITUU TICYCHH U (WIJTH) TTOYCK;

MALIUEHTHI C MTHOW Ba)KHOU COIYTCTBYIOLIEH I1AaTOJIOTHUEH;

MAIUEHTHI, CTENEHb TSHKECTU 3a00JIeBaHUS KOTOPBIX OTJIMYHA OT UCCIEAYEMOM B XOJI€
KJIIMHUYECKUX UCCIEI0BaHUN;

cyOnonyJyisiHy ¢ HOCUTENBCTBOM I'€HETUYECKOTO MOoJIMMOopdu3Ma (moaumMophusmMoB);



NAlKUEHThl C UHOU (HE M3YyYEHHOM B XOJ€ KIMHUYECKUX MCCIEJOBAHUI) pacoBOM WU
3THUYECKOU MPUHAJIEKHOCTHIO;

B) 0COOCHHOCTH MPUMEHEHHUS JIEKapCTBEHHOT'O Tpernapara.

626. B ciyudae ecnu AepkKaTento PEruCTPALMOHHOTO YJAOCTOBEPEHHUSI CTAHOBUTCS
U3BECTHAa MH(OpManus 00 ONpeNeseHHBIX OCOOEHHOCTSX NMPUMEHEHUsS JEKAPCTBEHHOTO
npemnapara, JO0JKHO OBbITh NPUBEICHO OINKMCAaHWE JaHHBIX OCOOCHHOCTEHW M cieiaHa
COOTBETCTBYIOIIAs] OLEHKAa W HMHTEpHpETalus NaHHbIX O Oe3omacHocTH. K umciy Takmx
OCOOEHHOCTEH OTHOCSITCA, B YAaCTHOCTH, IEpPEJO3UpPOBKA, pa3BUTHE 3aBUCHUMOCTH,
HEMPaBWIbHOE NMPHUMEHEHUE, MPUMEHEHHUE JIEKapCTBEHHOTO IMpernapara B MEAUIMHCKOU
MPAKTUKE 110 MMOKA3aHUSM, HE BKJIIOUEHHBIM B YHCJIO OJI00PEHHBIX (HAaIpUMep, MPUMEHEHHE
MPOTUBOAMUIIENITUYUECKOTO  JIEKAPCTBEHHOTO CPEJICTBA C LEJNbI0 KYMHUPOBAHUS
HelpomaTnieckor 00JM WK MPOoPUIAKTUKHI TOJIOBHON OOJM TIPH MUTPEHHU).

627. B cinyuyae ecinu unpopmaius 06 0COOEHHOCTSX NMPUMEHEHUS JEKAPCTBEHHOTO
npernapara, HE CONPOBOXKAABIIMXCA PAa3BUTHEM HEXKEIATEIbHBIX PEAKLHM, SBISETCS
HE0OXOIMMOM /IJIsl OLIEHKU COOTHOIIEHHUs "Mojb3a — pUCK" JIEKapCTBEHHOTO Mpernapara, OHa
MOXET OBITh MPHUBEJEHA B JIaHHOW yacTH pasjaena B o0oOmeHHoMm Buie. McTtounukamu
JaHHOW MH(OpPMALMU MOTYT SIBJIATHCSI CIIOHTAHHBIE COOOIEHMS, 3aIPOCHl O MOIYYECHUU
MEIUIMHCKUX JTaHHBIX, KaJI00bl MOTPEOUTENEH, OLIeHKa HU(POBBIX CpencTB UH(MOPMAIUU U
WHBIE HICTOYHUKH, JOCTYIIHBIE IEPKATEII0 PErUCTPALIMOHHOTO Y IOCTOBEPEHHS.

628. B maHHOM pa3zjienie NpuBOAATCS JAHHBIE, TO3BOJISIIOIINE CAENATh KOJIMYECTBEHHYIO
OLICHKY OCOOEHHOCTEH NMPUMEHEHHUS JIEKAPCTBEHHOTO MpernapaTa B MEAUIUHCKON MPAKTHKE (
IpU UX HAIMYKK). Ecii IMEIOTCA COOTBETCTBYIOIIME JAHHBIE, AEP/KATENb PETUCTPAIMOHHOTO
YAOCTOBEPEHUSI MOYKET BHECTH KOMMEHTApHil O TOM, HACKOJBKO JIaHHOE MHPUMEHEHHE
NOJAJIEP)KUBACTCA KIMHUYECKUMH IPOTOKOJAMH, J0Ka3aTeabHON 0a30i KIMHUYECKHX
uccleIoBaHUN JMOO0 00yClIaBIMBAETCS OTCYTCTBUEM B IEJIOM 3apEruCTPUPOBAHHBIX
AIbTEPHATHUB.

629. Ilpu onpeaesieHnH aCIEKTOB MIPUMEHEHHUS JIEKAPCTBEHHOTO MpernapaTa, KOTOphle He
COOTBETCTBYIOT CIIPABOYHOM MH(OpMaLUU, JEPKATEIEM PErUCTPALMOHHOTO YAOCTOBEPEHUS
JIOJI’KHA MCTIOIB30BATHCS, PEAAKIIMS COOTBETCTBYIONIETO pa3jiesia CipaBOYHOU MHMOpMauu
JEHCTBYIOLIAs [0 COCTOSIHUIO Ha KOHEI] OTYETHOI'O MEepUOoa YKa3aHHOIO OT4YeTa (Hampumep,
0JI00peHHbIE TIOKa3aHusl, CIIOCO0 BBEICHMS, MPOTUBOTIOKA3aHUS ).

Pasznen 6. O600meHHRIE TaOMHMIHAIE JAHHEIO

630. Ilenpl0o JaHHOIO pasjelia SBISETCS MPEACTABICHUE JAHHBIX O CEPhE3HBIX
HEXEJATEeIIbHBIX PEAKIUAX U SIBJICHUSX, BBIIBJICHHBIX B X0/¢ KIMHUYCCKUX UCCIICTOBAHHM, a
TaK)ke Ha dTarne MOCTPETHCTPAMOHHOTO MPUMEHEHHS, B (popMe O0OOOIIEHHBIX TaOJIMYHBIX
JTaHHBIX. JlaHHBIE MOCTPErUCTPAIMOHHOTO MPUMEHEHHMS MOTYT BKJIIOYATh CIIOHTAHHBIC
COOOIICHUST O HEXKENATEIBHBIX PEAKIUIX (BKIIOYAsi COOOMIEHUS OT CIIEIHAIMCTOB CUCTEMBI
3IpaBOOXpaHEHUs, TOoTpeduTenei), myOauKaluu B HAy4YHOM MEIUIIMHCKOW JHUTEpartype,



JaHHbBIE YTIOJIHOMOUYEHHBIX OPTaHOB MO (papMaKOHAA30py rOCyJapCTB MUpa, a TAK)KE JaHHBIE,
MOJIyYEHHbIE MPHU MPOBEICHUH HEMHTEPBEHUMOHHBIX HCCIEIOBAHUNA U JPYTUX MPOrpamMm
OpraHu30BaHHOTO cOOpa JaHHBIX. JlepikaTenab perucTpallOHHOTO YIOCTOBEPEHHUS MOXKET
OPUBECTH OMNpPEICNICHHbIE ACTEKThl JJAHHBIX B T'paUUyecKoM BHUJE C ILEJbI0 OOJEryeHus
BOCIIPUATHUS U IOHUMAHMSL.

631. /laHHBIE O HEXENATEIbHBIX PEAKLUAX NPEICTABISAIOTCS B 0000LIEHHON TaOIMUHOM
dopme ¢ ucnosp3zoBaHueM TepMuHoiorun MedDRA Ha ypoBHE NpeANOYTHTENBHBIX
TEPMUHOB ¥ CUCTEMHO-OPTaHHBIX KJIACCOB.

632. OTHECEHHNE HEXKENATENBHBIX PEAKINN K YUCITY CEPbE3HBIX HEKENATENbHBIX PEaKIUN
B 000OIIEHHBIX TAOJIMYHBIX JAHHBIX JOJKHO COOTBETCTBOBATh KPUTEPUSM CEPHE3HOCTH,
YCTAHOBJIEHHBIM TepMHUHOJOTHEN HacTosumx [IpaBun. B ciayudae ecnu MHAMBUIYyaTbHOE
coOOILIEeHHEe O HeXeNnaTeJIbHOW peaklUH BKIIOYAET CEpPbE3HbIE U HECEPbhE3HBIC
HE)KeJlaTeJIbHblE pPEaKIMM, B OOOOIIEHHBIX TAOJMUYHBIX JAHHBIX YKa3aHUE CEPbE3HOCTH
JIe1aeTcs MHIMBUIYAIbHO 10 KaKI0M peakiuu. OLeHKa CEphE3HOCTH HE JT0KHA H3MEHATHCS
OpU TOJArOTOBKE JAHHBIX JI BKJIIOYEHUS B IMEPUOAMYECKUN OOHOBISEMBIH OTYET IO
0€30I1aCHOCTH.

ITompaszaen 6.1. CnpaBogras HEGOpMAIHs

633. B nanHoM mojpaszene yKa3plBaeTCsl BEPCUSl TEPMUHOJIOTHUECKOro KilacCu(puKaropa,
HCITOJIB3YyEMOTO JIJISl IPEICTABIICHUS HEXKENATEIIbHBIX SIBICHUI U PEAKIIMIA.

ITonpasmen 6.2. O606meHHas HEGQOpPMaNHA O CEphe3HBIX HEKeJIaTeIbHBIX ABICHUAX,
BBIFBIICHHBIM B XOJI¢ KJIMHHYECKUX MCCIICOBAaHUH

634. B manHOM monpasznene MOKHO OBITh NPUBEIACHO OOOCHOBAaHHWE IS
MPEICTABISIEMOTO B TIEPUOINICCKOM OOHOBIIIEMOM OTYETE MPHUIIOKEHHUS, KOTOPOE BKITFOYACT
KyMYJISITUBHBIE 0000IIIEHHbIE TaOJUYHBIE JAHHBIE O CEPHE3HBIX HEXKETATEIbHBIX SBICHUSX,
BBISBJICHHBIM B XOJI€ KJIWHUYECKUX HCCICIOBAaHUN, OpPTraHWU30BAaHHBIX JIEp)KaTEIeM
PETHCTPAIMOHHOTO YIOCTOBEPEHMUSI, C MEXKTyHAPOTHOM NaThl 0JI00pEeHUs pa3padaThIBAEMOTO
JIEKapCTBEHHOT'O MperapaTa J0 1aThl OKOHYaHHUS cOOpa JaHHBIX O TEKYIIEM ITePUOANICCKOM
OOHOBJIsIEMOM OTYeTe Mo Oe30macHOCTH. JlepxaTelnb PerucTpaliOHHOTO YyIOCTOBEPEHUS
JOJDKEH JaTh OOBSCHEHHMSI TI0 BCEM HMCKITI0OYaeMbIM JaHHBIM (HampuMep, TaHHbIC PE3yJIbTaTOB
KIIMHAYECKOTO MCCJICIOBAHUSI MOTYT OBITh HEIOCTYITHBI HA MPOTSHKCHUH HECKOJIBKHX JIET).
Jlanupie B TaOMW4YHOW (opMe IOKHBI OBITH CrPYNIUPOBAHBI B COOTBETCTBUM C
KITacCU(PUKAIMOHHBIM  OTHECEHHEM  HEXEJAaTeNIbHBIX  peaKIuil  COTJacHO
TepMuHOIOTHYeCKOMYy Kiaccudpukatopy MedDRA mo cucteMHO-OpraHHBIM KjlaccaM Jijist
HCCJIeYyEeMOTO JICKApCTBEHHOTO TIperapara, a TaKxkKe JUIsl IpernapaToB CpaBHEHUS (AKTHBHBIX



n miane6o). Korma 310 memecooOpa3Ho, JaHHBIE MOTYT OBITH MPEACTABICHBI B
TPYIIIAPOBAHHOM BHUJE MO KIMHUYECKUM HUCCICIOBAHUSAM, TTOKA3aHUSAM, TYTSIM BBEICHUSI U
HWHBIM TTIEPEMCHHBIM.

635. Ilpu paboTe C OTACABLHBIMH BHJIAMHU JaHHBIX, MPEJICTABICHHBIX B YKa3aHHOM
moipasiesie, HEOOXOUMO YUUTHIBATh CIICTYIOIICE:

a) MpeicTaBiIeHUuEe HHPOPMAIIMKU O IPUYNHHO-CIICACTBECHHON CBSI3H SBJISCTCS BAXXHBIM TIPU
OIICHKE PEIKMX HEXKENaTeIbHBIX peakiuil. JlaHHble 0 TPUYMHHO-CICACTBEHHON CBSI3U IS
WHJIUBUIYaJbHBIX CIIy4aeB HEXKENIATeIbHBIX PEaKIUi SBISIOTCS MEHEEe 3HAYUMBIMH IIPU
OIICHKE arperupOBAHHBIX JTAHHBIX, KOTOPBIC MTO3BOJISIOT BHITOJTHUTH COMTOCTABICHUE YaCTOTHI
Pa3BUTHS MEXJy T'pynmnaMu cpaBHeHHs. Mcxoas U3 3Toro, B 0000IeHHOW HHGOpPMAIMU
ClenyeT MPEACTABIATh JaHHBIE 000 BCEX CEPhE3HBIX M MHBIX HEKEIATEIbHBIX SBICHHUSIX H
peakmusaxX sl UCCIeMyEeMOro JEKapCTBEHHOTO Mperapara U Ui MpenapaToB CpaBHEHUS (
aKTUBHBIX W IUIaIe00) ¢ TeM, 4TOOBI OblJIa BO3MOXXKHOCTh CAEIaTh TPYIIIOBOE CpPaBHEHHUE, B
TOM YHCJIC B OTHOIICHWH 4acTOThI. LlemecooOpa3Ho mpeacTaBiIeHNE TaHHBIX, OTPaKaroiee
B3aMMOCBSI3b Ha3HaUYaeMOM JI03bI U YaCTOTHI HEeXKEJaTeIbHBIX PEaKIINA;

0) B 00001IeHHbIE TaOJWYHbIE JAHHBIE O CEPbE3HBIX HEXKEIATEIbHBIX SBJICHUSAX,
BBISIBJICHHBIX TIPH MPOBEJACHUN KIMHUUYECKOTO HCCICAOBAHMS, BKIIOUAIOTCS TEPMHUHBI, IS
KOTOPBIX OBLIO OTIPEICTICHO COOTBETCTBHUE KPUTEPHUSAM CEPHE3HOT0 HEIKEIATEIHHOTO SIBJICHUS.
NudbopManus o HeXeNaTeNbHBIX SBICHHUSAX, HE OTBEYAIOIIMM KPHTCPHUSM CEPHE3HBIX,
BKJIFOYAETCS B OTUET IO KIMHUYECKOMY MCCIIEIOBAHUIO;

B) 000O0IIeHHBIE TAaOJUYHBIC JAHHBIE JOJKHBI BKJIIOYATh KaK OCJICIUICHHBIC, TaK U
pa3ocieIUieHHbIe JaHHbIE O CEePbE3HBIX HEXKEIATEIbHBIX SBJICHUSIX B KIMHHUYECKUX
HCCIeIOBaHUAX. Pa3ocierieHHble TaHHbIe MOTYT OBITH MPEACTABICHBI MO pe3yJibTaTam
3aBEPIICHHBIX KIWMHUYECKUX HCCIEIOBAaHUM M OTICIbHBIM HHIWBUIYAJIbHBIM CIydasM,
KOTOpBIC OBUIM Pa30CHCIICHBI MO OMPENCICHHBIM NMpUYMHAM (HampuMmep, Mo acreKTaMm
0€30IMaCHOCTH WJIH IS BBIMOJHEHHUS TPEOOBAHMM HE3aMEIUTEILHOIO PEIOPTHPOBAHMS).
CIoHCOpBI KITMHUYECKOTO UCCIICTOBAHMS M ICPYKATEeIIA PETHUCTPAIMOHHBIX yIOCTOBEPCHHH HE
BBITIOJTHSAIOT Pa30CICIUICHHE HEMOCPEACTBEHHO B CBS3U C IOJATOTOBKOHN IEPHOINYECKOTO
OOHOBJISIEMOTO OTYETa MO 0€30MacCHOCTH;

I') ONpEJIETICHHbIE HEXKEIATENbHbIE PEAKIIMH MOTYT OBITh UCKIIIOUEHBI U3 0000Iaromen
uH(OpManu, HO BCE MOOOHBIC UCKITIOUCHHS JOJKHBI 0OOCHOBBIBATHCS B MEPUOIUUECKOM
OOHOBIIIEMOM OTYeTe MO Oe3omacHOCTH. Hampumep, HexenaTeNnbHBIE PEaKIUU, KOTOPHIC
OBLIN OIpEJeICHBI B MIPOTOKOJIE KaK MCKIIF0YaeMbIe M3 MPOLEAYPhl CIEIUAIbHOrO coopa u
HE3aMeUITUTEIIBHOTO PEMOPTHPOBAHKS U TOJBKO BKJIIOYAEMbIE B OOIIYI0 0a3y MaHHBIX I10
MPUYUHE TOTO, YTO OHM SBJISIOTCSA MPHUCYITUMH I€JIECBOM MOMYJISIMM WA COBIAJAIOT C
KOHEUYHBIMU TOYKaMH, MOTYT OBITh HCKJIIOUEHBI U3 00001Iaromiel nHpopMaruu.

ITompasnen 6.3. O606mennas HEGOpMANKA IO JAHHBIM IIOCTPETHCTPAIIMOHHOTO IPUMEHECHA
JIEKapCTBEHHOTO Ipemnapara



636. B nanHoM pasnesne npecTaBIsiOTCsl 000CHOBAaHUE MO MPUIIOKEHHUIO, BKITIOYAIONIEMY
B Tabiu4HOU (opme 00001IaroNIUe JAaHHBIE O HEXKEJIATeIbHBIX PEAKIUIX KYMYJISTUBHO 3a
BECh MEPUOJI U 32 OTUETHBIN MEPUOJ, C MEKTYHAPOIHON IAThl PETUCTPAINH JIEKAPCTBEHHOTO
npernapara J0 JaThl OKOHYaHUs cOOopa JaHHBIX, U CBEJCHHUS O HEXKEJIATCIbHBIX PEaKIHsX,
MOJIYYCHHBIX B XOJI¢ HCMHTCPBEHITMOHHBIX UCCIICAOBAHUI U CIIOHTAHHOTO PEIIOPTHPOBAHUS,
BKJIIOYAsi JaHHbIE OT MEIUIMHCKUX U (apMaleBTUYECKUX PAOOTHHKOB, MOTpPEOUTENEH,
MAICHTOB, YIIOJHOMOYEHHBIX OPTaHOB TOCYAapCTB-UJICHOB U JIaHHBIE, OIMyOJIMKOBAHHBIC B
HAay4YHOU MeTUIIMHCKOM muTepatype. Cephe3Hble U HECEPhE3HbIE HEXKENAaTeNbHbIE PEAKIUH,
MOJYyYCHHBIE TIO pe3yjbTaTaM CIIOHTAHHOTO PEMOPTUPOBAHUSA, a TaKKE CEPhE3HBIC
HEXXEeJaTeNbHbIC PEAKIMU IO JAaHHBIM HEWHTEPBEHIIMOHHBIX HCCIEIOBAHUN W JPYTHX
HEMHTEPBEHIIMOHHBIX MPOTpaMM cOOpa JaHHBIX JOJKHBI OBITH IMPEJCTABICHBI B OJHOMN
tabnune. B Tabnuie maHHBIE MODKHBI OBITH paclpeNieNieHbl COTJACHO Kiaccu(ukarmu
TepMUHOJOrHYeckoro kiaccupukaropa MedDRA 1o cucremMHO-opraHHbIM KjaccaM. 1o
0c000 BaXHBIM acriekTaM Mpoduis 0€30MacHOCTH MOTYT OBITh MPECTABICHBI OTACIbHBIC
TaOJIUIBI HEXKEJIATENbHBIX PEeaKlUil ¢ TPyNIUpPOBAaHUEM JAHHBIX O MOKa3aHMIX, CIOCO0e
BBCJICHHSI I UHBIX ITapaMeTpa.

Pazpen 7. Pe3toMe 3HaYMMBIX JaHHBIX, IOy9eHHBIX B X0/i¢ KIIMHUIECKHX MCCIICAOBaHUH 3a
OTYETHBIN IEPUON

637. B nanHOM paszzene CleAyeT NMPEeICTaBUTh OOOOIIEHHYIO OLIEHKY KJIWHHYECKU
BOXHBIX JaHHBIX 00 3(PGEeKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHOIO Ipernapara,
BBISIBIICHHBIX 3a OTYETHBIM MEPUOJ MPU NPOBEACHUM KIMHUYECKUX HCCIEJOBAHUM
JiepKaTesieM PEruCTPalMOHHOro yocToBepeHus. [10 BOZBMOXKHOCTH JTaHHBIE CIEyET pa3oUTh
Ha KaTEerOpUH IO TOJIOBOMY U BO3PACTHOMY MPU3HAKY (B OCOOEHHOCTH B3POCIIYIO U JETCKYIO
MOMYJISIIUN ), TOKa3aHUSAM, PEKUMAM J1I03UPOBAHUS U PETHOHAM.

638. CursHaisl, BBISIBJICHHBIC B XOJi€ KIMHHYECKHX HCCIICIOBAHUM, JOJLKHBI OBITH
MIPE/ICTaBIICHBI B TAOIUYHOM opMe B pazjene 15 nepuoandaeckoro oOHOBISEMOTO OTYETA TI0
6e3omacHocty "OO30p CUTHAJIOB: HOBBIE, paccMaTpuBaeMble WU 3akphIThie". OmnucaHue
NpOLEAYyPbl M PE3yJbTAaTOB 3aBEPLICHHOW B OTYETHOW IEPHOJ OLIEHKH CHUTHAJOB C
000CHOBaHMEM UX TMOCIEAYIOMEr0 OTHECEHUs K OTKIOHEHHBIM CHUTHajllaM Ju00
MOTEHIMATbHBIM WA UICHTU(DUIIMPOBAHHBIM PUCKAM BKJItOYaeTcs B pasgen 16.2 "Ouenka
CUTHAJIOB" TIEPHOJUYECKOTO OOHOBIIIEMOr0 oT4yeTa 1o 0e3omacHoctu. HoBas nundopmanus o
paHee U3BECTHBIX MOTEHIMAIBHBIX WU UISHTUPUIIMPOBAHHBIX PUCKAX, HE OIIEHUBaeMasl Kak
HOBBIM BBISIBJIEHHBIA CHUTHAJ, oTpaxaercss B pazaenax 16.3 "OueHka pUCKOB U HOBOM
uHpopmaruu" u 16.4 "XapakrepucTuka puckoB' NepruoIMYECKOro OOHOBIIEMOI0 OTYETa MO
0€30IacHOCTH.

639. lanubie 0 O6e30macHOCTH U A(PGHEKTUBHOCTH, MOJYUYEHHBIE MPU MPOBEACHUU
KJIIMHAYECKUX MCCIIEIOBaHUN, B KOTOPBIX JEPKATENb PETMCTPALMOHHOTO YOCTOBEPEHUS HE
ABJISICSL  CIIOHCOPOM, MPEACTaBJISIOTCS B JPYTHMX COOTBETCTBYIONIMX pasjeiax



MEepUOIMYECKOTO OOHOBIISIEMOTO OTYeTa Mo Oe3omacHocTu. B manHOM paszaene
MPEeJICTaBIISIETCS 0000IICHHAs, TIOJIyYE€HHAs MPU MPOBEACHUN KJIMHUYECKUX HUCCIICTOBaHUMN
uHpopMaIuss O HEJOCTATOYHON TepameBTUUECKON 3(PHEKTUBHOCTU JIEKAPCTBEHHOTO
npernapara npu Ha3HAYeHUU O OJOOPEHHBIM MMOKa3aHUSM IS JieueHus: 3a00JjeBaHuM, HE
MPEACTABIAIONINX yTIPO3y ISl KWU3HU. J[aHHBIE O HEIOCTAaTOYHOW A(PPEeKTUBHOCTH TPHU
JEYEHUM WM MNPODHUIAKTHUKE CEPbE3HBIX WM JKU3HEYTPOKAIOMIUX 3a00J7eBaHUN,
BBISIBJICHHBIC TI0 pe3yJibTaTaM KIMHUYECKUX HCCIEIOBAaHMM, MOMJIEKAT MPECTABICHUIO B
pasnene 13 "Hemocrarounas tepaneBTuueckas 3(PQGEeKTUBHOCTh B KOHTPOIUPYEMBIX
KIIMHUYECKUX UCCIEOBAHUSX" TTEPUOANYECKOTO OOHOBISIEMOT0 OTYETa MO O€30MaCHOCTH.

640. B npuiio)KeHUH K TaHHOMY pa3Zeiy JIepakKaTeab PErUCTPAMOHHOIO YIOCTOBEPEHUS
JIOJDKEH TIEPEUHCIINTh OPTaHU30BaHHBIC UM UHTEPBEHIIMOHHbBIE KIIMHUYECKUE UCCIIEIOBAHUSI,
KOTOpbIE ObLIM 3aBEPIICHBI WU MPOAOJKAIOT BHIMIOIHATHCS B OTYETHBIN MEPUOJ, C IEIbIO
BO3MOXHOCTH UJICHTU(DUKAIIUHU, XaPAKTEPUCTUKHU U KOJIMYECTBEHHOMN OLIEHKU YPOBHS PUCKOB
WU TOATBEPKJeHUsT Tpoduiis 0e30MaCHOCTH JIEKAPCTBEHHOIO MpernapaTra ¢ yKa3aHUEeM
CJIEIYIOLIUX TAHHBIX O KaXKIOM U3 UCCIICIOBAHUM:

a) UICHTU(DUKAIIMOHHBIM HOMEP KJIMHUYECKOTO HCCIIeNOBaHUS (Hampumep, HOMED

MIPOTOKOJIA UCCIICIOBAHMI WITH HHOW MICHTU(HUKATOD);
0) HaMMEHOBAaHKE KCCIIEIOBaHUS (COKpAIlEHHOE HAMMEHOBaHUE, €CITU TPUMEHUMO);
B) BUJ UCCIIeIOBaHUs (HampuMep, PaHJOMU3UPOBAHHOE KIMHUYECKOE HCCIIeI0BaHUE,
KOTOPTHOE HCCIIeIOBaHKE, UCCIIeIOBaHME ""clydait — KOHTPOJIb'");

r) uccienyemasl HOmyJsilivs, BKIIOYas TOCyJIapCcTBO U JPYTrUe XapaKTEPUCTUKHU
NOMyJISIUK  (HampuMmep, MeauaTpudeckas MOMYyJSIUs WA TMAIlUeHThl C HapylIeHUueM
(yHKLIHH MT0YEK);

J1) CTaTyC MCCJICIOBAHMSI: BBIMOJIHAEMOE (MCCIIeIOBAHNE HAYaTO W MPOJI0JKACTCS) WU
3aBEPILIECHHOE (3aBEPIICH OTYET O KIMHUYECKOM HCCIIEIOBAHUN).

Ilompasmen 7.1. 3aBepmieHHEIE KIIMHUYECKHAE HCCIIEOBAHUA

641. B nanHoM nojpaszjeiie cieyeT MpeACTaBUTh KPATKyr0 HHPOPMAITUIO O KIMHUYECKH
BAXHBIX JAHHBIX MO 3((PEKTUBHOCTH M OE30MACHOCTH, TMOJIYYEHHBIX B pE3yJbTaTe
3aBEPIICHHBIX 3a OTUYETHBIM MEpPUOJ KIMHUYECKUX HccienoBaHui. JlanHas wHbOpMarus
JOJKHA OBITH MPEJACTABIICHA B C:KaTOM Buje Wi B popme cuHornicuca. [logpaznen Moxer
BKJIFOUaTh MH(POpPMAIMIO, KOTOpas TMOATBEPXXJAaeT WJIM OINpOBEpraeT paHee
UJCHTU(UIIMPOBAHHBIC CUTHAJBI MO 0E30MacHOCTH, a TaKXE€ COJIep>KaTh JOKa3aTelbCTBa
HOBBIX BBISIBJIEHHBIX CUTHAJIOB 10 O€30IIaCHOCTH.

Iloppaznen 7.2. [Ipomoipkarommuecs KIMHAISCKHE HCCISIOBaHUA

642. B ciyuyae ecinu Aep:KaTeN0 PETUCTPALMOHHOTO YJIOCTOBEPEHHS CTAHOBUTCS
M3BECTHA KaKas-JIMOO KIMHWYECKH BakHas MHGOpMalus, KoTopas Obljia MojydeHa B XOJIe



IMPpOHOJIKAIOINXCA KIHNHHUYCCKUX I/ICCJ'IeI[OBaHI/Iﬁ (HaanMep, BBIABJICHHAA B XOJIC

IMPOMCIKYTOYHOT'O aHaJIn3a 0e30MacHOCTH WJIH B pE3YyIbTAaTC Pa30CICINICHHA BbIABJIICHHBIX
CCPBC3HBIX HCKCIIATCIbHBIX HBHeHHﬁ), OHa AO0JIDKHAa OBITH KpaTKO H3JIOKCHA B HAaHHOM
pasaciic. 9T10T moApasaci TAKKEC MOKET BKIIIOYATh I/IH(I)OpMaIII/IIO, KOTOpasa noATBCPKIACT
HJI OIIPOBEPracT paHeC BAIIMAWPOBAHHBIC CUI'HAJIbLI 110 6630H3CHOCTI/I, a TAaKKC COJACPIKATh
J0Ka3aTCJIbCTBA HOBBIX BBIABJICHHBIX CUI'HAJIOB I1IO 0C301aCHOCTH.

Iloppaznen 7.3. [inuTensHBIN TOCIEAYIONIMH MOHUTOPHHT COCTOSTHUS ITAITCHTOB

643. Ecau nuMeroTcs JaHHbBIE O JUTMTEILHOM IOCIICIYIONIeM HaOJI0ICHUN MMallueHTOB,
BKJIIOUCHHBIX B KJIMHUYECKUE HCCIIEAOBAHUS, B MOJpa3jesie MPUBOIUTCS UHPopMaius o
MOJYYCHHBIX B PE3YyJIbTATe TAKOTO HAONIOMCHUS JaHHBIX, 3HAYMMBIX C TOYKH 3PCHUS
npoduist 6€30MacHOCTH.

Iloppasnen 7.4. UHoe TepaneBTHIECKOE MPAMEHEHNE JICKaPCTBEHHOT'O IIperapara

644. JlauHblli moJpa3fen JOJIKEH BKJIIOYATh KIMHUYECKH Ba)XXKHYIO MH(OpManuio o
0€30MacHOCTH, MOJYUYECHHYIO B pe3yJibTaTe IPYruX MporpaMM, MPOBEACHHBIX JAepiKaTeleM
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS, O CIIEHUANIbHBIM IIPOTOKOJIAM, IIPeyCMaTpUBAIOILIUM
CUCTEMATHU3UPOBAHHBIM CcOOp MJaHHBIX O Oe30macHOCTH (HampuMmep, MIPOrpaMMBbI
PacIIUPEHHOTO JOCTyIla, NPOrpaMMbl NPUMEHEHHUs JIEKAPCTBEHHOrO IIpernapara,
HAa3HAYEHHOTO B CBA3U C MCKIIOYUTEIbHBIMH OOCTOSITEILCTBAMH M3 COOOpa)XKEeHU
cocTpaZaHusl, NporpaMMa WHIMBHIYaIbHOTO TOCTYIIA U Ap.).

IToxmpaznen 7.5. HoBele AaHHBIE 0 6€30MaCHOCTH IIPH MCIIONB30BaHUH JIEKApPCTBEHHOTO IIpemapaTa
B (MKCHPOBAaHHKIX KOMOMHAIUAX 103

645. B cnydae eciu MHOE HE OMNPENEJIEHO YIOJHOMOYEHHBIMU OpraHaMH
rocyapCTB-WICHOB, B OTHOIIEHWM KOMOWHHPOBAHHOW Tepamuu JOJDKHBI OBITh
MIPE/ICTABIICHBI CJIEYIONTUE TaHHbIE:

a) B clly4yae €clIM JIEKapCTBEHHBIA IpemnapaT OJ00peH [Jis Ha3HAUeHUs B KaueCTBE
KOMITOHEHTa (PMKCUPOBAHHOMW JICKAPCTBEHHOMN Teparuu WM MHOTOKOMIOHEHTHOTO peXUMa
JIEKapCTBEHHOM Tepamuu, B TMOJApa3jesie JOJKHBI ObITh 00OOIIEHBI Ba)KHBIE JaHHbBIC O
0e30macHOCTH MTPUMEHEHNST KOMOMHUPOBAaHHOM TEepaIuy;

0) B ciydae eclM JIEKapCTBEHHBIH Mpemnapar sBISETCS KOMOWMHUPOBAHHBIM
JIEKapCTBEHHBIM MpENapaToM, JaHHBIN MOapa3iea JOJKEH 000011aTh BaXHY0 HHGOPMAIUIO
0 0€30IMaCHOCTH MO KaXKJIOMY U3 UHAUBUAYATHHBIX KOMIIOHEHTOB.

Pasnen 8. JlaHHBIC HEWHTEPBEHIIMOHHKBIX UCCIICOBAHHM

646. B mannom pazzgene o06o6marTcs nHGpopmalus o 0€30MacCHOCTH WM JIaHHbBIE,
KOTOpBIC TMOJYYEHBI MO0 pe3yJibTaTaM HEHMHTCPBEHIIMOHHBIX KIMHUYECKHUX HCCIICTOBAHHUH (



HanmpuMep, OOCEpPBAIlMOHHBIX HCCICAOBAHUN, SIHUIACMUOJOTHYSCKUX HCCIICIOBAaHHM,
PETUCTPOB MAIIUEHTOB, MPOrpaMM aKTUBHOT'O MOHUTOPHUHTA), OPTaHU30BAHHBIX JIepKaTEIeM
PETUCTPAIMOHHOTO YAOCTOBEPEHUS, CTAIN JOCTYITHBI B OTYETHBIN IIEPHOI M MOTYT BIUSATH HA
OLICHKY COOTHONIEHMWs 'MOJb3a — PHUCK'" JIEKAPCTBEHHOTO IMpemnapara. Paznen noikeH
BKJIIOYATh JAHHBIE, HMEIONIME OTHOIIEHHE K achektaM Mnpoduis Oe30MacHOCTU H
MOJTYYEHHBIC 110 pe3yjbTaTaM MCCIICJIOBAHUM IO OIIEHKE MCIOJIb30BAHUS JIEKAPCTBEHHOTO
npernapara.

647. Jlep>xatenib peruCcTPalluOHHOTO YIOCTOBEPEHHUS TOJKEH BKJIIOUATh B IPUIIOKECHHE K
MEePUOINIECKOMY OOHOBISIEMOMY OTYETy IO ©O€30MacHOCTH TepedYeHb BCeX
HEHMHTEPBCHIIMOHHBIX HCCIICIOBAaHUN, OpPraHW30BAaHHBIX JCp)KATEIEM PETrHCTPAIIMOHHOTO
YIOCTOBEPEHHUS Y BBITIOJTHEHHBIX C 11E€JIbIO BBISBJICHHS, XapAKTEPUCTUKU U KOJIUYECTBEHHON
OIICHKH BBI3BIBAIOIIUX OITACCHUS acTIEKTOB NPOoduis OC30MacCHOCTH, ITOITBEPKICHHS
npodusis 6€30MacHOCTH JIEKAPCTBEHHOI'O Mpernapara WIM OIEHKH 3()PEKTUBHOCTH Mep
MUHHAMH3AIANA PUCKA, KOTOPhIE OBUTH BBHITTOJTHEHBI WJIM BBITOTHSIIOTCS B OTYCTHBIA TIEPHOT (
HaIpuMep, MOCTPETUCTPAITMOHHBIC UCCIICA0OBaHUsS 0€30MaCHOCTH), C YKa3aHueM HHGOpMaIuu
0 KaXJJOM U3 UCCIIETOBAHUI B COOTBETCTBUM C MYHKTOM 623 Hacrosmux [IpaBuir.

648. VToroBbie OT4ETHI, KOTOPHIE OBLIM MOATOTOBJICHBI HA MPOTSHKEHUH OTYETHOTO
nepuoa, J0MKHBI BKIIFOYAThCS B IPUIIOKEHHE K MEPUOTUIECKOMY OOHOBIISIEMOMY OTYETY MO
0e301acHOCTH.

649. B paznen MoxeT ObITh BKIIOYeHA 00001IeHHas nHpopMalus o0 OIeHKe JaHHBIX,
MOJIYYEHHBIX IO pe3yJibTaTaM BBIINOJIHEHHUS MPOrpamMM MOJACPKKHU MallMeHTOB, B CIy4ae €ClIu
OHa He BKJIIOUEHA B MHBIE Pa3/ielibl IEPUOJMIYECKOI0 OOHOBIIIEMOro OT4eTa 10 6€30MaCHOCTH
. Onucanue 1 OleHKa CUTHAJIOB WJIM PUCKOB, BBISIBICHHBIX JIEpKaTelIeM PErUCTPaIMOHHOTO
yIOCTOBEPEHHUSI TPHU BBINOJHEHUU JaHHBIX IPOrpaMM, BKIIOYaeTcs B pasjaen 16
MEPUOANIECKOT0 OOHOBIISIEMOI0 OTYETa M0 OE30MaCHOCTH.

Paznen 9. laHAbIe APYTHX KIMHUIECKUX HCCISNOBAHUH U JaHHIS, IOJyI€HHbIE U3 APYTHAX
HACTOYHUKOB

Iloppasnen 9.1. JlarHBIe APYTHX KIMHAIECKUX ACCIICIOBAHUN

650. B noapaznene nomxHa ObITh 0000111€Ha HH(OpMALIKs, KOTOpasi OTHOCUTCS K OLIEHKE
COOTHOIIIEHUSI "T0JIb3a — PUCK' JIEKAPCTBEHHOTO Iperapara U MOJydeHa IO Pe3yabTaTam
WHBIX KIMHUYECKHX HCCIEIOBAaHUNA, K KOTOpPBIM Yy Jep)KaTelas pPErucTPalMOHHOTO
YAOCTOBEpPEHHUsI OB JOCTYI 3a OTYETHBIM Nepuojl (Hampumep, pe3yabTaThl METaaHaIN30B
PaHIOMU3UPOBAHHBIX KIMHUYECKUX HCCIEIOBAHUMN, TaHHBIE 0 OE30MMaCHOCTH MapTHEPOB IO
pa3paloTKe JIEKapCTBEHHOTO IpenapaTa u Jp.).

ITompasmen 9.2. Ommbku TpUMEHEHNU JIEKAPCTBEHHOT'O IIpenapara



651. B moapasnene nomkHa ObITh 0000mIeHa WHMOpMAIUs, KOTOpas OTpa)kaet
MOJyYCHHBIE 3a OTYETHBIM TEpPUOJ] JaHHBIE O CJydYasx OMUOOK MPUMEHECHUS WU
MOTEHIIMATBHBIX OMMUOKaX MPUMEHEHHUS, B TOM YHCJIE HE COMPOBOXKIABIIMXCS Pa3BUTHEM
HEeXenaTeabHbIX peakiui. Omuoka MPUMEHEHHUS MOXKET BO3HHUKHYTH Ha JIFOOOM 3Tare
mporiecca MPUMEHEHHUS JICKAPCTBEHHOTO TperapaTta U MOXKET OBITh CBSI3aHA C MAIMEHTOM,
noTpeOuTEeNeM WM CHEIUATUCTOM CUCTEMBI 37paBooxpaHeHus. [loreHnuanbHas ommOka
MPUMEHEHUSI MOXET OBbITh JIMOO HE OBITh CBSI3aHA C MALMEHTOM M MPEJICTABISET COOOM
ciiy4yai, mpu KOTOpoM (POpMHUPYIOTCS OOCTOATENbCTBA, CIIOCOOHBIE MPUBECTU K OIIMOKE
npuMeHeHus. B pasmene mpexacTtaBimseTcs WHOOpMaAmus, KOTOpas, COTJIACHO OICHKE
JIepKaTeNsi peTUCTPAIMOHHOTO YAOCTOBEPEHHUS, MOXKET YUUTHIBATHCS MPU MHTEPIIPETAIIUN
JAHHBIX O 0E30MaCHOCTH WJIM OIIEHKE COOTHOIIEHHS '"MoJib3a — PUCK" JIEKapCTBEHHOTO
mpenapara.

Paznen 10. [JanHEBIC JOKTMHMYISCKNX (HCKJIMHAIECKUX) HCCIICIOBAaHMH

652. B pa3nene npeacrasisercs 00001meHHass nH(pOpMalrsa O 3HAYUMbIX B OTHOLLIEHUU
npodusisi 0€30MaCHOCTH JIaHHBIX, T[IOJYYEHHBIX B pe3yjibTare JIOKIMHHUYECKUX (
HEKJIMHUYECKUX) MCCIAENOBAaHUM In Vvivo W 1In vitro (HampuMmep, HUCCIEA0BaHUSA
KaHIIEPOT€HHOCTH, PENPOAYKTUBHOM TOKCMYHOCTH WJIA HMMYHOTOKCUYHOCTH),
BBITIOJIHSEMBIX WM 3aBEPUICHHBIX B OTYETHBIN nepuoi. Pe3ynbTaTsl nccaeaoBaHui, KOTOpbIE
OBLITM BBITIOTHEHBI C IIEJIBI0 M3YUYEHUS ONPEICTICHHBIX MPo0IeM O€30aCHOCTH, JTIOJKHBI OBITh
IpeACTaBiICHbl B pa3jielie BHE 3aBUCHUMOCTH OT MOJYYEHHBIX JaHHbIX. OlLEHKa BIUSHUS
MOJIYYEHHBIX JTAHHBIX Ha TPoQiIb 6€30MacCHOCTH JOJKHA OBITh MPECTABICHA B pasjene "
Curnansl 1 onileHKa pucka' u pazaene "MHTerpupoBaHHbIA aHAJIN3 COOTHOIIEHMS "MOJIb3a —
puck" 1Mo O0JOOpPEHHBIM IOKa3aHUIM'" MEPUOAUYECKOTO OOHOBISEMOrO OTYETa IO
0€30IMacCHOCTH.

Pazpen 11. lanHbIe HayIHO#H MEIAIUHCKOM JIMTEPATYyPEI

653. B pazzene npencrasiseTcss 00001eHHas nHGOpMAaIUs O MOJTYYEHHBIX HOBBIX U
3HAYMMBIX JaHHBIX 10 0€30MaCHOCTH, OIyOJMKOBAHHBIX B MPOIICANIEH SKCIICPTHYIO OICHKY
B HAy4YHOW MEIUIIMHCKOW JuTeparype JIHuOO TOJYUYEHHBIX M3 HEOMyOJIMKOBAHHBIX
MOHOTpaduid, KOTOpPbIE OTHOCATCS K JIGKAPCTBEHHOMY TIpemapary U CTalld JOCTYITHBI
JIepKaTEI0 PETUCTPAITMOHHOTO YAOCTOBEPEHUS B OTUCTHBIN TIEPUOI.

654. Tlouck wHpOpMAIMK B HAYYHOH MEAMIIMHCKOW JMTEpaType IJs MOATOTOBKH
MEPUOINIECKOTO OOHOBIISIEMOTO OTUETA IO OE30MAaCHOCTH JAOHKEH OBITh IUPE, YeM TIOUCK B
MEJMIIMHCKON JIUTEpaType WHIUBHUIYAJIbHBIX COOOIICHUN O HEXKENaTeIbHBIX PEeaKIusiX,
MOCKOJIbKY JTOJDKCH BKIIFOYATh TAK)KE HCCICIOBAaHMS, B XOJ€ KOTOPBIX OBIIN OIICHEHBI
MCXOJIbl HEXEJATEIbHBIX PEaKIui C TOYKU 3peHHs 0€30MacHOCTH B rpynmnax CyOBhEeKTOB
WCCIICJIOBAHHUS.



655. Ocobbie acriekTsl TpoduiIs 6€30MacHOCTH, KOTOPBIC JOJKHBI TPUHUMATHCS BO
BHUMaHHE MpU MOUCKE HMHPOPMALUH, HO MPU 3TOM MOTYT OBITh HE BBISBJIEHBI MpHU
BBITIOJIHEHUH JINTEPATYPHOTO TMOUCKA C LEIbI0 MOJYYEHHs JAaHHBIX 00 MHIAMBUIYaJIbHBIX
Clly4asiX He>KeJaTeNIbHbIX pPeaKIlnil, BKIIOYAIOT B CeO0sl:

UCXOAbl OEpEeMEHHOCTH (BKJIIOYas NpEepbIBAaHUE OEPEMEHHOCTH), KOTOpBIE HE
CONPOBOKIAJUCH HEKENATEIbHBIMU ITOCIEICTBUIMU;
IPUMEHEHUE JIEKAPCTBEHHOTO MpernapaTa B IeANaTPUYECKON NOMyJISLIUN;
peanu3anys NporpaMM NPUMEHEHMS JIEKAPCTBEHHOTO MTpenapara, Ha3Ha4Y€HHOTO B CBSI3U
C HCKIIOYHUTEIbHBIMU OOCTOATENbCTBAMH U3 COOOpakK€HMH coCcTpaaaHus, U
IIEPCOHATIM3UPOBAHHBIM IIPOrpaMMaM Ha3HAYECHUS;
oTcyTcTBUE 3(D(PEKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa;
ACUMIITOMAaTHYECKYIO TIEPEIO3UPOBKY;
HECOOTBETCTBYIOIIEE OOIIell XapaKTEepUCTUKE JIEKApCTBEHHOTO Ipernapara u
HEIpaBUIbHOE PUMEHEHHUE JIEKAPCTBEHHOT O ITpenapara;
OIIMOKY MPUMEHEHHUS, HEe COTIPOBOK/IABIINECS PA3BUTUEM HEXKEJIaTeIbHBIX SBIICHUIA;
BaYKHbIE PE3YJIbTaThl JOKIMHUYECKUX HCCIEIOBAaHUM.
656. B ciaydae eciam 3TO MPUMEHHMO, B JTAaHHOM pa3jielieé TakKe JIOJKHA OBITh
MpoaHaNM3upOBaHa HHPOpPMAIUS O JAPYIMX aKTUBHBIX BellecTBax (PapMakoIOorHyecKou
IPYyNIbl, K KOTOPOW OTHOCUTCS JIEKAPCTBEHHBIN Ipenapar.

Paznen 12. [Ipyrue nepuoamdeckine 06GHOBISEMBIC OTIETHI ITO 6€30MaCHOCTH

656. [laHHBINM pa3zaen cO34aeTCA TOJBKO B TEX CIIydasX, KOTAA IO JOTOBOPEHHOCTH C
YIIOJHOMOYEHHBIMHA  OpPraHaMU Jiep)KaTelieM PEruCTPAllUOHHOTO  YJIOCTOBEPEHHS
MOATrOTaBINBAETCS 00Jiee OJHOTO MEPUOANUECKOTO OOHOBIISIEMOTO OTUETA MO 0€30MaCHOCTH
JUISL IEKApCTBEHHOTO MpenapaTa (B ciydae JICKapCTBEHHOIO Iperapara ¢ (puKCupoBaHHOU
KOMOWHAIMEH 103, JIGKAapCTBEHHOTO Mperapara ¢ MHOXECTBECHHBIMH TOKA3aHUSMH IS
npuMeHeHuss W (Wik) pa3nudHbiIMH (Qopmamu Bbiycka). Kak mpaBumio, aepkaTteib
PETUCTPAIIMOHHOTO YJIOCTOBEPEHUS JOJDKEH TOATOTOBUTH OJUH TEPUOIUYECKUN
OOHOBIISIEMBI OTYET MO OE30MAaCHOCTH Ha OJTHOTO JEHCTBYIOIIEE BEIIECTBO (E€CIU MHOE HE
OTNpeNeNsAeTCA YIOJHOMOYEHHBIM OpraHoM). B dYacTHBIX clydasx IO PEHICHHUIO
YIIOJTHOMOYEHHBIX OPTraHOB JEPXKATEJIeM TIOJATOTABIUBACTCS CEPUS TEPUOTUUECKUX
OOHOBJISIEMBIX OTYETOB I10 OE30MACHOCTH JIJIsI OJHOTO JIEKapCTBEHHOTO Mpernapara. [Ipu stom
B JIAHHOM pazjiesie KaXJ0ro MOCIEAYIONIEro MepHoIMUYeCKOro OOHOBISIEMOrO OTYETa IO
0€30IaCHOCTH TaKOM CEPUU JOJIKHBI OBITh 0000IIEHBI 3HAYMMBIE JaHHBIE O 0€30MMaCHOCTH U3
JIPYTUX TIEPUOJUYCCKUX OOHOBIISIEMBIX OTYETOB MO OE€30MaCHOCTH, €CJIH TOJBKO TaKoe
000011IeHIEe HE TTPEJCTABICHO B MHBIX pa3jieiaX JJaHHOTO OTYeTa.

657. Ilpn HaNMUMM JTOCTyNa APYTHX JEpKaTeIeH perucTparioOHHbIX YI0CTOBEPECHHUH,
CIIOHCOPOB KIIMHUYCSCKUX HCCJICAOBAHMM WM WHBIX IAPTHEPOB K JAHHBIM MEPHOIHYCCKUX
OOHOBJISIEMBIX OTYETOB MO 0OE30MAaCHOCTH Ha AHAJIOTHYHBIC JIEKAPCTBEHHBIE Iperaparhl



JepyKaTelb PErUCTPAIlMOHHOTO YIOCTOBEPCHHS JOJDKEH IPEACTAaBUTh B 000OIIIEHHOM BHJIC
3HAYMMBbIE JJaHHBIE O 0€30MACHOCTHU, MOJYYEHHBIE U3 MPECTABISIEMbIX UMU TIEPUOANUECKUX
OOHOBIISIEMBIX OTYETOB IO O€30IACHOCTH 32 OTYSTHBIN TIEPHOI,.

Paspen 13. HemocraTtounas TepameBTHYecKas 3P HeKTHBHOCTH JICKAPCTBEHHOTO Mperapara,
YCTaHOBIICHHAsI B KOHTPOIMPYEMBIX KIMHAYECKAX HCCIIETOBAHMAX

658. Ecau npu BBINONIHEHUN KIMHUYECKUX UCCIIEIOBaHUM JIEKapCTBEHHBIX NPENaparos,
KOTOpBIE MCTOJIB3YIOTCS ISl JICUEHUSI U MPO(HUIAKTUKN CEPhE3HBIX U KUZHEYTPOKAIOIINX
3a00JeBaHU, TMOJYy4YEHbl JaHHbIE, CBHUJETEIbCTBYyIOIIME OO0 HX HEJOCTATOUHOU
TepaneBTUYECKON 3PPEKTUBHOCTH JTUOO HEAOCTATOYHOU TEpaneBTUUYECKON d(PpPeKkTUBHOCTH
B OTHOILICHHHM MPOBOAUMOIO JIEUCHHS, TO TaKHe JaHHbIE YKa3blBalOT Ha HaJlU4yue
3HAUUTEIBHOTO PHUCKA Ul LIEJIEBOM MOMYJALMHU U JIOJKHBI OBITH MPOAHAIN3UPOBAHBI U
00001IIeHBI B JAHHOM pa3/ieiie MePUOANIEeCKOr0 OOHOBIISIEMOTO OTYETA MO OE30MaCHOCTH.

Paznen 14. Baxxaas nHpopManus, mOMyIeHHA IOCIIE 3aBEPIICHAA OATOTOBKH IEPHOANIECKOTO
O0OHOBIIIEMOr0 0TYETa MO0 OE30IaCHOCTH

659. B nanHOM pazzene 0000IarTCs TOTSHIIMAILHO BaXKHBIC TAHHBIC O 0€30IMaCHOCTH U
3¢ (PEKTUBHOCTH JIGKAPCTBEHHOTO Tpernapara, KOTOpble OBLIN IMOJTYYEHBI MOCIIE OKOHYAHHUS
cOopa JMaHHBIX, HO [0 TMOJATOTOBKM OKOHYATEIBHOW PEIAKIUH TEePUOJIUIECKOTO
00HOBIIsIEMOTO OTueTa MO Oe3omacHOCTU. K TakuM JaHHBIM OTHOCSTCS 3HAYUMBbIC
KJIIMHAYECKHUE TAHHBIE U3 HOBBIX MyOJIMKAIINiA, 3HAYNMbIC TAaHHBIC, MIOJYyYEHHEIE B PE3YJIbTATE
MOCJIEYIONIETO 3a 3aBEepIICHUEM JICUCHHUs HaOMIOACHUS 3a MalMeHTAMH, KIWHUYECKHU
BaXHBIC TOKCHUKOJOTHYECKUE MaHHBIC, a TaKXke WH(POpMaIus O ACHCTBHUAX JepKATEIs
PETrUCTPALIMOHHOTO YJOCTOBEPEHHS, HE3aBUCHUMBIX KOMHUTETOB I10 OIIEHKE JaHHBIX,
YIIOJTHOMOYCHHBIX OPTaHOB, MPEAMPUHATHIX B OTHOIIICHUH TTPOOJIEM, CBA3aHHBIX C MTPOQPHUIEM
0€30IMMacHOCTH JIEKapCTBEHHOTO mpenapaTta. HoBble WHIUBUAyalTbHBIE COOOIIEHHUS O
HEXeJIaTeNbHBIX PEaKIUAX HE JOJKHBI BKIFOYATHCSA B pasziell, 3a UCKIIOYCHUEM CIIy4aes,
KOT/Ia OHA MOTYT MPEJCTABISAIOT MPUHIMITHAIEHO BKHBIN CITy4dail HeXenaTeIbHON peakiuu
(HampuMep, MEPBBIN 3apeTUCTPUPOBAHHBINA Clydaill pa3BUTHS BaXXHOT'O HEXEIATEIbLHOTO
ABJICHHUS y YEJOBEKAa), COJEpP)KATh BaXHbIA CHIHAN, KacaloIuics Oe30MacHOCTH
JIEKapCTBEHHOT'O TIpernapaTa Wid JOMOJIHUTEIbHYI0 HHGOPMAIIUIO SIS OIEHKH MPOOJIEMBI 110
0€30MacHOCTH, TPEACTABICHHON B MEPUOIUYECKOM OOHOBJISIEMOM OTUYETE MO 0€30MacHOCTH.
B pa3nen Ttakke BKJIIOYAETCs BBISIBIIEHHAS HA MPOTSHKEHUH JAHHOTO repruoaa HHGOpMaIus o
0€30macHOCTH, KOTOpas MPE/IToIaraeT BHECEHUE CYIICCTBEHHBIX U3MEHCHHH B CTIPaBOYHYIO
uH(pOpMaIHIO 0 JIEKAPCTBEHHOM Ipenapare (HalpuMep, 0 HOBOW HEXeNaTelIbHON PeaKIu,
IPEAOCTEPESIKEHNU WIIM TTPOTUBOIIOKa3aHUM). JlaHHbBIE pa3jena JOJKHBI ObITh YUTEHBI MPHU
coctaBieHun noxapasnena 16.3 "Ouenka puckoB U HOBOM uHpopMmanuu" paszaena 16 "
CurHasbl ¥ OIleHKa prcka' MeproInuecKoro 0OHOBIIIEMOTO OTYETa IO 0€30MacCHOCTH



Pazgen 15. O630p curHAIOB (HOBEIE, pACCMATPHBAEMEIE U 3aBEPIICHHBIE)

660. Llenbro 1aHHOTO pa3zena sIBJseTcs MpeAcTaBlieHre 0030pa BHISBICHHBIX CUTHAJIOB,
CUTHAJIOB, TOJYYEHHBIX B TIEPHUO]] IPOBEICHHS OIICHKN HEXEIATeIbHBIX PEaKIINi, a TAaKKe
CUTHAJIOB, MOJYYEHHBIX 32 OTYETHBIN MEPHO/I, OLICHKAa KOTOPBIX YK€ 3aBepliieHa. B maHHbII
paszien JOJKHBI BKJIIOYATHCS CUTHAJIBI, B OTHOIIEHUHM KOTOPBIX BBIMOJHEH MEPBBIA 3Tan
OIIEHKH W COIJIaCHO pPe3yjbTaTaM BaJIMJAIUU OIpejeiieHa 000CHOBAHHOCTh BBITIOJHEHUS
MOCJEAYIOIMNUX ATAanoB OlEeHKU. CHUTrHajdbl MOTYT OBITh BBISIBJIEHBI IO pe3yJibTaTam
MPUMEHEHHs] Ka4YeCTBEHHOTO MeTo/a (HampuMep, Ha OCHOBAaHUU TMOJYYEHUS OJHOTO WIIH
CEepUHU CIly4aeB COOOIIECHUI O HEeXeIaTelbHOW peakiMu) WiIu KOJUYECTBEHHOTro Metojna (
HaIlpuMep, Ha OCHOBAHUU MOKA3aTeNsl JUCTIPOTIOPIIUOHATBHOCTH, PE3YIHTATOB KITMHUYECKUX
WU SMUAEMUOJIOTHUYECKUX UCCIEOBAHUM), a TakK)Ke MOTYT OBITh PE3yJbTaTOM 3ampoca O
MpeaoCTaBIeHNN WH(pOpManuu Mo 0€30MaCHOCTH CO CTOPOHBI YIOJIHOMOYEHHOTO OpraHa (
10001 U3 CTpaH MUpa).

661. PemieHre OTHOCUTEIBHO MOCHEAYIOUIEN KIacCU(HUKALMU CUTHAJIOB, & TAKkKe
3aKJIIOYEHUS TI0 pPe3yJIbTaTaM BBITIOJHEHHOM OIEHKH, BKJIIOYAash MEIUIIMHCKYIO OLEHKY H
HAYUYHYI0 MHTEPNPETANI0 HMEIOIMUXCS JaHHBIX, JEpXkKaTeb PErUuCTPallMOHHOIO
YJIOCTOBEPEHUS MIPEACTaBIsAeT B pazjene 16 "Curnan wiam oleHKa prucka' mepuoud4ecKoro
OOHOBJISIEMOTO OTYETa MO 0€30MacHOCTH.

662. K HOBBIM CUTHAJIaM OTHOCSITCSI CUTHAJTBI, BBISIBICHHBIC 32 OTYETHBIN niepro. Hoas
KIMHUYECKU BakKHas WHGOpMAIUs, MOJTyUYeHHas Ha MPOTSHKEHUH OTUETHOTO Nepuoja B
OTHOIIIEHUU PaHee 3aKPbITOr0 CUTHANA, TAKXKE JOJKHA pacCMaTPUBATHCS KAK HOBBIN CUTHAI
Ha OCHOBAaHHWHU BBISBIICHUS HOBBIX aCIEKTOB IO paHee OTKJIOHEHHOMY CHUTHay, JH0O0
omnpeaesieHuss HeOOXOIUMOCTH JalibHelel BepuduKauu uMermmuxcst TaHHbiX. HoBbie
CUTHAJbl MOTYT OBITH KJIacCH(UIMPOBAHBI KAaK 3aKpbIThIE WIW paccMaTpUBaceMbIE B
3aBUCHUMOCTH OT CTaTyca JJaHHBIX CUTHAJIOB IO COCTOSHUIO Ha KOHEI[ OTYETHOrO TMepuoja
MEePUOIUIECKOT0 OOHOBJISIEMOTO OTYeTa 1Mo Oe3omnacHocTU. Hampumep, K HOBBIM CUTHAJIaM
OTHOCHUTCS TOJy4YeHHE HOBOM MH(OpMaINu, 0 pe3ysibTaTaM OIEHKH KOTOPOU BBITIOJIHEHBI
WJIU MOTYT MOTPEOOBATHCA CIEIYIONINE MEPOTIPUSITHSL:

BO300HOBJICHa paboTa MO paHee 3aKPhITOMY JTHOO0 OTKJIOHEHHOMY CUTHAJTy B pe3yJIbTaTe
MOJTy9eHHS] HOBOU MH(OpMaIuy;

OTIPEJICIEHO BO3MOXKHOE KIWHUYECKH BAXXHOE OTJIHYUE XapPaKTEPUCTHUK
UJEHTU(PUIUPOBAHHOTO PUCKA MO CTETEHU TSKECTH WM YaCTOTHI MPOSIBICHUS (Hampumep,
HOBasi MH(OpMAIUS TTPEAnoIaraeT BO3MOKHOCTh 00JIee CEpPhE3HOTO UCX0/Ia B BUJIC PA3BUTHS
MEYEHOYHON HEJOCTATOYHOCTH 0 paHee OMUCAHHOMY IPOSIBIICHUIO B BHUJI€ TPAH3UTOPHOTO
MOBBINICHNUS] aKTUBHOCTH MEYEHOYHBIX (PePMEHTOB JIMOO IS paHee OMMCAHHON HEHTPOIICHUH
MOJIyY€HO COOOIIEHUE O PA3BUTHUU arpaHyJIOIMTO3a C UCKIFOYEHUEM UHBIX albTePHATHBHBIX
MIPUYHH JJAHHOTO COCTOSHUSA);



OTIPECIICHO BO3MOXKHOE OTIMYHE XapaKTEPUCTHK UIASHTH(UIIMPOBAHHOTO PHCKA TI0
CTEIMEHU TSHKECTH WIIM YacTOTE MPOSIBICHUS 1JI ONPEETICHHON MOATPYIIIbI MAIUEHTOB;

npearnoaaraeTcs HeoOX0AMMOCTh BHECEHHS JIOMOJIHEHHH (B Clydae IMOJITBEPKIACHUS
MOTEHIIMAIIBHOTO PHUCKA) B MPEIOCTEPEHKEHUS] UM OCOOBIC yKa3aHMs, MPOTUBOTIOKA3aHUSI,
BHECEHHS] U3MEHEHUM B MOKAa3aHUS WIM 1I€JIEBbIE MOMYJISIIIUU, JIMOO MPUHATHE HUHBIX MEp
MUHHUMH3AIUHN PUCKA.

663. JlepkaTeneM perucTpallmOHHOTO YJIOCTOBEPEHUS JOJAKHA ObITh MPEICTaBICHA B
TabauyHOM (hopMme cienyromas UHPOpPMAIUS MO PACCMATPUBAEMBIM HWIIM 3aKPBITHIM IO
COCTOSIHMIO Ha KOHEIl OTYETHOro Mepuoja CUrHajaMm (B JaHHOM pazjeie oruera Jubo B
MIPUJIOKEHUH K HEMY ):

KpaTKo€ ONKHCaHue CUTHAaJa;
JlaTa BBISBJICHUS] CUTHAJIA JAEPKATEJIEM PErUCTPALlMOHHOIO YIOCTOBEPEHUS;

CTaTyC CUTHaja MO COCTOSHHUIO Ha KOHEI[ OTUYETHOTO Mepuoaa (paccMaTpUBaeMbIi HIIH
3aKPBITHIN);

JaTa 3aKPBITHS CUTHAJA, €CIIM MPUMEHUMO;
KpaTKO€ pe3l0ME KITFOUEBBIX JAHHBIX;
IUIaHBI 110 JaJbHEHIIECH OIlEHKE CUTHAIAa;
MPUHATHIC WU TJIAHUPYEMBbIE 1EUCTBUS.

664. IlogpoOHOE omrcaHue OIIEHKH 3aKPBITBIX CHUTHAJIOB HE BKJIIOYACTCS B JaHHBIN
pasziesl W JOJDKHO OBITH TpelcTaBieHo B mojapasnene 16.2 "Ouenka curHaiaoB"
NEPUOANYECKOr0 OOHOBISIEMOTO OoT4YeTa Mo OezonmacHocTU. OlieHKa HOBOW MH(OpMAaLUU O
paHee BBISIBJICHHBIM UJICHTHU(UIIMPOBAHHBIM WJIM TIOTEHIIMAIBLHBIM PHUCKaM, KOTOpasi He ObL1a
OLICHEHA KaK HOBBIM CUT'HAJ, NpeacTaBiseTcsa B nmogpasaene 16.3 "Ouenka puckoB U HOBOM
uHdopmaIuu" nepuonIecKoro 0OHOBISIEMOT0 OTYeTa 1Mo 6e3onmacHocTh".

665. B ciayuae ecnu nepikaTeiaeM PEerHCTPAllMOHHOTO YJIOCTOBEPEHHUS IO 3ampocy
YIIOJTHOMOUYEHHOT'O OpraHa ObljIa BRIITOJIHEHA OIlEHKA ONPeIeICHHON MPOOJIEMbI, CBA3aHHOM C
MIPUMEHEHHUEM JIEKApCTBEHHOIO Mpenapara U He OIEHUBAaEMOM KaK CUTHAJI, U 10 pe3yJIbTaTaMm
BBITIOJTHEHHOTO aHAJIN3a HE TMOJTBEPKIECHO OTHECEHHWE NaHHOW MpPOOJIEMbI K CHTHAIY, B
pasjene mpuBOAUTCS 0000IIeHHAss WHGOPMAIMS C OMHUCAHMEM IOJYUYCHHBIX Pe3yJIbTaTOB
orieHku. Ecnu mo pe3ynpTaram BBIMOJHEHHOW OIEHKHU MpoOiIeMa MOMJICKUT OTHECEHUIO K
curHajgaM, nHopMaius J0KHA OBITh BKIIIOUEHA B mojapasaen 16.2 "Onenka curHaioB” (B
TaOJUYHBIC TaHHBIE O CUTHAJIAX) MEPUOUYECKOTr0 OOHOBIIIEMOT0 OTUETA 1O O€30MaCHOCTH.

Pazpen 16. Cursans! B OIEHKA PHUCKa

666. Llenbto TaHHOTO pa3zena sBJISETCS NPEACTABICHUE:

KpPaTKOr0 pPe3l0M€ H3BECTHBIX M HEHM3BECTHBIX XapaKTEPUCTHUK BaKHBIX
UJCHTU(PUIIMPOBAHHBIX, BAXKHBIX MOTEHIIMAIBHBIX PUCKOB U OTCYTCTBYIOIIEH HH(pOpMAIUU
M0 COCTOSIHHMIO Ha Hayajlo OTYETHOTO IIepuojJia B COOTBETCTBUHM C MEPHOJIMYSCKUM
OOHOBJIIEMBIM OTYETOM I10 O€30I1aCHOCTH;



OLICHKHU BCEX 3aKPBITBIX 32 OTUYETHBIN NEPHUOJ] CUTHAJIOB,;

OLICHKM HOBOM MH(OpPMAIMU O paHEE YCTAHOBJIECHHBIX BAKHBIX UICHTU(PUIUPOBAHHBIX U
BA)KHBIX MOTEHIMAIBHBIX PUCKAX;

KpaTkoi uHpopmaiu 00 3pHEeKTUBHOCTH MEPONPUATHI IO MUHUMH3AILIUU PUCKOB.

667. NUudopmarust B JaHHOM pazjiesie He JODKHA yOnupoBaTh JaHHBIC, PECTaBICHHBIC
B JIPYTHX pazjenax MepHOJUYECKOro OOHOBIISIEMOTO OTYETa 1Mo 0e30MacHOCTH, U JTOJHKHA
OTpa)kaThb MHTEPHPETALNIO U KPUTUUECKYIO OLEHKY UMEIOIIMXCA TaHHBIX C (POPMUPOBAHUEM
XapaKTEPUCTUKU PUCKOB, OLICHMBAEMBIX KaK Ba)KHbIC JUIS JIEKAPCTBEHHOIO Ipenapara. B
pasnenie, npeHa3HauYeHHOM JJI MPEICTaBICHUs 0000IIEHHON aHATUTUYECKON nHpOopMaIIny,
KaK MpaBUJIO0, HE TpedyeTcs MpPEeJCTaBIATh ONKMCAHWE MHAMBHUAYATIbHBIX CIydaeB, OJIHAKO
ONMHCaHUE KIMHUYECKOW OLEHKH OTIEIbHBIX CIy4aeB MOKET ObITh OOOCHOBAaHHBIM, €CIIH
JaHHBIE CIy4au SIBJISIOTCS Oa30BBIMHM Uil XapaKTEPUCTUKM U KIMHHYECKON OLIEHKHU
NPOSIBJIICHUSI pUCKA.

ITompasmen 16.1 O6o6maromas madopmarms mo mpobiremam 6e30mMacHOCTH

668. Llenbio qaHHOTO MOJpa3/ena sABIsSETCS MPE/ICTaBICHHE OCHOBHOM 0000IIaoIIe
MH(pOpMAIIMK O BaXXHBIX MpoOiemMax Mo 0e30MacHOCTH JEKAPCTBEHHOrO Ipemnapara, ¢
yKa3aHHEM B OTHOILIEHHUU Ka)JOro aclekTa 0e30IacHOCTU CBEACHHMM O TOM, Kakas HOBas
OILIEHKA JAHHOTO aCMEKTa MOXKET ObITh BBHITIOIHEHA.

669. Ilpu onpeneneHUN BaXXHOCTU KaXKJI0IO U3 ACIIEKTOB PHUCKA CIEAYET MIPUHUMATh BO
BHUMAaHUE CIEAYIONUE PaKTOPHI:

a) Cepbe3HOCTh PHUCKA, CBSI3aHHOTO C JIEKAPCTBEHHBIM MPEMapaToOM,
C MEMIIMHCKON TOYKU 3pEHHUS, BKIIOYas BIUSHUE HA COCTOSTHUE MAIMEHTOB;

0) yacToTa, IpeaCcKa3yeMoCTh, IPEIOTBPATUMOCTh U1 OOPATUMOCTb PUCKA;

B) MOTEHI[MAIBHOE BIMSAHUE HA OOIIECTBEHHOE 37I0POBhE (3I0pOBbE HAaceNeHus) (JacToTa
pHCKa B TOIMYJIALNHN, pa3Mep MOIMYJIAINUN, TTOBEPTIINICS BO3IEHCTBHUIO);

I') OIleHKa OOIIECTBEHHOW MPUEMJIEMOCTH PUCKA B CIydasX BO3MOXHOTO BIUSHUS
JIEKapCTBEHHOIO Tpernapara Ha o0IIeCTBEHHOE 3710pOBbe (310POBbE HAceNeHUs1) (Harpumep,
OTKa3 OT MPOTPAMMBbI BaKIIMHAITIH).

670. O6o0maronias nHPopMaIUs TOJDKHA MPEACTaBIATh UMEIOIIHUECS CBEICHUS O
0€30MacHOCTH JIEKapCTBEHHOT'O MpernapaTa Mo COCTOSHUIO HAa Hayalo OTYETHOTO Mepuoa B
COOTBETCTBHH C MEPUOIUYECKUM OOHOBIISIEMBIM OTYETOM IO 0€30MaCHOCTH U OTPaXKaTh:

a) BAXKHbIE UACHTU(PUIMPOBAHHBIE PUCKU;

0) BayKHbIE MMOTEHIIMATLHBIE PUCKH,

B) OTCYTCTBYIOIIYIO0 HH(POPMAITHUIO.

B oTHOIEHNN JTIeKapCTBEHHBIX MPENapaToB, UMEIONINX CHEU(PUKALINIO 110 O€30MaCHOCTH
, nHQOpMaIMs, BKIIOYaeMas B JaHHBIA MOJApa3/el, JODKHA COBMAnaTh ¢ 00o0Imaromein



uHpopManuen, TpeacTaBIeHHON B TEKyIIeH BepcuM crenuduKainuy mo 06e30macHOCTH Ha
JaTy Hadajga OTYETHOTO MEPHOJIa B COOTBETCTBHH C TICPUOIUICCKUM OOHOBIIIEMBIM OTYETOM
1o 6€30MacHOCTH.

671. B oTHOWIEHNM JIEKapCTBEHHBIX MpeNapaToB, HE MUMECIOMUX CHCIU(PUKAIMU 110
0e30macHOCTH, MaHHBIM MOApa3Aea JOJDKEH COAEpPXKaTh JaHHBIE O BaXKHBIX
UACHTU(DUIIMPOBAHHBIX M TOTCHIIMAJIBHBIX pHCKax, a Takke 00 OTCYTCTBYIOIIEH
nH(popManuu, CBSI3aHHOW C NMPUMEHCHHEM JICKapCTBEHHOTO Mperapara, Ha OCHOBAaHHUH
JaHHBIX TPEAPETUCTPAIMOHHOTO W TIOCTPETUCTPAIMOHHOTO TEPUOJa, B TOM YHCIIC
CJIEAYIONIYI0 HH(POpMALIHIO:

0 BOKHBIX HEXKEATCIbHBIX PEAKIIHSIX;

0 B3aWMOJICHCTBUY C IPYTHMH JICKAPCTBCHHBIMU TTpENIapaTaMH;

O BBISIBJICHHBIX OITMOKAX MPUMEHCHNUS,

0 B3aMMOJICHCTBUH C MPOYKTaAMH IMUTAHUS WJIM UHBIMU BEIICCTBAMH,

0 pe3yibTaTax BO3JCUCTBUS HA OPTaHWU3M IIPU BBIMOJHEHUH MPO(EeCCHOHATHLHON
IESITETLHOCTH;

0 KJIACCOBBIX (papMakoJornueckux 3 dexrax.
672. O6o0mmatomue CBeJACHUs M0 OTCYTCTBYIOIIEH MH(POpMaUK TOHKHBI COIAEPKATh
OIICHKY KPUTUYHOCTH HEIOCTATKOB B MMEIOIIMXCS 3HAHUAX IO ONPEJCICHHBIM acleKTam

npoduiist 6€30MaCHOCTH IS 1EJIEBBIX MOMYJISIIHAA.

ITompasmen 16.2. Onenka curaana

673. Nudopmamus, npeacTaBisieMas B JAaHHOM IOJApa3zelie, J0KHA 0000IIaTh
pPEe3yIbTAThl OLICHKHW CHUTHAJOB MO 0E30MacHOCTH, KOTOpas Obljla 3aBepIlicHa B OTYCTHBIN
nepro . CUTHAIBI MOTYT OBITh 3aKPBITHI IO PE3yJIbTaTaM BBITTOJIHEHHOW OIIEHKH 10 TIPUYUHE
OTKJIOHGHHSI CHTHAJIa JUOO0 TMOJTBEPKJICHUS CUTHAJIa ¢ OTHECEHHEM €r0o K YMCIIY BayKHBIX
MOTSHITMATBHBIX WIIH WISHTU(OUIIMPOBAHHBIX PUCKOB. B moapasaen BKIFOYaeTCs OlleHKa 110
JIBYM KaTETOpHSM CUTHAJIOB:

CUTHAJIbI, KOTOPBIC MO pe3yJbTaTaM OIEHKH MOTYT OBITh OTHECEHBI K KaTETOpHH
MOTSHITUATBHBIX WIH UISHTU(DHUIIMPYEMBIX PUCKOB, BKJIFOYAsi OTCYTCTBUE TEPANIEBTUUCCKON
3 PEeKTUBHOCTH;

CUTHAJIBI, KOTOPBIE TI0 PE3yIbTaTaM OIEHKH OBLIU OTKJIOHEHBI KaK JIOKHBIC CUTHAJIBI HA
OCHOBAaHHMM HAay4YHOH OIICHKH, HUMEIOIIEHCcS Ha JaTy IHPOBEJICHHS IMPOLEIYPhl OIECHKH
uHdopmaruu. [ KakI0i U3 KaTeTOPHii CUTHAIOB JOHKHO OBITh MPECTABICHO MOAPOOHOE
OIKCAaHHE C JCTATbHBIM 0OOCHOBAHHEM CJEJIAHHBIX BHIBOJIOB JIEPyKATEIs PErUCTPALIIOHHOTO
YAOCTOBEPEHUS 1O OTKJIOHCHUIO CUTHAJIA JTM00 OTHECEHHUIO €T0 K YUCITY MOTCHITHATBHBIX UITH
UICHTU(UIIUPOBAHHBIX PUCKOB. OOBEM U CTETICHD JCTATM3AINH TIPEICTABIIEMOT0 OMUCAHUS
BBITIOJITHCHHOM OIIGHKW CUTHAJIa 3aBUCAT OT MEIUIIMHCKOW 3HAYMMOCTH JAaHHOTO acIeKTa
npod st 6e30macHOCTH (HANpUMEpP, CEPHE3HOCTH, OOPATHMOCTH, UCXOJOB, MOBBIIIAOITIX
3200J1€Ba€MOCTh U CMEPTHOCTH), TTOTCHIIMAIBLHOTO BJIUSHUS Ha OOIIECTBEHHOE 3J0POBBE (



3I0pOBbE HAaCEJICHUs) (Hampumep, pacHpOCTPAHEHHOCTHM IIPUMEHEHHs, 4YacTOTHl H
3HAYUMOCTU MPUMEHEHUSI HE B COOTBETCTBHM C OOILIEH XapaKTEPUCTUKON JIEKAPCTBEHHOTO
npernapara), a TakKe CTEIEeHHM I0CTaTOYHOCTH JO0Ka3aTelnbHON 0a3pl mo curHany. llpu
BKJIIOYEHUU B pa3fied JAaHHBIX 00 OIEHKE HECKOJbKHX CUTHAJOB IO JABYM KaTEropHsM
CJIelyeT NPEACTaBIATh UH(OPMALIUIO B CIEAYIOIIEH MTOCIEI0BATEIbHOCTH:

3aKpBITHIE U JIO)KHBIE CUTHAJIBI;

3aKpbIThIE CUTHAJIbI, OTHECEHHBIE K KATETOPUH BaXKHBIX MOTEHIIUAJIbHBIX PUCKOB;

3aKpbIThIE CUTHAJIbl, OTHECEHHBIE K KATErOPUH BaKHBIX UACHTU()ULIIMPOBAHHBIX PUCKOB;

3aKpBITHIE CUTHAJIBI, ONPEENAeMble KaK MOTEHIMAJIbHbIE PUCKH U HE OTHECEHHBIE K
KaTeropuu Ba)KHBIX;

3aKpBIThIE CUTHAJIBI, ONIpEeAeIIIeMble KaK UICHTU(UIIMPOBAHHBIE PUCKU U HE OTHECEHHbBIE
K KaTerOpUH Ba)KHBIX.

674. OueHka 3aKpbIThIX CUTHAJIOB JI0JIKHA OBITh NpeACTaBIeHa JIM00 ¢ yUETOM NOKa3aHUM
100 € y4ETOM MOIYJISUUHI B CIIy4asix, KOrja 3T0 IpUMEHUMO.

675. OueHka cUrHajga MOKeT BKJIIOUATh B c€0sl OLIEHKY JOKJIMHUYECKUX U KIMHUYECKUX
JAHHBIX U JOJOKEH OBITh MCYEPHBIBAIOIIUM MO OTHOUIEHWIO K BO3MOXHBIM HUCTOYHUKAM
NOJTy4eHUs: THPOpMaIUH.

676. B pamkax mpoluecca ynpaBieHUs CUTHAIAMU OLIEHKA CUTHAIAa YIOJIHOMOYEHHBIM
OpraHOM I10CJI€ MPOBEIECHUS HUCXOAHOIO aHaM3a U MPUOPUTH3ALMN CUTHAJIA MTPEACTABIISET
co00l mpouecc OLEHKM BCEX MMEIOIIMXCA JAaHHBIX O CHUTHAJE C LEJIbI0 OINpeeIeHUs
HEOOXOJUMOCTHU PUHATHUS PETYIATOPHBIX MED.

677. OnucaHue OLEHKU CUTHAJIOB JOJKHO OBITh BKJIIOUEHO B JAaHHBIA IOJpa3nesn
MEPUOANYECKOr0 OOHOBISIEMOr0 OTYETa MO OE30MACHOCTH WJIM MPEACTABIECHO B BHUJIE
MPUIIOKEHUS K OTYETY U COJEPKaTh MHPOPMALUIO O CIEIYIOIINX acleKTax:

a) UICTOYHUK WM MpUYuHA GOPMHUPOBAHUS CUTHAIA;

0) 000CHOBaHWE, UMEIOIIEE OTHOIIICHHE K OIICHKE;

B) METO/IbI OLIEHKH, BKJIFOYasi ICTOYHUKH JTAHHBIX, KPUTEPUHU MOUCKA (€CTTU TPUMEHUMO),
MCIONIb30BaHHbIe /i 0030pa Tepmunbl MedDRA (Hampumep, TEpMUHBI IPEANIOYTUTEITHHOTO
YPOBHSI, TEPMMHBI BBICIIETO YpPOBHS, CHCTEMHO-OpPraHHbIM KjacCc M T. [1.) WU
CTaHJapTU3UPOBAHHBIX 3anTpocoB MedDRA) nrubo aHanuTHYECKHE MOIXO/bL;

I) pe3yibTarhl (00001eHHas HH(OPMaLIK) 110 UTOraM KPUTUYECKOT0 aHAJIN3a JaHHBIX,
paccMaTpuBaeMbIX IMPHU OIIEHKE CUTHaja. B ciywasix, Korjaa 3TO NpeACTaBiIseTCs BaXKHBIM,
pe3yJbTaThl MOTYT BKJIIOYAaTh OINHCAaHWE CEpPUU CIy4aeB WIM WHIAUBUIYaTbHBIN
MOKa3aTeNIbHbIN Cllydyail He)KeNnaTeIbHOW Peaklnn);

1) OOCYXICHHUE;

€) 3aKJIIOUEHUE, BKIII0YAsl IPEAIaraeMple ICHCTBUS.

[Tompaznen 16.3. Onenka puckoB ¥ HOBOW MHGOPMAIIUU

678. JlepxaTenb pEeTUCTPALMOHHOIO yIOCTOBEPEHMSI IOJIKEH MPEACTABUTh KPUTUYECKYIO
OLICHKY HOBOM MH(OpMAIH 32 OTYETHBIN NIEPUOJ] B OTHOUIEHUHU PAHEE BBISBICHHBIX PUCKOB,



KOTOpas HE BKJIOYEeHa B mnoapazaen 16.2 "Ouenka curiaioB" MNEpUOIUYECKOTO
oOHOBIIIEMOro oTyera no Oe3zonacHoctu. HoBas nHdopmaius o 0€30MaCHOCTH, KOTOpas
NIPEACTABIIAET COOOM CUTHAJ, B OTHOLICHUM PAHEE YCTAHOBJIEHHOI'O PUCKA WM paHee
OTKJIOHEHHBI CUTHAJ JIOJIKHA ObITh MpEACTaBleHa B TAOJIMYHOM (hopmaTe U B MOJpa3fee
16.2 "Ouenka cursHajiaoB", €CIu CUTHAJI 3aKPBIT 3a OTYETHBIM MEpPUOJ MEPUOTUUYECKOTO
OoOHOBJIsIEMOr0 oOTyeTa mno Oe3omacHocTH. B naHHOM mojapasjene MpeacTaBiseTcs
oOHOBJIEHHAasd MH(OpMaLKg O paHee YCTAaHOBJIEHHBIX PUCKaX, KOTOpas HE OLIEHUBAETCS KaK
curHai. [Ipumepamu Takoil wmHbOpMaIUU SIBISIOTCS JaHHBIE, KOTOpPHIE IMOJATBEPKIAIOT
MOTEHIMAJIBHBII PUCK C HM3MEHEHUEM €ro KilacCU(HUKAIMOHHOTO OTHECEHHUs Ha
UACHTU(PUIUPOBAHHBIN PUCK JINOO JOMOJHSIOT XapaKTEPUCTUKY paHee YCTaHOBJIEHHOIO
puCKa.

679. HoBast undopmarust 1okHa ObITh MTPeICTaBICHA MO CAEAYIOLIUM acTieKTaM PUCKOB:

a) BaXXKHBIX MOTEHIUATBHBIX PUCKOB;

0) BayKHBIX UJEHTU(ULIUPOBAHHBIX PUCKOB;

B) APYTUM MOTEHIIMATIBHBIM PUCKaM, HE OTHECEHHBIM K KaTETOPUHU BaXKHBIX;

') IpYTUM UAEHTU(ULIUPOBAHHBIM PUCKAM, HE OTHECEHHBIM K KaTETOPUHU BaXKHBIX;

1) OOHOBJICHHE CBEJICHUI 00 OTCYTCTBYIOIICH HH(POPMAIIUH.

680. IIpu orieHKe OCHOBHOE BHMMAaHUE JOJDKHO OBITh YAEJIEHO HOBOM MH(pOpMalLUH,
MOJTyYE€HHOM 3a OTYETHBIN MEpPHOJ], U 000CHOBAHHON MHTEPHPETALUU BIUSHUS MOTYUSHHBIX
JAHHBIX Ha TTOHMMAaHUE U XapaKTepUCTUKY PUCKOB. Ha ocHOBaHMU BBITIOTHEHHON OIIEHKU
BIUSHUSL MOXET OBITH CAENIaHO OOHOBIEHUE XAPAKTEPUCTUKH BAXKHBIX MOTEHUUAIBHBIX U
BOXHBIX HJICHTHU(UIIMPOBAHHBIX PUCKOB B mojpasjaene 16.4 "XapakrepucTuka pUCKOB'
MEpUOJUYECKOTO OOHOBJISEMOr0 OT4YeTa IO OEe30MacHOCTU. YPOBEHb JE€TAIM3ALNU
IIPEACTABIISIEMOTO OMMCAHUS BBIITOJIHEHHOW OLIEHKH JOJDKEH COOTBETCTBOBATh MMEIOILEHCS
J0Ka3aTeabHOM 0a3e Mo 3TUM PUCKAM U 3HAUMMOCTHU UX BIUSHUS HA OOLIECTBEHHOE 3/I0POBbE
(310pOBBE HACEIEHUSA).

681. Onucanue OUEHKHM HOBOM HMH(OpMAUU UIU OOHOBJIEHHE CBEJACHHU 00
OTCYTCTBYIOIIEH HHGOpPMALHUK JOKHO OBITh BKJIIOYEHO B JaHHBIA MOApa3aen
NEePUOJANYECKOr0 OOHOBIISIEMOIO0 OTYETa MO OE30MACHOCTH WM MPEICTABICHO B BHUJIE
MPWIOKEHUS K OTUETY U MPElyCMaTPUBATh CIETYIOUIUE aCIEKThI:

MCTOYHUK WM MPUYUHY (POPMHUPOBAHUS CUTHAIA,;
000CHOBaHUE, UMEIOLIEE OTHOIIEHHUE K OLICHKE;

METOJIbl OLIEHKHU, BKJIIOYas UCTOYHUKHU JAHHBIX, KPUTEPUU MOUCKA WM aHAJIUTUYECKUE
MOAXO/bL;

pe3ynbTaTthl (0000mIeHHas WHpOpMaNKsA) KPUTUUYECKOrO aHaiu3a JaHHBIX,
paccMaTpUBAEMBbIX TP OLIEHKE CUTHANA;
00CyKeHue;



3aKJII0YEHME, BKJIIOYAsh BBIBOJ OTHOCHUTENBHO MOJATBEPXKIACHUS WU OTKIOHCHUS
OCHOBAaHUM I OOHOBJICHHUSI XapPaKTEPUCTUKU BAXKHBIX TOTCHUHUAIBHBIX WIIH
UJISHTU(PUITIPOBAHHBIX PHCKOB, COTJIACHO OIIEHKE HOBOM MH(MOPMAIIMH 33 OTYCTHBIA ITIEPHO/T.

682. B moapaszaene NOKHA ObITH OTpa)KeHa U KPUTHUYECKH OIEHEHA BCS HOBas
nHbopMalusi OTHOCUTEIBHO TMOMYJISALUNA, KOTOpPbIE MOABEPTIINCH BO3JACUCTBUIO
JIEKapCTBEHHOTO Mperapara B OTUETHBIN MEPHO/, a TAKXKE JOJKHBI ObITh MPUBEJICHBI TAHHBIC
00 oTcyTcTByMOIIEH MHpOpMaAlMM U yKa3aHbl HEpelIeHHbIE MpoOieMbl. Bce acmekThl
HEOIPEACIICHHOCTH JTAHHBIX MOUIeKAT O0BEKTUBHOMY YKa3aHHIO.

Iloppasnen 16.4. XapakTepuCTHKA PHCKOB

683. B moapasaene naercs XapaKTepUCTHKA BAXHBIX UACHTU(UIIMPOBAHHBIX PUCKOB U
BAKHBIX IMOTCHIIMAIBHBIX PHCKOB HAa OCHOBAaHWU OOOOIICHHBIX JaHHBIX (B TOM YHCIIEC HE
OTPaHUYHMBAEMBIX OTUYCTHBIM TIEPUOJIOM) U OTICHIBACTCSI OTCYTCTBYIOIIAs HH(POPMAIIHS.

684. C yd4eToM HMCTOYHUKA JIaHHBIX MH(GOPMAIUs O PUCKaX JOJHKHA BKIIOYAThH B CeOs
CJIeTyIONTUE CBEACHUS (€CIIA TPUMEHUMO):

4acToTa;
YHUCJIO BBISBJICHHBIX CIydacB (YUCIUTENh) U TOYHOCTH OIEHKH C YYETOM MCTOYHHKA
JTAHHBIX;
00beM Ha3HaYeHUU (3HaMEHATesb), BBIPAXKEHHBIM KaK YHCIO TMaI[UeHTOB,
MAIMEeHTO-MEeCSIIEB (TAIUEHTO-JIET) U JP. U TOUHOCTH OIICHKHU;
OIICHKA OTHOCHUTEIHLHOTO PUCKA M €€ TOYHOCTb;
OIICHKAa a0COJIOTHOTO PUCKA U €€ TOYHOCTb;
BJIMSIHUE HA MAIMEHTa (CUMITOMBI, KAYECTBO U KOJUYECTBO JIET KU3HU);
BIIMSHUE Ha OOIIECTBEHHOE 3/I0POBhE (3/I0POBHE HACETICHUS ),
dakTopsl pucka (HarpuMmep, HHAUBUAYaIbHbIE (PaKTOPBI PUCKA; (BO3paCT, OEPEMEHHOCTb,
MepUOJ JaKTAIlMH, HapylleHne (QYHKIMU TIEYCHH WA MOYEK, 3HAYMMas COIYTCTBYIOIIAs
MATOJIOTHS, CTETICHD TSYKECTH 3a00JIEBAHHM, TCHETUYECKUN MOTUMOP(PU3M, pacoBasi U (HIJIN)
ATHUYECKAs IPUHAIIICIKHOCTD);
J103a, CII0CO0 BBEJICHUS,
IPOJOJKUTENBHOCTD JICUEHHUS, IEPUOJ] PUCKA,
MPEAOTBPATUMOCTH (OIIEHUBAETCS MPEICKa3yeMOCTh, BO3MOXHOCTh MOHUTOPUPOBATH
COCTOSIHUE 10 MHAUKATOPHBIM CUMIITOMAaM WJIX J1a00OpaTOPHBIM IMapaMeTpam);
00paTUMOCT®h;
MOTEHIIMAIbHBIN MEXaHU3M;

YPOBEHb JOKA3aTCIBHOCTH M HEOMPEICICHHOCTH, BKIIIOYasl aHAIU3 IPOTUBOPEUAITUX
(bakToB (IIpU HAIUYHWN).

685. B ciyuae ecim OTCYTCTBYMOIIas MHGOpPMAIMs OIEHHBACTCS KaK BaXkHas,
COOTBETCTBYIOIIME CBEJCHUS BKIIOYAIOTCA B TEepedeHb MNpobiieM 1Mo Oe30MacHOCTH.
NudopManusi MoUIeKUT MPEACTaBICHUIO C YKa3aHUEM OTPaHUYCHUM UMeroleics 0a3bl



JAHHBIX (C y4eTOM 4YHCIIa MAIMeHTOB, BKJIIOYCHHBIX B HCCICAOBAaHHS, KYMYJSTHBHOTO
BO3JICHCTBHSI WJIM JUTUTEILHOTO IPUMEHEHUS U IPYTUX OTPAHUYCHHN ).

686. IIpu moAroTOBKE MEPHOIUYESCKOT0 OOHOBIISIEMOI'0 OTYETa IO OC30IMACHOCTH JIJIs
JEKapCTBEHHBIX IMPEMapaToB C HECKOJIbKMMHU ITOKa3aHUSAMH, (GOpPMaMH BBINYCKA WIIH
ciocobaMu BBEACHUS B ClIy4ae HaJIW4YMUS CYNIECTBEHHBIX pa3IWdYUid 1O
UICHTU(UIIMPOBAHHBIM W TOTEHIIMAJIBLHBIM pPHUCKAM MOXKET OBITh O00OCHOBAHHBIM
MPECTABIICHUE NaHHBIX IO PUCKaM OTACIBHO IO TOKa3aHWUAM, (opMaMm BBIMTyCKa WU
crioco6am BBesIeHHS. B oTyeTe MOXKET OBITh MpeJIcTaBlICHA ClieyIomas HHGOPMAaIIUs:

a) PUCKH, XapaKTEPHBIE JJIS JEHCTBYIOIETO BEIIECTBA;
0) puCKH, XapaKTepHBIE IJIs ONPEAEICHHBIX (OPM BBIITyCKa WK CITOCOOOB BBEAEHUS (
BKJIFOYAs BO3CHCTBUE TIPH BBIMOTHECHUH MPO(HECCHOHATBHOM JIEATSILHOCTH);
B) PHCKH, XapaKTEPHBIC JIJIS1 OTIPEICIICHHBIX MOITYJISITHII;
I') PUCKH, CBS3aHHBIC C NMPUMCHCHHUEM 0Oe3 Ha3HA4YCHHUsS Bpaya (IS JTEHCTBYIOIIHX
BEII[ECTB, KOTOPHIE TIPEICTABIIEHBI B JOPMax, OTITYCKAEMBIX 110 PEIENTY U 0€3 perenTa).

IToxpaznen 16.5. OpdekTHBHOCTS MEp MUHMMHU3AIMK PUCKA (€CITH IPAMEHUMO)

687. Mepbl MUHUMU3AIUM PUCKA BKJIIOYAIOT B ce0s JIEMCTBUS, HAIpaBICHHbIE HA
MPEIOTBPALICHUE HEXKEIATENIbHBIX PEAKIUi, CBSI3aHHBIX C BO3JCHCTBUEM JIEKAPCTBEHHOTO
npernapara, Ju00 CHM)XKEHUE CTENEeHHU UX TSHKeCTH. Llenbio esTeNnbHOCTH 0 MUHUMU3AINT
PHUCKA SBIISIETCS] CHUXKEHHUE BEPOSITHOCTH PA3BUTHUS WIIM CTEIIEHH TSYKECTU HEXKEIIATEIIbHBIX
JIEKapCTBEHHBIX peakiuii. Mepsl MUHUMHU3AIMUA PUCKA BKIIIOYAIOT B C€Osl pyTHHHBIC MEPHI (
HanmpuMmep, W3MEHEHUs B OOIIeW XapaKTEepPUCTHUKE JIEKAPCTBEHHOT'O IMpernapara) Wiu
JOTIOJIHUTENIbHBIE Mepbl (HAlpUMep, HEMOCPEICTBEHHOE OOpalleHHue K CHelualncTam
CUCTEMBI 3/IpABOOXPAHEHUS, TOJATOTOBKA U PAaCIIPOCTPaHEHUE 00pa30BaTEIbHBIX MAaTEPHUAIIOB)

688. B noapaszaene 10KHBI ObITH NPEICTABICHBI PE3YyIbTaThl OUEHKH () (PEKTUBHOCTH
Mep MHUHUMHU3AIMU pucka. B 0000IIEHHOM BHJE MPEACTABISETCS COOTBETCTBYIOIIAS
uHpopmanus o0 3PHEeKTUBHOCTH U (UJIM) OIPAaHUYEHUSIX KOHKPETHBIX MEP MUHUMM3ALUU
pUCKa B OTHOLIEHHM Ba)KHbBIX MICHTH(QPULUMUPOBAHHBIX PUCKOB, KOTOpPasl OblLIa MOJy4YEHa 3a
OTYETHBIN Mepuoa. Pe3ynbraTsl BBINOIHEHUS OLEHKU 3()PPEKTUBHOCTH MEP MUHUMU3ALNU
pHUCKa, MOJYyYEHHbIE B OJHOM TrOCYJapCTBE-UJI€HE, KOTOPhIE MOILYT OBITh MOJIE3HBI U
UCIOJIb30BaHbl IIPU peaNu3aluu B APYTUX T'OCYAAapCTBax-ujeHaX, SBISIOTCS BaXHBIMU U
noJyyieXaT MpPeACTaBIECHUI0 B oTyeTe. Pe3ynbpTarhl OLEHKHM 3P(EKTUBHOCTH MeEp
MUHUMH3ALUU PUCKA, KOTOPbIE OBbUIH MOJIYYEHBI B OTACIBHOM PErHMOHE 32 OTYETHBIN MEepUO/,
MPEACTABIISIOTCS B PETMOHATBHOM MPUJIOKEHUU K OTYETY.

Paznen 17. OneHka MoJjs3el



689. B nanHoMm pasznene B mozapasznenax 17.1 "Baxuas 6asucHas undopmainus oo
s dexTuBHOCTU JekapcTBeHHOro npenapata” u 17.2 "Hoas BbelsiBIeHHas uHdopmanus o6
2 PEKTUBHOCTH JIEKAPCTBEHHOTO TpemapaTa’ TpPEeACTaBISIETCS OCHOBHAas W HOBas
uHpopmanuss 00 dSPDEKTUBHOCTH JEKAPCTBEHHOro Tpemnapara, (opMupyromas
XapaKTepUCTUKY IOJb3bl JIEKAPCTBEHHOI'O0 Ipenapara, ONHCaHUE KOTOPOW MOMJIECKUT
npeacTaBieHu0 B mnoxapaszaene 17.3 "XapakrepucTuka MNodb3bl" C TOCIEAYIONIAM
BKJIFOYEHUEM B UHTETPUPOBAHHYIO OLEHKY COOTHOIIECHHS "T0JIb3a — PUCK" JIEKAPCTBEHHOTO
npemnapara B pazaene 18 "MHTerpupoBaHHBIN aHaaW3 COOTHOLIEHUS '"MOJIb3a — PUCK' 1O
0JI00pEHHBIM MOKa3aHUsIM".

Ilompasmen 17.1. Baxnas 6azucHas uadopMamus 06 3QPpekTHBHOCTH JIekapCTBEHHOT'O IIpenapara

690. B nmanHoM mojpaszjiesie MpeacTaBiseTcs OCHOBHas MHGOpMaIMs, Kacaroliascs
3¢ (HEeKTUBHOCTH JIEKAPCTBEHHOTO MIpernapara B XOJ¢ KIMHUYECKUX HMCCIEAOBAHHUN U MpHU
OPUMEHEHUHU B MEIUIMHCKOM MpakTUKe (Ha Hayallo OTYeTHOro mnepuona). JlaHHas
MH(pOpMalMs JOJKHA MMETh OTHOLIEHUE K OJOOPEHHBIM MOKa3aHUAM K MHPHUMEHEHHIO,
BKJIFOUEHHBIM B CIIPAaBOYHYIO0 HH(POPMAIIUIO 110 JIEKAPCTBEHHOMY Ipenapary.

691. JIna nekapCTBEHHBIX NPENapaToB C HECKOJIBKHMHU MOKA3aHUSIMU, LEJIEBBIMU
NONYJISIUSAMUA U (MJIM) croco0aMu BBEJEHUA T0JIb3a JIOJDKHA OBITh OXapaKTEpPHU30BaHA B
OTJIEJILHOCTH 10 KaXA0MY (haKkTopy.

692. JIns nexapCTBEHHBIX MPENapaToB, y KOTOPBIX 32 OTYETHBIN MEPUO/T ObLIN BBISBICHbI
CYILIECTBEHHbIE U3MEHEHHUS MPoduist 6e30macHOCTU WU 3P(HEKTUBHOCTH, TAHHBIN MOoapa3esn
JOJKeH BKJIIOYaTh B CeOsl HOCTATOUHYIO MH(OpMAIuio s 000CHOBaHUS OOHOBIIEHHOMN
XapaKTEPUCTUKHU TOJIb3bl JIEKAPCTBEHHOIO Ipenapara, OTpakeHHOMl B mojapaszaene 17.3 "
XapakTepucTUKa MOJIb3bl" MEPUOJUYECKOr0 OOHOBIISIEMOTO OTYEeTa MO O€30MacHOCTH.
Conep:xaHue U CTENEeHb AeTaau3alui HHPOpMaIUK, PEACTaBIEHHON B JaHHOM MOJpas3ere,
JOJKHA OBITh JOCTATOYHOM JIs 0OOCHOBAHUSI XapaKTEPUCTUKU TOJIb3bI B moapazaene 17.3 "
XapakTepucTUKa MOJb3bl" M OIIEHKHM COOTHOLIECHHS 'moib3a — pUCK" B mojapaszaene 18 "
WNHTerprpoBaHHbIN aHAU3 COOTHOIIEHUS "T0JIb3a — PUCK' 1O 0A00pPEHHBIM MOKa3aHUsAM" U
MOXET BKJIIOYATh (ITPU HEOOXOJUMOCTH ) CIEAYIOIINE ACTIEKThI:

a) SMUJIEMUOJIOTHS U IPOUCXOXKICHUE 3a00JIEBAHMS;

0) XapakTepUCTHUKA MOJb3bl (HAPUMEpP, NUATHOCTHYECKAs, MPOQUIaKTHYECKas,
cUMIITOMaTH4eckKasi, 001e3Hb-MOAUPUITUPYIOLIA);

B) Ba)XHbIE KOHEUYHBIE TOYKHU, MOJATBEPKJAIOIINE MOJb3Y (HampuUMeEp, BIUSHHUE Ha
CMEPTHOCTbH, CUMIITOMAaTHKY, HCXO/BI);

') noKa3arenbcTBa A(P(PEKTUBHOCTH B KIMHUYECKHUX HUCCIECIOBAHUSIX U MEIULUHCKOM
MPAaKTUKE 10 CPAaBHEHUIO C IMpenaparoM CpaBHEHUs (HampuMep, CPaBHUTEIbHbBIC
KJIMHUYECKUE HCCIEOBAHUSI C AKTHUBHBIM KOHTpOJIEM, METaaHallu3bl, 0OCEpPBALIMOHHbBIE
HCCJICIOBAHHUS);



J) TeHAEHIUU U (WJIM) JOKA3aTEJIbCTBA MOJb3bl MO BAXKHBIM MOMYJISIUOHHBIM
noarpynmnaMm (Hampumep, BO3PACTHBIM, TMOJOBBIM, 3THUYECKHUM), MO CTEMEHU TIKECTH
3a00JeBaHNs, TCHETUIECKOMY MOIMMOP(PU3MY B CiIydae, €ClIu ITO MMEET OTHOIICHUHU K
OIIEHKE COOTHOIIEHHUS "T0JIb3a — PUCK".

ITompasmen 17.2 HoBas BesiBieHHas nHGopMarmst 06 3¢ PeKTHBHOCTH

693. Jlns HEeKOTOPBIX JIEKAPCTBEHHBIX MPENapaToB 3a OTYETHBIN MEPHOJI MOXKET ObITh
nojaydyeHa HoBas uHpopMmaiusa 00 3(PPHEeKTUBHOCTH B KIMHUYECKHUX HCCIEIOBAaHUSIX U
MEJUIIMHCKON MpaKTHKe, KOTOpasi JOJKHA OBITh MpEACTaBieHa B JaHHOM mojpasnene. B
OTHOIIEHUU OJOOPEHHBIX MOKA3aHWM K NPUMEHEHHUIO MOXET ObITh IpEjCTaBjiieHAa HOBas
uHpopmanust 06 3PGHEeKTUBHOCTH TIPU MPUMEHEHUU B YCIOBUSX PEATHbHOM MEIUIIMHCKON
npakTuku (1pu Hamuyuu). Madopmanus o nokazarenbHol 60a3e B OTHOIICHUH HEO00PEHHBIX
MOKAa3aHUI O MPUMEHEHUIO HE BKJIIOYAETCS B Pa3j/iell B CIydae, €CJIM 3TO UMEET OTHOIIECHUE
K OLICHKE COOTHOIIIEHHUA "TOJIb3a — PUCK'".

694. Undpopmarus 00 3pPeKTUBHOCTH JIEKAPCTBEHHOTO MpenapaTa Mpu NPUMEHEHUH 110
HOBBIM TTOKa3aHUSM, KOTOPBIE OBbLIN 0J0OPEHBI HA MPOTSKEHUU OTYETHOTO MEPUO/IA, TAKKE
MOJIEKUT OTPaXXEHUIO B JaHHOM mnojapaznene. CoaepkaHue M CTENEHb JeTalu3aluu
uHdOpMaIUu, MPECTAaBICHHON B MOApa3iese, JoIKHA ObITh JOCTATOYHOM ISl 0OOCHOBAHMSI
XapaKTEPUCTUKU TOJIb3bl B moxapaszgene 17.3 "XapakTepucTuka MOJIb3bI" U OLEHKHU
COOTHOIIIEHHS "T0JIb3a — pucK" B noapaszaene 18 "MHrerpupoBaHHas OllEHKa COOTHOIIEHUS "
MoJib3a — PUCK" JIEKAPCTBEHHOIO Mpernapara’ MepuoJuYecKoro OOHOBISIEMOTO OTYETa MO
0€30IacHOCTH.

695. Ocoboe BHUMaHHE B MOJpa3ziesie YACNSIETCsS BaKIIMHAM, MPOTUBOMUKPOOHBIM U
MHBIM Tpernaparam, 1 KOTOPbIX U3MEHEHUs TePaneBTUUECKON Cpeabl MOTYT MOBIUSATH HA
COOTHOIIEHHUE "T0JIb3a — PUCK' C TEYEHUEM BPEMEHU.

Iloppaznen 17.3. XapaKTepHUCTHKA IONB3H

696. B mogpaznene mpencraBisieTcss o0ObeIMHEHHAs WH(pOpMAIUs, Kacaromascs
OCHOBHBIX M HOBBIX JIaHHBIX O TEPANCBTUUYECKOW I0JIb3€, KOTOPHIC CTAIM W3BECTHHI 3a
OTUYETHBIN mepro (1o 0J0OPEHHBIM MOKA3aHUSM).

697. B ciyyae OTCYTCTBUSI HOBBIX JAHHBIX 110 TPOPHIt0 3(hPEeKTUBHOCTU U OTCYTCTBUS
3HAYUTETHHBIX U3MEHEHUH Mpoduis 0€30MacHOCTH JaHHBIA TOAPa3Ies TOJDKSH COIepkKaTh
cchiIKy Ha moxapaszaen 17.1 "Baxnas OasucHas uHbpopMmarus 00 >DGEKTHBHOCTH
JIEKapCTBEHHOTO TIpemnapara, MofydeHHasl B X0/1¢ KIIMHUYECKUX UCCIICAOBAHUN W IIPUMCHCHHUSI
B MEJIUIIMHCKOMN MPaKTUKe" MepruoIuIecKoro 0OHOBIIEMOT0 OTYETa 10 O€30MaCHOCTH.

698. B cnyyae eciau 3a OTUETHBIM Nepuoj OblIa MOJydyeHa HOBasg MHPOpMaLHUs O
TEpaNeBTUYECKON TMOJb3€ U HE OBLJIO 3HAYMMBIX M3MEHEHHH mMpoduis 0e30mMacHOCTH, B
paszernie KpaTko NpUBOAATCS 00beAMHEHHAs HHGOpMAaIKs 00 OCHOBHBIX U HOBBIX JaHHBIX.



699. B ciyuae Hamu4us CyIIECTBEHHBIX M3MEHEHUM Mpoduiisa 6e30macHOCTH b0
MOJYy4YEeHUs] HOBBIX JaHHBIX, NPEANOJarallliuX 3HAUYUTEIbHO MEHBUIMNA YPOBEHB
TE€pPaneBTUYECKOM NOJIB3bI [0 CPABHEHUIO C U3HAYAIBLHO MPOAEMOHCTPUPOBAHHBIM, B TAHHOM
nojipasjiesie N0JKHA ObITh MPUBEICHA KpaTKasi KpUTHYECKas OLEHKA JI0Ka3aTesIbHOM 0a3bl Mo
6e3omacHOCTH M 3()(PEKTUBHOCTU B XOJI€ KIMHHUYECKUX HCCIENOBAHUM M MEIUIIUHCKOU
NPAKTUKU C YKa3aHUEM ClIeyIolIeil HHPOpMaIluu:

a) KpaTKoe ONMMCAaHUE J0KA3aTeIbHOIO YPOBHS JAHHBIX O TEPANEBTUYECKON MOJb3E (
MPOBOJIUTCS OIIEHKA CPABHUTEIBHOTO acmnekTa 3(P¢GEeKTUBHOCTH, CTEIEHH BBIPAXKEHHOCTH
a(dexTa, MPaBWILHOCTH CTAaTUCTUYECKOM 00pabOTKH, CIa0bIX W CHUJIBHBIX AaCIEKTOB
METOJI0JIOTUU, COOTBETCTBHS JAHHBIX B Pa3HbIX UCCIICIOBAHUSX );

0) HOBBIE CBEJICHHUSI, TOCTABUBILKE MOJI COMHEHUE CYyppOraTHble KOHEUHbIE TOUKHU (TpU
HaJINYKH);
B) KJIMHUYECKasl 3HAUUMOCTh BBIPA)KEHHOCTH TepareBTHUECKOro 3pdekra;

I') BO3MOXXHOCTb 00001IEeHHsI MH()OPMALIUH O TEPANEBTUUECKOM 3P (EKTE y LETEBBIX
noArpynn (Hampumep, uHopManus O HEAOCTATOYHOCTU TepaneBTUYecKoro 3ddekra B
KaKOU-TMO0 MONyJIALIMOHHON NOJArPYIIIE);

1) aICKBaTHOCTh XapaKTEPUCTUKH "[103a — TEpAaNleBTUUECKUN OTBET";
€) MPOJOJDKUTEIBHOCTD 3P deKTa;
) cpaBHHUTENbHAS Y()PEKTUBHOCTS;

3) ompeJeseHrue CTEeNeHU, B KOTOpol AaHHble 00 3(p(PEeKTUBHOCTH, MOTyUEHHBIE B
pe3ynbTaTe KIMHUYECKUX UCCIETOBaHHM, MOTYT OBITh 0000IIEHBI C YY€TOM MOMYJISIUH, 1O
OTHOIIEHUIO K KOTOPO MPUMEHSETCA JIEKapCTBEHHBIN MpenapaT B MEIUIIMHCKON MTPaKTUKE.

Paspen 18. MaTerpupoBaHHBIA aHAIM3 COOTHOMIEHHUS "MOJIB3a — PHUCK" IO 0XOOPEHHBIM
MOKa3aHUSAM

700. B nanHOM paszjelie AepkaTesieM PerucTpalluOHHOTO YAOCTOBEPEHHUS JOJKHA OBITh
npeacTaBieHa 0000IeHHAsT OIEHKA TMOJIb3bl U PUCKA JIEKAPCTBEHHOTO IMpemnapara MmpH ero
OPUMEHEHUN B KJIMHUYECKON mpakTuke. [IpencTaBisioTcs KpPUTUYECKUN aHalu3 U
oObenuHeHHas nH(OpMAIM Ha OCHOBE JAHHBIX MPEABIAYIIUX Pa3AesiOB B YaCTH O3Bl U
pucka 0e3 myOnaupoBaHus HHGOpPMAIMU, coaepkamiercs B moapasaenax 16.3 "Orenka
puckoB ¥ HOBOM wuH(popmauun" u 16.4 "XapakrepucTuka MOJb3bl" MEPUOIUYECKOTO
OOHOBJISIEMOTO OTUETa MO0 0€30MaCHOCTH.

ITompasmen 18.1. UHTErpHpOBaHHEIH aHAN3 B KOHTEKCTE COOTHOMIEHHA "0Ib3a — PUCK" (
BKIIIO9Yas MEAUIUHCKYIO OTPEOHOCT U BaXKHEIE AIbTEPHATUBEL)

701. B nanHOM moppasjeie MpeaCTaBIIsIETCS KPaTKOE OMHCAaHUE MEIUIIMHCKOMN
MOTPeOHOCTH B JICKAPCTBEHHOM TIpemapare Mo OJ0O0pECHHBIM TMOKa3aHUsAM, 0000IIEHHOE C



Y4CTOM AJIBbTCPHATUB HJIKM AJIbTCPHATHUBHOI'O JICUCHUA (MGI[I/IKaMeHTOBHI)IX, XUPYPIUICCKUX
HJIN UHBIX MCTOA0B, BKIIIOYas OTCYTCTBUC HG‘IGHI/IH).

Iloppasnen 18.2 Onenka mponeAyps! aHAJIA3a COOTHONICHHA "0JIb3a — PUCK"

702. CooTHomeHnE "MONB3a — PUCK' MMEET Pa3IMYHOE 3HAYEHUE B 3aBUCUMOCTH OT
MOKa3aHUW M 1eJeBbIX nomynanui. CregoBaTelibHO, AJISI JIEKApCTBEHHBIX MpPENaparos,
3apEruCTPUPOBAHHBIX IO HECKOJIBKUM MOKa3aHUSIM, COOTHOIIEHHE "TOJIb3a — PUCK" TOIKHO
OBITh OLIEHEHO OTJEJIbHO MO KaXJOMYy MOKa3aHWI. B ciaydae Hamuuus CyIIECTBEHHBIX
pa3IUuuii COOTHOIIEHUS '"MOJIb3a — PUCK' MEXK]ly TOATPYIIIAMH B paMKaX OJHOTO MOKA3aHUS
OIIEHKa ATOr'0 COOTHOIIEHUs "M0JIb3a — PUCK" JOJKHA OBITh MpeACTaBiIe€Ha OTACIBHO U IS
MONYJISIUOHHBIX MOJATPYII (€CIU MPEACTABIAECTCS BOZMOKHBIM).

703. B noapazzene nomkHaA ObITh TIPEACTaBlIeHa OCHOBHAs MH(OpMaIKs B OTHOIIEHUH
OLICHKH MOJIb3bl U PUCKOB:

a) KIoueBass UH(POpMaIUs O TMOJIb3€ M PHUCKE, NMPEICTAaBICHHAs B MPEAIIeCTBYIONINX
paznenax, 00beIMHEHHAs C LUENbI0 OLIEHKU UX COOTHOLLEHUS;

0) OlleHKa KOHTEKCTa MPUMEHEHUs JIEKapCTBEHHOro Mpemnapara (U3JEeUeHHE,
npopuiIakTUKa, JUArHOCTUKA), CTENEHU TKECTH U CEPbE3HOCTH 3a00JEBaHMS, LEIEBOU
NOMyJSAIUA (OTHOCHTENIBHO 3J0POBBIE, C XPOHUYECKUMHU 3a00JICBAHUSIMHU, PEIKUMHU
COCTOSIHUSIMH);

B) B OTHOILIECHUHU IMOJIb3bl — OLIEHKA €€ XapaKTepa, KIMHUYECKONW 3HAUYMMOCTH,
OPOJOJKUTEIBHOCTH U BBIPAXEHHOCTh 3(@eKTa, BO3MOXKHOCTH PACIPOCTPAHECHUS
MOJIYYCHHBIX JAHHBIX HA BCIO TOMYJISIUIO, TOKA3aTeIbCTBO () (PEKTUBHOCTH y TAITUEHTOB, HE
OTBEYAIONINX Ha ATbTEPHATUBHOE JICUCHHUE, MHIUBUTyJIbHbIE ACTIEKTHI MOJIb3bI;

I') B OTHOIIIEHUU PUCKA — OI[EHKAa KJIMHUYECKOW 3HAYMMOCTH (HAIpUMeEp, XapakTep
TOKCUYHOCTH, CEPbE3HOCTh, YaCTOTA, MPEACKA3YEeMOCTh, TPEIOTBPATUMOCTh, 00PATUMOCTH,
BIIMSIHME Ha TAaIllMeHTa), B TOM YHUCJE aCIEKTOB PHUCKA, CBSA3AHHBIX C MPUMEHEHUEM
JIEKapCTBEHHOI'0 Mpernapara HE B COOTBETCTBUM C IOKAa3aHHUSIMHM, BKJIIOUYEHHBIMU B
0JI00pPEHHYI0 OOIYI0 XapaKTEPUCTUKY JEKAPCTBEHHOI'O IMpernapara, MPUMEHEHUEM IO
HEOJOOPEHHBIM TMOKA3aHUSM WA Y HEOJOOPECHHBIX MOMYJISAIUNA B paMKaxX KIWHUYECKUX
UCCJIeIOBAHUN U HEMPaBUIbHBIM PUMEHEHUEM;

1) pu (HOPMYJTHUPOBKE OLIEHKU COOTHOIICHUS "MOojb3a — pUCK' — cla0ble U CUJIbHBIC
CTOPOHBI, & TaK)K€ HEOMPENIeIEHHOCTh J0Ka3aTelIbHOW 0a3bl B YAaCTU TOJIb3bl U PUCKOB C
ONMCAaHUEM HUX BIUSHUS Ha OLEHKY (C yKa3aHUEM XapaKTePUCTUKU OTpaHUUYCHUN
BBITIOJIHEHHOM OIICHKH).

704. Jlns OLEHKM COOTHOIIEHHUS 'MOJb3a — PUCK' MPEACTABISAIOTCS ONHUCAHUE U
apryMeHTAaIUs UCTI0JIb3yeMOW METOI0JIOTHH, a TAKXKE CIIeAyroIIas HHGOpMAIIHS:

MPEANOI0XKEHUs, KOTOPbIE MOATBEPKIAIOT ClIETaHHBIM BBIBOJI 00 OLIEHKE COOTHOIICHHUS "
MoJIb3a — PUCK'";



KOMMEHTApUH OTHOCHUTEIBHO BO3MOKHOCTH BBIPAKEHUS IMOJIb3bl U PUCKA B TOM BUJIE,
KOTOPbIN UCIOJIb30BaH JJIsl IPEICTABICHUS U BO3MOKHOCTH X COMIOCTABIICHHUS,
B CiIydae mpeactaBieHus (GOpMaTbHON KOJIWYECTBEHHON WM TOJYKOIUYECTBEHHOM
OLICHKH COOTHOIIIEHMS — BKJIIOUAETCS 0000IIEHHOE ONTMCAaHUE METO/I0B OIICHKHU.
705. DxoHOMHUYECKas OleHKa (HampuMmep, ""CTOUMOCTh — 3(PPEeKTUBHOCTH") HE JOMKHA
paccMaTpuBaThCS MIPU OLEHKE COOTHOIICHUS ""TOJIb3a — pUCK'.

706. B ciayyae mosydyeHUss Ba)KHOM HOBOM MH(OpMaNUM WIH MPU MOATOTOBKE
MEPUOIMYECKOT0 OOHOBIISIEMOTO OTYETa MO 0€30MacHOCTH MO 3alpocy YIMOJIHOMOYEHHOTO
opraHa Jiep>KaTelleM PerucCTPalMOHHOTO YJOCTOBEPEHHS JOJIKHA BBIMOJIHATHCS AeTalbHas
OIIEHKAa COOTHOIIEHHS "MOJIb3a — PUCK' HA OCHOBAHMM KyMYJISITUBHBIX JIaHHBIX O MOJIb3€ U
puckax. B cimywae ecim 3a oTueTHbIM mepuon OblIa MOJNy4Y€HAa HE3HAYUTEIbHAs HOBas

nn

uH(pOpMaIus, OTICHKa COOTHOIIEHUS "Tob3a — pUCK"" TOKHA OBITH HAIIPABJICHA HA OLICHKY

OOHOBJICHHBIX JaHHBIX ITO 6630H&CHOCTI/I, IMOJTYUYCHHBIX 3a OTYCTHBIN 11(510)5(0 21

Pazpen 19. 3akimrogenne nepruOAIMIECKOTO OOHOBIIAEMOT0 0TI€ETa IO 6€30IaCHOCTH U
npeAjaracéMele NOoCIeAyIomue AeHCTBASL

707. 3akmrOUUTENIbHBINA pa3iel MepUuoIUuIecKoro 0OHOBISIEMOTO OTYETa M0 0€30MacHOCTH
JOJDKEH COJEPKaTh 3aKI0YEHHE O BIMSHUM HOBOW MH(OpPMAIUH, BbISIBICHHON B OTUETHBIN
Nepuoj, Ha OONIYI0 OLIEHKY COOTHOILIEHMS "MOJb3a — PUCK" MO KAXKIOMY OJI00OpEHHOMY
MOKA3aHUIO, a TAKXKE MO MOATPYIIAM MMALIMEHTOB (€CIU NPUMEHHUMO).

708. OCHOBBIBasICh Ha OLICHKE KyMYJSTUBHBIX JaHHBIX MO O€30M1aCHOCTH U aHAIU3y
COOTHOIIIEHUsI '"TOJIb3a — PUCK', NEpPKATENIb PETMCTPALMOHHOTO YIAOCTOBEPEHMS OJKEH
OLIEHUTh HEOOXOANUMOCTh U3MEHEHUS CIIPAaBOYHON MHPOPMAIIMH O JIEKAPCTBEHHOM IIpernapaTe
U IPEIJIOKUTHh COOTBETCTBYIOUINE U3MEHEHHUS.

709. Tlpu HEOOXOAMMOCTH 3aKJIIOYEHHUE JOJKHO BKIIOYATH B Ce0s MpeaBapUTEIbHBIC
MPEIIOAKEHHS IO ONTUMHU3AIMN UJIN TAIBHEUIIEH OLIEHKE COOTHOLIECHUS "MOJIb3a — PUCK'', B
TOM 4YHUCJE Mepbl MUHUMH3ALUU PUCKA, C LEJIbI0 UX MOCIEAYIOIIETro OOCYXIEHUS C
YIIOJIHOMOYEHHBIMU OpraHaMH I'OCYy1apCTB-YICHOB.

710. B oTHOLIEHNH JI€KapCTBEHHBIX MPENapaToB, UMEIOLIUX IJIaH 10 (hapMaKOHAI30py U
MUHUMH3AUM PUCKOB, NPEIJIOKEHHUS [0 H3MEHEHHSIM, B CJydae OIpPEICICHUS
HEO0OXOMMOCTH, AOJHKHBI OBITh BKIIOYEHBI B IJIaH.

711. Ha ocHOBaHMU OLIEHKH KYMYJSTUBHBIX JaHHBIX MO O€30MAaCHOCTU U OLIEHKU
COOTHOIIEHUs "ToNb3a — PUCK'" AEp:KaTeIb PETHUCTPAUUOHHOTO YJIOCTOBEPEHUS IOJKEH
cAenarb B TMEPUOJUYECKOM OOHOBISEMOM OTYETe MO OE30MaCHOCTH 3aKJIIUeHUe
OTHOCHUTEJIBHO HEOOXOJMMOCTH BHECEHUS W3MEHEHHM B CHpaBOYHYI0 HH(MOpPMALHIO O
JEKapCTBEHHOM IIpernapare W (WIM) BBIIOJHEHHS JOMOJIHUTEIBHBIX MEPONPHUATHI IO
(dapmakoHa30py WJIM MUHUMH3AIUKU pUCKOB. [Ipennaraemple U3MEHEHUs sl BHECEHUS B



CIIpaBOYHYI0 HHGOPMAIMI0O O TMPUMEHEHUU JIEKapCTBEHHOTO Tmpenapara (oOmas
XapaKTEepUCTHUKA JIEKAPCTBEHHOIO Mpenapara U HHCTPYKIUS 110 METUIIMHCKOMY MPUMEHEHUIO
) MOJKHBI OBITH OTIMCAHBI B TAHHOM pasJelie.

Paznen 20. [IpunokeHns K IEpHOANICCKOMY OOHOBIIIEMOMY OTIETY ITO 6€30IacCHOCTH

712. JlaHHBIN pa3aen N0DKEeH BKII0YATh B ce0s MPUIIOKEHUS, COAEPIKAITUE CISAYIONIYIO
uHdOopMaIuIo:
1) cipaBouHast uH(pOpMaLus;

2) obobmarome TaOIWYHBIE JAaHHBIE O CEPbE3HBIX HEXKENATEIbHBIX SBJICHUSAX,
BBISIBIICHHBIX B XOJI¢ KIMHUYECKUX HUCCICIOBAHUN, a TaKKe MHTEPBaJIbHBIC 0000IIaronne
Ta0JMYHbBIC JaHHBIC Pa3/IeIbHO O CEPhE3HBIX U HECEPHE3HBIX HEXKENATEIbHBIX PEaKIMsIX Ha
OCHOBE JIaHHBIX MTOCTPETUCTPAITMOHHOTO TPUMEHEHUS;

3) TabnuuHbBIE JAaHHBIE O CUTHAJaX (€CJIM OHM HE BKIIOYEHBI B OCHOBHYIO 4YacTh
NEPUOUYECKOTO OOHOBIISIEMOTO OTYETA IO O€30MaCHOCTH);

4) mepeyeHb BCEX MOCTPETHCTPANMOHHBIX MHTEPBEHIIMOHHBIX U HEMHTEPBEHITMOHHBIX
UCCIEIOBAaHUN 1O O€30MacHOCTH, CIOHCHUPYEMBIX JIep)KaTelieM pPEerucTpaloHHOTO
YAOCTOBEPEHUS, MEIIBI0 KOTOPBIX SIBJISETCS BBISIBJICHUE, XapaKTEPUCTHKA M KOJTUICCTBEHHAS
olleHKa MpoOieM 1o 0e30MacHOCTH, JUOO0 TMOJATBEpXKAeHUE Npoduis O0e30MacHOCTH
JIEKapCTBEHHOTO Tpenapara, 0o omeHka 3p(HEeKTHBHOCTH MEp MUHUMHU3AITUN PUCKa,;

5) cucoK MCTOYHMKOB MH(OpMaIUK, KOTOPbIC OBLUINA MCIIOIH30BAHBI JJISI MOJATOTOBKHU
NEPHOTUICCKOTO OOHOBJISIEMOTO OTYETa TT0 0€30MMaCHOCTH;

6) mpemiaraeMble TPOEKTHI WH(OpPMAIMKM TIO0 JIGKAPCTBEHHOMY mpemnapary (o0rmas
XapaKTepUCTHUKA JICKAPCTBEHHOTO Mpernapara U MHCTPYKUHUS M0 METUIIMHCKOMY MTPUMEHEHHUIO
);

7) uaOopMaIUIO O MPEeAJIaraeMbIX JOTOTHUTEIBHBIX MEPOTIPUATHSIX 110 (hapMaKOHA30PY
U MepaX MHUHHUMH3AIMHA pUCKa (B TPUIOKEHUE IOKHO OBITh BKJIIOYECHO YKa3aHHE
OTHOCUTEIBHO 3aINIAHUPOBAHHOTO JIEPXKATEJIEM PErUCTPAIMOHHOTO YIOCTOBEPCHHUS
MIPE/ICTABIICHUS TUIAHA YIIPABJIEHUSI pUCKaMHU JIOO OOHOBJIEHUS IJIaHa YNPaBIICHUS PUCKaMHU)
;

8) o6oOmenHas uHbopManus Mo mnpodieMaM MO OE30MacHOCTH JIEKAPCTBEHHOTO
npenapara B cootBercTtBuUM ¢ penakuuenrd moxayis CVII paspena Il nnana ynpaBieHus
PUCKaMH 10 COCTOSIHUIO Ha HA4ajo OTYETHOIO MEPUOJIA;

9) nmaHHBIE WTOTOBBIX OTYETOB MOCTPETHCTPAIMOHHBIX WHTEPBCHIIMOHHBIX U
HEUHTEPBEHIIMOHHBIX HCCIEOBaHUI 10 O€30MacCHOCTHU, CIIOHCHUPYEMBIX JepiKaTeieM
PETHCTPAIIMOHHOTO YAOCTOBEPEHUS, 1IETbI0 KOTOPHIX SBJSETCS BBISBICHHE, XapaKTEPUCTHKA
M KOJIMYECTBEHHAs OIICHKA MPOOJIeM, CBS3aHHBIX C 0€30MaCHOCTHIO, JIMOO MOATBEPIKICHHE
npodisi 6€30MacHOCTH JIEKAPCTBEHHOTO Iperapara, Ju0o OmeHKa 3(PQPEeKTUBHOCTH Mep
MUHUAMHM3AIUN PUCKA,;



10) naHHBIE OTYETOB O pe3yJIbTaTax UCCIEAOBAHUI UM WUHBIX MEPONPHUATHI IO OLICHKE
3¢ (HEKTUBHOCTH MEP MUHUMU3ALIUU PUCKA.

7. Cucrema KagecTBa MEPHOAMIECKOr0 OOHOBIIAEMOT0O OTIeTa IO 6e30MacHOCTH Ha YpOBHE
JepiKaTelIs perHCTPalMOHHbIX YAOCTOBSPCHMIHA

713. B pamMKax CHUCTEMBI Ka4yeCTBa JEpPKATENA PETUCTPALMOHHOIO yJIOCTOBEPEHUS
JIOJIKHBI OBITH pa3pabOTaHbl CTPYKTYPHI U MPOLIECCHI JIJIsl TTOJITOTOBKH, KOHTPOJISI Ka4eCTBa,
0030pa W MPEACTABICHUS MEPUOIUYECKOTO0 OOHOBISIEMOTO OTYeTa MO O€30MacHOCTH,
BKJIFOYasi KOHTPOJIb UCIIOJIHEHUS MPOLEAYPHI B IIPOLIECCE U MTOCIIE UX OLIEHKH, ONIMCAHHBIE B
KauecTBe Ipoieayp u 0opOpMIICHHbBIE B BUJE TUCbMEHHBIX JOKYMEHTOB.

714. Tlpoueccol GpapmMakoHaA30pa BKIIOYAOT B C€0s s HANPABICHUN, KOTOPHIE MOTYT
OKa3aTh HETOCPEJACTBEHHOE BIUSHHE HA KAYECTBO MEPUOAMUECKOr0 OOHOBIISIEMOTO OTYETA 110
O0eszomacHocTu (Hampumep, oO0paboTKa COOOMEHUH O HEXKEIATeIbHBIX PEaKIHsIX,
NOJIyYEHHBIX B PaMKaxX CIIOHTAHHOI'O PEMOPTUPOBAHMS WIIM KIMHUYECKUX HCCIEAOBAHUM,
0030p Hay4yHOM MEIMIIMHCKOW JINTEPaTyphl, BBISBICHUE, BAIUAALMS U OLIEHKA CHTHAJA,
JIOTIOJIHUTEIbHBIE MEPBI 110 (PapMaKOHAA30py U MOCTPETUCTPALIMOHHOM HCCIIe10BaTEIbCKON
JeSTENbHOCTH, MPOLeTypbl 00padOTKU U 00BEIUHEHUS JAHHBIX MIPU OLICHKE MOJIb3bl U pUCKa
u 1p.). Cucrema kadecTBa JOJKHA ONUCHIBATH B3aMMOCBSI3b MEXKy IPOLIECCAMU, KaHAJbI
nH(popMUpoBaHUA U 00SI3aHHOCTHU M0 MpoueAaypaM cOopa nHpopManuu A BKIIOUYECHHS B
MEePUOANYECKUN OOHOBIISIEMBI OTYET MO Oe30macHOCTH. J[OMKHBI OBITh pa3pabOTaHBl H
BHEJIPEHBI JOKYMEHTHUPOBAHHbBIE MPOLEAYPHI MO KOHTPOJIO KAayeCTBa MPOLECCOB C LEIbIO
oOecrieyeHHs] TOJHOTHI M TOYHOCTH JIaHHBIX, NPEACTABISIEMBIX B MEPUOJUYECKOM
OoOHOBIIIEMOM OTYeTe 1Mo Oe3omacHoCTH. VMcxoas U3 BaXXKHOCTH MHTETPUPOBAHHOW OLIEHKHU
COOTHOUIEHUs "mosb3a — pUcK" clielyeT 00eceunTh BKJIAJA Pa3IMYHbIX MOApa3IeIeHU B
MOJIFOTOBKY MEPUOINYECKOTO0 OOHOBIISIEMOTO 0TUETa MO OE30MaCHOCTH.

715. Ilepuoanueckuii OOHOBJISIEMBIN OTYET MO 0€30MACHOCTH J0JKEH COAEPKATh OLEHKY
CHEIUATbHBIX 3alPOCOB CBA3AHHBIX C 0E€30MAaCHOCTHIO, CO CTOPOHBI YIMOJIHOMOYEHHBIX
OpraHoOB rOCYJIapCTB-WICHOB. Y JepKaTelis perucTpalliOHHOTO YIOCTOBEPEHHUS TOJKEH OBITh
pa3paboTaH M BHEAPEH MEXaHW3M, OOECMEUYMBAIOIINN HaJJIeXKallyl0o 00pabOTKy TaKux
3alpOCOB U OTBETHI HA HUX.

716. O600111eHHbIE TAOTUYHBIE TAHHBIC JIOJHKHBI MOJIBEpraThesi BepudUKaluu B 4acTu 6a3
JaHHBIX JIepKaTelsl perucCTPalMOHHOIO YIOCTOBEPEHHS C LEIbI0 00eCeYeHHUs] TOUHOCTH U
MOJIHOTHI MPEJCTABIAEMbIX JTaHHBIX O HEXKEJIaTEeJbHbIX peakuusx U sBiaeHusax. lIpouecchb
pa3MeInieHust 3apocoB B 0a3e NaHHBIX, UCIOJIb3YEMbIE TapaMEeTPhI JJI U3BJICUCHUS JaHHBIX
Y KOHTPOJIb KauyeCTBa JOJKHBI OBITh HAJIJIEKAIIUM 00pa30oM JTOKYMEHTHUPOBAHBI.

717. Cuctema KadecTBa JepKaTels PETrUCTPAIMOHHOTO YAOCTOBEPEHUS OJAKHA
UCKJIIOUUTh PHUCK HEBBINOJIHEHUS JEPKATEIEM PETUCTPALNMOHHOTO YIAOCTOBEPEHHUS
TpeOOBAHMI 3aKOHOIATENIBCTBA, & TAKKE CIEIYIOLIUE PUCKU:



HEIPEJCTABICHNUE OTYETAa, BKJIIOYAs ITOJHOE HENPEICTABICHUE IEPUOAUYECKOTO
OOHOBJISIEMOr0 oOTuYeTa Mo 0€30MaCHOCTH, HapylleHHEe TIpaduKa WM CPOKOB MOJayd
yKa3aHHOTO oT4era (0e3 mpelBapuTeIbHOTO COTNIACOBAHUS C YIIOJIHOMOUYEHHBIMH OpraHaMH
roCyJ1IapCTB-4YJICHOB);

HEOOOCHOBAaHHOE HEIPEICTABICHHE 3aMpPOIIEHHON HH(OpMaLUK;

HU3KO€ KadyeCTBO OTYETOB (IJIOXOE€ JIOKYMEHTHPOBaHHME MO0 HeIoCcTaTO4Has
MH(pOpMaLUs WIK OLICHKA, MPEACTABIECHHBIE /ISl BHIIOJIHEHHS aHaJIu3a HOBOW MH(OpManuu
no 0e30MacHOCTH, CUTHAJIOB IO O€30MacHOCTH, OLEHKH pHUCKa, OLEHKH IMOJb3bl U
MHTETPUPOBAHHOTO aHAINW3a COOTHONIEHMS 'TOJb3a — PHUCK", OTCYTCTBUE YyKa3aHUS O
HEIPaBUJIBHOM IPUMEHEHUH, OTCYTCTBHE CTaHAAPTHOW TEPMHUHOJIOTMH, HEOOOCHOBAHHOE
HCKJIFOYEHHUE CITydaeB, HeMpeAcTaBleHne nHhopMaiuu rno Gakrtopam pucka);

MpeJICTaBICHUE IEPUOANUECKOT0 OOHOBIIIEMOTO OTYETa MO0 0€30MacHOCTH 0€3 OTpaKeHUs
paHee MOJTYYECHHBIX 3aPOCOB OT YHOJHOMOYEHHBIX OPIaHOB TOCYJapPCTB-YWICHOB.

718. Bce 3HaYMMBbIE OTKJIOHEHMS OT IMPOLEAYPHI MOATOTOBKH W IPEICTABIICHUS
NEPUOUYECKOTO OOHOBIIIEMOT0 OTYETA MO OE30MaCHOCTH JIOKHBI OBITh JOKYMEHTHUPOBAHBI,
JUISL UX UCIPABJIEHUS JTOJKHBI OBITh MPOBEIAEHBI COOTBETCTBYIOUIME KOPPEKTUPOBOUYHBIE U
npenynpeauTenbHble MeponpusiTus. JlaHHas JOKyMEHTalus J0JKHA ObITh IOCTYITHA B JIF000€
BpeMSL.

719. B cnydae nenerupoBaHHUs OOsI3aHHOCTEW MO MOATOTOBKE MEPUOIUYECKOTO
OOHOBJIIEMOT0 OTYETa MO OE30MACHOCTH TPETHUM JIMIAM JEp>KaTellb PEeruCTPAllMOHHOTO
YAOCTOBEPEHUS JOJKEH OOECIEeUNUTh HAJMYUE Y TPETHEro JULA HaHJICKAIEH CHUCTEMBI
KauyecTBa, COOTBETCTBYIOIIEH TpeOoBaHUsM akTOB opraHoB (Coro3a M 3aKOHOAATEIbCTBY
rocyJapCTB-4JI€HOB.

8. O6yueHHe mepcoHaIa MPONEAypaM IT0 MEPHOAHIECKOMY 0OHOBJIAEMOMY OTIETY IO
0e30macHOCTH

720. OTBETCTBEHHOCTHIO YIIOJHOMOUYEHHOTO JHUIla MO (hapMakoHAA30Py SBISICTCS
obecriedeHrne HaaeKalUX KBaTU(UKAIMKM, OMNbITA W OOy4YeHHs TMepcoHana Io
(dhapmMakoHaI30py, a TAKXKE JIUII, 3aJCHCTBOBAHHBIX B OIIEHKE MEIUIIMHCKOW WH(OpMAIUU U
KOHTpPOJIE KadecTBa, MpPOIEAypax IOJITOTOBKH, 0030pa, KOHTPOJISI KAa4ecTBa, OICHKU H
MPEJCTABICHUS TIEPUOJAMYECKOTO0 OOHOBJIsIEMOro oTdeTra 1o Oe3omacHocTh. Cremyer
OCYIIECTBJISATH 00yUEHUE PA3IMYHBIM 3HAHUSM U HaBBIKaM, CBA3aHHBIM C (hapMaKOHA30POM.
HampaBnenust 00y4ueHus JOKHBI MpeIycMaTpUBaTh O3HAKOMJICHUE ¢ HopMamu mpaBa Coro3a
M 3aKOHOJATEIhCTBA TOCYJAApPCTB-WICHOB, PYKOBOJACTBAMH, HAyYHOW OIIEHKOW JaHHBIX,
MpoIeAypaMH TOATOTOBKH TEPHUOJIMYECKOTO OOHOBIISIEMOTO OTYeTa IO OE30MacHOCTH.
[Ipoxoxnenne oOy4YeHUS IOJDKHO OBITh JTOKYMEHTAJIBbHO MOATBEPKICHO JO0 Hayaja
BBIMIOTHCHHS (DYHKIWHN, CBSI3aHHBIX C MOJATOTOBKON MEPHOIUYECKOTO OOHOBIISIEMOTO OTYETa
1o 0€30MacCHOCTH.



9. ITopA0K NpeCTaBIIeHHA IEPHOAUIECKOr0 OOHOBIAEMOr0 OTIETa IO 0€30MacCHOCTH
CTaHAapTHELA MOPANOK NPEACTABICHAA IEPHOIMIECKOT0 OOHOBIIEMOTO OTIETa MO 0e30IMacCHOCTH

721. IlepnoAMYHOCTH ¥ CPOKH MPEACTABICHUS TEPUOINICCKOTO OOHOBISIEMOTO OTYETA TIO
0e30MacHOCTH JIEKapCTBEHHBIX IMpernapaToB ONPEACHSIOTCA COTJIACHO IMEpPEyHIo,
YTBEPKIAEMOMY YIIOJIHOMOYEHHBIMU OPraHaMU TOCYapCTB-YICHOB.

722. [Ind JEKapCTBEHHBIX IPENapaToB, MEXAYHApPOJHOE HEMAaTEHTOBAHHOE
HalMEHOBAHHUE WIHM TPYyNIHUPOBOYHOE HAUMEHOBAHUE KOTOPBIX HE BKJIIOUEHBI B YKa3aHHBIN
nepedyeHb, MEePUOJUIHOCTh MPEACTABICHUS TEPUOJAMYECKOTO OOHOBJISEMOrO0 OTYETa IO
0€30MacHOCTH COCTaBJISIET:

KaXJIble 6 MECSIIEB OT MEXKIYHAPOAHOM 1aThl PETUCTPALIMU B TE€UEHUE MEPBHIX 2 JIET;

€KErOJTHO B TEYEHHUE MOCIENYIOIUX 2 JIET;

nanee — Kaxzasle 3 roja.

723. Cpok noja4yu NepuogM4eckoro 0OHOBISIEMOTO OTYETa MO 0€30MACHOCTH COCTABIISIET
He O0onee 90 kaneHAapHbBIX THEN ¢ AaThl OKOHYaHUsI cOOpa JaHHBIX.

ITopsmok npeacTaBlIeHAs EPHOATIECKOTO OOHOBIAEMOTO OTYETa IT0 0€30IMacHOCTH Ha
BOCIIPOH3BEACHHEIE JIEKAPCTBEHHBIE NPENIapaThl, TEKapCTBEHHEIE IIPEMaparsl ¢ XOPOIIO
W3y9ICeHHBIM MEAUIIMHCKAM IIPHMEHEHUEM, JIEKAPCTBEHHBIC PACTUTE/IHHEIE IPEIapaThl,
TrOMEOIIaTHIECKHE JIEKAPCTBEHHBIE IIPENapaThl, 3aperHCTPUPOBAHHEIE B TOCYAAaPCTBaX-WIEHAX MM
IpHBeJCHHEIE B COOTBETCTBHE C TpeboBarmamu Coro3a

724. Tlepuoandeckuii OOHOBJISIEMBIN OTYET MO OE30MAaCHOCTH HAa BOCIPOU3BEIICHHBIC
JIEKapCTBEHHBIE IIpenaparhl, JIEKAaPCTBEHHBbIE MpENaparbl € XOPOLIO H3YYEHHBIM
MEJIULIMHCKAM IIPUMEHEHUEM, JIEKAPCTBEHHBIE PACTUTEIBHBIE MTPENAapaThl, TOMEOIIATUYECKNE
JIEKapCTBEHHbIE TIpenapaTrbl, 3apEeruCTPUPOBAHHBIE B TIOCYAapCTBax-yjeHaxX WIIH
MIPUBEJICHHBIE B COOTBETCTBUE ¢ TpeOoBaHusiMH Cor03a, HE MOJIEKAT MPEACTABICHUIO, 32
VCKJIFOYEHUEM CIICYIOIINX CIIy4aeB:

00s13aTeNBCTBO MO MPEACTABICHUIO NEPUOAUYECKOTr0 OOHOBISEMOro OTYETa IO
0€e30MacHOCTH  YCTAaHOBJEHO IMpPU PErUCTpally  JIEKAPCTBEHHOTO Ipemnapara
YIOJIHOMOUYEHHBIM OpraHOM (3KCIepTHas OpraHu3aius) peepeHTHOro rocy1apcTBa;

0053aTEeIBCTBO MO MPEACTABICHUIO MEPUOJAMYECKOTO OOHOBISIEMOrO OTYETa IO
0€30MacHOCTH YCTAaHOBJIEHO HA OCHOBAHUHU BBISIBIICHHBIX JIAHHBIX CUCTEMBI (hapMaKoHaA30pa;

OTCYTCTBHE Ha TEPPUTOPHUH I'OCYNAPCTBA-WICHA 3aPETUCTPUPOBAHHOIO OPUTHMHAIBHOTO
JIEKapCTBEHHOTIO Mpernapara Jjisl BOCIPOU3BEAEHHBIX JIEKAPCTBEHHBIX IIPENapaToB.

725. YNONHOMOYEHHBIM OpraH TrOCYIapCTB-WIEHOB HMEET MPABO 3alPOCUTH
IpeICTaBI€HUE MEPUOJANUECKOr0 OOHOBISIEMOr0 OTUeTa MO Oe30MaCHOCTH Yy JAepiKaTels
PETUCTPALIMOHHOTO YJAOCTOBEPEHUSI BOCHPOMU3BEAECHHOIO JIEKAPCTBEHHOIO Mpenapara,
JIEKapCTBEHHOI'0 IIpemnapara ¢ XOpOWIO HU3YyYEHHBIM MEIULMHCKUM IPUMEHECHUEM,
JIEKapCTBEHHOI'O PACTUTENIBHOTO Mpenapara, roMeONaTUYECKOro JIEKapCTBEHHOT 0 IIpenapara.



726. Jlep:kateisiMu pErUCTPALMOHHBIX YOCTOBEPEHUN JIEKAPCTBEHHBIX IPENapaToB, AJIs
KOTOPBIX HE YCTAaHOBJIEHBI TPEOOBAHUS MO PETYJISIPHOMY MPEICTABICHUIO IEPUOAUIECKOTO
OOHOBIIIEMOr0 OTYeTa MO OE30MaCHOCTH, OOECMEeUnBACTCS BBIMOJHEHUE BCEX
IpeAyCMOTPEHHBIX HacTosmuMu [IpaBuiamu npoueayp U MEpONpUITHH 10 00ECIICUCHUIO
HETPEPHIBHOTO MOHUTOPUHTAa O€30MacHOCTH Ha TPOTSHIKCHUH IKU3HCHHOTO ITUKJIA
JIEKapCTBEHHOTO Mpernapara U HE3aMEJIUTEIbHOMY IPEACTABICHUIO B YINOJHOMOYEHHOU
"

oprad Bceil nHpOpMaIMHU, KOTOpash MOXKET OKa3aTh BIUSHUE HA OLEHKY COOTHOILICHUS
M0J1b3a — PUCK" JIEKAPCTBEHHOTO Ipernapara.

Breogepeanas nogada NepHOANIECKOro OOHOBIAEMOro 0TIeTa Mo 6e30macHOCTH

727. Tlepunonudeckuii OOHOBIISIEMBIM OTYET MO OE30IMACHOCTH IOJJICKUT I10]1a4e
He3aMeIUTeNbHO. [1oAToTOBKAa NMEPHOINYECKOr0 OOHOBIISIEMOT0 OTYETa IO 0e30MacHOCTH
JIOJKHA OCYIIECTBIISITHCS B CPOK HE Oosiee uem 60 KameHIapHBIX JHEH C JaThl MOJTYYCHHUS
MTUCHMEHHOTO 3aIpoca YITOJIHOMOYEHHOTO0 OpraHa rocyapcTBa-ujicHa.

10. ®opma noady NEPHOIUIECKOT0 OOHOBIIAEMOro 0TIETa IO 6E30IaCHOCTH

728. Tlepunoauyueckuii OOHOBJISIEMbI OTYET MO OE30MaCHOCTH MOJICKUT IMOJaye B
AIEKTPOHHOM BHJIE€ C BO3MOXXHOCTBIO TEKCTOBOI'O IOWCKAa HA PYCCKOM WJIM aHTJIMHCKOM
A3bIKE C 00s3aTEIbHBIM IMEPEBOJOM Ha PYCCKHUM S3BIK CIEYIOIIMX Pa3fesioB: KpaTKoe
U3JI0KEHUE OCHOBHOT'O COJEp KaHUS, HHTETPUPOBAHHBINA aHAJIM3 COOTHOIIEHUS "MOjb3a —
puck" 1o 0100peHHBIM MOKa3aHUsAM U 3akitoueHue. [1o 3anpocy ynoiHOMOYEHHOTO opraHa
rocyJapcTBa-4jieHa JiepKaTellb PEerucCTPalMOHHOTO YJIOCTOBEpeHus: 00s13aH B TeueHue 30
KQJICHIAPHBIX JHEH CO JHS NOJy4EHHUS TAKOro 3ampoca MPeICTaBUTh NEPEBOJ HA PYCCKHM
A3BIK IPYTUX PA3AEIIOB MEPUOIUYECKOr0 OOHOBIISIEMOI0 OTUETa MO0 0€30MaCHOCTH.

11. TIpomecc omeHKH IEPHOAIECKOTO OOHOBIIEMOTO OTYETa IO 0€30MaCHOCTH Ha TEPPUTOPHIX
rOCyIapCTB-4IECHOB

729. YIOIHOMOYEHHBIMH OpraHaMU TOCYAApCTB-WJICHOB JOJKHA OCYIIECTBISATHCS
OLIEHKa MEPUOJINYECKOTO OOHOBIIIEMOI0 OTYETa MO 0€30MaCHOCTU C LEJbI0 ONpeAesCHUs
COOTBETCTBHS OTYETa TpeOoBaHUAM IIpaBa Coro3a U 3aKOHOAATENBCTBA OCYJAPCTB-WICHOB, a
TaKXe BBISABICHUS BO3MOXXHBIX HM3MEHEHUM MNpoduisi O€30MaCHOCTH JIEKAPCTBEHHOIO
npenapara M BIMSHUSA 3TUX H3MEHEHUH Ha OIEHKY COOTHOLIEHUs '"moib3a — pUCK"
JIEKapCTBEHHOTI'O TIpenapara.

IX. Yopasnerre cCUTHAIOM
1. McTOYHHKH HOMY9IESHHA CHTHAJIOB H HX 00paboTKa

730. UcTOYHUKH TIOyYECHHS] CUTHAJIOB BKJIIOUYAIOT B C€0s1 BCE JIaHHBIE, MOJIydaeMble TIPU
MIPUMEHEHUH JICKAPCTBEHHBIX IpEnapaTroB, B TOM YHWCIIE JOKIMHUYECKHE U KIMHUYECKUE



JaHHBIE, TAHHBIE O METOJaX (papMaKOHAA30pa U CUCTEME KOHTPOJIS KauecTBa. JlaHHbIE MOTYT
BKJIIOYaTh B ce0sl CBEACHUS, MOJydYaeMbleé CHCTEMOW CIIOHTAHHOTO PENOPTUPOBAHUS,
CHCTEMaMH AKTUBHOI'O MOHHUTOPUHIA B PE3YJIbTAaT€ NPOBEACHHUS HEUHTEPBEHIHUOHHBIX
UCCIIeIOBaHUM, KIMHUYECKUX UCCIEAOBAHUH, & TAKXKE U3 APYTUX UCTOUHUKOB.

731. Hanbonee yacTbIMM UCTOYHUKAMU CUTHAJIOB CIIY>KAT CIIOHTAHHBIE COOOIIEHUS O
HEKeJIaTeNbHBIX PeaklUsX, aKTUBHbIE ()OPMbI MOHUTOPUHTA OE30MACHOCTH JIEKAPCTBEHHBIX
MpEnapaToB, KIMHUYECKUE UCCIEAOBAHMS, CTAThU B HAYYHOW MEJULIMHCKOM JIUTEPATYPE.

732. Bo MHOTMX Clly4asix BBISIBICHHE CUTHAJIOB ABJISIETCS PE3YJbTATOM BBIMOJHIEMOIO
MEePUOIUUECKOT0 MOHUTOPUHTA 0a3 JaHHBIX HEXKEJIATeIbHBIX pEaKiHii, B TOM 4ucie 0a3
JAHHBIX HEXEJIATEIbHBIX PEaKUUN JEepKATEIEd PETUCTPALUOHHBIX YIOCTOBEPEHHUM,
YIIOJTHOMOYEHHBIX OpraHoB, 0a3bl JaHHBIX BceMUpHOW OpraHu3aluy 31paBOOXPaHCHUS.
CurHansl MOTYT OBITh BBISIBIICHBI MPU MPOBEACHUU PA3IUYHBIX BHUIOB HCCIEIOBAHUM,
BKJIIOYAsl JTOKJIMHUYECKHE, WHTEPBEHUMOHHBIE W HEUHTEPBEHUMOHHBIE HCCIIEIOBAHHS,
cucTeMaTu4eckue o030pbl, MeTaaHaIU3bl. Pa3nuyuHble BUAbl AKTUBHOTO MOHUTOPUHTA MOTYT
IOMOTaTh B BBISIBJICHUM CUTHAJIOB, @ TaKX€ CTUMYJHPOBATh IMPOLECC PEMOPTUPOBAHUS
crienUanIucTaMu 00 ONpeeICHHBIX TUMTaX HEeXKeNaTeIbHbIX PEAKIIUM.

733. K npyrum ucTodyHUKaMm UH(OpMalUM OTHOCSTCS UCTOYHUKH B ceTH MHTepHer (
0O0I11eTIOCTYITHbIE CAlThI, COI[MATIbHBIC CETH, OJIOTH) WU APYrue UCTOUYHHUKHU, MOCPEICTBOM
KOTOPBIX MAIMEHTHI U TTOTPEOUTETN MOTYT COOOIIUTH 00 OMBITE PA3BUTHUS HEXKEITATCIBHBIX
peaKIuil Ha JEKAPCTBEHHBIE TPENapaThl.

2. Mertonoiorus BHIABICHAA CUTHAJIOB

734. BbIsBICHUE CHUTHAJOB JOJDKHO OCYIIECTBISITBCA B COOTBETCTBUU O
CTPYKTYPUPOBAHHOM M NMPU3HAHHOM METOJOJIOTHEH, KOTOPas YYUTHIBAET XapPaKTEPUCTUKHU
JaHHBIX (HampuUMep, BpEeMs HaXOXJECHUS JIEKAPCTBEHHOTO IIpenapara Ha pBIHKE,
OCOOCHHOCTH €ro BO3JCUCTBUS Ha TMAIMEHTOB, IEJIEBYIO TOMYJISIHUIO) U MOXKET
BapbUPOBATHCA B 3aBUCUMOCTH OT BHUJIA JICKAPCTBEHHOT'O MPEMNapaTa, B OTHOMIEHUH KOTOPOTO
BBITIOJIHSIETCA TIpolenypa. Hampumep, B OTHOIICHWH BAaKIMH U JAPYTUX OHOJIOTHYECKUX
JIEKapCTBEHHBIX IMMpPENapaToB MOTYT NMPUMEHSITHCS CIIEMAIbHBIE METOA0JIOTHU. B mpouecce
BBISIBJICHUSI CHUTHAJIOB JIOJOKHBI YUYMTHIBATHCS JIaHHBIC, TMOJYYEHHBIE U3 BCEX
MOHUTOPUPYEMBIX UICTOYHUKOB UH(OPMAIIUH.

735. C uenplo OLEHKHU J1I0Ka3aTeIbHOW OCHOBBI, TOATBEPKIAIOIIECH NOCTYUBIINNA CUTHA,
HEOOXOAUMO MPUMEHSTh CTPYKTYPUPOBAHHYIO M MPU3HAHHYIO METOJIOJOTHIO, KOTOpas
JOJKHA YYUTHIBATh KJIMHUYECKYIO 3HAYMMOCTh, CTEIEHb JOCTOBEPHOCTH B3aMMOCBS3U
MEX1y JICKAPCTBEHHBIM MPENAPATOM M HEXKETATEIBHON peaKIued, COrJaCOBaHHOCTh JTaHHBIX
110 HOBOM B3aMMOCBSI3M (MJIM aCIEKTE B3aMMOCBS3U), B3AMMOCBSI3b CTEIICHU BO3JICHCTBUS U
peakuuu, MPUYUHHO-CIEJICTBEHHYIO CBSI3b MEXKAY JEKapCTBEHHBIM MpenaparoM H
HEXEJaTeIbHON peakIue, OMOJIOTUYECKYI0 MPaBAONOA00HOCTh, IKCIEPUMEHTAIbHBIC
pe3yJIbTaThl, CXOJHBIE IO XapaKTePy HEXKEIATEILHOTO SIBJICHUS JIaHHBIE.



3. IIponecc 06paboOTKU CHUTHAJIOB
O6mue mooxeHus

736. [Iponecc 00pabOTKU CUTHAJIOB BKJIFOYAET B CE€0sl CTaIMM OT BBHISIBIICHUS] CUTHAJIA J10
BbIpaOOTKM pekoMmeHnanuii. [IpaBuia BbIMOTHEHUST 00paOOTKH CUTHAJIOB UMEIOT OTHOIIICHUE
KO BCEM 3aWHTEPECOBAHHBIM CTOPOHAM, YYacCTBYIOIIMM B KOHTpOJIe O€30MacHOCTH
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MTPENapaToB.

737. IIponiecc 06pabOTKU CUTHAIOB BKJIIOYAET B CeOsl CIEAYIONINE CTAaIUU:

a) BBISIBJICHHE CUTHAJIA;

0) BayIMIaIMs CUTHAJA;

B) IPUOPUTHU3ALINS CUTHAJIA;

I') OIIEHKA CUTHAJIa;

1) PEKOMEHIAIUU 110 JEHCTBUSIM;

€) oOMeH nHpOopMaIIHEi.

738. PaboTta ¢ OT/IeTbHBIMU JOCTYITHBIMA HCTOYHUKAMH WH(OPMAIUH, UCITOJIH3yEMbIMU
Uil OOHApy>XEHUs CUTHAJIOB, MOXET MOTpPeOOBaTh THOKOCTH B 0OpabOTKE CHUTHAJOB,
HanpuMep:

eciau oOHapy>KeHUE CUTHAJIOB 0a3upyeTcsi Ha 0030pe MHIAUBUIYATbHBIX COOOIIEHUI O
HEXXENATeNbHBIX PEaKIUAX, MPOIEypa BBISBICHHUS CHUTHalla MOXET BKIJIIOYATh B ce0s
BepU(UKAITUIO U TIPEABAPUTEIHHYIO TPUOPUTU3AIMIO OOHAPYKEHHOTO CUTHAJIA;

€CJIM CHTHAJI BBISBJIICH Ha OCHOBE OOBEAMHEHHBIX PE3yJIbTAaTOB HMCCIIEIOBAHUA, KaK
MPaBUJIO, HEBO3MOXHO OIICHUTH KaXKJI0€ WHIMBUIAYAIBHOE COOOIIEHHWE, M B PE3yIbTaTe
BaJTU AN MOKET TOTPEOOBATHCS COOP JTOMOTHUTEIBHBIX TAHHBIX.

739. [lopsimok nercTBU (C MOCHEAYIONIMM MPUHITHEM PEIIEHUS] B COOTBETCTBUH C
aktamu opraHoB Coro3a U 3aKOHOJIATEIbCTBOM rOCYyAapCTB-WICHOB) U 0OMeH uHpopMaiuei
ABJISIFOTCSL KOMIIOHEHTaMU, KOTOPhIE HEOOXOIMMO YUUTHIBATh HA KaXKI0M CTaJMH MpoIiecca.

BriaBnenue cursana

740. Ko Bcem MeTO1aM BBISIBIICHUSI CUTHAJIA IPUMEHSIOTCS CIIEYIOIINE TPeOOBaHUS:

a) WCIIOJB3yeMbI METOJl JOKEH COOTBETCTBOBATh OOBEMY MAaHHBIX (HAIPHUMED,
WCITOJIb30BAHUE CIIOKHBIX CTATUCTUYECKUX METOJI0OB MOXKET HE MOJIXOIUTH JIJIsi HEOOIBIIIOTO
o0beMa JTaHHBIX);

0) HeOOXOAMMO YUYHUTHIBATH JAHHBIC U3 BCEX COOTBETCTBYIONIUX HCTOYHUKOB;

B) JOJDKHBI OBITH BHEJIPEHBI CHCTEMBI, TaPAaHTUPYIOIINE KauyeCTBO BBIMOIHAEMOMN
JESTEIHHOCTH TT0 OOHAPYKEHUIO TaHHBIX;

T) pe3yibTaThl 0030pa KyMYJISITUBHBIX JAHHBIX JOKHBI CBOEBPEMEHHO M HAJIJIC)KAIITUM
00pa3oM OICHUBATHLCS KBATH(PUITUPOBAHHBIM JTUIIOM;



1) Tpd OOHAPYKEHUH YIPO3bl OOIIESCTBEHHOMY 3/I0POBBIO (30POBBIO HACEIICHUS)
JIOJKHBI TIPEATPUHUMATHCS HE3aMe TUTEIIbHBIE U 3P (EKTHBHBIC JICHCTBHUS,
€) IPOILIECC BBISBICHHS CUTHAJIOB JOJKEH OBITh HaJIC)KAIIMM 00pa30M JOKYMEHTHPOBAH,
BKJIFOYasi 000CHOBAaHUE METO/a U MEPUOIUYHOCTH BBITIOJHCHUS JICHCTBUI 110 0OHAPYKCHHIO
CUTHAJIOB.

741. OOHapy»XeHUE CUTHAJIOB IO 0E30MMaCHOCTH MOXHO OCYIIECTBIIAThL HA OCHOBAaHUHU
o030pa 0a3 JaHHBIX WHIWBUAYATbHBIX COOOIMICHWH O HEKEIATeIbHBIX PEaAKIHIX,
CTaTUCTUYECKOTO aHaiau3a OoNbIuX 0a3 JaHHBIX WJIM Ha OCHOBAaHMU KOMOMHHPOBAHHOTO
MO/IX0/1a, OCHOBAaHHOTO HAa COYCTAHUH ITHX METOJIOB.

O0630p HHAUBHIYATHHEIX OTIETOB IO GE30IIaCHOCTH

742. UHauBuayaabHbIe COOOIICHNS O HEXENaTeNbHBIX PEAKIUAX MOTYT OBITh TOTYUYEHBI
W3 CIIOHTAHHOW CHCTEMBI PETIOPTUPOBAHUS, B PE3yJbTaTe aKTUBHBIX ()OPM MOHUTOPUHTA,
KIUHUYECKUX HMCCIEIOBAHUN WM MOTYT OBITh OIyOJIMKOBaHBI B HAYYHOW MEIUITMHCKOUN
nuteparype. Hanuuuss ogHOTO COOOIIEHUSI O CEPbE3HOM WIIM TSIKEION HexXenaTelbHOU
peakiuu (HampuMep, 00 aHapUIAKTHUUYECKOM IOKE) MOXKET OBITh JOCTATOYHO JJISi TOTO,
YTOOBI MPEANPUHATH AalbHEeHIHe neicTBusa. Mubopmanus, moanexanias OoleHKe, T0DKHA
coJlepKaTh CBEACHMS O KOJIMYECTBE COOOLIEHUH (MOCIEe HCKIOYEHHUS MOBTOPSIOIIUXCS
cooOuIeHni U cooOIIeHn, 0(OPMIEHHBIX HEHaAJEeXKaUUM 00pa3oM), reMorpapuyeckue
JaHHBIC TAIlMeHTa (HampuMep, BO3PacT U T0JI), CBEICHUS O MOI03PEBAEMOM JIEKAPCTBEHHOM
npernapare (HalpuMmep, BBEICHHAs /103a) U HEXKEIATEIbHON peakiuu (HampuMmep, mpru3HaKax
U CUMIITOMAax HEXeNaTeIbHON peakIuu), BPEMEHHOW B3aWMOCBSI3M MEXKIy MPUMCHEHHEM
JICKapCTBEHHOTO MpeTnapara U pa3BUTHEM HEXKENATeIbHOW peakluu, KIMHUIECKOM HCXOJIC B
CBSI3H C MPOJOJDKEHUEM WITU MPEKpalleHneM MpreMa JIEKapCTBEHHOTO Mpernapara, HaJuduu
MOTEHIIMATBHBIX aJbTEPHATUBHBIX NMPUYUH PA3BUTHS HEXKENATEIBLHOTO SIBIICHUS, OICHKY
OTIPAaBUTENIEM COOOIIECHUS TPUYUHHO-CIECACTBEHHOW CBSI3M HW HHPOPMAIUIO O
JIOCTOBEPHOCTH OMOJIOTUYECKON U (PapMaKoJIOTUYECKON CBS3H.

CraTucTHYeCKHi aHAIM3 OONMBIMMX 0a3 JaHHEIX

743. CymecTBYIOT pa3IMuHble CTATUCTUYECKUE METObl aBTOMATUUYECKOTO BBISIBJICHUS
CUTHAJIOB MCXO/s U3 HEMPOIOPIIMOHATBEHOCTH KOJIUYECTBA OTUYETOB, TO €CTh 00Jiee BHICOKUI
YPOBEHBb PEMOPTUPOBAHUA O MPEAIIOIAra€MON MOJA03PEBAEMON HEXKENATEIBHON pEeakIuy Ha
COOTBETCTBYIOIIEE JEHCTBYIOIIEE BEIIECTBO MU JIEKAPCTBEHHBIN MPENApaT N0 CPABHEHHUIO C
JIPYTUMH JEHCTBYIOIIMMHU BEIIECTBAMU WJIH JICKAPCTBEHHBIMU TpenaparaMu B 0aze JaHHBIX.
Hcnonp30BaHne CTaTUCTUYECKUX METOAOB IMOAXOAUT HE s Bcex curyauuu. [Ipum
WCIIOJB30BAHUM CTATUCTUYECKUX METOJIOB U BBHIOOPE KPUTEPUEB UIACHTU(PUKAIIUN CUTHATIOB
CeyeT yYHUTHIBaTh OOBEM JaHHBIX, MOJHOTY JOCTYMHOW WH(MOpPMAlUM U CEPHE3HOCTH
HEKEJIATEIIbHON PEeaKLIH.



744. TleproaAUYHOCTh BBIMTOJHEHUS CTATUCTHYECKOTO aHajiu3a 0a3pl JaHHBIX U
FEHEPUPOBAHUSI CTATUCTUYECKOTO OTYETa 3aBUCUT OT XapaKTEPUCTUKU JEHUCTBYIOIIETO
BEIIECTBA WJIM JICKAPCTBEHHOTO Mpernapara, NOKa3aHUW K MPUMEHEHHIO U MOTEHIHAIbHBIX
WU UACHTU(DUITIPOBAHHBIX PHUCKOB.

KoMOuHamma cTaTHCTHIECKUX METOAOB B 0030pa HHANBHAYAIFHBIX OTIETOB IO 6€30MaCHOCTH

745. CraTucTU4ecKkue OTYEThl MOTYT OBITh MpEAHA3HAUYEHBI JJIsi BBIABICHUS
MOJI03PEBAEMBIX HEXKEIATEIbHBIX PEAKIHH, COOTBETCTBYIONIUX IMPEIABAPUTEIBHO
OTPEACICHHBIM KPUTEPUAM YaCTOThl HEXENATEIbHOM peakIuu, CTENEHU THKECTU
HEXeIaTeIbHOW peaKIui, KIMHUICCKONH 3HAUYMMOCTH HEXeIaTeIhbHOW peaKIuu, HOBU3HBI
UM CTAaTUCTUYECKOW B3aMMOCBSI3M MEXIy pPa3BUTHEM HEXKEIATeIbHONU pEaKkiuu W
MIPUMEHEHUEM JICKapCTBEHHOTO Tpenapara. Takue GuiabTPYOIIUe METOAbI MOTYT YIIPOCTHUTD
otObop HamOosiee BaXXHBIX WHIAWBHIYAJIbHBIX COOOIIEHUNA O HEXKEJIATEIbHBIX PEaKIHsX,
paccMaTpuUBaeMbIX Ha MEpBOW cTaauu mpoueAypsl. IlpenenbHoe 3HaueHUE mMoOKas3aTes,
UCIIOJIB3YEeMOE B 3TOM (UIIBTPYIOIIEM Mpoliecce (Hanpumep, He MeHee 3 cOOOIIEeHH I ), MOKET
BapbUPOBATHCS B 3aBUCUMOCTH OT KIMHUYECKOW 3HAYMMOCTH T0J03PEBAEMOi
HEXXEJAaTEeIbHON PEaKIMu W CUTHaja, BIUSHHUS Ha OOILECTBEHHOE 3/0pPOBbE (310pPOBbHE
HACEJICHUS) M CTETICHU PaCIPOCTPAaHEHHOCTH UCTIONh30BaHUSA JIEKAPCTBEHHBIX MPENapaToB.

746. Tlpn MCMONBL30BAaHUHM aBTOMATHYECKOT'O CKPHMHHUHTA B MPOIECCe OOHAPYKCHUS
CUTHAJIOB COOTBETCTBYIOIINE WHIWBHUIYAIbHBIE COOOIIEHUS O HEXEIATEIbHBIX PEAKIHIX
CIIeTyeT B JaJIbHEHUIIIEM U3ydaTh IO OTJACIbHOCTH.

747. He3aBHCHMO OT UCIIOJIB3yeMOTO CTATUCTHYECKOTO METO/1a MPOIieaypa OOHAPYKEHUS
CUTHAJIOB BCET/la JOJDKHA BKIIIOYATh B CEOSl KIIMHUYECKYIO OLIeHKY. CTaTUCTUYECKUI METOJT
SIBJISIETCSI IOTIOJTHATEIFHBIM METOJIOM BBISIBJICHHSI M BAJIUIAIIAN CUTHAJIA.

Banmunmanmus curaana

748. Ilpu BBISIBIEHUM CUTHAJIA BHITIOJHSETCS OLEHKA JAHHBIX C IEJIbI0 BepUPUKAIUU U
MOATBEPXKICHUS TOro (akra, 4TO AOCTymHas HWHOOPMAIMS COJEPKUT JAOCTATOUHBIC
JI0OKA3aTeJIbCTBA BBISABICHUS HOBOM MOTECHIMAIBHON MPUYMHHO-CIICICTBEHHON CBSI3U MEXKIY
IIPUMEHEHUEM JICKAPCTBEHHOI'O ITpenapara M Pa3BUTHUEM HEKENATEIbHOM PEAKIUU WIN
HOBOI'0 acCIEKTa PaHEe YCTAHOBIEHHOM [aHHOM B3auMMOCBS3M. Pe3ynbpraTel Bamupanuu
OMPENIENAI0T HEOOXOUMOCTD JJaJTbHEUIIIeH OLIEHKU CUTHAA.

749. I1pu BBITOTHEHUHU TIPOLIEAYPHI BAIMIAIMN CUTHAJIA HE3aBUCUMO OT UCTOYHUKA €T0
MOJTy4YeHUs] HEOOXOAMMO YUUTHIBATH:

a) MPEIIIECTBYIONIYI0 HH(POPMAIIUIO O CUTHAJIE:
CTENEHb OTpa)XeHUsi MH(POpMALMU O HEXENaTeJIbHOU peakiuu B MHPOpPMAIUU O
JeKapCTBEHHOM Tipemnapare (oOImeil XapakTepUCTHKE JIEKapCTBEHHOTO IIpenapara Hu
WHCTPYKIIMH IO MEAUITMHCKOMY IMPUMEHEHUIO);



OTpaX€HUE CUTHAJA, CBA3aHHOTO C HEXENAaTeIbHON peakinel, B uH(popMaIuu o Jpyrux
JIEKapCTBEHHBIX Mpernaparax ¢ aHaAJIOTMYHbIM JIEHCTBYIOIIUM BEUIECTBOM (C apyroit hopmoit
BBITTyCKa JTMOO0 WHBIMU OTJIMYHUSMU) C TETBI0 OIEHKH BO3MOXXHOU 00YCIIOBICHHOCTH CUTHAIA
OCOOEHHOCTSIMU ONPEJIETICHHOr0 JIEKAPCTBEHHOTO Mpenapara 1 (Win) onpeaeneHHoi Gopmbl
JIEKapCTBEHHOT'O IIpenapara;

CUTHAJ YK€ OLICHEH B MEPUOJMYECKOM OOHOBISIEMOM OTYETE MO 0€30MacHOCTH WU
IJIaHE yIpaBJiI€HUs! pUCKaMU B paMKaxX MHOM PEryiasiTOpHOM MpoueAyphl IM00 00CYXKIEH Ha
YPOBHE HAYyYHOT'O 9KCIIEPTHOTO KOMUTETA.

750. Kak npaBuiio, BaJIUJJALUK TOJJIEKAT CUTHAJIBI, HE OTHOCAILMECS K yKa3aHHBIM B
HacTosmeM moAnyHkTe. OJHAKO B OTHOIIEHWHM YXK€ H3BECTHBIX CHUTHAJIOB MOXET
noTpeOoBaThCA MPOBEICHNE BaUMAAIMU B CIydae MOTEHIMAIBHOTO BBISIBICHUS OTIWYUH 110
4acTOTE PAa3BUTHS, JJIUTCIHHOCTH TEPCUCTUPOBAHMS, CTEMEHH TSKECTH WIH Hcxona (
HalpuMep, JeTaJbHBI MCXOJ) MO CPaBHEHHIO C JaHHBIMU WJIM XapaKTEPUCTUKOM,
BKJIIOUEHHBIMU B OOIIYI0 XapaKTEpHCTUKY JIEKApCTBEHHOrO IIpernapara Wi paHee
paccMaTpUBaEMbIMH YIIOJTHOMOYEHHBIM OPTaHOM TOCYAapCTBA-YICHA,

0) ypoBeHb (pOpMUPOBAHUS JOKA3ATEIBHOM 0a3bl MO MOATBEPKIECHUIO B3aUMOCBSI3U:

o0111ee KOJIUYECTBO COOOIIEHUM (TOCiIe UCKIIYEHUS AYOIUPYIONIUX CIydaeB), C
BBIJICJICHHEM KOJIMYECTBA COOOILEHUM, MOATBEPKIAIOIINX HAJTU4YKME B3aUMOCBSI3U (HaIpuMep,
ciiydyan ¢ 00OOCHOBaHHOW BPEMEHHOW B3aWMOCBS3bIO, C TMOJIOKUTEIBHBIMU PE3yJIbTaTaMH
OTMEHbBl M TOBTOPHOIO HAa3HAUYEHUsS JIEKAPCTBEHHOrO IIpenapara, C HCKIIOYEHHEM
ATbTEPHATUBHOTO OOBSICHEHUS WJIM WHBIX NMPUYUHHBIX ()aKTOPOB), BKITIOYAIOINIEE OIEHKY
CIEIUATUCTOM CHCTEMBI 3/IpAaBOOXPAHEHMS B3aUMOCBS3M (KaK MUHUMYM, KaK BO3MOKHAs
B3aMMOCBSI3b) C MOJATBEPXKAAIOIIMMU HAONIOJaeMble OTKJIOHEHUS pe3yJbTaTaMH
COOTBETCTBYIOIIUX UCCIICIOBAHUN;

YHUCJIO COOOIIEHUI MPUMEHHUTENbHO K 00beMY BO3JIEHCTBUS HA MALIUEHTOB;

JIOTIOJTHUTEJIbHBIE CIy4au COOOIIEHUN O CBSI3aHHBIX C MPUEMOM JIEKapCTBEHHOIO
npenapara CcocTosiHuAX (Hampumep, apyrue TepmuHbl MedDRA, o6o3nauaroniue
KJIMHAYECKUE OCJIOKHECHHS WA Pa3IUYHBIC CTEMEHU TSHKECTH MPOSIBICHUS HEXeIaTeTbHON
peaKkIumn);

COIrJIaCOBAaHHOCTbh MEXIY CIIydasiMU JI0Ka3aTeNIbHOU 0a3bl (HapHUMep, COINIACOBAHHOCTD
MO0 BpPEMEHHU 0 Pa3BUTHUS HEXKeNaTeIbHOW peakiMu, MOBTOPSIOMIMECS HAOIIOCHUS
CUMIITOMOB HEXKEJATEIbHOU PEaKlnHn);

KaueCTBO U JIOKYMEHTUPOBAHUE JTAHHBIX;

COOTBETCTBHE COTJIACOBAHHOMY MEXIAYHAPOJIHBIMU OPTaHU3ALMUSMU OINpPEIETIECHUIO
CJIy4aeB, €CJIM MPUMEHUMO (HampuMep, COOTBETCTBUE OMPEEICHHBIM KPUTEPUAM TKETIOM
KokHOU peakuuu (o mkaige RegiSCAR), cooTBeTCTBUE NPUHSATOMY OIpEIEICHHUIO
HEXEJIATeIbHBIX MPOSIBICHUH MOCTIE MMMYHH3AINN );

HaJIM4YKe B3aUMOCBSI3M MEX]TY 10301 U IIPOSBICHUEM HEKEJIaTeIbHON Peakilnu;



HaJliuue BO3MOXXHOT'O MEXaHWU3Ma pa3BUTHUSA, MUCXOAS U3 OUOJOTUYECKON WU
(hapMakoI0ru4ecKoil BEpOSITHOCTH €0 pean3alluy;

onpeiesieHHe TUCIPONIOPIMOHATBHOCTH PEHOPTUPOBAHMUS (€CIIH PUMEHUMO);

KJIIMHUYECKYI0 3HAYUMOCTh U KOHTEKCT:

CEpPBhE3HOCTh U CTENEHb TSHKECTH HEXKENaTeIbHON peaklnu;

UCXOJI M O0paTUMOCTh HEXKeJIaTeIbHON PeaKinu;

HOBBIC ACTIEKThl XapaKTEPUCTUKUA M3BECTHOM HEXKENATeJIbHON peakiuu, (Hampumep, B
YaCTU CTEMEHM THKECTH, MPOJIOJKUTEIIBHOCTH MEPCUCTUPOBAHUS, MCXO0/a, YaCTOThI WIIH
YIpPaBJICHHUS);

pa3BUTHE HEXKENATEIbHOW PEAKIIMU KaK Pe3ysIbTaTa JEKapCTBEHHOTO B3aUMOICHCTBUS;

pa3BUTHE HEXEJATEILHONW peakiuM y yS3BUMOUM TPYIIbI MAIUEHTOB (HANPUMED, Y
KEHIIMH B Tepruoa OCPEMEHHOCTH, JETEH, MOKWIbIX MAIlMEHTOB, MAIMEHTOB ¢ (DaKTOpamu
pHUCKa);

pa3BUTUE HEXKENaTeJNbHON peakiuu MPHU OTIUYAIONMIEeMCS crnocoOe mpuMeHeHus (
HaIpUMep, MPHU NEPeI03UPOBKE, 3aBUCUMOCTH, HEMPABWILHOM MPUMEHEHUH, IPUMEHEHUU HE
B COOTBETCTBUU C OOIIEH XapaKTePUCTUKON JEKAPCTBEHHOIO MpenapaTa Wil HHCTPYKIHEH
Mo  MEIWIMHCKOMY  TPUMEHEHUIO, OIMMOKEe TMPUMEHEHHUs, MNPUMECHCHUH
(hanbcupUIUPOBAHHOTO JIEKAPCTBEHHOTO IIpernapara).

752. JlonoHUTENbHBIE UCTOYHUKU WH(OPMAITUK O CUTHAJIAX MOTYT COACPKaTh JIaHHEIE,
KOTOpBIE TMO3BOJIST JONOJHUTH JOKa3aTellbHyl0 0a3y B YacTU MOATBEPKICHUS WU
OTKJIOHCHUSI TPEANOJ0KEHUSI O HAJIMYMU HOBOM B3aMMOCBS3M MEXAY HEKelaTeJabHOU
peakiue W JeKapCTBEHHBIM IpernapaToM, JUOO HOBOIO acleKTa TaKoW H3BECTHOU
B3aMMOCBSI3H, B CBSI3U
C 4eM MOTYyT OBbITh WCIIOJB30BaHbI MPU BBIOTHEHUU MPOIEAYPHI MOCIEAYIONEH OIEHKH
CUTHaJla B 3aBUCUMOCTU OT 3HAUYMMOCTH M JOCTYMHOCTH JaHHOW mHpopmaruu. K Takum
MCTOYHHUKAM MH(GOPMAIIMH O CUTHAJIE OTHOCSATCS:

JaHHBbIE KIIMHUYECKUX UCCIIEOBAHUIT;

nH(MOpMAITUs O Pa3BUTUU TTOTOOHBIX CIIy4aeB, OMyOJIMKOBAHHAS B HAYYHOU MEIUITMHCKON
auTepaType, BKIoYas MHPOPMAIMIO O APYrUX JACHCTBYIOIIMX BEIECTBaX aHAJIOTMYHOTO
(bapMakoTEpaneBTUUECKOT0 KiIacca JIEKapCTBEHHBIX MPENapaToB;

uHpopManus 00 SMUAEMUOJIOTUHA HEXKENATeNbHBIX PEaKIUi WU COMYTCTBYIONIUX
3a00JIEBaHHUI;

HKCIEPUMEHTAIbHBIE U (WJIN) HEKJIMHUYECKUE JaHHBIE;

KpyIHbIE 0a3bl JAHHBIX HEXeIaTeIbHbIX PEaKIU B CIyyae BBISIBICHHUS CUTHAJIA 10 0azam
JAHHBIX YIIOJHOMOYEHHOTO OpraHa Uiy Jep>KaTelisl perTUCTPAllMOHHOTO YIOCTOBEPEHNS;

0a3bl JAaHHBIX CUCTEM 3PAaBOOXPAHEHHUS, O KOTOPHIX MOXKET ObITh MOJIy4eHa HH(POpMALIHS
0 XapaKTEPUCTHUKE MAIMEHTOB WJIM OCOOCHHOCTSIM ITPUMEHEHUS JICKAPCTBEHHOTO TIperapara,;

uH(pOpMaIIs PETYIATOPHBIX OPraHOB JIPYTUX CTPAH MUpA.



753. Curnan nproOpeTaeT cTaTyc BaIUJAUPOBAHHOTO, €CIU MPoIlecC BepudUKaIuu Bcei
MMEIOIIECH OTHOIICHUE K CUTHATY JOKYMEHTAIlUU CBUJACTEILCTBYET O MPEANOI0KUTEILHO
HOBOW MPUYMHHO-CJICICTBEHHOM CBSI3U WJIM HOBOM acCII€KTE M3BECTHOM B3aMMOCBS3U MEKIY
HEXeJNaTeIbHOM peakIue W JICKApCTBEHHBIM IpEenapaTtoM, M, CJIeI0BaTEeIbHO, SBISETCS
000CHOBaHHMEM JaTbLHENIIIEH OIEHKH.

754. Curnan, njisi KOTOPOTO B MpOIIECCE BaIUJAIMKM HE Oblla IMOATBEpPKIACHA
MPENOIO0KUTEIFHO HOBasi MPUUMHHO-CIIEJACTBEHHAS CBSI3b WJIM HOBBIM acCIeEKT MU3BECTHOMU
B3aHMOCBSI3H, MOXET IOTPEOOBATh BBIMOJHEHUS JajbHEHIEro aHaiausa (Hampumep, B
Cly4dasiX HEJOCTATOYHOCTH KOJHUYECTBAa JOKYMEHTAIMH 1O COOTBETCTBYIOIIEMY CIIy4alo
HEXKEJIaTeIbHON peakiuu). B momgoOHBIX clydasx HOBBIC COOOIICHHUS O HEXeJaTeIbHBIX
peaKIuaX WIN Pe3yJbTaThl MOCIEAYIONEro HAOII0ICHHS 110 paHee MOJIyYEHHBIM CIIydas,
OTHOCAILIEMYCS K MEPUOAY MOCTPETUCTPALMOHHOTO HAOIIOICHUSA, JOJKHBI MOBTOPHO
paccMaTpUBaThCS YEPE3 COOTBETCTBYIONIME MEPUOIBI BPEMEHH ¢ 11e/IbI0 00eCTIeUeHUs yueTa
Y PaCCMOTPEHUS BCEX COOTBETCTBYIOIIUX COOOIIECHUM.

755. Ilpu 0O6paboTKe cUTHAlIa Ha YPOBHE OPTaHU3aIMKN MOXKET MOTPeO0OBATHCS HECKOJIBKO
ATAIOB AKCIEPTHON OLEHKU M OOCYXXJICHUS C MPHUBJICUCHUEM PYKOBOAMUTEIEH pa3IMyHOTO
YpOBHsI, mpuHUMarmux pemieHue. [lo pe3ymbTraram Balmumalid MOTYT OBITh NPHUHSTHI
pa3IMYHbIC PEIICHUs, BKJIIOYAs MOATBEPKICHHE WIM OTKIOHEHHE BajduJalMu curHaia (
HEBAIMIHBIA CUTHAII), IPUHATHE PEIICHUS 0 HEOOXOIUMOCTH BBITIOJHCHHS JOTIOJHUTEIIBHOM
OIICHKH UMEIONIUXCS TaHHBIX, OTHECEHUE BAJIUIMPOBAHHOIO CUTHAJIA K HOBOMY PUCKY WJIH
HEU3BECTHOMY ACHEKTY U3BECTHOTO PUCKA C MPEAJIOKEHUEM MOCIEIYIOMNX JeUCTBUH (TaKUX
KaK BHECEHUE U3MEHECHHH B CIIPAaBOYHYIO0 HH(POPMAITUIO U (WJIM) BBEJIEHHE MEp MUHUMHU3AIIUN
pucka) 1100 OTKIOHEHHE MPEAMNOJIOKEHHUSI OTHOCUTEILHO OTHECEHHS BaJUIUPOBAHHOTO
CHUTHaJIa K HOBOMY PHCKY HJIM HEM3BECTHOMY aCIEKTy M3BECTHOIO pHUCKa (OTKJIOHEHHBIN
CUTHAaM).

756. CurHan, Jjs KOTOPOTO IO pe3yJibTaTaM BBIMIOJHEHHUS BaJUJAIMKA M OLIEHKHU
MOJATBEPKAAIOIIMX JaHHBIX YCTAaHOBJIEGHO, YTO MMEIOIIUECS JaHHBIC SIBIISIOTCS
HEJOCTAaTOYHBIMU JUJIS NOPEAINOJOXKEHHS O HaJUYUM HOBOW IMOTEHIMAIbHOM
NPUYUHHO-CJICACTBEHHOW CBSI3W WJIM HOBOT'O AacHeKTa W3BECTHOM B3aMMOCBS3U W,
CJIeI0BATEIbHO, NAJIbHEHIIINI aHAIu3 CUTHAJIA HEe SIBJIIETCS OOOCHOBAHHBIM, NMPU3HAETCS HA
JTAHHOM 3Talle HEBAJIUIUPOBAHHBIM CUTHAJIOM.

757. Jlepxarenn perucTpallMOHHBIX YAOCTOBEPEHUN U YIIOJHOMOYEHHBIE OPTaHbI
roCyJapCTB-WICHOB JOJDKHBI UMETh CUCTEMBbI OTCIICKMBAHUS C IEJIbI0 y4eTa pe3yJbTaTOB
BAJIMJIAIIMU CUTHAJIOB, BKJIFOYAsl U3YUYECHHE U OTCIEKHWBAHUE MIPUYUH, IO KOTOPHIM CUTHAJIBI
He OBUIM TIPHHATHL KaK CBHUJCTEILCTBYIOIIHE O MPEANOI0XKHUTCILHO HOBOM
NPUYUHHO-CJIECTBEHHON CBA3M WJIM HOBOM aCIEKTE€ HM3BECTHOW B3aMMOCBSI3U MEXIY
HEXEIaTeIIbHOW PeakIUel 1 JICKapCTBEHHBIM IPEmapaToM, a TaKkke HHPOPMAIIHH, KOTOpas
oMoTrJia ObI B TIOMCKE MOJJOOHBIX CIyYaeB M OIICHKE CUTHAJIOB.



ITpuopuTH3aysa CUTHAIOB

758. KiroueBBIM 3JIEMEHTOM MpOLECCA YNPABJICHUS CHUTHAJIAMH SIBISETCS
HE3aMEJIMTEIbHOE OINPEIEICHUE WX BIMSIHUSA Ha OOUIECTBEHHOE 3J0pOBbE (310POBBE
HaceJIeHUs) WIK COOTHOIIEHHE "T0JIb3a — PUCK' JIEKapCTBEHHOIO Ipernapara y MalueHToB,
MOJBEpraromuxcsa Bo3aeucTButo. [Ipu olieHke JTaHHOTO BIUSIHUSL MPUHUMAIOTCSI BO BHUMAaHHE
cienytonue GakTophbl:

a) CTENEHb TAKECTU, CEPbE3HOCTh, UCXOJ, OOPAaTUMOCTh HEXKENaTeIbHON peakuuu U
BO3MOYKHOCTb €€ IPEJOTBPALLEHBS;

0) olleHKa BO3/IEHCTBHS HA MAILIMEHTOB U YaCTOThI HEXKEJATEeIbHOM peakiny;

B) IPUMEHEHUE JIEKAPCTBEHHOTO MIpenapara B yA3BUMbBIX MOMYJISIIIUOHHBIX IPyNIax pucka
U (WIu) B MOMYJSIHMOHHBIX TPyNIax, MOJABEPrarIIuXxcsi HWHOMY CHOCOO0y HCMOJb30BaHUS
JEKapCTBEHHOTO IMpemnaparta (Hampumep, HENPaBUIbHOMY HCIHOJIb30BAHUIO WU
UCIIOJIb30BAHUIO HE IO 3asBJICHHBIM IMOKA3aHUSM);

I') TOCJIEACTBUS MPEKPAIICHUs JICUEHUsS] TPUMEHUTENbHO K TEUEHHIO 3a00JIeBaHUs U
JNOCTYITHOCTh TEPANEBTUYECKUX AIbTEPHATUB;

1) TpejamnoyiaraeMas CTENeHb BIUSHUS IUIAHUPYEMBIX PETYISTOPHBIX MEp (Hampumep,
JOIIOJTHEHUE PA3JIEJIOB HEXKEJIATEIbHbIX PEAaKUHM, IPEAOCTEPEKEHNM, MPOTUBOIOKA3aHNM,
BBEJICHUE JIOMOJHUTEIbHBIX MEpP MHHUMHU3AIUM PHUCKA, OCTAHOBKAa MEIUIIMHCKOIO
MIPUMEHEHUS, OT3bIB C PhIHKA);

€) BO3MOXKHO€ pacIpOCTpaHEHHE CUTHaja Ha Jpyrue AeHCTBYIOUIME BElIeCTBa
aHAJIOTMYHOIO (papMaKoTepaneBTUYECKOI0 Kilacca.

759. Ilpu omnpeneneHHBIX 0OCTOSATENBCTBAX 0CO00E€ BHUMAHHUE JOJDKHO YACNSIThCA
CUTHAJIaM, KOTOpbIE 00CYKIal0OTCSl B CPEJICTBAX MACCOBOM MH(POPMALIUU UM UMEIOT BHICOKUI
YPOBEHb 3HAYMMOCTH JUIsl OOIECTBEHHOTO 370pOBbs (3I0pPOBBSl HAceleHUs) (Hampumep,
HEXKelaTelbHble peakUUH B pe3yJbTaTeé HWMMYHU3AIUMU HACEJEHHs), C LEbl0
HE3aMeJIUTENIbHOTO JOHECEHUS 10 OOIIECTBEHHOCTH M MEIUIUHCKUX pPaOOTHUKOB
pPE3yIbTaTOB TAKOU OLICHKH.

760. PesynbTar mporeaypbl MPUOPUTH3ANMKN CUTHANA JOJKEH BKIIOYATh B CeOs
PEKOMEHJALMIO0 IO BPEMEHHBIM paMKaM BBITIOJHEHHS MOCIEAYIOIMIMX 3TaloB YIPaBJICHUS
curHaioM. Ha kaxxmoil u3 ctaguil paboThl ¢ CUTHAJIOM B cllydyae HaJIW4usd WH(pOpMaLMH,
OTpeeNIoNne He0OXOAMMOCTh MPUHATHS MEp MO MPEAOTBPALICHUIO WU MUHUMU3AIUU
pHUCKa, COOTBETCTBYIOUIUE MEPHI JOJKHBI TPUHUMATHCS CBOEBPEMEHHO, B TOM YHCIE JI0
3aBEPIICHUS MOJTHOTO 00beMa padoT Mo oleHKe curHana. Bee stambl paboThl C CUTHAIOM
JOJIKHBI BKJIIOYATh KIMHUYECKYIO OLEHKY UM AJIEMEHTBI YNPaBIEHHUS, TTO3BOJISIIOLIUE OBICTPO
MPUHUMATH BO BHUMAaHUE MOJy4aeMyl0 WH(POPMAIIUIO C OMPEEICHUEM COOTBETCTBYIONIUX
U3MEHEHUH MOCIEAYIOMIUX JCUCTBUM.

761. PesynbTat mpoiieAypbl NPUOPUTH3ALMUA CUTHAJIA JIOJKEH ObITh 3aHECEH B CUCTEMY
OTCIIEKUBAHUA ¢ 000CHOBAHHEM MTPUCBOECHHOTO YPOBHS MPUOPUTU3ALIUY CUTHAIIA.



O1neHKa CUTHAJIOB

762. 1lenbl0 OLIEHKH CUTHAJIOB SIBIAETCS AaJbHEWIEe HM3YyUYEeHUE J10KA3aTEIbCTB
MPUYUHHO-CJIEJCTBEHHON CBSI3M HOBOT'O pPHUCKAa C JEUCTBYIOIIMM BEHIECTBOM WU
JIEKapCTBEHHBIM IpEnapaToM Ju00 U3yueHHe U3MEHEHUS XapaKTePUCTUKU U3BECTHOI'O pUCKa
C MOCJEAYIOUIUM OMNpeAeICHUEM HEOOXOIUMOCTH cOOpa NOMOJHUTENbHBIX JAaHHBIX WU
OPUHATUSA PEryisaTOpHbIX Mep. OIeHKa COCTOUT M3 THIATEIBHOTO (DapMaKOJIOTHYECKOTro,
MEIUIIMHCKOTO W SIHAEMUOJOTUYECKOTr0 HU3y4YeHUs MHPOpMAIUM O COOTBETCTBYIOIIEM
curtaine. O030p JOMKEH coJiepkKaTh JOCTYMHBbIE (papMaKOIOTUYECKHE, TOKIMHUYECKUE U
KIIMHUYECKUE JIAaHHBIC U JIOJDKEH ObITh MAKCUMAJIBHO MOJHBIM TPUMEHUTEIIBHO K UCTOYHUKAM
noytydeHus: nHGOpMaIy, BKIOYas JaHHBIC JOChe JIEKAPCTBEHHOTO TMpemnapara npu mojaaye
3asBJICHUS] HA PETUCTPAIIUIO U MOCIEIYIONINEe U3MEHEHUS, CTaTh B HAYYHON MEIUITMHCKOM
JUTEPATypE, CIIOHTAHHBIE COOOIIEHUS U HEOMyOIMKOBaHHYIO0 WH(DOPMAITHIO OT JepiKaTenen
PETUCTPALIMOHHBIX YAOCTOBEPEHUHN 1 YIIOJIHOMOYEHHBIX OPraHOB TOCYyAapCTB-4wiIeHOB. Takxke
HEOOXOJIMMO YUUTHIBATH PEKOMEHAAIIMU BHEITHUX dKcniepToB. Ecnu undopmanus nomnyyeHa
U3 HECKOJBKMX MCTOYHUKOB, HEOOXOJMMO YYHUTHIBATh YPOBEHb HMX JOKa3aTEIbHOCTU U
OTpaHUYECHHUS C LIETBIO OIIEHKHU UX BKJIaJa B OLIEHKY Bompoca o 6e3zonacHocti. COBOKYIHAas
uH(dOpMaIUs U3 Pa3HBIX HCTOYHUKOB TaKKe TPeOyeT BHIOOpa MEXITYHAPOIHON MPU3HAHHON
TepMHUHOJIOTUU. B cilydyae OTCYyTCTBUSI TEPMUHOJIOTHYECKOTO OMpPEAeIeHUs HEOOXOIUMO
HCIIOJIb30BaTh OMEPAIMOHHOE OINpE/IETICHUE.

763. B HekoTOpbIX ciydasgX CUTHAJIbl HEOOXOJAMMO OIIEHMBATh COIJACHO
TEpaneBTUYECKOMY YPOBHIO WM CHUCTEMHO-OpPraHHbIE KJacchl Ju0O Ha YpOBHE
CTaHAapTU3UPOBAHHOTIO 3ampoca (Mpy UCIIOJIH30BAHUU CIIOBAPS METUIIMHCKOW TEPMUHOJIOTHH
MedDRA). B nporecce nmoucka nHpopmanuu MOXKET MOTPeOOBATHCS BKIIOUECHHE B MOUCK
IPYTUX JEKAPCTBEHHBIX MPENapaToB OJHOIO Kiacca U JAPYTUMX HEXKEIATEIbHBIX pEaKIUi,
HampuMep, OTHOCSIIUXCS K JIPYTUM TEPMUHAM, HUMEIOIIUX OTHOIIEHHE K CIIOKHOMY
3a001€BaHNI0 (HampUMep, HEBPUT 3PUTEIHLHOTO HEPBAa KaK BO3MOXKHBIM MEPBBIA MPHU3HAK
MHOECTBEHHOTO CKJIEp03a), paHHEH CTaINM peakiuu (Hanpumep, yaauHenue uatepraia QT
) WU KIIMHUYECKUM OCJIOXKHEHHSIM COOTBETCTBYIOIIEH HEXKENAaTeIbHOU peakiuu (Hanpumep,
00€3BOKMBAHUE WIIA OCTPast MOYEUHAast HEIOCTATOYHOCTb ).

764. COop uHpoOpMalMK U3 Pa3HBIX MCTOYHUKOB MOXKET 3aHATh BpeMs. B memsx
ONTHUMU3AIMH TPOIECCAa MOKET OBITh MCIOJIB30BaH MOIIATOBBIM METOJ] OLIEHKH CUTHasa. B
OTHOIIEHUW HOBOTO CHUTHalda O TSDKEJIOW HeOJaronpusiTHOW peakiud MOXKHO TPHUHSITH
BPEMEHHBIE MEpPBI, €CJIU B PE3YJbTATE MEPBOM CTAAUU OLIEHKM HAa OCHOBAHUU JOCTYMHOM
nH(popMaIu cjienaH BBIBOJ] O MOTEHIIMAILHOM PUCKE, KOTOPhIA HEOOXOIUMO MPEIOTBPATUTD

4. JleficTBHS yHOMHOMOYCHHEIX OPraHOB rOCY/IapCTB-WICHOB II0 PE3YIbTaTaM OLCHKH CHTHAJIOB



765. [leficTBUSL YIIOJTHOMOYEHHBIX OPraHOB rOCYyAapCTB-WICHOB 0 PE3yJbTaTaM OLEHKHU
CUTHaJa MOTYT BapbUPOBATHCSI B COOTBETCTBUU C TPEOOBAHUSIMU, YCTAHOBICHHBIMU aKTaMuU
opranoB Co103a, UM 3aKOHOJATEIBLCTBOM I'OCYAapCTB-WICHOB, U BHIBOJIAMH 110 pe3yJibTaTaM
OIICHKH CUTHAJIA.

766. HecmoTps Ha TO, YTO PEKOMEHIALIMU COCTABIISIFOTCS MOCJIE OLECHKU CHTHAja Ha
OCHOBAaHHMH COBOKYIHOW MH(QOpPMAIIUU, HEOOXOAMMOCTh IEUCTBUI OLICHUBAETCS B XOJ€E BCErO
MpoIiecca yrpaBJICHUSI CUTHAJIOM, OIpeseisis 000CHOBAHHOCTh U 11€JIECO00pa3HOCTh OoJiee
PaHHUX JIEMCTBUM NTO MUHUMU3ALIMU PUCKA.

767. JledicTBua MmO pe3yJibTaTaM OIIEHKM CUTHajda MOTYT BKJIIOYaTh B ceOs
JOTIOJIHUTENbHOE M3YYEHHE PUCKOB WJIM MEpPbl MUHHUMH3AIMU PUCKOB, €CIM MEXaHH3MBbI
pa3BUTHUS MOJ03pEBaEMOM HEOJIArONMPUATHON peaklMM YKa3bIBalOT Ha BO3MOXKHOCTH
MpEaYyNPEeXACHUS UM CHUKEHUE CTENEHH TSHKECTH HeXeJaTeabHOW peakiuu. Eciau BbIBOJ
OCHOBaH Ha OrpaHMYEHHOW HUHGOPMAIIMU, MOXKET NOTpeOOoBaThCS MPOBEACHUE
MOCTPErUCTPAIMOHHOTO MCCIIEA0BaHUS 0€30MaCHOCTH C IIEIbI0 U3YUYEHUS MOTEHIIMAIbHOIO
BOIPOCA WK MPOOIEMBI IO OE€30MACHOCTH.

768. Eciin ynmoJTHOMOYEHHBIM OpPraH rocyJ1apCTBa-4yj€Ha HAIPABISIET AEPHKATEIIO
PETUCTPALIMOHHOTO YJIOCTOBEPEHUS 3alpOC O MPOBEACHUM JIOMOIHUTEIbHBIX ACHCTBUH, B
TaKOM 3ampoce HEOOXOJIMMO YyKa3aTh CPOK BBINMOJHEHUS ACHCTBUN, BKJIIOYAs OTYETHI O
JOCTUTHYTBIX LENSAX U MPOMEXKYTOUHBIX PE3YyJIbTaTaX MPONOPIHOHAIBHO CTEIEHU TSKECTU U
BJIUSIHUIO MPOOJIEMBI MO0 O€30MaCHOCTH Ha OO0IIECTBEHHOE 3/10POBBE (30POBHE HACEICHMUS).
JlepkaTellb  PETHUCTPAIMOHHOTO  YJIOCTOBEPEHUS U  YIOJHOMOYEHHBIE OPTraHbI
roCy1apCTB-WJICHOB JIOJKHBl YUYHUTHIBATbh BO3MOKHOCTH IPOBEJACHHUS HCCIEIOBAHUSA B
YCTAaHOBJICHHBIE CPOKH C YYE€TOM IMapaMEeTPOB HCCIEAYEeMOro Bompoca O0€30MacHOCTH,
HaIrpuMep, 4acTOThl Pa3BUTUSA M MOTPEOHOCTU B MPOCHEKTHUBHOM JU3aiiHE MCCIEOBAHUS.
Crnenyer yuuThIBaTh BPEMEHHBIE MEphl MO obOecreueHnto 0e30macHoro u 3(PpGeKTUBHOTO
MIPUMEHEHUS JIEKAPCTBEHHOTO MpenapaTra Wil YCTPAHEHUIO PUCKA, BKIIOYas BO3MOMXKHOCTh
BPEMEHHOTO TPUOCTAHOBJICHUS  JEUCTBUS  PETUCTPAIMOHHOTO  YJIOCTOBEPEHUS
JIEKapCTBEHHOTO Ipernapara.

769. B cnydae OTCYTCTBUSI pHUCKa IS NAIlMEHTOB YIIOJHOMOYEHHBIM OpraH
rocyJlapcTBa-ujieHa MOXKET MPUHSATH pelieHrue 00 OTCYTCTBUU HEOOXOIUMOCTH AaibHEHIIeH
OIIEHKH WJIN JAJIbHEUIINX JEUCTBUI.

5. O6men nadopManmei

770. Cnenyer oOecmneduTh BO3MOXKHOCTH OOMEHa HWHpOpMaIMedl MExXIy
YIIOJTHOMOYCHHBIMH OpTaHAaMH TOCYAapCTB-WICHOB, JCPKATEISIMH PETHCTPAITHOHHOTO
YIAOCTOBEPEHUS M APYTMMH YYaCTHHUKAMHU C IEJIbI0 paclpocTpaHeHus uHpopMamuu o
CUTHAJIax, cOOpa JIOMOJIHUTEIbHBIX JaHHBIX, JadbHEHIIICH OIEHKH BOIIPOca OC30MacCHOCTH U
MIPUHSTHUS PEIICHUS O 3alUTE 3JOPOBbS MAIUCHTOB.



771. IepxkaTenu perucTpaliMOHHBIX YJIOCTOBEPEHUN IMEPEeAal0T COOTBETCTBYIOIUIYIO
MH(pOpPMAIIUIO O CUTHAIAaX B YIIOJIHOMOYEHHBIE OpraHbl TOCYAapCTB-WICHOB (UTO COCTABJISET
4acTh 00513aTeNbCTB 10 (hapMaKOHAI30py U MOHUTOPHUHTY COOTHOIIEHHUS "MOJbh3a — PUCK"
JIEKapCTBEHHOr'0 Tipernapara). BanuaupoBaHHBIE CUTHAJbI, KOTOPbIE MOTYT OKa3bIBaTh
BIIMSIHUE Ha OOIIECTBEHHOE 3/I0POBBE (3/I0POBbE HACEIEHHUS) U COOTHOLIEHUE "TOJb3a — PUCK
" JIeKapCTBEHHOTO TMpemnapara, JOJDKHBI ObITh TMEpeAaHbl B YMOJHOMOYEHHBIE OpraHbI
roCyapCTB-WICHOB B COOTBETCTBUU C MyHKTamu 756 — 757 nactosmux [IpaBun. Takxe B
COOTBETCTBYIOIIUX CIIy4asiX MOJDKHBI OBITh MPEICTABICHBI MPEAIOKEHUS O BO3MOXKHBIX
NEUCTBUSAX.

772. YIOITHOMOYEHHBIE OpraHbl TOCY/IapCTB-WICHOB NEPENAIOT Pe3yabTaThl OLIEHKU

CHUTHAJIOB ACPKATCIIAM PETUCTPALIMOHHOIO0 YIOCTOBCPCHUA.

6. JlonomHuTeIbHEIE TPEOOBAHMAA K IIPOLECCY YIPABJICHHS CATHAIIOM O GHOIOrAIECKAX
JICKapCTBEHHBIX IIpemapaTax

773. HepxaTensiMu perUCTPALIMOHHBIX YIOCTOBEPEHUM OMOJIOTHYECKUX JICKAPCTBEHHBIX
MpenaparoB, KaKk U IPYTUX JEKapCTBEHHBIX MPENnapaToB, HA MPOTIKEHNUN BCETO KU3ZHEHHOTO
IIMKJIa JTOJDKHO OBITh 00ECTICYCHO BBIMOJHEHHE HETPEPHIBHOTO MOHHTOPHHTA C IEIBIO
BBISIBJICHUSI M OIICHKH TOTEHIMAJIbHBIX HOBBIX PHUCKOB, CBS3aHHBIX C Mpoduiem
oe3zomacHoct Wik 3P dekTuBHOCTH. OcoOble TpeOOBaHMUSI CBS3aHBI CO CBOWCTBEHHOM
OMOJIOTMYECKUM JICKAPCTBEHHBIM TIpernaparaM BapuaOelbHOCTHIO MPOU3BOJICTBEHHOTO
mpoiiecca, YTOo MOTEHIMAIbHO MOXET OKa3aTh BJIUsAHHE Ha Mpoduib 0e30MacHOCTU U
3(PEeKTUBHOCTH, BKIIOYAS XaPAKTCPUCTUKY W KIMHUYECKHE TIOCIEICTBUS pPHCKa
UMMYHOTE€HHOCTH. VICXO/s1 U3 ATOTO BCE ATAMbl YIPABICHUS CUTHAJIOM JTOJKHBI BBITOTHATHCS
B OTHOIIEHWH OMOJOTHMYECKOTO TMpemnapara, MNPUHAMISKANETO ASpKaTeIro
PETUCTPAIIMOHHOTO yIOCTOBEPEHUS, U B OTHOIIECHUHU JICUCTBYIONIETO BemiecTBa. B cimydae
BBISIBJICHHUS CUTHAja JOJDKHBI OBITh BBITTOJHEHBI BCE HEOOXOMMMBIC JEHUCTBUS IS
ompesieleHUs] TPUYUHBI, BKIIIOYas WICHTH(PUKAINIO TT0103peBacMoil cepuu. BrimonHsIeMbIe
OpOLIEAYPHl JTOJDKHBI XapaKTEPU30BaThCS TPEOYyEeMbIM YPOBHEM YYBCTBUTEIBHOCTH K
BBISIBIICHHIO BXXHBIX U CEPHE3HBIX PUCKOB, KOTOPHIC MOTYT OBITh CBS3aHBI C M3MEHECHUEM
IPOM3BOJICTBEHHOTO MPOIECCa MIIM KauecTBa OMOJIOTHYECKOT0 JIEKApCTBEHHOTO Mpernapara, a
TaKK€ BAXHBIMH MEXCEPUUHBIMH pa3nuuusMu. B oTHomeHWH OWOaHATOTHYHBIX (
OMOMOI00HBIX) JIEKAPCTBEHHBIX MPENapaToB Ha MPOTSHKEHUH BCETO JKM3HEHHOTO IHUKIa
JOJDKHBI  BBITIOJHATHCS TPOIEAYPHl BBISBICHHUS BO3MOXKHBIX BaXKHBIX OTIHYHH OT
pedepeHTHOro OHOJIOTUYECKOTO JIEKAPCTBEHHOTO IMpemnapara. KIWHWYEeCKH 3HAYUMBbIe
MOCJIC/ICTBHSI TTOTCHITUAIBHOTO PUCKA IMMYHOTEHHOCTH (KaK TEOPETHUECKH OTPEICIIEMOTO
TUTsE OMOJIOTHYECKOTO JICKAPCTBEHHOTO TIpernapara) O KHBI YIUTHIBATHCS M TAKKE MOJIEKAT
MOHHUTOPHUHTY Ha MPOTSHKEHUU BCETO KU3HEHHOTO IMKJIa JIEKAPCTBEHHOIO Mpernapara.

774. depxaTenasiMu perUCTPALIMOHHBIX YIOCTOBEPEHUN OMOJIOTHYECKUX JIEKAPCTBEHHBIX
npenapaToB JOJDKHO OBITh 00ECIEYeHO BBHITIOJTHEHHWE BCEX BO3MOXKHBIX MeEp, BKIOYas



UCIIOJIb30BAHME PA3JIMYHBIX METOJOB M HCTOYHMKOB HH(MOpPMALUU, A MOJIy4YEHUs
aKTyaJIM3UPOBAHHBIX U HAJEKHBIX JAHHBIX OTHOCHUTEIHHO (DAKTUYECKOTO HCIIONH30BAHUS
OTIpeJIeIEeHHOTr0 Ouojiornyeckoro mnpenapara. [Ipouecc aHanm3a JaHHBIX O (PAKTUYECKOM
MCTIOJb30BAaHNN U BBISABIIIEMBIX TOJI03PEBACMBIX HEXKEIATEIbHBIX PEAKIUAX JOJDKEH OBITH
OpPraHU30BaH TaKUM 00pa3oM, uToObI 00ecreunBanach HEMPEPHIBHOCTD BHISIBJICHUS CUTHATIA,
BKJIIOYasl BBISIBIECHHME JIOOOT0 BO3MOXKHOTO M3MEHEHMS OXKHUJaeMON 4acTOThI
PENOPTUPOBAHUS HEXKENATENbHBIX PEaKluid, TM00 U3MEHEHHE TEeHICHIINH, KOTOpas MOKET
O3Ha4aTh HOBBII CUTHaj (B YAaCTHOCTH, KaK CJIEICTBUE BHECEHUS HM3MEHEHHUI B MPOIECC
MIPOM3BOJICTBA OMOJOTHIECKOTO JIEGKAPCTBEHHOTO TIpernapara). B oTHOIIEHNN OmpeieIeHHbBIX
JEMCTBYIOIIMX BEUIECTB MOTYT BBIMOJIHATHCS TpeOOBaHuUs 10 0oJjiee YaCTOMY MOHUTOPHHTY,
BHECEHUE M3MEHEHHI B MPOU3BOJICTBEHHBIN MPOIIECC SBISICTCS OCHOBAHUEM TSI BHITIOTHEHHSI
0COOBIX Mep MO 00ECIIEUYEHNIO0 CBOEBPEMEHHOTO BBISIBIICHUSI CUTHAJIA.

775. CurHansl, BBISBISE€MbIE IPU MOHUTOPUHIE JAHHBIX IO OHMOJIOTHYECKUM
JIEKapCTBEHHBIM TperaparaM, JOJDKHBI OIEHUBATHCSA C YYETOM JAaHHBIX MO MOCEPUHHOMY
00BbEMyY BO3JEUCTBHUSI, BKJIIOYAsi HOMEpa OTIPYKEHHBIX WM PEaIn30BAHHBIX CEpUll, 00bEM
JAHHBIX CEPUI U PETHOHBI (CTPaHbl), B KOTOPbIE COOTBETCTBYIOIINE CEPUU OBUIH MOCTABIIEHBI.
Pexomennyercs MHTEHCHU(UKAIUMA MPOLECCOB PYTUHHOTO (apMakoHaA30pa C LEJIbIO
oOecriedeHns] CBOEBPEMEHHOTO BBHISBICHHS HOBBIX PHUCKOB M HM3MEHEHHH TpOoQuis
0€30MacHOCTH WM KayecTBa OMOJIOTHYECKOTO JIEKapCTBEHHOIO Mpernapara Ha J00M JTare
KU3HEHHOTO IMKJA. B OTHOIIEHMM HOBBIX CUTHAJIOB JIOJDKHA BBINOJHATHCS OLIEHKA
HEOOXOJIMMOCTH PacHpOCTPaHEHUs JAHHOTO CUTHAJla Ha MOJ03PEBAaEMbIil OMOIOTUYECKUN
JEKapCTBEHHBIM IpenapaT WIM Ha BCE aHAJOTMYHbIE JACHCTBYMOLIME BeuiecTa. [lpu
HEJOCTaTOYHOCTH JAHHBIX O MOATBEPXKICHUU CIEHU(DPUIHOCTH CHTHAja, BBISIBICHHOTO B
OTHOLIEHUU ONPEIEIEHHOIO0 OHOJIOTMYECKOTO JIEKapCTBEHHOrO IMpernapara, B LEJAX
oOecniedeHus: TpeOyeMoi PeI0CTOPOKHOCTH B OTHOIIEHUH OMOIOTHUECKUX JIEKAPCTBEHHBIX
npenapatoB 0OOCHOBAHHBIM MOKET SABJIATHCS NPUMEHEHHE PEryJlATOPHBIX JACHCTBUI B
OTHOIIICHNHY BCEX aHAJOTUYHBIX JCHCTBYIONINX BEIIECTB, BKIIOYas peepeHTHBIN Mpemnapar.
B otHOmeHun mnr060TO HOBOTO BBIABICHHOTO KIMHUYECKOTO PHUCKA, HMMEIOLIETO
UMMYHOT€HHYIO0 3THOJIOTHIO, JOJKHO OBITh BBIIIOJIHEHO IIOJHOE HCCJIEAOBaHUE IIO
OTPENCIICHUIO B3aUMOCBSI3M JAHHOTO pHCKAa C OMNPEACICHHBIM OHOJIOTHUYECKUM
JIEKapCTBEHHBIM MPENapaToM WU ONpPEEICHHON cepueil OMOIOTUYECKOTO JIEKapCTBEHHOTO
mpenapara, a TakKXe TMPUHATHI MEpbl M0 YCTAaHOBJICHUIO TPUYUHBI BBIIBICHHOTO
KJIIMHUYECKOTO PHUCKA C LENbI0 MOCIENYIOIeH pearn3alud MEpONpUITUA IO MUHUMU3ALIUN
WIN YCTPaHEHHUIO JAHHOTO pUCKa (HAapUMep, ONTUMHU3AIMH METOJOB KOHTPOJIS, STAroB
MPOM3BOJICTBEHHOT'O TIPOIIecca).

7. TpeGoBaHMA K Ka9eCTBY IPH YIIPABJICHUH CHTHAIIOM B 9aCTH 00€CIICICHHAS IMPOCICKUBACMOCTH

776. YupaBlIeHHE CUTHAJIOM OTHOCHUTCS K KPUTHYECKUM IMpoleccaM. Bammpamus,
IPUOPUTH3AIINS, OIIEHKAa, BPEMEHHBIC CPOKHU, PEIICHHUS, JCHCTBUS, IJIaHbI, PEITOPTUPOBAHUE,



a Tak)Ke WHBIE KITIOUEBbIE IPOLIETYPhI JOKHBI HAJISKAIIUM 00pa3oM TOKYMEHTUPOBATHCS U
MEePUOJUUECKN OTCIEKUBATHCSI. CHCTEMBI OTCJICKUBAHUSA TaKXKe JOJKHBI OBITh
JOKYMEHTHUPOBAHBI M BKJIOYATh B CEOSl CHUTHANIBI, B PE3yJIbTaTe MPOBEPKU KOTOPHIX OBLI
c/ieJiaH BBIBOJ] 00 OTCYTCTBUU HOBOM MOTEHIIMATBHON MPUIMHHO-CJICICTBEHHON CBSI3H PHUCKa
C OIpeJeIeHHBIM OMOJIOTUYECKUM JICKAPCTBEHHBIM TMPEMapaToM WM HOBOTO acIeKTa
M3BECTHOM B3aMMOCBSI3M TaKOTO PUCKA, TaK KaK OHM MOTYT MPHUBJIEYb 0CO00€ BHHUMaHUE B
Clydae IOCIEIYIOUIEro aHain3a. Bce 3amucu JOJDKHBI MOMJIEKATh APXUBHUPOBAHUIO U
XPaHEHUIO B COOTBETCTBUM C ACHUCTBYIOIIMMU MIPOLIETYPAMM.

8. CucreMsl KadecTBa H JOKYMEHTAIHA

777. BaxHol 0COOEHHOCTBHIO CHCTEMBI 0OpAOOTKU CHUTHAJIOB SIBISIETCS YETKOE
JTOKYMEHTHUPOBAaHHE C TIeJbi0 o0ecmedeHus Hamiexamero #u  3()QGeKTUBHOTO
(GYHKIIMOHUPOBAHUS CUCTEMBI, CTaHJAPTU3AMNKA OOS3aHHOCTEH M TPeOyeMBIX JICHCTBHIA,
BBITIOTHEHUS STUX JIEHCTBUH JINIIaMU C COOTBETCTBYIOMIEH KBamu(pUKaUel U X MOHUMaHHS
BCEMHU BOBJICUCHHBIMU CTOPOHAMH, OCYIICCTBICHHS HAJJICKAIIETO0 KOHTPOJS | (TIpH
HEOOXOMMOCTH) YCOBEPIICHCTBOBAHMSI CUCTEMBI. Mcxoast n3 maHHBIX TpeOOBaHUM TOJDKHA
OBITH pa3paboTaHa W MPHUMEHATHCS KO BCEM MpOIleccaM YIPaBICHUS CUTHAJIAMHU CHCTEMa
oOecrieueHHs] U KOHTPOJIS KadecTBa. Takke JOJKHBI OBITh pa3pabdOTaHbl, TOKYMEHTAJIbHO
obopMIICHBI W BHEAPEHBI TPOIEAYpPhl CHCTEMbl KadecTBa. JlaHHOEe TpeOoBaHME
pacpoCTpaHsIETCS Ha UCIOIB3YEMYIO0 METOIOJIOTHIO U TIEPUOIUYHOCTH BBHITIOJHEHUS paboT
10 BBISIBJICHHIO CUTHAJIOB.

778. HeobxoauMo pacnpenenuTh GYyHKIIUA U 00S3aHHOCTH OTHOCUTEIHHO JEHCTBUMA U
BEJICHUSI JOKYMEHTAIIMH, KOHTPOJISI W WU3Y4YCHHUS BOIPOCOB KAa4yeCTBA, a TAKKE MPHUHSITHS
KOPPEKTUPYIOMHUX W TPEAYNPEAUTESIBHBIX MEp, B TOM YHCIE OO0SI3aHHOCTH MO ayJauTy
o0ecriedeHsT KaueCTBa B CUCTEME YIPABJICHHS CUTHAIIAMH, BKITIOUas ayUT CyOITOApsTIUKOB
KOHTPAKTHBIX CTOPOH, BBITIOJHSIONINX KaKHe-THO00 padoThl MO JAHHOMY HAIPAaBJICHUIO.
JloikHa OBITH TapaHTUpPOBaHAa KOH(WICHIIMATBLHOCTh JaHHBIX W JIOKYMCHTAIIWH,
0€301MacHOCTh U JOCTOBEPHOCTH JTAHHBIX (BKJIFOYAs IIEJIOCTHOCTH TIPH Mepeaaye).

Cucrtema OTCIEKUBAHUS JTOJDKHA OOCCIIEYMBATH COXPAHCHUE BCEMU BOBJICYECHHBIMU
CTOpOHAMHU JaHHBIX Ha BCEX JTamax yIpaBJICHUS CUTHAJIOM C IEIbl0 (OPMHPOBAHHUS
ayIUTOPCKOTO CJie/1a, TO3BOJSIONIETO OCYIIECTBISITh MPOCIC)KUBAHUE W KOHTPOIh
JETATLHOTO BBHITIOJTHEHHS HA BCEX dTarax YIpaBJICHUS CHTHAIOM, BKIIFOYAs OIEHKY, aHAJIN3,
MPUHATUE PELIEHUH 1 000CHOBAHUE.

779. Ponu 1 OTBETCTBEHHOCTH 32 BBITIOJIHEHHE KAXKJIOTO 3Tarna AeSTEIbHOCTH, BKIIIOYAs
BEJACHHUE JIOKYMCHTAIlMM, KOHTPOJb KadecTBa M 0030p, a TakKe BBIMOJTHECHUU
KOPPEKTUPYIOMUX U MPEAYNPEAUTEIBHBIX MEPONPHUATHH, JOJKHBI OBITH ONpPENCICHBI U
JOKYMEHTAJIBHO 3a(pKCHPOBAHBI.

780. OnucaHue mpolecca yHpaBiICHUsS CHUTHAllaMd BKJIIOYAETCS JeprKaTelieM
PETUCTPAIMOHHOTO YJIOCTOBEpeHHsT B Mactep-paiin cucremsl (apmakoHaazopa.



OddexTuBHOCTh (YHKIIMOHUPOBAHUS CUCTEMBl B YacTH JAHHOTO Mpoliecca MOJICKUT

HEMPEPHIBHOMY KOHTPOJIIO, UHAUKATOPHI 3(P(GEKTUBHOCTU MpOLEcca MPEACTABISIOTCA B

MPWIOKEHUU K MacTep-(hailiry cuctemsl GpapmMakoHaa3opa. JepxaTenemM perucTpaiuoHHOTO
YAOCTOBEPEHUS JIOJDKHO OBITh OOecnedeHO (PYHKIMOHUPOBAHME CHUCTEMbBI YNpPaBICHUS

JOKYMEHTAIMEH U 3alKCsIMU B OTHOIIIEHUHU BCEX MPOLECCOB CUCTEMBI (DapMaKOHaA30pa, u4To
o0ecreynBaeT BO3MOXKHOCTh MOUCKA IOKYMEHTOB, IPOCICKUBAHUS BCEX MEP, IPUHUMAEMBbIX
C LEJbI0 U3yYEHHs TPOOJIEMBI O 0€30MaCHOCTH, a TAKKE COOIIOJEHUSI CPOKOB BBITOJTHEHUS
paccieoBaHUN W MPUHATUS PEIICHUH B OTHOIICHWHM TaKOW MpoOJeMbl (BKJIIOYAs NaThl U

MpoliecC MPUHATHS pelieHuil). B oTHomeHnn mpolecca ynpaBieHUsi CUTHAJIaMH, KaK U B

OTHOIIIEHUU BCEX MHBIX KPUTHUYECKUX MPOIIECCOB CHUCTEMBI (hapMaKoHAaI30pa, JAepKaTeieM
PETUCTPALIMOHHOTO YJOCTOBEPEHUS JOKHO OBITh 00ECIEUEHO BBIMTOJIHEHUE PETYISIPHBIX

ayJNTOB, B TOM YHUCJIE B CIy4ae NPUBJICUYECHUS K JAaHHOU AESATEIbHOCTH MOCTABIIUKOB YCIAYT U
KOHTPAKTHBIX OpTraHU3aIIHi.

781. JlokymeHTalusl, OITBEPK/1at0Iasi BHIOTHEHUE JAHHBIX TpeOOBaHUH, JOJIKHA ObITh
JOCTynHa B J1000€ BpeMsi, B YaCTHOCTU MPU HEOOXOJMMOCTH BBITIOJHEHHS OIICHKH
JI0OKa3aTeIbHON 0a3bl IO BBHIMOJHEHHBIM JACHCTBUSAM U MPUHATHIM PEIICHUSIM H
000CHOBAaHHOCTH TaKOH OLIEHKH.

782. Moxetr noTpeOoBaThCsl U3ydeHUE AOKYMEHTAIMU AepKaTelisi PEruCTPallMOHHOTO
YAOCTOBEpPEHUS O COOTIOCHUH JaHHBIX MOJOXKEHHUH 0 U MOCIe MPOLeTypbl PETUCTPALIUU B
LEJSIX OIIEHKU BBITIOJIHSIEMON JESTENbHOCTU UM MHCIIEKTUPOBAHUSI.

9. O6yuenune

783. Ilepconan A0JKeH ObITh CIIEHMATBHO O0YYEH BBITIOTHEHUIO ACHCTBHM 10 00paboTKe
CUTHAJIOB COTJIACHO pacmpeieieHHbIM (YHKIUAM U o0s3aHHOCTSAM. J[aHHOEe TpeboBaHue
OTHOCHTCS K TIEpCOHATY OTJeNa 1Mo (papMakoHaI30py, a TaKKe MePCOHATY, KOTOPOMY MOXKET
CTaTh U3BECTHO O MOTEHIMAIBHBIX CUTHAJIAX WUJIM KOTOPBIM yU4acTBYET B Mpoliecce 00padoTKu
CHUTHAJIOB, HANpUMeEp, NMEPCOHANTY aJIMUHHUCTPATUBHOTO (IIPaBOBOI0) OTJEJa, MEpCOHANy,
YY4acTBYIOIIEMY B JOKIMHUYECKHUX, MEIUIMHCKUX, (PapMaKo’NMUIAEMUOIOTHYECKUX U
MAapKETUHTOBBIX HccieAaoBanusx. OOydeHue JOJKHO MpeaycMaTpuBaTh 3HAKOMCTBO C
TEPMHUHOJIOTUEW M JOCTYNMHBIMU 0a3aMu JTaHHBIX ¢ UCTOYHMKAMHU CUTHAJIOB. [Ipoienypsl
CUCTEMBbI OOyYEHHUSI U pa3MElIEHUE TAHHBIX 00 OOYUYEHHHU JIOJKHBI ObITh HaJJICKAIIUM
00pa3oM JOKYMEHTHUPOBAHBI, PE3IOME CHEIUAIMCTOB W ONMKUCAHUE BBIMOJHIEMBIX (YHKITUN
MOJICKAT APXUBUPOBAHUIO.

10. Pomu u 00g93aHHOCTH
Poymm ymonmHOMOYEHHEIX OpTaHOB TOCYIapCTB-WICHOB

784. YIIOJITHOMOYEHHBIN OpraH rocyaapcTBa-4ieHa:



1) KOHTpONMpPYET AaHHBIE O CUTHAJaX HA CBOEW TEPPUTOPUH, BKIIIOYAs JTaHHBIE,
MTOJIyYEHHBIE U3 UHBIX HCTOYHUKOB, YKa3aHHBIX B yHKTax 704 — 707 nactosiuumx [IpaBun;
2) BBINOJHSACT BAIMJAIMIO U MHBIE ATAIbI MPOIeAYypbl 00paOOTKU CUTHAJIOB, MOJYYEHHBIX
U3 IOCTYIHBIX UCTOYHUKOB;

3) mepenaer CUTHabl, NPOUIEAIIME MNPOLEAYyPhl BAIMIAALUUA M OLEHKH, B
COOTBETCTBYIOIIUE HKCIEPTHBIE KOMHUTETHI I'OCYIAPCTB-UYICHOB C LEJIbI0 ONPEHACICHUS
1€J1€CO00Pa3HOCTH MOCIEAYIOIUX NEHCTBUN MO JajJbHEHNIEMY H3Y4YEHHMIO CHUTHAla WIH
MHWHUMM3ALUU PUCKA;

4) BINONHAET MHHOPMHUPOBAHUE JPYTUX YIIOJIHOMOYEHHBIX OPraHOB I'OCY/1apCTB-YICHOB
O BBISIBJICHHBIX CUTHAJIaX, MPOLIEANINX BaJUAaLMI0, U pa3padOTaHHBIX Mepax.

DyHKIHY 1 00A3aHHOCTH AepKaTeld PETHCTPAIAOHHOTO YAOCTOBEPESHHS

785. Jlepkatenib perucTpaliiOHHOTO YAOCTOBEPEHUSI:

1) ocyiiecTBiIsI€T HEMPEPHIBHBI MOHUTOPUHT O€30MACHOCTHU JIEKAPCTBEHHBIX MpENapaToB
1 UHQOPMUPYET YMOJHOMOYEHHBIE OpPraHbl rocyJapCTB-WICHOB O HOBOW HMH(pOpMaIuuy,
KOTOpasi MOKET OKa3aTh BIUSHUE HA YCIOBUS PETUCTPALlUU, BKIIIOYAs SKCTPEHHbBIE TPOOIEMbI
110 0€30IMaCHOCTH;

2) KOHTPOJIMPYET BCE UMEIOIINECS TaHHbIE U MH(POPMAIIHIO O CUTHAAX;

3) ocylecTBIsIeT HEMPEPHIBHBI MOHUTOPHUHT JAHHBIX COJEpkKaIuxcsi B 0a3ax JTaHHBIX
HEXeJIaTeIbHBIX PEaKIUid W IPYyTUX MCTOYHMKax MHpopmainuu o curHanax. OOHapyKeHHe
CUTHAJIOB JOJKHO BKJIIOUYATh B CE0S MX BAJIMJIALMIO C YIETOM KOMIIOHEHTOB IPEICTaBIsIeMON
uH(dOopMaImu, B COOTBETCTBHH ¢ TyHKTamu 720 — 722 Hacrosmux [IpaBui;

4) BBITIOJHSET BaJUJALMIO0 BCEX OOHAPYXEHHBIX CUTHAJIOB M COOOIIAET O HUX B
YIIOJTHOMOYEHHbBIE OPTaHbl FOCY1apCTB-UJIEHOB;

5) yBEIOMIIIET YIIOJIHOMOYEHHBIE OpTraHbl TOCYIapCTB-WICHOB B CIIy4ae BBISBICHUS
AKCTPEHHOM MPOOJIEMBI 10 OE30MAaCHOCTU B PE3YJIbTATE OCYLIECTBIEHUS AESITEIBHOCTH MO
0OHapy>KEHUIO CUTHAJIOB B COOTBETCTBHH C IMyHKTamu 756 — 757 Hacrosiux [IpaBui;

6) COTpyAHUYAET C YMOJHOMOYEHHBIMH OpraHaMHu TOCYJapCTB-YJIE€HOB B paMKax
BBIMIOJTHEHUS TMPOLEAYpPbl OIEHKH CUTHAJIOB MyTeM MPEJACTABJICHUS 1O 3ampocy
JOTIOTHUTENIbHON HH(OpMaINY;

7) obecnieuynBaeT HAJIMYME AYJIUTOPCKOrO ClIea MO BCEM MPOLENypaM BbISBICHUS
CUTHAaJA;

8) obecneuynBaeT COOTBETCTBHE HH(OpMALUM O JIEKAPCTBEHHOM IIpemnapare
COBPEMEHHOMY YPOBHIO HAYYHBIX 3HAHHM, BKJIIOYAsl PE3yJIbTAThl OIIEHKH HOBOW MH(pOpMaIIUU
0 0€30IaCHOCTH, BHINOJTHEHHOW YIIOJHOMOUYEHHBIMU OpraHaMu TOCYAapCTB-YICHOB.

11. OxcTpeHnsie mpobieMsl 10 6€e30mMacHOCTH



786. B cinyuyae monyudeHuss uHGOpMaALMU O JIEKAPCTBEHHOM IIpernapare, KoTopas
COOTBETCTBYET KpPHUTEPHSIM OKCTPEHHOW mpoOiemMbl 1o Oe30macHOCTH, Jep>KaTelb
PETUCTPAIIMOHHOIO YJIOCTOBEpEHHUs OOecrednBaeT UH(MOPMUPOBAHHE YIOTHOMOYEHHBIX
OpraHOB TOCYJapCTB-WICHOB, Ha TEPPHUTOPHUAX KOTOPHIX 3apEeTUCTPUPOBAH JTaHHBIH
JIeKapCTBEHHBIN Mpemnapar, B MUCbMEHHOM BHJIE WM O 3JIEKTpOHHOU mouTe. Mupopmanus
OTHOCHUTEJIbHO AKCTPEHHON MpOOJeMbl MO OE30MaCHOCTU MPEACTaBISETCS B MUHUMAJIbHO
BO3MOXHBIA CPOK, HO HE MO3JHEE YeM B TeueHHe 3 paboumx AHEH mocje TOro, Kak ObLIO
YCTaHOBJICHO, YTO BaJUAUPOBAHHBIN CUTHAJ WM MPobsieMa 1o 6€30MacHOCTH COOTBETCTBYIOT
OTPEJETCHUIO JPKCTPEHHOU MpoOiieMbl Oe3omacHOCTH. TpeOoBaHHE O TMpPEICTaBICHUU
uH(GOpPMaIIMU OTHOCUTEIHLHO BBISIBICHHON SKCTPEHHOMN MpoOJIeMbl 10 0€30MaCHOCTH SBISETCS
JOTIOJTHUTEIHHBIM K TPEOOBAHUIO O HE3aMEITUTEILHOM PETIOPTHPOBAHUH WHANBHUIYATbHBIX
COOOILEHNN O HEXEJATEeNIbHBIX PEAKIUAX IJIA ClydaeB, KOrja Takas mpoOjema CBs3aHa ¢
€AMHUYHBIM CIIy4aeM M0JI03peBaeMOM HeKellaTeIbHON peaKIiluu.

787. llpu yBenomiieHuH 00 SKCTPEHHOU MpoOieMe 0e30MacHOCTH AEPHKATETIO
PETUCTPAIIMOHHOTO yJAOCTOBEPEHHUS CIEAYET BKIIOYUTH B MPEICTABIAEMYIO MH(POPMAIINIO
onucaHue NpoOieMbl, CBEIEHUs] 00 MCTOYHUKE MH(POPMAIMH, JIOOBIX MJIAHUPYEMBIX WIH
OPUHATBIX MepaxX C YKa3aHHEM CpPOKOB BBIMIOJHEHHUS, a TaKXke JI0YH JOCTYNHYIO
JOKyMEHTAIIMIO, Kacalollylocs JaHHOW mpobiemsl mo Oe3omacHOCTH. JlepkaTens
PETUCTPALIMOHHOTO yIOCTOBEPEHUS 00ECTIeYBAET MpeICTaBICHIE 000N TOMOTHUTEIbHOM
uHpopManuu 1o TnpobiemMe 10 O0€30MacCHOCTH B YIOJHOMOYEHHBIE OpTaHbl
roCy/1apCTB-YWICHOB, KaK TOJIbKO OHAa CTAHOBHUTCA JJOCTYITHOM.

788. Ilo dakTy nmonyueHus yBeaoMiIeHUSI 00 SKCTPEHHON mpobieme Mo 6e30MacHOCTH
YHIOJHOMOYEHHBIM OPraHOM TOCYJapCTBa-ujeHa BBITIOIHSAETCS He3aMeUIUTEIbHas OlEeHKa
CTENEHU CPOYHOCTU U MOTEHUUAIBHOTO BO3JECUCTBUS TakoM MpoOJeMbl, a TaKxKe
OTIPEACIISAIOTCS MOCIEAYIONINE ACHCTBUS M BO3MOXHBIC PETYJIATOPHBIE MEPHI B OTHOIICHUHU
BBISIBJICHHOU MpoOsieMbl. B ciyyae onpeneneHusi COOTBETCTBUS SKCTPEHHOU MPOOIeMbl IO
0€30MacHOCTH KPpUTEPHUSIM MHIUACHTA YIIOJTHOMOYSHHBIM OPTaHOM TOCYIapCTBa-UIeHa MOTYT
BBITIOJIHATHCS  JTOTIOJHUTEIbHBIE KOHCYJNbTAIlMM C MPUBICYCHUEM COOTBETCTBYIOIINUX
KOMIIETEHTHBIX OpTraHu3alUuil C IeJAbl0 OLEHKU W MPUHATHS HaJIeKAIUX MEpP 0
MPENOTBPALICHUIO CEPHE3HOTO BIUSHUSA HAa OOIECTBEHHOE 3/I0POBbE (310POBbE HACEIEHU).

789. UHIIUACHT MO JIEKApCTBEHHOMY MpENapaTy MOXKET OBITh CBSI3aH C Ka4e€CTBOM,
3(pheKTUBHOCTHIO UM TMpobjemMaMu 1Mo O€30MacHOCTH, HO, Haubojiee BEpPOATHO, C
npoOaeMaMu 6€30macHOCTH U (M) KadecTBa (M, BOZMOXHO, C TIOCIETYIONUM JAePUITUTOM
noctaBok). Heo6xonuMo mpruHUMAaTh BO BHUMaHHE, YTO CUTYalllH, KOTOPhIE H3HAYAIBHO HE
OLICHHUBAIOTCSI KaK CEpPhE3HbIC ISl 3/I0POBbs HACEJICHHs, HO CTAHOBSTCS OOIIETOCTYIHBIMU
MIOCJIE OCBEIIEHHUS B CPEJCTBAX MAacCOBOM HMHQOpMAIMU WM UHBIX HHPOPMAIMOHHBIX
pecypcax, ¥ MOTYT IPHBECTH K CEpbe3HOM O0ECIOKOCHHOCTH HACENEHHS B OTHOUICHUHU
JIEKapCTBEHHOTO Tpernapara, Takke, BO3MOXHO, IOJDKHBI PaclieHUBATHCA KaK Ype3BbIYaliHbIC
CUTyallud. AHAJIOTHYHBIM 00pa3oMm, JApyrue CHUTyallud, KOTOpbIE MOTYT OKa3aTh



OTPHULIATENLHOE BIMSIHUE HA HAAJICKAIlEe TIPUMEHEHHE JIEKaPCTBEHHBIX CPEICTB (HArpuMmep,
CUTYyallMd, TPHUBOJAAIIME K MPEKPAIICHUIO MpUeMa JIEKAPCTBEHHOTO CPEJCTBA), MOTYT
OTHOCHUTHCS K ONPEACIICHUIO YPE3BBIUANHON CUTYALUU.

790. UHIMIEHT 10 JIEKApCTBEHHOMY MpemnapaTy OTHOCUTCS K 3apeTrHCTPUPOBAHHOMY B
EBpazniickoM ’KOHOMHUYECKOM COI03€ JIEKAPCTBEHHOMY IpernapaTy, HE3aBUCHMO OT CI1oco0a
perucTpauuu;

791. epxaTenab perucTpalliOHHOTO yIOCTOBEPEHUS TOJKEH 00ecnieuuTh 3P (HeKTUBHOE
B3aUMOJICHCTBUE U COTPYIHUYECTBO C YIIOJIHOMOYEHHBIMH OpraHaMH TOCYJapCTB-YICHOB Ha
ATarnax OIEeHKH YKCTPEHHON MPoOJIeMbl 10 O€30MaCHOCTH.

792. B mensx mpeaoTBpaileHUsi HEOOOCHOBAHHOW MEPETPYy3KH U OOeCTeYeHUs
3¢ hexkTUBHOCTH PabOTHI AepKATEISIM PETUCTPALMOHHOTO YIOCTOBEPEHHUSI CIIEIyET COOOIIaTh
TOJIBKO O TAKMX IKCTPEHHBIX MpobieMax 0e30MacHOCTH, TO €CTh CPOYHOCTh U CEPHhE3HOCTh
KOTOPBIX HE JOMYCKAOT 33JI€PKEK B OLICHKE U MIPUHATHH MEP.

793. B cnyyae eciid o pe3yjbTataM OLEHKU 3KCTPEHHOU MPOoOJIeMbl, 10 O€30MacCHOCTH
Jep>KaTeJIeM PErUCTPAlMOHHOTO YIOCTOBEPEHUSI TPUHUMAETCS PELIEHUE O IPUHATUN OJTHOU
U3 CIENYIONIMX MEp: BPEMEHHAasl WM MOCTOSHHAsT OCTAaHOBKA peaiM3alliu U MPUMEHEHUS
JIEKapCTBEHHOT'0 Ipemnapara, OT3bIB JJEKapCTBEHHOTO IpenapaTa ¢ pbIHKa, 3allpoC Ha OT3bIB
PETUCTPALIMOHHOTO YAOCTOBEPEHHUS WJIM OTKa3 OT IOJayd 3asBJICHUS Ha TMOJTBEPXKICHUE
PETUCTPAIMOHHOTO YJIOCTOBEPEHHUS, B YMHOJHOMOYEHHBIE OpPraHbl TOCYJapCTB-WJICHOB
CJIEy€T HAMPABUTh YBEIOMJIEHUE O IPUHATUN TAKUX PELICHUI U MEP.

794. HoBas undopmanuss o 0€30MaCHOCTH, CBA3aHHAsI C HECOOTBETCTBUEM
JEKapCTBEHHOTO Tpemapara TpeOOBaHUSIM K KA4eCTBY WJIM TNPUMEHEHUEM
(danbcupUIMPOBaAaHHOTO JIEKAPCTBEHHOTO TMpernapara, KoTopas MOKET MOBJIUSATh Ha OICHKY
COOTHONIEHUS '"MoNb3a — PUCK'" JIEKAPCTBEHHOrO Mpemnapara U MPHUBECTH K CEPbE3HOMY
OTPaHUYCHUIO B TIOCTaBKE JIEKAPCTBEHHOTO Mpernapara, TaKKe He MOJICHKHUT MPEICTABICHUIO
B YNOJHOMOYEHHBIC OpraHbl TOCYJAapCTB-UJICHOB KaK OJKCTpEHHas mpobiiema 1o
0€e30MacHOCTH M TPEACTAaBISAECTCS B COOTBETCTBUM C TPEOOBAHUSAMH 3aKOHOAATEIHCTBA
roCyJ1apCTB-4JICHOB O MpPEJCTaBiIeHUU UHGOPMALIMM, KACAIOIIECHCsl OTKIOHEHUN KadecTBa
JIEKapCTBEHHOr0 IMpenapaTra OT TpeOOBaHUM, YCTAaHOBIEHHBIX K KadeCTBY JTOTO
JIEKapCTBEHHOTI'O IIpenapara.

12. MosuTOpHHT eqrHON HHPOPMAMOHHOK 0a3bl JAaHHKIX IO BEIABICHHEIM HEXEIaTeTbHBIM
peakuaM (IefiCTBHAM) Ha JIEKapCTBEHHBIE CPEACTBa, BKIIOYAIOMas COOOmEHn 0
He3()(PEeKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB

ITopsimox mocTyna x 6a3e HaHHBIX HEXKEIATEIHHBIX PEaKIHi

795. YIOMTHOMOYEHHBIE OPTraHbl TOCYIAPCTB-YIEHOB UMEIOT JOCTYI KO BCEM 3JIEMEHTAM
JTaHHBIX UHAUBUIYATBHBIX COOOIIEHUN O HEXENaTeIbHbIX PEAKIUAX, KOTOPhIE BKIIIOUECHBI B
euHYyI0 UHGOPMALMOHHYIO0 0a3y JaHHBIX IO BBISBJICHHBIM HEXEIATENbHBIM peakiusm (



NEHCTBUSAM) Ha JICKAPCTBEHHBIE CPEJICTBA, BKIIFOYAIOIIAS COOOIICHUS O HEI(PHEKTUBHOCTH
JIEKapCTBEHHBIX CPEJICTB (J1ajiee — 0a3a JaHHBIX HEXKENaTeIbHBIX PEaKIui).

796. Jlepxateln peruCTpalliOHHBIX YIOCTOBEPESHUN UMEIOT JOCTYII 0€3 OrpaHUYCHHS KO
BCEM DJIEMEHTaM JaHHBIX WHJMUBUIYaJbHBIX COOOIIEHHH O HEXKeJIaTeNIbHBIX PEaKIUiX,
KOTOpbIE ObLIM MPEACTABIICHBI ISl BKIIOYEHHUS] B 0a3y JaHHBIX HEXKETATENbHBIX peakiuil
CaMUM JIEpXKATEJIEeM PErucTPAllMOHHOTO YJAOCTOBEpPEHUs. B OTHOIIEHWH APYTrUX
WH]JIUBUYaTbHBIX COOOIIEHUI O HEXKEJAaTEeIbHBIX PEAKIUIX, BKIIOYEHHBIX B 0a3y JTaHHBIX
HEXKEeNIaTeNIbHBIX PEeaKIui, AepKaTeIsIMU PETrUCTPAIMOHHBIX yJAOCTOBEPEHUM MOXKET OBITh
HaIpaBJIeH 3ampoc ISl MOJYyYEeHUsSI JOCTyNa K pacIIMPEeHHOMY OOBbEeMY AJIEMEHTOB JaHHBIX
MHJIUBUYyaTbHBIX COOOIICHUH, BKJIIOUas OMMCAHHUE CIIy4aeB HEXKeJIaTeIbHBIX PEaKIuid, C
MIPEJICTABIICHUEM TTOATBEPKICHUSI O COOTIOICHUHN KOH(DUACHIIMATbHOCTH U UCTI0JIb30BAHUHU
JAHHBIX O TaKWX COOOIICHHSX TOJBKO JISl BBIMOJHEHUS PAabOT B paMKax yYIPaBICHUS
CUTHAJIaMH.

IleproguaHOCT MOHUTOPHHTA

797. depxkaTenssMHu perucTpalMOHHbIX YAOCTOBEPEHNUN U YIIOJHOMOYEHHBIMU OpraHaMu
roCyJapCTB-WICHOB JOJKEH OBITh 00€CrnedYeH HENmpepbIBHbI MOHUTOPUHI 0a3bl JaHHBIX
HEXKENATEIbHbIX peakuusax. YacToTa MOHUTOPHHIA OIpPENEIseTCs] MNPONOPLUUOHAIBHO
UJECHTU(DUIIMPOBAHHBIM PHUCKaM, MOTEHLUHUAIBHBIM PUCKAM UM HEOOXOJIMMOCTU TMOJIYyUYEHHUS
JOTIOJIHUTENBHON MH(POPMAIMH O JIEKAPCTBEHHOM IpernapaTe Wi AeHCTBYIOIIEM BEIIECTBE.

798. YacToTa MOHUTOPUHIA AaHHBIX 0a3bl JAHHBIX HEXKEJIATEIbHBIX PEAKIIMSIX MOMKET
U3MEHSTHCS N0 Mepe HAKOIUICHHs JaHHBIX MO MpOoUiI0 0€30MacHOCTH JIEKAPCTBEHHOTO
npernapara Wi JeHCTBYIOIIEro BEUIECTBA C yUETOM CIEAYIOLINX (PaKTOPOB:

NEPHUOJ BPEMEHU C IaThl IEPBOM PErUCTPALIUN;

CTENIEHb BO3JICHCTBHS HA MTALIUEHTOB;

Ba)KHbIE NOTEHUUAJIbHbBIE PUCKH U OTCYTCTBYIOIIAss MH(pOpManus (COTJIAaCHO IJIaHy
YIIPaBJICHUS PUCKAMH);
4acTOTa MPEACTABICHUS IEPUOANUECKOT0 OOHOBIISIEMOr0 OTYETAa 10 O€30MacHOCTH;
YUCJIO MHAWBHUAYAJIbHBIX COOOIIEHUN O HEXEIATEIbHBIX PEaKIUAX, IMOJYyYEHHOE 3a
JAHHBIN IEPUO;

HaJM4KMe O0COOBIX CUTYallMi, CBA3aHHBIX ¢ IpoOieMaMu Mo 0€30MacHOCTH (HampuMep,
HEepUOo/I POBEICHUS KOMIIAHUY MO BAKI[MHALINHN).

799. JlepxaTtenu pErMCTPALlMOHHBIX YIOCTOBEPEHUN OJKHBI OINPENCIUTH
COOTBETCTBYIOLIYI0 YacTOTy MOHHUTOPMHIA KaXXJOr0 M3 JEUCTBYIOIIMX BEUIECTB WIH
JIEKApCTBEHHBIX MPENapaToB, B OTHOLIEHWH KOTOPBIX BBIMOJHSAIOTCS 00s53aTENIbCTBA MO
00eCreueHrI0 MOHUTOPUHTa. MUHUMaJIbHas PEKOMEHIyeMasl IepUOoAUYHOCTh MOHUTOPUHTA
0a3bl JaHHBIX HEXKENATEIbHBIX peakinil cocTaBisieT 6 MecsieB. boiee yacTblii MOHUTOPUHT
IIPOBOJIUTCS B OTHOLIEHHUH JEHCTBYIOIINX BEUIECTB, BKIOYEHHBIX B CIIUCOK JIEKAPCTBEHHBIX
[pEenapaToB, MOJJIEKAIUX JTONOJHUTEILHOMY MOHUTOPUHTY, 32 MCKJIIOYEHHEM CIIy4aes,



KOrJla €IMHCTBEHHBIM OCHOBAaHWEM JUIsl BKIIOUCHHS B TEPEUCHb SIBISIIOCH TpPEOOBaHUE O
BBITIOJIHEHUU TMOCTPETUCTPAIIMOHHOTO UCCIIeIOBaHUs OE30MacHOCTH JIEKapCTBEHHOTO
npenapata. YacToTa BBIIOJIHEHUS! MOHUTOPUHTA, BKJIKOYAasi BHOCUMbIE U3MEHEHUSI, a TAK¥KE €€
000CHOBaHME TOJICKAT IOKYMEHTUPOBAHUIO B COOTBETCTBUM C BHYTPEHHUMHM IIPOIIeaypaMu
OpraHu3aluH.

Anaym3 6a3sl JAAHHBIX HCKCIIATCIBHBIX PCAKITAAX

800. Bb16op koMOMHAMK JEKapCTBEHHOIO MpenapaTa U HeXeIaTeIbHOW peakiuu s
BBITIOJTHEHUSI TOCJIEAYIONEro 0030pa MaHHBIX JOJDKEH OBITh OCHOBAaH Ha HAY4YHO
000CHOBaHHBIX (hakTOpax, (HapuMep, KOJUYECTBE CIIy4aeB, COOTBETCTBYIOIINUX 3HAYEHUSAX
CTATUCTHYECKUX TIIOKa3aTesieil, JaHHbIX N0 Npoduiao OEe30MaCHOCTH JIEKapCTBEHHOTO
npernapara, KIMHUYECKOW 3HAYMMOCTH, CONYTCTBYIOIIEM HEXKEJIATeIbHONH peakuuu
COCTOSIHUIO TAIMEHTa, OCOOEHHOCTAX MOMYJISIUNA U JaHHBIX HpealiecTByouen olenku). He
BCE CJllydyaW BBISBIECHUS JUCHPONOPLUUOHAIBHOCTU PEMNOPTUPOBAHUS  IOJJIEHKAT
nocyienywieMy u3ydeHuto. OnpeniesieHHbIE BbISBICHHbIE KOMOMHALUH JIEKAPCTBEHHOTO
npernapara W HEXKEJNATEeNbHOW peakiuu, [Js KOTOPBIX HE YCTAaHOBJIEHA
TUCIIPONOPLUOHATIBHOCTD PEMOPTUPOBAHMS, TPEOYIOT MOCIEAYIOIIETO U3yUYEHHUS C OLICHKON
0a3bl TaHHBIX HEXKEIATeIbHBIX PEAKIIH.

801. B pesynbraTax 00630pa 0a3bl JaHHBIX O HEXEIATEIbHBIX PEAKIUIX COAEPKATCA
CBEJICHUS O JIEHCTBYIOIIEM BEIIECTBE WM KOMOWHAIMYM JACHCTBYIOMUX BemecTB. Hayunas
OllEHKa JIaHHBIX JOJDKHA TMpeaycMaTpuBaTh OINpeAesieHue BEpPOATHOCTH TOTO, YTO
HaxoAsAUKCs B pabdOTE CUTHAT MOXKET OBbITh XapaKTepeH Ju00 N BCeX, TUOO0 TOIBKO s
ONpEIECIICHHBIX JIEKAPCTBEHHBIX MPENAPATOB, COACPKAIINX TAHHOE AEHCTBYIOIIEE BEMIECTBO
WIW KOMOMHAIMI0 JEWCTBYIOLIMX BemecTB. JlepkaTensiMu perucTpaluOHHBIX
YAOCTOBEPECHUI MPHU aHAIN3€ JOJKHBI YUUTHIBATHCS BCE WHIUBHUIyaTbHBIE COOOIICHUS O
HEXENATENbHbIX PEaKLUsIX, CBA3aHHBIE C 0€30MaCHOCTBIO JIEKAPCTBEHHOT'O Mpenapara.

802. Ilpu Banmupmanuu CUTHAJIA aHAIU3 UHPOpPMAIUH, COAEpIKaIIeics B 0a3e JaHHBIX
HEeXeNaTelIbHbIX PEeaKIU, JOJKEH BBIMOJHATHCS C YYETOM MPEIUIECTBYIOIUX CBEAECHUN O
CUTHaJIe, CTETIEHU JI0KA3aTEIbHOCTH B3aUMOCBSI3M MEXK]y CUTHAJIIOM M JIEKAPCTBEHHBIM
IpenapaToM M KIMHUYECKON 3HAUMMOCTHU. YIIPABJICHHE 3alHUCSIMU B YaCTH MOHUTOPHUHIA U
aHanu3a 0a3bl JTAHHBIX BBIMOJHSAETCS B COOTBETCTBUU C BHYTPEHHHMHU MpOLEIypaMu
OpraHU3aluu.

TTopsimox yBeroMIIeHHS IEPIKATEISIMA PETUCTPAMOHHOTO YXOCTOBEPEHUA YIIOTHOMOYECHHEIX
OpPraHOB I'OCyapCTB-WICHOB O CHT'HAJIaX, BEIABJIEHHBIX HA OCHOBAHHM MOHUTOPHHTA 0a3bl JaHHBIX
HE)KeJIaTEeIbHBIX PeaKIAIX

803. B ciuyuyae BBISIBI€HUS NpPU BBINOJHEHHUM MOHHUTOPUHIa 0a3bl JaHHBIX
HEXKEJIATEIIbHBIX PEAaKIMIX HOBOI'O CUTHaja JAEPKATEIEM PETMCTPALIMOHHOIO YAOCTOBEPEHUS



JO0JDKHA OBITH BBIIOJIHEHA BaMJALUs TaHHOTO CUTHAJIa U MOCJeayollee HHPOPMUPOBAHHE
YIOJIHOMOYEHHBIX OPraHOB IOCyAapCTB-YJIE€HOB.

804. Banunanus curdana JIoKHA BKIIOYATh B ¢eOsl TINATENBHBIN aHAIU3 JAeprKaTeaeM
PErUCTPALlMOHHOTO YAOCTOBEpPEHUs] MHQOpMaIuuU, cojepxaiiericss B 0a3ze JaHHBIX O
HEeXeNaTeNbHbIX peakuusx. JJisi BaluMIMPOBAHHBIX CUTHAJIIOB aHAJIU3 CIEAYET JONOJIHHTH
OILICHKOM JPYTUX AOCTYIHBIX JaHHBIX (HampUMep, colepKaliuxcs B 0a3e TaHHbIX JIep KaTens
PErUCTPALIMOHHOTO yIOCTOBEPEHUS, CTAThU B HAYYHON MEIMIIMHCKOM JINTepaType, JaHHBIX
KIIMHUYECKUX HCCIEN0BaHMi). JlepkaTeneM perucTpaioHHOrO YJIOCTOBEPEHHMS, I10
BO3MO’KHOCTH, JOJDKHA OBITh BBIMIOJHEHA OIIEHKA paclpocTpaHeHus uHdopManuu o0
YCTAHOBJIECHHOM HOBOM pPHUCKE Ha Jpyrue JIEKapCTBEHHBIE IpENaparsl, COJEprKallne
aHAJIOTUYHOE JICHCTBYIOIIEE BEIIECTBO (3a HCKJIIOYEHHEM CIydyaeB BBISBICHHS PHUCKAa,
OTHOCSILIErocsl K OIPEAEIECHHOMY JIEKapCTBEHHOMY IpenapaTry). B paHHOM ciydae
UH(OpPMAIIMIO O JICKAPCTBEHHOM IIpernapare clielyeT MPUBECTH B COOTBETCTBHUE C HOBBIM
BBISIBIICHHBIM PUCKOM IOCPEACTBOM BHECEHHSI M3MEHEHHI B YCIOBUS PErUCTPALMOHHOTO
yAOCTOBEpEeHUS. [lepKaTento perucTpallMOHHOTO YAOCTOBEPEHUS TAKKE CIEIYET YUUTHIBATh
MHPOpPMALIMIO O CHUTHaJaX, MyOJUKYEeMYI0 WM HaxXOJALIYyIOCSd Ha pPacCMOTPEHUHU
YIOJIHOMOYEHHBIX OPraHOB I'OCYAapCTB-YJIEHOB.

805. Ha ocHOBaHMM BBINOJHEHHON COOCTBEHHOM OLIEHKH JEpKaTeb PErUCTPALIUOHHOTO
YAOCTOBEPEHUS BIIpaBE CAENATh CIAEAYIOIINE 3aKI0YEHUS B OTHOLIEHUY CUTHAJIA!

a) CUTHAJ MOKET ObITh OTHECEH K YMCITY OTKJIIOHEHHBIX;

0) cUrHaJI ABJISIETCSI HOBBIM PUCKOM;

B) CUTHAJI IIPEJICTABIIIET COOON M3MEHEHUE paHee U3BECTHOTO PUCKA;

I') ISl OLICHKU CUTHAJIa HEOOXOIUM MOCIIEAYOUINI aHaIN3, KOTOPBIM TOJKHBI TPOBOUTH
YIIOJIJHOMOYEHHBIE OpPTaHBbl.

807. 3akiIt0ueHrue O TOM, YTO CUTHAJI SIBJISIETCS HOBBIM WJIM U3MEHEHHBIM PUCKOM U (UJIN)
0 HEOOXOUMOCTH AaJIbHEHIIEr0 aHajan3a, KOTOPbIN JTOJKHBI TPOBOJAUTH YIIOJTHOMOYEHHbBIE
oprassl, sBisieTcst Toukoi otcuera ("aHem 0") CpPOKOB yBEIOMJIEHHUS! O CUTHAJIE, YKA3aHHbBIX B
HACTOSIIIEM JIOKYMEHTE.

808. YcTaHOBIEHHWE HOBOTO MJIM M3MEHEHHOI'O PHUCKA, KOTOPBIM TpeOyeT U3MEeHEHUs
YCJIOBHM PErHCTPAlMOHHOTO YAOCTOBEPEHUS, SIBIISIETCS OCHOBAHUEM JIJIS MIOJIaYM 3asiBJICHUS
Ha U3MEHEHHUE YCJIOBUM pPETUCTPALMOHHOTO YJOCTOBEPEHUS, €CJIU JIepKaTelb
PErUCTPALlMUOHHOIO YJIOCTOBEPEHHUS! HE CUYUTAET, YTO MOCIEAYIOUIMNA aHalUu3 CUTrHaja
YIIOJHOMOYEHHBIMU OpraHaMH sBJsieTcsl onpaBaaHHbM. [locienyromuii  aHanus
YIOJHOMOYEHHBIMU OpraHaMHM MOXET OBbITh 3alpollleH B cllydae, €Cclid BaJIUIUPOBAHHbIE
CUTHaJIbl HA OCHOBAHMM BBINOJHEHHOW JAEpKaTelleM PErHMCTPALMOHHOIO YAOCTOBEPEHUS
OLICHKU HE MOTYT OBbITh HU ONPOBEPIHYTHI, HU MOJITBEPKACHBI KaK HOBBIE UM U3MEHEHHbIE
PHUCKH.

809. UndopmupoBaHue 0 CUTHAJIaX, TPEOYIOMIMUX BBHIMOJHEHUS JaJbHEUIIEro aHalu3a
YIOJIHOMOYEHHBIMH OpPraHaMH, MOKET OCYIIECTBIIATHCS TOJIBKO B PAMKaX MEPUOIUUYECKOTO



OOHOBJIIEMOTO OTYeTa MO OEe30MacCHOCTH B Ciyyae, €CJIU BBINOJHSIOTCS YCIOBHUS,
MIPENYCMOTPEHHBIE MyHKTaMK 782 — 784 nacrosmux IIpaBui. Eciy ykazaHHbIE yCIOBUS HE
COOJIOIAIOTCS, JIEpKaTEIeM PEeruCTPAllMOHHOTO YIOCTOBEPEHHSI IOJKHO OBITh HApaBJIeHO B
YIOJTHOMOYEHHBIE OpPraHbl TOCYJAPCTB-YJEHOB OTIEJIIBHOE YBEIOMIICHHME O CHUTHAJlE B
COOTBETCTBHHM C IMyHKTaMHu 785 — 788 Hacrosamux [Ipasuir.

810. YBenomiieHHE yIOJHOMOYEHHBIX OPraHOB rOCYJapCTB-UJI€HOB 00 OTKJIOHEHHBIX
CUTHaJaX OCYIIECTBISAETCS TOJBKO IMOCPEACTBOM BKIKOYEHHUS JAHHOW HMH(OpManuu B
MEePUOINYECKUN OOHOBIIAEMBIN OTUET 1O 0€30MaCHOCTH.

811. HMudopmupoBaHue YMNOJHOMOYEHHBIX OpPraHOB TOCYAApCTB-UYJIEHOB O
BaJIUJAUPOBAHHBIX CUTHAJIaX, TPEOYIOIIMX HEMEIJICHHOTO BHUMAaHMS, OCYIIECTBISETCS B
paMKax Mpoleayphl yBeIoMIeHUs: 00 SKCTpPEHHOW IpobieMe Mo 0e30MacCHOCTH COTJIACHO
nyHKTaM 756 u 757 Hacrosmux IIpaBui.

13. VismeHeHHE yCIOBHM PErHCTPAHOHHOTO Y IOCTOBCPCHHA

812. JlepxkaTeneM perucTpaliMoHHOTO YJOCTOBEPEHUS HAa OCHOBAaHUM COOCTBEHHOM
OIIEHKU BBISIBJICHHOT'O CHUTHala TMpPU OCYIIECTBICHUM MOHUTOPUHIa 0a3bl JaHHBIX
HEXEeNATEIbHbBIX PEAKIIUA MOXKET ObITh C/IEJIaHO 3aKII0OYEHUE OTHOCUTENBHO HEOOX0IUMOCTH
BHECEHMS W3MEHEHUN B HHGPOPMALMIO O JEKApCTBEHHOM mpemnapare W (WIM) IJIaH
yIpaBJ€HUs] PUCKaAaMU B CBSI3M C TMOJIYYCHHBIMU HOBBIMU JaHHBIMU. B Takux ciydasx
NEPKATEII0 PErUCTPALIMIOHHOTO YJIOCTOBEPEHUS CIEAYET MOAaTh B COOTBETCTBYIOIIUE
YIOJITHOMOYEHHBIE OPTaHbl 3asBJICHUE O BHECCHUU U3MEHEHUM B YCIIOBUS PETUCTPAIMOHHOTO
YIOCTOBEPEHHUS B HauOOJEe KOPOTKUE CPOKHU, HO HE MO3/IHEEC YEM MO UCTCUCHHUH 3 MECSIIECB
NOCJI€ 3aBEPIICHUS] OLEHKHW CHUTHaja, IO pPe3yJibTaTaM KOTOPOW CHUTrHajl OLEHEH Kak
COOTBETCTBYIOIIHNI OMPEACICHUIO BAXKHOTO PHUCKa, MO0 B T€UCHUE 6 MECAILEB B cllyyae
HE)KENATEIbHbIX PEAKINNA UM PUCKOB, KOTOPHIE HE CUUTAIOTCS] BAKHBIMH.

813. B yka3aHHbIX B yHKTE 779 HacTosmux [IpaBui ciiydasx oTIeIbHOE YBEIOMIIEHUE O
CUTHAJIC B COOTBETCTBHM C NyHKTamu 785 — 788 Hacrtosmmx I[IpaBun He Tpebyercs,
MOCKOJIBKY TIpeJjlaraéMble MU3MEHEHUsI M COOTBETCTBYIOIAsl JIOKa3aTeldbHas 0a3za OyayT
OIICHMBAThCS YIMOJTHOMOYEHHBIMUA OpraHaMH B paMKaxX MpPOLEaypbl BHECEHUS! U3MEHEHUN B
YCJIOBUS PETUCTPALIMOHHOTO YI0CTOBEPEHHUS.

814. [epxaTensiM perucTpaliOHHOTIO yIOCTOBEPEHUS ClieayeT co0oaaTh TpeOoBaHus
akToB opranoB Coro3a B 4YacTH BHECEHUS W3MEHEHHUH B YCIOBHUS PETUCTPALMOHHOTO
yIOCTOBEPEHHUs, a TaKXke B COOTBETCTBYIOIIMX CilydasX KOOPJIAHMHUPOBATH C
YIIOJTHOMOYEHHBIMU OpPraHaMU BOIPOCHI, CBSI3AHHBIE C TOATOTOBKO 3asBJIICHUSI O BHECEHUU
M3MEHECHUU.

14. BinodeHue CATHAJIA B IEPHOAWIECKHI OGHOBIAEMEIH OTIET 10 6€30IIacCHOCTH



815. B ciyuae eciiv nepuOJUYHOCTh IPEICTABICHUS IEPUOANUECKOTO0 OOHOBIISIEMOTO
oTdyeTa Mo OE30MACHOCTM B OTHOIIEHUHM JEHCTBYIOUIErO BEIIECTBA JEKAPCTBEHHOTO
npenapara CcocTaBisieT 6 MeCALEB II0CJIE€ 3aBEPUICHHUS OLEHKH JAepikKaTeleM
PETUCTPALlMOHHOTO YJIOCTOBEPEHMSI BBISIBICHHOIO 10 pe3yJabTaTaM HENPEPHIBHOTO
MOHUTOpHUHIa 0a3bl JaHHBIX HEXKENIaTEeNbHBIX pEaklHWil CUTHaia, MPEAOCTABICHHE B
YIOJTHOMOYEHHBII OpraH rocyJapcTBa-yj€Ha OTAEIBHOIO YBEAOMJICHHS O CUTHAaJlle B
COOTBETCTBUU ¢ MyHKTaMu 785 — 788 nHactosmux IIpaBun He TpeOyercs. Ecnu nepxarenb
PErUCTPALIMOHHOTO YJIOCTOBEPEHUS 3aBEPIINJ OLIEHKY CUTHajla IMOCJI€ HACTYIUICHHS JaThl
3aKphITHS 0a3 aHHBIX, HH(OPMALU O JAaHHOM CHUTHajie MOJJICKUT BKIIOUEHHIO B pa3fel
NEePUOMYECKOTO OOHOBIsiEMOro oTdera mnmo Oe3omacHoctu "BaxkHas wuHdopmanus,
MOJIyYeHHas IOCJe 3aBEpIICHUS] MOATOTOBKH MEPHOJUYECKOr0 OOHOBIISIEMOrO0 OTYETa IO
6e30macHOCTU" OJJHOBPEMEHHO € MPEIOKEHUEM O ajlbHEHIIEeM YIIPaBICHUN CUTHATIOM.

816. Ha ocHOBaHUM OIIEHKM COBOKYMHBIX JaHHBIX O O€30MacCHOCTH U aHau3e
COOTHOIICHHUS "TONb3a — PUCK', MPENOCTABIEHHBIX MJISI BKIOYEHHUS B NEPUOIUYECKHUI
OOHOBIIIEMBIM OTYET MO OE30MAaCHOCTH, JEepKATeIb PETHCTPAIMOHHOTO YJIOCTOBEPEHUS
JOJDKEH cJenaTh BbIBOJABI O HEOOXOAMMOCTHM BHECEHHUS H3MEHEHUH B YCIOBUSA
PETUCTPAIIMOHHOTO YJOCTOBEPEHUS M (WUJIM) MPUHATUS MEp, BKIoUYas JOObIe M3MEHEHUS
0100peHHON MH(OpMalMK O JEKApCTBEHHOM Ipernapare B OTHOIICHUH JIEKAPCTBEHHOTO
npenapara, JUisi KOTOpOTOo ObLI MpPEACTaBICH MEPUOIUYECKUM OOHOBIISIEMBIH OTYET IO
0€30MacHOCTU. DTO TaK)K€ OTHOCUTCA K BBIBOJAM, OCHOBAHHBIM Ha OIIEHKE CHUTHAJIOB O
0€30IacHOCTH.

817. BHe 3aBUCUMOCTM OT MCTOYHUKA IMOJy4YE€HHUS WHPOpPMALMU O CUTHAJE B
MEePUOINYECKHI OOHOBIISIEMBIN OTYET N0 OE30MaCHOCTH BKIIIOYAeTCsl MH(popmanus 000 Beex
BAJIMIUPOBAHHBIX CUTHAJIaX M DKCTPEHHBIX MpoOjeMax Oe30MacHOCTH, B OTHOIICHUHU
KOTOpBIX OblJla BBIMOJHEHA OLIEHKAa Ha MPOTSHKEHWHM OTYETHOrO mNepuoia JMOOo mocliie
3aKpBITHS 0a3 TAHHBIX.

15. CnenmansHOE yBEIOMIICHHE O CUTHAII®

818. B cnyuae ecnu aepkaTeiaeM pEeruCTPalMOHHOTO YAOCTOBEPEHHUS HA OCHOBAHUU
BBITIOJIHEHHON OIIEHKU CUTHAaja, BBISABICHHOTO MOCPEACTBOM MOHHMTOPUHTA 0a3bl JAHHBIX O
HEXKEJIaTeIbHBIX PEaKIUAX, NENIaeTCs BBIBOJ O HECOOTBETCTBUM JAaHHOTO CHUTHAJA
MOJIOKEHHUSIM TMYHKTOB 779-784 Hactosimux I[lpaBunm u HEOOXOIMMOCTH MPOBEIACHUS
MOCJIEYIONIETO aHalli3a CUTHAlIAa YMOJHOMOYEHHBIMH OpraHaMH TOCYAapCTB-UYJICHOB,
JIEPKATeI0 PETUCTPAIMOHHOTO YJIOCTOBEPEHUS CIEAYET 3aMOJHUTH (OPMY CHEIHAIbHOTO
YBEJIOMJICHUSI O CHTHaje, JOCTYIHYI0 Ha caldTe YIOJIHOMOYEHHOTO OpraHa
rocyJapcTBa-4jeHa ¥ HAPaBHUTh €€ B a/IpeC YIOTHOMOUYEHHBIX OPraHOB TrOCyAapCTB-YJICHOB,
B KOTOPBIX 3apPETUCTPUPOBAH COOTBETCTBYIOIIHI JIEKAPCTBEHHBIN MTpemapar.

819. CnenuanbHOEe yBEIOMIICHUE O CUTHAJIE JOJKHO OBITh HAIPaBJICHO B BO3MOXHO
KOPOTKHE CPOKH, HO HE MO3/1Hee YeM 1o ucteueHuu 30 KajeHAapHbIX JHEH Mocie TOoro, Kak



Jep>KaTelb PErUCTPAMOHHOIO YOCTOBEPEHHUS 3aBEPIIMII OLICHKY U CIEal 3aKIIOUYECHHE O
HE0OXOMMOCTHU MPOBEACHUS AaHAJIM3a YIIOJTHOMOYEHHBIMUA OpraHaMy rocyJapCTB-UJI€HOB.

820. CneunanbHble YBEIOMIICHUSI O CUTHAJIE HE TPEOYIOTCS B CiIydyae, €CJIM CUTHAJIbI
BKJIFOUEHBI JepKaTEIeM PErUCTPALIMOHHOIO YAOCTOBEPEHUS B IEPUOIUYECKUI OOHOBIISIEMbIN
OTYET MO OE30MacHOCTH WM SIBJISIFOTCS OCHOBAHUEM ISl MHUIMUPOBAHUS MHPOLEIYpPbI
BHECEHUSI U3MEHEHUI B YCJIOBHUSI PETUCTPALMOHHOIO YAOCTOBEPEHHUS B COOTBETCTBUU C
ITOJIOKEHUAMU ITyHKTOB 779 — 784 nactostumx [IpaBuin.

821. Undopmanuio o curHangax, KOTOpble HA OCHOBAHUU BBITIOJTHEHHOUW OLIEHKHU OBLIU
OTKJIOHEHBI JEPKATENIAMH PETUCTPAMOHHOTO YIOCTOBEPEHUS, HE CIEAYET HaIpaBATh B
YIOJTHOMOYEHHBIE OpraHbl TOCYJapCTB-4JIEHOB B (hopMe CHENUaTbHBIX YBEIOMIICHHH O
CUTHaJe, HO CBEJEHHUS O JAHHBIX CUTHAJAaX MOJUIeKaT BKIIOYEHUIO B MEPUOAMYECKUM
OOHOBJIIEMBII1 OTYET MO O€30MaCHOCTH.

16. ITponeccrl mocIeAYIOMEr0 PeryInpOBaHAL

822. B ciny4ae npUHATHUS YIOJHOMOYEHHBIM OPTraHOM IOCYAAapCTB-YJIEHOB PELICHHUS O
HEOOXOJAMMOCTH JIOMOJIHUTENbHBIX JTEUCTBUN JaHHBIM YIOJTHOMOYEHHBIN OpraH OIEHHUBAET
CATHAJl W COTJIACOBBIBAET IIPOBEICHUE MOCIEAYIOIIUX JEHCTBUM B OTHOLICHUH
PETUCTPALIMOHHOIO YJIOCTOBEpPEHHUs B IIpeleilaX CPOKOB, COPA3MEPHBIX CTEIEHU W
CEPbE3HOCTU MPOOJIEMBI 110 OE30MACHOCTH, MOCJE YEro MOTYT OBITh MPHUHSTHI CIEAYIOLINE
peleHus:

JepKaTeJIeM PErUuCTPAIMOHHOTO YJIOCTOBEPEHHUS JOJKHBI OBITh MPEICTABICHBI
JOTIOJIHATEIIbHBIEC JAHHBIE JUISl OLICHKH B PAMKAX BBIITOIHAEMOM ITPOLEAYPHI;

JepKaTeslb PETUCTPAMOHHOTO YJIOCTOBEPEHUS JOJKEH MPOBECTH JONOJTHUTEIBbHYIO

OLICHKY JAHHBIX U MPEICTABUTD PE3YJIbTATHl TAKOW OLIEHKU B YCTAHOBJICHHBIE CPOKU;

JepKaTeab PETUCTPALMOHHOTO YJIOCTOBEPEHUS JOJKEH BBIMOJHUTH 0030p
JOTOJHUTEIBHBIX JAHHBIX O CUTHAJE C BKJIIOYEHUEM €ro pe3yJbTaToOB B OYEpPEIHON MO0
BHETUTAHOBBIN MEPHOIUUSCKUN OOHOBIISIEMBIN OTYET IO OE301TaCHOCTH;

Jep>KaTeslb PEruCTPAlMOHHOTO YJIOCTOBEPEHHUS OKEH MPUBECTH MHPOPMAIHUIO O
JIEKapCTBEHHOM IIpernapare B COOTBETCTBHE C HOBOM MH(OpManueld mocpecTBOM BHECEHHUS
U3MEHEHU B YCIIOBUSI PETUCTPALINY;

JiepKaTeb PErUCTPALMOHHOrO yI0CTOBEPEHUS JOJIKEH 00€CTeunTh PUHAHCUPOBAHUE U
IPOBEJICHUE TOCTPETUCTPAIMOHHOIO HUCCIIEIOBAHUA B COOTBETCTBUU C COIJIACOBAaHHBIM
IIPOTOKOJIOM U MPEJOCTABUTH 3aKJIFOYUTEIBHBIE PE3YIBTATHI TAKOTO UCCIICIOBAHMS;

JepaKaTenb pEruCTPallMOHHOIO YAOCTOBEPEHUS JOJDKEH IIPEACTABUTH IIJIaH YIIPABJICHUA
puckamu (C yueToM HOBOW UH(pOpMAITUN);

Jep>KaTeNb PETUCTPALIMOHHOTO Y IOCTOBEPEHHUSI TOJKEH IIPUHATD JTOIIOITHUTEIBHBIE MEPBI
N0 MHHUMHU3AIUMU PHUCKa, TpeOyemble s oOecrieueHusi Oe3omacHOTo M 3PQGEKTUBHOIO



IIPUMEHEHUS JIEKapCTBEHHOrO Ipenapara, (HaOmpuMep, B paMKax CIEUalIbHON
00pa3oBaTebHOM NPOTPAaMMbl HWJIM MYTEM HEMNOCPEICTBEHHOT0 HWH(POPMUPOBAHUS
CHELUAINCTOB CUCTEMBI 3IPaBOOXPAHECHMUS);

PErUCTPALlMOHHBIM CTATYC MOJICKUT HU3MEHEHUIO, JIEMCTBUE PErUCTPALUOHHOTO
YAOCTOBEPEHUS JOJKHO OBITh NMPHUOCTAHOBJIEHO WJIM HE MPOJIECHO, PETUCTPALlMOHHOE
yIIOCTOBEPEHHE JOJIKHO OBITh OTO3BAHO;

JOJIKHBI OBITh BBEJIEHBI CPOYHBIE OTPAHUYEHHUSI, CBSI3aHHBIE C 0€30M1aCHOCTHIO;

YIOJIHOMOYEHHBIM OpraHaM rocyJ1apCTB-4wIEHOB HEOOXOAMMO coOpaTh TOMOIHUTEIbHYIO
uH(popmanuio (Harpumep, MOCPEeICTBOM CUCTEMbl 0OMEHA TAHHBIMU O (papMaKOHAA30pE) UIH
BBIIIOJIHATDH JJOTIOJHUTENBHBIA aHAIU3 JOCTYITHBIX JAHHBIX;

YIIOJHOMOYEHHBIM OpraHaM TOCYJapCTB-4JICHOB HEOOXOJIMMO MOJYUYHUTh
JOTIOJTHUTENIBHYIO HAYYHYI0 KOHCYJIbTAllUIO 3KCIEPTHBIX KOMUTETOB;

HEOOXOMMO BBINOJIHUTH BHEMJIAHOBOE MHCIIEKTUPOBAHUE CUCTEMBI (hapMaKoHa30pa ¢
LEJBI0 TIOATBEPKAEHUS TOTO, YTO JEPKATENb PErUCTPALMOHHOIO YIOCTOBEPEHMSI COOIIONAET
TpebOBaHUs K cucTeMe (papMakoHaA30pa, YCTaHOBJEHHbIE akTamMu opraHoB Coro3a M
3aKOHO/IAaTEIbCTBOM I'OCYIapCTB-UJICHOB;

HEO0OXOAMMO BKJIIOYUTH MOJI03PEBAEMBI JEKapCTBEHHBIM MpenapaT B IepedyeHb
MPOIYKLNHU, KOTOPas MOMJIEKUT AOMOTHUTEIbHOMY MOHUTOPHUHTY;

HEO0OXOIMMO BBINIOJIHUTH UHBIE TONOJIHUTEIbHBIEC IEHCTBHS;

JOTIOJIHUTEIIbHBIE OLIEHKA WM JAEHCTBUS, IOMUMO BBINOJIHIEMBIX B PAMKaX PYTUHHOTO
bapMakoHa30pa, HE TPeOYOTCS.

823. PekoMeHjalluu yIOJIHOMOYEHHBIX OPIaHOB IOCYJapCTB-WICHOB 0 pe3yJbTaTaM
OLIEHKM CHUTHAJIOB MOJJJIEKAT MyOJHMKAalMK Ha O(PUUHAIBHOM CalTe YIMOJTHOMOYEHHBIX
OpraHoOB rOCYy1apCTB-4JICHOB B ceTu VIHTEpHET.

17. YpapieHne 3aIMCAMA B CACTEMaX OTCISKHBaHUSA MpobieM Mo 6e30MacHOCTH
YTIOJTHOMOYEHHEIX OpTaHOB I'OCYAapCTB-WICHOB

824. YNOIHOMOUYEHHBIMH OPraHaMHU TOCYJapCTB-UJIEHOB 00ECIIeYMBAETCSI BHECEHUE
uH(pOpMaUu B CHUCTEMY OTCIECKHBAHUSA MPOOJIEM, CBA3AHHBIX C O€30MacCHOCTHIO, B
OTHOIIEHUU CJIETYIOUIUX CUTHAJIOB:

a) CUTHAJbl, B OTHOIIEHUU KOTOPBHIX BBIMOJHSIACH MPOLEAypa BalHAAIUU
YIOJIHOMOYEHHBIM OPraHOM TOCyJapCTBa-UJIeHa,;
0) BaIMAMPOBAHHBIE CUTHAJBI, HH(OpPMAIIUS O KOTOPHIX ObLIa MOJy4YeHa OT JAeprKarelie i
PETrUCTPALIMOHHBIX YIOCTOBEPEHUH;
B) OKCTpPEHHBIE MTPOOJIEMBI 110 OE30IaCHOCTH.
825. Nndopmarus 0 CUTHAIAX B CHCTEME OTCICKHUBAHUS MPOOJIeM MO 0€30MacHOCTH
YIOJHOMOYEHHBIX OPTraHOB TOCYAapCTB-WICHOB BKJIIOYAET B CEOsI CIEAYIOIINE dJIEMEHTHI:
a) ONMCaHWE BaJUAMPOBAHHOIO CUTHAIIA;
0) ocHOBaHME JIJIs1 OTKJIOHEHUS (IU1s1 OTKJIIOHEHHBIX CUTHAJIOB);



B) OTYET 00 OILIEHKE CUTHAJIOB, CPOKU BBITIOJTHEHUS ATAIMOB MPOIEAYDP, PEKOMEHAAIIUU
AKCIEPTHOTO KOMUTETA (MOATBEPKICHHBIX CUTHAJIOB).

18. OTKpHEITOCTS pEMIEHN YIIOTHOMOYEHHEIX OPraHOB

826. T'ocynapcTBa-uiieHbl JOJIKHBI OCYIIECTBISATH KOHTPOJIb CBOEBPEMEHHOCTH
JMOBEACHHS JI0 HaceleHHWs BakHOHM wumHQopmamuu o mpobiiemMax mo OE30IacHOCTH,
BBISIBJICHHBIX CUCTEMOH (hapMakoHa130pa, IMyTeM MyOJMKallUy Ha calTax yIOJIHOMOYEHHBIX
OpraHoOB rocy/apcTBa-uieHa B ceTd VHTepHEeT U Mpu MOMOIIMU APYTHX AOCTYIHBIX CPEACTB
uHdopmaIuu.

X. IocTperncTpanroHHEIE HCCIEOOBaHUA 6€30IaCHOCTH
1. O6mue moyoXeHus

827. IlocTperucTpaliOHHOE MCCIIEIOBAaHUE O€30MMaCHOCTH JICKAPCTBEHHOTO IIpenapara
MOKET HWHHIMHPOBATHCSA, KOHTPOJIHMPOBATHCA WM (DUHAHCHPOBATHCS JepiKaTeIeM
PETUCTPAIIMOHHOTO YOCTOBEPEHHUS 1O COOCTBEHHOW WHHMIIMATUBE WU B COOTBETCTBUHU C
00513aTEIHLCTBOM, HaJlaraéMbIM Ha HETO YITOJTHOMOYEHHBIM OPTaHOM TOCYAapCTB-UJICHOB KaK
YCIIOBHE BBIJIAYM PETUCTPAIMOHHOTO YIOCTOBEPECHHMSI WIIH TI0CIIE BBIJAYHM PETUCTPAIIMOHHOTO
YIAOCTOBEPEHUS, €CJIM CYIIECTBYET MPEANOJI0KECHUE O HAJUYUU PHUCKOB, CBSI3aHHBIX C
3apPErUCTPUPOBAHHBIM JICKAPCTBEHHBIM TIPENapaToM, TPEOYIOMMX JOMOJTHUTEIHHOTO
W3YUYCHUS ITyTEM MPOBEICHUS UCCIICTOBAHMUS.

828. IlocTperucTpanimoHHOE HCCIIeT0OBaHNE OE30ITaCHOCTH MOJKET IMPECTaBIISThL COOOM
KJIIMHAYECKOE HCCIICIOBAHUE WM HEHMHTEPBCHIIMOHHOE HCCJICAOBAHHWE, B TOM YHCIE C
HCIIOJIb30BaHUEM JIAHHBIX PEATPHOM KIMHUYSCKOU IMPAKTUKH.

829. TpeOoBaHHMS JaHHOTO pa3jcia HPUMEHUMBI K HEHHTECPBCHIIMOHHBIM
MTOCTPETUCTPAIIMOHHBIM HCCIIEIOBAaHUSM 0€30MMaCHOCTH, Ha TEPPUTOPHUIX TOCYAAPCTB-UJICHOB

830. IlocTpeructpallmoHHOE HCCIIeAOBaHUWE O€30MaCHOCTH BKJIIOYAET B ceOs
WCCIIEOBaHUs, B MPOIECCE KOTOPBIX COOMPAIOTCS JAHHBIE OT MAI[MEHTOB U CICIHAINCTOB
CHUCTEMBI 3/IpaBOOXpPAHEHMS, a TaKKe HCCIEIOBaHMS, B XOJI€ KOTOPBIX ITOBTOPHO
UCIIOJIB3YIOTCS JJAHHbIE, MTOTYUYECHHbIE paHee I IPYTroM el U XpaHAIIUecs B MEIUIIMHCKUX
KapTax MalueHTOB WU JAPYTUX JOKYMEHTAaxX (B TOM YHUCIIE B 3JIEKTPOHHOU popme).

831. Ecnu mocTperucTpalimoHHOE UcclieloBaHuEe 0€30MacHOCTH MPECTaBIsieT cOO0M
KJIMHUYECKOE UCCIIEIOBAHKE, TIPU €r0 IPOBEICHUN JTOJKHBI BBIMOIHATHCS MPEAYCMOTPEHHbBIE
aktamu opraHoB Cor3a M 3aKOHOJATEIbCTBOM TOCYJIapCTB-WICHOB TpeOOBaHUA K
OpraHU3alliy U MPOBEJICHUIO KIMHUYECKUX UCCIETOBAHUM.

832. I'maBHOM LENBI0 HEMHTEPBEHUIHOHHOTO NMOCTPETrUCTPALIMOHHOTO HCCIIEIOBAHUS
0€30MacHOCTH JIOJKHO OBITh MOJy4YeHHUE HAYYHBIX JAaHHBIX, KOTOPbIE MOTYT HMETH
KJIIMHUYECKYI0 3HAYMMOCTD WJIU SIBJIATHCS BAXKHBIMHU JIJIs1 3/I0POBbSI HACETICHUSI.



833. 3amaun MOCTPEruCTPAIMOHHOTO MCCIeA0BaHU 0€30IaCHOCTH MOTYT BKJIFOYATh B
ceOst:

KOJIMYECTBECHHYIO OIICHKY IOTCHIIMAIBHBIX WM HACHTH(HUIIMPOBAHHBIX PHUCKOB (
HarpuMep, OIEHKY YacTOThl BOSHUKHOBEHHS, OTHOCUTEIBHBIX PHUCKOB IO CPABHECHHUIO C
TaKUMHU PUCKaMHU B TOMYJISIITAN, HE MPUMEHSIBIIICH TaHHBIA JICKAPCTBEHHBIN Mpenapar, Uiu
MOMYJISIIIUHU, IPUMEHSBILICH APYToi JEeKapCTBEHHBIN Mperapar, B TOM YHUCJI€ OTHOCSIIUICS K
JIpyrOoMy KJIacCy JI€KapCTBEHHBIX MpEnapaTtoB, a Takke u3ydeHue (aKTOpOB pHUCKa U
(haKkTOpOB, MEHSIOUTUX JIEUCTBHUE JIEKAPCTBEHHOTO MIpenapara);

OIICHKY PHCKOB JIEKAPCTBEHHOTO Ipernapara, IPUMEHIEMOro 0JJ00pEHHBIMH MOKA3aHUSIMU
y TpyIn MalueHTOB, KOTOPBbIE HE HM3Yy4YaJIHWCh WM OBUIM HEJOCTATOYHO H3yYCHBI Ha
JOPETUCTPALIMOHHOM dTare (Hanpumep, y 0epeMeHHbIX JKEHIINH, 0COOBIX BO3PACTHBIX IPYIIT,
MAIMEHTOB C TOYEYHOMN WJIY NMEYCHOYHOM HEJIOCTaTOYHOCTHIO);

OIICHKY PHCKa, CBSA3aHHOTO C JUTUTEIHLHBIM IPUMEHEHHUEM JICKAPCTBEHHOTO TIpernapara;

NOATBEPKACHUE OTCYTCTBUS PUCKOB, CBSI3AHHBIX C MPUEMOM JICKAPCTBEHHBIX MPENapaToB

OLICHKY CTaHJIapTHOW MEIULMHCKON MPAKTUKU HA3HAYEHUS JIEKapCTBEHHBIX MPENapaToB ¢
MOJIyYeHHUEM JIOMOJIHUTEIbHBIX CBEJEHUN O 0€30IMacCHOCTH MEAULMHCKOW MPOAYKIHMH WIH
3¢ ()EeKTUBHOCTH Mep MUHUMM3ALIMU pPUCKA (HapUMep, TaKUX Mep, Kak cOop MHPOpMALIUK O
NPUMEHEHUH IO MOKa3aHUSAM K MPUMEHEHUIO, MPUMEHEHUHU He B COOTBETCTBHM C 0OIIEH
XapaKTEPUCTUKOMN JIEKapCTBEHHOI'O Mperapara, MIPUMEHEHUH C COIYTCTBYIOIIEH Teparuei,
omMOKaM NPUMEHEHUS B PYTUHHOM MEIULMHCKON NpaKTUKE, KOTOPbIE MOTLYT OKa3aTh
BJIUSIHUE Ha MPOoduib 6€30MaCHOCTH, U TaKUX MEp, KaK UCCIEIOBAHUSA C IIEJIbI0 MOTyUeHHUs
JAHHBIX 00 OLEHKE BIUSHHS NpOoOJeMbl MO 0€30MaCHOCTH HAa OOUIECTBEHHOE 30POBbE (
3JI0POBbE HACEITICHN));

OLICHKY 3(Q(EKTUBHOCTH MEP MUHUMU3AIMHI PUCKA.

834. JluzaliH TOCTPETUCTPAllMOHHOTO HCCIEeA0BaHUs OE30MacHOCTH JOJIKEH
COOTBETCTBOBATH II€JIM MCCIEIOBaHUS, MPU OTOM OTHECEHHUE HCCIEAOBAHUA K
MOCTPETUCTPALIMOHHBIM HCCIIETOBAHUSAM HE OIPAaHUYMBAETCS] TUIIOM BBIOPAHHOTO JU3aiiHA B
ciaydae, €clM OHO YJIOBJETBOPSIET BBINIEyKa3aHHBIM Kputepusam. Hampumep,
CUCTEMATHUYECKU 0030p HAy4YHOW MEAUUMHCKON JUTEpaTypbl WM METAaaHajlu3 MOTYT
CUMTATHCS TOCTPETUCTPALIMOHHBIM HUCCIEAOBAaHMEM O€30ITaCHOCTH (B 3aBUCUMOCTH OT IieJiel
HCCIICTIOBAHUSIX ).

835. Ilpu pa3paboTke MPOTOKOJOB HCCIICIOBAaHHM, MPOBEACHUN HCCICIOBAHUN H
COCTABJICHHH OTYETOB 00 HMCCIEAOBAHUAX JIEPKATEIAMHU PErHMCTPALIMOHHBIX yA0CTOBEPEHUN
JOJKHBI YUUTBIBATHCSI COOTBETCTBYIOLIME HAYYHbIE PYKOBOACTBA. [Ipu OLlEeHKE MPOTOKOJIOB
UCCJIEIOBAHUN U OTUYETOB 00 MCCIIEAOBAHUIX YIIOJHOMOUYEHHBIM OpraHaM T'oCyAapCTB-YICHOB
TaK)Xe CJIelyeT MIPUHUMATh BO BHUMAaHHUE TaKWe PyKOBOJACTBA U METOJIMYECKHUE CTAaHAAPTHI B
chepe hapmMakodITUIEMUOTIOTUH.



836. Jlms mocTperucTpallMOHHBIX HCCIENOBaHUN 0€30MacHOCTH, CIOHCUPYEMBIX
JIepKaTeNIeM PErUCTPAlMOHHOTO YJOCTOBEPEHHS B Clydae UX pa3pabdOTKH, MPOBEICHUS U
MIOJIHOTO WJIM YAaCTUYHOIO aHajn3a C IPUBJICYEHUEM HCCIEAOBATENEH, HE SBIIAIOLIUXCS
HAa€MHBIMM PAOOTHUKAMHU JAHHOTO JAep)KaTedsh PErucTPalluOHHOTO YAOCTOBEPEHUS,
AeprKaTeldb PErucTPallMOHHOTO YIOCTOBEPEHHUs AOKEH TapaHTHPOBAaTh HEOOXOIUMYIO
KBaJIU(PUKAIIMIO, TOATOTOBKY M OIBIT UCCIIEIOBATENCH.

837. J1oroBOp, 3aKI0YAEMBIM MEXIY AEPKATEIEM PETUCTPALMOHHOTO YIOCTOBEPEHUS U
UCCJIEI0BATENSAMHU, JOJDKEH OOECIEeUNTh BBINOJHEHUE MPU IPOBEIECHUM HCCIEI0BaHUS
PEryJISITOPHBIX O0053aTENbCTB, a TAKXKE HAayYHOM SKCIEpPTHU3bl MOJIYyYaeMbIX AaHHBIX,
COJIEP)KATh YCIJIOBUS, ONPEAEISIOIINE BBIINOJHEHUE METOJO0JIOTHUYECKUX CTaHIapTOB
npoBeAeHUs (PapMaKOINUAEMHUOIOTHUECKUX UCCIEAOBAHUN U MPEyCMOTPETh CIEeAYIOIIne
aCIEKThI, IMEIOUIUE 3HAYEHUE I OPTaHU3ALMK U IPOBEAECHUS UCCIIEIOBAHNS:

a) o00CHOBaHUE, OCHOBHBIC II€JIM M KpAaTKOE OMUCAHHE IUIAHUPYEMBIX METOJIOB
HCCJIEI0BAaHNUS;

0) nmpaBa U 00S13aHHOCTH MCCIIEIOBATEINS U JIEP>KATENsl PETUCTPAIIMOHHOTO YIOCTOBEPEHUS

B) 3aJ1a4l ¥ OTBETCTBEHHOCTh CTOPOH;

I) polieaypa MoJayueHus COrjlacoOBaHUs MIPOTOKOJIA UCCIIEIOBAHUS;

1) TPOLENyphl, 0OCCIEUNBAIONINE BBIMOJHEHHUE JIEPKATEIEM PETrUCTPAIMOHHOTO
yAOCTOBEpPEHUs] 00s53aTeAbCTB MO (apMakoHAA30py, BKIOYAs HE3aMEIJIUTENbHOEe
MIPEJCTABIICHUE HUCCIEAOBATEISIMH COOOIMIEHUH O HEXENATeIbHBIX PEAKIUIX U JAPYTUX
JTAHHBIX O 0€30MaCHOCTH (€CJIM MPUMEHUMO );

€) TIpaBa MHTEIUICKTYaIbHONH COOCTBEHHOCTH, BO3HUKAIOIIUE B PE3YIbTATE MPOBEICHUS
MCCJIEIOBAHUS, U TOCTYII K PE3ybTaTaM HCCIICIOBAHUS;

) XpaHEHHE U JTOCTYN K HA0OPY MaHHBIX JJIsS aHaJW3a U CTATUCTUICCKUM MPOTpaMMam,
UCTIOJIb3YEeMbIM It O0OpabOTKM MaHHBIX, MJIs I[eJed TpOBEACHUs ayauTa WIu
WHCIICKTHPOBAHUS UCCIICIOBAHMS;

3) crpaTterus ”HGOPMUPOBaHUS 00 dTarax BHITIOJHEHUS MCCIIEIOBAHUS U TOJITOTOBKU
UTOTOBOTO OTYETA;

M) cTpaTerusl MMyOJWKAIMU TPOMEXKYTOUHBIX W OKOHYATEIBHBIX PE3yJIbTaTOB
UCCJICIOBAHUA.

838. HenHTEpBEHUMOHHBIE MOCTPETUCTPALIMOHHBIE MCCIEIOBAHUA HE JIOJKHBI
MPOBOJUTHCS, €CIU HMX MPOBEICHHE CIOCOOCTBYET MPOJABMIKCHHIO JIEKAPCTBEHHOTO
npenapara Ha pblHKe. /JaHHOe TpeboBaHuE pacTIPOCTPAHSIETCS HA BCE UCCIIEIOBAHUS U Ha BCIO
JeSATeNbHOCTh, BBITIOTHSAEMYIO B paMKaxX HCCIEIOBAaHUS, BKIIOYAs KaK HCCIEIOBAaHMUS,
BBIMIOJTHSIEMble PA0OTHUKAMU JIep)KATeNsd PETUCTPALMOHHOTO YAOCTOBEPEHHUs, TaK W
MCCJICIOBAHMSI, BHITIOTHSIEMBIC C Y9aCTHEM TPETHUX CTOPOH.



839. Ormuiara y4yacTus B UCCIEIOBAaHUM CHEHHAIUCTOB CUCTEMbI 3PaBOOXPaHECHUS
NOKHA OBITH OrpaHMYEHAa KOMIIEHCAllMEW BPEMEHU M 3aTpaT, HEOOXOJAUMBIX IS
BBITIOJTHEHUS UCCIIEIOBAHMUSL.

2. Peructpalims ucciieaoBaHAA

840. HenHTEpBEHIIMOHHBIC IMMOCTPETUCTPAIMOHHBIE HCCIEIOBaHUS 0€30IacHOCTH,
IPOBEJCHNUE KOTOPBIX SABISETCA YacCTbi0 0O0S3aTENbCTB JAEpKATENsl PErHCTPAlMOHHOTO
YJOCTOBEPEHUSI, YCTAHOBJICHHBIX YIIOJIHOMOYEHHBIM OPraHOM TOCyJapCTBa-uieHa, MoJiexar
pEerucTpali B JJIEKTPOHHOM pPEECTpPE MOCTPETUCTPALUMOHHBIX HCCIEIOBaHUU
rocyJapCTB-WICHOB (Jlajiee — peecTp), pPa3MEIIEHHOM Ha CalTeé COOTBETCTBYIOLIETO
YIIOJJHOMOYEHHOTO OpraHa rocyjapcrBa-uieHa B cetu WutepHer. [lara peructpauunu
MMOCTPETUCTPALIMOHHOTO HCCIIEIOBAaHUS B PEECTpe MPUHUMAETCSA 3a KOHTPOJIBHYIO JaTy B
OTHOILIEHUH MPE/ICTABICHUS OKOHYATEIBHOIO OTYETA MO pe3yJibTaTaM UCCIEOBAHUS.

841. B nensix oOecriedyeHHs] MPO3PAYHOCTH B OTHOIIEHHWHM BCEX BBIMIOJHIEMBIX
HEUHTEPBEHIIMOHHBIX MCCIICIOBAaHUH, a TaK:Ke 0OMEHa TaHHBIMU O (hapMaKOHAA30PE MEKTY
YIOJTHOMOYEHHBIMH OpPraHaMu TOCYJAPCTB-YIEHOB U JIEPKATEISIMUA PETUCTPALMOHHBIX
YIIOCTOBEPEHUN JepKaTeIsIM PErUCTPAlMOHHBIX YJOCTOBEPEHMI clielyeT 00eCneyuTh
BHECEHHE B PEECTP CBEJCHUN 000 BCEX HEMHTEPBEHIIMOHHBIX MOCTPETUCTPAIIMOHHBIX
HCCIIeIOBaHUSX O€30MacHOCTH, BBIMOJHIEMbIX Ha TEPPUTOPHUIX TOCYAApPCTB-UICHOB U
MPEYCMOTPEHHBIX COIIACOBAHHBIMU C YMOJHOMOYEHHBIM OpraHaMu rOCyJapCTB-UJIECHOB
IJIaHaMU YIIPaBJICHUs] pUCKaMHU JINOO TIPOBOIUMBIC 110 COOCTBEHHOW UHUITUATHUBE.

842. HenHTEpBEHUMOHHBIE NOCTPETUCTPALNUOHHBIE HCCIEAOBAHUS IOJJICKAT
pErucTpaliy B peecTpe A0 Havaja MpoBEACHUS UCCIe0BaHus, TUO0 B OoJjiee paHHUN CPOK (
HarpuMep, B CIydae eciii cOOp JaHHBIX B paMKaxX HUCCII€IOBaHUs, COTJIACOBAHHOTO B IIaHE
yhpaBieHus puckamu, Obul HayaT). [IpoTokon ucciaegoBaHWs TOMJICKUT BKIIOYEHHUIO B
peecTp 10 Havana cOopa AaHHBIX 00 HcCcleqoBaHUM JMOO B OoJiee paHHUU CpPOK.
Nudopmanusi 0 CylmIeCTBEHHBIX M3MEHEHUSIX MPOTOKOJA MCCIETOBAHUS, OTUYETHI O XOJIE
BBITIOJIHEHUSI MCCJIEAOBAHUS U MTOTOBBIM OTYET WCCIIENOBAHUS MOJIEKAT BKIOUYCHUIO B
peecTp B CpoK He no3aHee 14 kalleHIapHbIX THEW ¢ AaThl 3aBEPIICHUSI TOATOTOBKHU JIAaHHBIX
nokyMeHToB. MHbopmanus Mo HCCIEJOBAHMIO MPEACTABIACTCS Ha PYCCKOM s3bIKE (
MPENOYTUTENbHO). B cinyyae eciyu mpoTOKOJ MCCIEAOBAaHUSI COCTABJIICH HA aHTIIUMCKOM
A3bIKE, JIEpKATEJIEM PETUCTPALMOHHOTO YAOCTOBEPEHHUS BBINOJIHSAETCS MEPEBOJ HA3BaHMS
HCCJIEJIOBaHUS, PE3IOME TMPOTOKOJA UCCIEAOBAHUS U PE3IOME HMTOrOBOTO OTYETa
MCCIIEIOBAHUS HA PYCCKUH SI3BIK.

843. B cinydae eciau mnpeaBapuTeiIbHOE OMYyOJMKOBAHHWE NPOTOKOJA MOXKET
HEOJIaronpusiTHO OTPAa3UTHCA HA JOCTOBEPHOCTH MCCIENOBAaHUS (HApUMEpP, B OTHOIICHUH
UCCIICJIOBAaHUN C TEPBUYHBIM COOPOM JAaHHBIX, JIJII KOTOPBIX MPEABAPUTEIIHHOE HATU4We
nH(OpPMAITUU OTHOCUTEIHHO IeJIeH NCCIEAOBAHMS MOXKET MMPUBECTH K OITUOKAM) WITH 3aIUTe
MHTEJUIEKTYaJbHBIX IIPaB, JOMYCKAaeTCs MPEACTABICHNUE TAKOTO MPOTOKOJIA UIH €r0 pelaKius



JepKaTeJIeM PErucTPalMOHHOTO YJIOCTOBEPEHUS HEMOCPEICTBEHHO B PEECTp IO Hayajia
cOopa naHHbIX. JlaHHAs peAakius MPOTOKOJA JOJKHA ObITh 0OOCHOBAHHOM W COJIEPKATh
MUHUMAJILHO HEOOXOAUMBIM 00heM HH(POPMAIINH, B TOM YUCIIE B CIydasX peJaKTUPOBAHUS.
TuTyNbHBIN JTUCT TPOTOKOJIA IOJHKEH BKIIOYATh OTMETKY C YKa3aHHEM PeAaKIMKU ITPOTOKOJIA.
B nmanHoMm ciydae a0 Havana cOopa JaHHBIX MOJHBIA MPOTOKOJ HCCIEIOBaHUS
NPEACTaBISAECTCS JIEPKATEJNEM PETUCTPALMOHHOTO YJIOCTOBEPEHHS IO 3ampocy
YIOJIHOMOYEHHOI'O OpraHa rocyaapcra-uieHa. [1oaHbIi MPOTOKO UCCIIEI0BAHUS MOJIEKUT
Pa3MEIIEHUIO B PEECTPE B CPOK HE mo3Hee 14 KaneHIapHbIX THEH ¢ 1aThl OKOHYaHus cobopa
JTAHHBIX.

3. IIpoTokoi HccaeA0BaHUA

844. HeuHTEpBEHIIMOHHBIE MOCTPETUCTPALIMOHHBIE HCCIeOBaHUsI 0€30MacHOCTH,
BBITIOJIHAEMBIE JIEPKATEISIMA PETUCTPALIMOHHBIX yJIOCTOBEPEHUN BO BCEX clydasix (Kak B
COOTBETCTBUU C 00s13aTEIHCTBAMHU, HAJOKEHHBIMU YIIOJTHOMOYEHHBIMU OpraHaMH, TaKk U MO
COOCTBEHHOW MHUIIMATHUBE), TOKHBI IPOBOJIUTHCS B COOTBETCTBUU C HAYYHO 0OOCHOBAHHBIM
IPOTOKOJIOM HCCJIeIOBaHUs, pPa3pabOTaHHBIM JUIIAMU C COOTBETCTBYIOIIEH KBamu(puKaImen
Y OIBITOM.

845. Tlpu mpoBeneHUU MOCTPETUCTPAIMOHHBIX HCCIIENOBAaHUNA OE30MaCHOCTH TIO
COOCTBEHHOM WHUIIMATUBE JEPKATEII0 PErUCTPAIIMOHHOTO YJOCTOBEPEHUS ClelyeT M0
Hayaja cOopa MaHHBIX MepenaTrh MPOTOKOJ MCCIENOBAaHUS B YMOJHOMOYEHHBIH OpraH
rocyaapcTBa-4jieHa, HA TEPPUTOPUU KOTOPOIO TJIAHUPYETCS TPOBEICHUE UCCIICIOBAHUS.

846. Ilpu mpoBeIeHUH IOCTPETUCTPAIMOHHBIX MCCIEIOBAaHUN O€301acHOCTH,
WHUILIMMPOBAHHBIX JIEP/KATEIEM PETUCTPALIMOHHOIO YJIOCTOBEPEHUSI B COOTBETCTBUM C
00s13aTe€IbCTBOM, HAJIOKEHHBIM YIIOJTHOMOYEHHBIM OPTaHOM T'OCYJIapCTBA-UJI€HA, JIEPKATEIh
PETUCTPALIMOHHOTO YJOCTOBEPEHUS OJDKEH J0 Hayajga cOopa JaHHBIX O00eCTeYuTh
npejcTaBiieHne nHopManuu 00 UCCIeI0BaHUH, BKIIIOUAsi TPOEKT MPOTOKOIA UCCIEOBAHUS,
B YIIOJIHOMOYEHHBIN OpraH TOCyAapCTBa-4ieHa, KOTOPHIM ObUTH HAJIOKEHBI 00s13aTEIHCTBA IO
MIPOBEJICHUIO MMOCTPETUCTPALIMOHHBIX HCCIIe0BaHUN Oe30macHoCcTH. B ciiyuae nmpoBeaeHus
MOCTPETUCTPALIMOHHBIX HCCIENOBaHUNW O€30MaCHOCTH Ha TEPPUTOPHUSIX APYTUX
rocyJapcTB-4JI€HOB ClelyeT 00ecneunTh HHPOPMUPOBAHUE YIIOJITHOMOUYEHHBIX OPraHOB ATUX
rOCyIapCTB-YJIEHOB O MPOBEAECHUH TAKUX C MPEACTABICHUEM NPOTOKOJIA UCCIEIOBAHUA.

847. B mendax BBINOJIHEHUS [EPKATEIEM PErUuCTPALMOHHOTO YIOCTOBEPECHUS
00513aTENbCTB MO OCYIIECTBICHUIO JESATEIBHOCTH, CBSI3aHHOW C (apMakoHaA30pOM,
YIIOJTHOMOYEHHOE JHUI0 10 (apMakoHaa30py, JTUOO U0, KOTOPOMY JEIETHPOBAHBI
COOTBETCTBYIOIINE TOJHOMOYHMS, JOJDKHO OBITh 3aJ€CTBOBAHO B PACCMOTPEHUU H
YTBEPKIAECHUU ITPOTOKOJIOB MCCIIEOBAHNM, BBINOJIHSIEMBIX JEPKATEIEM PErUCTPALIMOHHOIO
yAOCTOBEPEHHUSI, B COOTBETCTBUHU C 00S3aTEIbCTBAMH, HAJIOKCHHBIMU YIOJHOMOYCHHBIMU
OpraHamu, TO COTJACOBAHHOMY IUIaHY YIPaBICHHS PHCKAMHU JIHOO MO COOCTBEHHOU
uHunuatupe. KoHTaKTHOE MO MO OCYIIECTBICHHUIO (apMakoHaa30pa Ha YpOBHE



rocyJlapcTBa-ujieHa JOJDKHO OBITh Takke NpouHGOpPMUPOBAHO O JHOOOM
MOCTPETUCTPAIIMOHHOM HCCIICIOBAHUHM O€30MMaCHOCTH, TPOBOJUMOM JIHOO CIIOHCHPYEMBIM
Jep)KaTeeM PETHCTPAIIMOHHOTO YJAOCTOBEPEHUS Ha TEPPUTOPHH COOTBETCTBYIOIIETO
rocy/1apCTBa-wieHa, 1 HIMETh JOCTYT K MPOTOKOJTY MUCCIIEAOBAHNUS.

®dopmMar u copiepkaHie MPOTOKOJIA HCCIICIOBAaHUN

848. [IpoTOKOJI MOCTPETUCTPAIMOHHOTO HCCIIEeI0BaHMs 0€301MacCHOCTH, BBITIOJIHIEMOTO
JepKATEIIeM PETUCTPALMOHHOTO YJIOCTOBEPEHHUSI B COOTBETCTBUM C 0053aTEIbCTBOM,
YCTAHOBJICHHBIM YIIOJJHOMOYEHHBIM OpPraHOM IIO COTJIACOBAHHOMY IUIaHY YNPaBJICHHS
pUCKaMu, JTM00 10 COOCTBEHHOW MHUITMATUBE, TOJKEH COJIEPKATh CIAEAYIOUIUE pa3iebl:

a) HAMMEHOBAHHE MOCTPETUCTPAIMOHHOTO UCCIE0BAaHUS 0€30MacHOCTH (MOJTHOE U
cokpaieHHoe (ab0peBuaTypa) HaMMEHOBaHHE, BKIIIOYAOIIEe OOIIEYyNOTPEOUTEIbHYIO
TEPMHUHOJIOTHIO, OINPEACNSIoNIee AU3alH UCCICIOBAHUS U HCCIEAYEMBIA JIEKAPCTBEHHBIN
npenapar, JeHCTBYIOIEE BEIIECTBO WK TPYIITY UCCIEAYyEeMOro JIEKapCTBEHHOTO Mpenapara,
CoJIepIKalllie MOJ3arojoBOK C YKa3aHHEM peNaKkluu U JaThl nociaeaHen penakuuu. [locne
perucTpanu MPOTOKOJIA HCCIENOBAaHUS B PEECTpe IMOCIEIYIOIMNE BEPCUU JOJIKHBI
COJIEp’KaTh HOMEP MOCTPETUCTPALIMOHHOTO HCCIIEIOBAHUSI OE30MaCHOCTH B COOTBETCTBUU C
peecTpom);

0) nepxkaTeab PErUCTPAIIMOHHOTO YI0CTOBEPEHHS (HAMMEHOBAaHUE U MECTO HaXOXACHUS (
azipec) AeprkaTesisa perucTpalldOHHOTO yI0CTOBEPEHHUS );

B) OTBETCTBEHHBIE CTOPOHKI (MMEHA, JOJDKHOCTH, KBaTU(UKaIKs, MecTa paboThI (aapeca)
U CBEJICHHSI 000 BCEX OTBETCTBEHHBIX CTOPOHAX, BKJIFOYAasi OCHOBHOT'O aBTOpa MPOTOKOJIA,
IJIaBHBIX ~ HCCIIeoBaTesel,  HCCIelOBaTeNeH-KOOPAUHATOPOB  JUIS  KaKJO0To
rocyJapcTBa-ujieHa W MCCIEJ0BATEIBCKUX IEHTPOB, B KOTOPBIX JOJKHO MPOBOJIUTHCS
UCCIIEIOBAHNE, a TakKKe HHas WHpOpMaIusa, UMEIollas OTHOIIECHHE K IJIONIaJKaM, Ha
KOTOPBIX TPOBOJUTCS HcclieaoBaHue. [lepeueHb BceX BOBJICUEHHBIX B HCCIIEIOBaHUE
VUPEKICHUM W UCCIeA0BaTeNel AOMKEH OBITh JOCTYIICH MO 3alpocy YIOJTHOMOYEHHBIX
OpraHoOB rOCYy/1apCTB-UJICHOB);

I') KpaTKoe onucaHue (OTAEIbHOE PE3lOMe MPOTOKOJA MCCIEI0OBaHUs), BKIIOYAIONIEE
CJIeIYIOLIUE TOIpa3/Iebl:

HalMEHOBAaHUE UCCIeIOBaHuUA (C MOJ3aroJIOBKaMu), ¢ YKa3aHUEM PEIaKIUU U JaThbl
IPOTOKOJIa, a Takke (paMUiIuK, UMEHU M OoTydecTBa (IIPU HAJIMYMM) aBTOpa MPOTOKOIA,
CBEJICHHI 00 OCHOBHOM MeCT€ pa0OThl aBTOpA MPOTOKOJIA;

000CHOBaHUE U MPEMOCHIIKY MPOBEACHUS HCCIICIOBAHUS;
1eJIb U 33/1a4d UCCIICIOBAHMS;

JIN3aiH UCCJIEeNOBAaHUSI;

uccieyemas momysius;

MOHUTOPUPYEMBIE MOKA3ATEIIH;

MCTOYHUKH JIAHHBIX;



pa3Mep uccienoBanus (00beM BHIOOPKH);
aHau3 JaHHbBIX;
OCHOBHBIE 3Talbl UCCIICJOBAHMS;

1) U3MEHEeHUsI 1 0OHOBJIeHHs (MH(OPMAIIUS O CYIIECTBEHHOM M3MEHEHHH MPOTOKOJa
UCCJIEIOBaHMS TOcie Havajia cOopa JaHHBIX, BKIIO4Yas OOOCHOBAHHME W JATy KaKIOTO
MU3MEHEHHMsI, a TAK)KE CChUIKY Ha pa3jieN MPOTOKOJIa, B KOTOPbI BHECEHO U3MEHEHUE);

€) OCHOBHBIE JTalbl (AaHHbIE B TaOIWYHOW (PopMe) C IMIIaHUPYEMBIMU JaTaMHu
BBITIOJTHEHUSI OCHOBHBIX 3TAIOB MCCIIEOBAHUS U MPEIOCTABICHHS OTYETOB:
Hayajo cOopa TaHHBIX;
OKOHYaHHE cOOpa JaHHBIX;
OTYETHI O XO/IE BHITIOJIHCHHUS UCCIICIOBAHMS,
IPOMEXYTOUYHBIE OTUETHl O pe3yjbTaTax HCCIENOBaHHUS (€CIu MPUMEHHMO) B
COOTBETCTBHHM C dTallaMy aHaJIn3a JaHHBIX;
UTOTOBBIN OTYET O Pe3yIbTaTax UCCICTOBAHUS.

849. Takxe MOJKHBI OBITH MPEACTABICHBI JAHHBIC 110 JIFOOBIM APYTHMM BaXKHBIM 3Taram
MIPOBEJICHUS UCCIIETOBAHUS;

) 000CHOBaHUE M MPEATNOCHUIKHM MpOBeeHUs (omucanue npoodiaemsl (mpobiemM) mo
6e30macHOCTH, POt 6€30MACHOCTH WM MEP IO YIPABICHUIO PUCKAMU, KOTOPbIE CTalu
OCHOBAHHUEM JUJIsl IPOBEICHUS UCCIIEIOBAHMS, a TAKKE KPUTUUECKUI aHATIU3 BCEX TOCTYITHBIX
OIMyOJIMKOBAHHBIX U HEOMYOJUKOBAHHBIX JIAHHBIX, COAEPKAIIUX OLEHKY COOTBETCTBYIONICH
uHpOopMaIuu 0 6€30MaCHOCTH WM yKa3aHUE HEJIOCTAIOIINX 3HAaHUHM B 001acTH O€30MacHOCTH
, Ha TOJy4YEeHHE KOTOPBIX HampaBlieHO uccienoBaHue. O030p MOXET BKIIOYaTh B ceOs
pe3yNbTaThl COOTBETCTBYIOUINX SKCIIEPUMEHTOB Ha KUBOTHBIX, KIIMHUYECKUX HCCIEAOBAHUH,
CTaTUCTUYECKHUE TOIMYJISILIUOHHBIE JaHHBIE U JIAaHHBbIE MPEAbLAYLINX 3MHAEMUOIOTMYECKIX
uccienoBanuii. O030p AOKEH COAECPKATh CCHUIKM HA PE3YNIbTAThI CXOKUX UCCICTOBAHUN U
uH(popManuioo O 3HAYUMOCTH JAHHOTO HCCIENOBaHMS B 3HAHUSA MO O€30MaCHOCTHU
JIEKapCTBEHHOTO Mperapara);

3) LeJIb M 3aja4u ucclieoBaHus (11eJb UCCIE0BaHUs, OOBICHSIOIIAA, KaKUM 00pa3oM
uccienoBaHue OyleT CrnocoOCTBOBAaTh PELICHHUIO BOMPOCA, KOTOPBIM MpUBEI K €ro
WHUIMAPOBAHUIO, a TAKXK€ 3a/Jauyd HWCCIENIOBAaHMs, BKJIIOYAs JIOOBIC IMpeABApPUTEIIbHBIC
TUIIOTE3bl U OCHOBHBIE TE3UCHI, OMUCHIBAIONIME CBEACHUS WIM HHGOPMAIUIO, KOTOPHIE
JOJDKHBI OBITH MOJIYYEHBI B pE3yJIbTaTe MPOBEACHHS UCCIISIOBAHUS);

1) OIMCaHHE METOJI0B MCCIIEA0BAaHNUS, BKIIIOYAs:
JM3aiiH ucciaeaoBaHus (ONMCcaHue qu3aiiHa UCClieIoBaHus 1 000CHOBAHUE €ro BHIOOPA);

YCIIOBUSI TPOBEAEHUSI HCCIAeAOBaHUS (TOMyISUs UCCIEAOBaHUs, OnpezensemMas B
KaTeropusix JUll, MECTa, IEPHoJia BPEMEHU U KpUTEpUEB BHIOOPKHU, BKJIHOYasi 00OCHOBAHUE
BCEX MPUMEHSAEMBIX KpUTEpPHEB BKIIOUEHUS M HeBKiIoueHus. Ecim mpoBomutcs mrolas
BBIOOPKA W3 11€JIEBOM MOMYJIAIMH, HEOOXOIUMbI HAIMYUE OMMCAHUS 1IEJIEBOU MOMYJISIIUN U
MOJIPOOHOCTH OTHOCUTEIHFHO METOJI0B BbIOOPKHU. Eciin nu3aifH uccieqoBanus IpeacTaBisieT



co0o¥ cucTeMaTH4ecKuii 0030p WM MeTaaHaln3, HEOOXOJUMO OOBSICHEHHWE KPUTEPUECB
BBIOOPA Y IPUTOTHOCTH MUCCIICTOBAHHS).

K) IepeMeHHbIE (MCXO/bl, BO3IEUCTBUS U APYTUe IIepEMEHHbIE, B TOM YHCIIe U3MEpsieMble
(bakTophl pUCKa C XapaKTEPUCTUKOW Ka)XXJIOTO B OTACIBHOCTH, MOTCHIIMAIBHBIE (DAKTOPHI,
UCKa)XaIoIINe pe3ynbTaThl, U (akTopsl, Moaudumupyromue 3Q¢eKT, onepanruoHHbIE
oTpeIeTIeHuUs ),

J) ICTOYHUKHU JAHHBIX (CTpaTeTusl U UCTOYHUKH JAHHBIX JJIS OTIPEICTICHUS BO3ICHCTBHIA,
MCXOJIOB M BCEX IPYTMX MEPEMEHHBIX, 3HAYUMBIX JUIS IEJeH MCCIeOBaHMs, TaKUX Kak
MOTEeHIMAIbHBIE (HAaKTOPBI, MCKAXKAIOIINE PEe3yJbTaThl, U (PaKTOpPhI, MOIAUDHUIMPYIOLIHE
apdext. Ilpu ucnonb30BaHNM BAIUIUPOBAHHBIX WCTOYHUKOB JaHHBIX, HHCTPYMEHTOB U
U3MEpeHuil He0OXO0aMMO OMHMCaHNe METoAa Banuaanuu. Eciau MeToasl momydeHnus JaHHBIX
WM WHCTPYMEHTOB MPOXOJSIT UCHBITAHUS B XOJ€ MUJIOTHOTO MCCIIEIOBaHMS, HEOOXOIMMO
Ipe/ICTaBJICHUE JIAHOB MPOBEACHUS MIJIOTHOTO MccienoBanus. Heo6xoaumMo npencTaBuTh
OMHMCAHHUE BCEX 3aJCMCTBOBAHHBIX KOMHUTETOB JIKCIEPTOB M MPOIEAYP OLICHKH, KOTOpHIC
OyIyT MCTIOJIB30BaHbI JJI BAJIUJAIMU JUArHO30B. B cilyyae ucmnoab30BaHus B UCCIIEIOBAHUN
TaKOr0 MCTOYHMKA JAHHBIX, KaK JJIEKTPOHHBIE METUITMHCKUE KapThl, HEOOXOANMO yKa3aHHUE
m000i1 nHbOpMaIK, Kacaroliecs BaTuAHOCTH 3aMuceld U KOJAUPOBAHUS TaHHBIX. B ciydae
CHUCTEeMAaTHYECKOTO 0030pa WM MeTaaHalIn3a He0OX0IMMO HaJMYMe OMUCAHUS CTPATETHH U
MIPOIIECCOB MOUCKA, a TAKXKE JIFOOBIX METOJIOB JIJIS TOATBEPKICHUS JaHHBIX UCCIIeI0OBaTeNeH );

M) o0beM BBIOOPKH (TUITAHUPYEMBI 00BEM BBIOOPKH, IJIAHUpyeMasi TOYHOCTH
pE3yIbTAaTOB MCCIEIOBAaHUS U pacueT o0beMa BBIOOPKH, KOTOPHIE MOTYT MHHHMAJIbHO
OTIPEJIEUTh MPEBAPUTENIBHO 3a/IaHHBIN PUCK C MPEIBAPUTENHHO 3aIaHHON MOIIHOCTHIO);

H) yOpaBJIeHHE TAaHHBIMH (yIpaBJICHHE JAHHBIMH U CTATUCTHYECKOE MPOTpaMMHOE
o0ecrnieyeHue, KOTopoe OyAeT MCHOJIb30BaHO B XOJ€ HCCIENOBAaHUS, BKIIOYAs IPOLEAYPHI
cbopa, BOCCTAaHOBJICHHSI U TTOJATOTOBKU JAHHBIX );

0) aHAJIN3 JAHHBIX (BCE BaYKHBIE ATAIbl UCCIIENOBaHMs (0T HEOOPaOOTaHHBIX JAHHBIX IO
MOJIy4YeHUS HWTOTOBOTO pe3yibTaTa), METOMBI, HCIOJb3yeMbIe i KOPPEKTHPOBKHU
HECOOTBETCTBUH MU OMIMOOK, HETOCTOBEPHBIX 3HAUYCHUH, MOAU(PUKALUN HEOOpaOOTaHHBIX
JaHHBIX, KaTEropu3aliy, aHaJlu3a U MPeJCTaBICHUS Pe3yJIbTaTOB, MPOLIETYPhI AJIsI KOHTPOJIS
HMCTOYHHKOB TOTPEHTHOCTEH M WX BIUSHUA Ha pPE3ynbTaThl, JIOOBIE CTAaTHUCTHUYECKUE
pOLEypbl, IPUMEHUMBIE K JTaHHBIM ISl TIOJYyYEHUS TOYEUHOW OIICHKU W JOBEPUTEIbHBIX
WHTEPBAJIOB M3MEPEHUN YacTOTHl BOHMKHOBEHUS WU B3aUMOCBS3H M JIIOOOTO aHaim3a
YyBCTBUTEJIBHOCTU. [lepBUYHBIN aHaNM3 MOJKEH OBITh OJHO3HAYHO OTJEIEH OT
MOJIMPYIIIOBOTO aHAJIM3a U BTOPUYHOTO aHAIIN3A);

1) KOHTPOJIh Ka4eCTBa (OMMCaHNe MEXaHU3MOB U MPOIIEAYP M1 00ecreueHus: KauecTBa u
[IEJIOCTHOCTH JIAHHBIX, BKIIFOUasi TOYHOCTh U YNTAEMOCTh MOJIYYCHHBIX JAHHBIX U IEPBUYHON
JOKYMEHTAIlMU, CBEACHUS O XpaHEHUW 3amuceid M apXUBUPOBAHUU CTATUCTHUECKHUX



MporpamMm, OMUCaHUE JOCTYITHBIX JAaHHBIX O BAJMJAIIMHU MPOIIEAYp BepuDUKAIIUU 3anTUcCed U
BaJIUJIAIIMM KOHEYHBIX TOYEK, BKIIFOUAIOTCS JJaHHbIC O CepTUDUKAIIUU U (UITH) KBATU(DUKALTUH
0001 BCIOMOTaTeIhbHON JJa00paTOPUHU WITH UCCIEOBATEIILCKUX TPYIII (€CIH MPUMEHHUMO );

p) OrpaHHYEHMs], KacalolUecsi METOJI0OB HCCieI0BaHusl (OrpaHUYEeHUs, Kacatolrecs
nu3aiiHa HCCJEOBAHUS, HMCTOYHUKOB JIAHHBIX WU AHAIUTUYECKHUX METOJIOB, BKIIOYas
po0JIeMbl UCKaXKEHUS Pe3yJIbTaTOB, ONIMOKHU, FeHEPAIU3AIUIO U CIYyYalHYIO MOTPEIIHOCTb,
MPOrHO3 YP(HEKTUBHOCTH YCIieXa MEp, HAMPABICHHBIX HA YMEHBIIICHHE KOJIMYECTBA OIIHOOK);

C) 3ammuTa CyOBEKTOB UCCIEAOBaHUA (MEphl 0€30MAaCHOCTH, MPUHUMAEMBbIE C IIEIBIO
oOecreueHnsl COOTBETCTBHS TPeOOBAaHUAM 3aKOHOAATENIbCTBA T'OCYAApCTBAa-UJ€HA B YaCTH
COOJIO/IEHNUS TPaB YYACTHUKOB HEMHTEPBEHITMOHHBIX TOCTPETUCTPAIIMOHHBIX HCCIICIOBAHUN
0E30MacHOCTH);

T) YIPaBJICHUE TAaHHBIMU U MPECTaBICHUE MH(DOPMAITUN O HEKEIATESIbHBIX SBJICHUSIX U
HEeKeJlaTebHBIX peakuusx (mpoueaypsl coopa, yrpaBiaeHHUs U IpeiCTaBlIeHns cooOeHui 00
OTZEJIbHBIX CIIy4asXx HEKEJaTeJbHBbIX peakUuuid U JI000W HOBOM HH(pOpPMALUU, KOTOpas
MOKET OKa3aTh BJIMSHUE Ha OIICHKY COOTHOIICHHUs '"MOJb3a — PUCK" JIEKapCTBEHHOTO
Ipenapara 1npy NpoBeICHUH UCCIEA0BAHUS);

y) IUIaHBl TI0 PACIPOCTPAHEHHUIO MOJYYEHHBIX JAaHHBIX U COOOIIEHUIO PE3yJIbTaTOB
HCCJIEIOBaHUsI, BKJIOYas IUIaHBl IMOJA4YU TEKYIIUX OTYETOB, HTOTOBBIX OTUETOB H
My OJTUKAIIIH.

850. Jlna uccienoBanuii, mpeayCcMaTpUBaIOIIUX NMEPBUYHBIN COOp JTaHHBIX, B Clydae
HCKJIIOUCHHS ONPECICHHBIX HEXKENaTeNbHbIX SBICHUU U3 00beMa COOMPaeMbIX JaHHBIX B
IPOTOKOJIE MCCIIEIOBAHUS JIep>KaTelIeM PErHMCTPAlMOHHOTO YAOCTOBEPEHHUS JOJIKHO OBITh
MPUBEJEHO 00OCHOBAaHUE UCIOJIB3YEMOr0 B JAHHOM MOCTPErMCTPALIMOHHOM HCCIEA0BAaHUU
0e30MacHOCTH MOAX0Ja K cOOpy AaHHBIX MO 0€30IaCHOCTH. YKa3aHHE HeXeJlaTeIbHBIX
ABJICHUH, KOTOPBIE HCKIIOYAIOTCA U3 COOMPAEMBIX NAHHBIX, JOJKHO OBITH MPUBEICHO C
WCIIOJI30BaHUEM COOTBETCTBYIOIIETO YPOBHS TEPMHUHOJIOTHYECKOTO KiaccupukaTopa
MedDRA. Tlpu uckiroyeHUH 4YacTd HHPOpMALUMU MO OE30MaCHOCTH W3 HHPOpMaluu
coOMpaeMoll B paMKax HCCIEIOBaHUs, B JaHHOM pa3zjiejie IPOTOKOJa JJI CIEeLHAINCTOB
CUCTEMBI 3JpaBOOXPAHEHMS U TAIMEHTOB JOJDKHBI OBITh YKa3aHbl KOHTAaKTHBIE JaHHbIE
AepKaTesss PETMCTPAlMOHHOTO YJIOCTOBEPEHUS WIM YHOJTHOMOYEHHOrO OpraHa u
IPEyCMOTPEHBI CelalbHbIe (HOPMBI, TPeIHa3HAYCHHBIE IS PEACTaBICHUS HHHOPMAIIUH
0 HEeXeNaTelIbHBbIX peakuusx. B ciydae, korja nmojmo3peBaemMas HexeaTelbHas peakius,
KOTOpasi MpHUBElla K JETAIBHOMY HCXOAY, HE NOIJEKHUT HE3aMeIIUTEIbHOMY
pENnoOpTUPOBAHUI0 B (POpME MHIAMBHAYAJBLHOI'O COOOIIECHHS O HEXeIaTeabHOM peakuuu,
uH(OpMaIUsg O TaKOW PeaKIMy MOJDKHA OBITh BKIIOYEHA B CIHMCOK TAaKMX HEXKENIATeIbHBIX
peakuuii ¢ yKa3aHHMEM YPOBHS CHCTEMHO-OPTaHHOI'O KJlacCa B COOTBETCTBUU C
TEPMHUHOJIOTHYECKUM Kiaccupukaropom MedDRA u ocHOBaHUUN 711 UCKITIOUEHUS TAHHOTO
ciiydasi U3 MpoLelypbl HE3aMeITUTEIbHOTO PENOPTUPOBAHUSI.



851. Jns wmccienoBaHUM, OCHOBAaHHBIX Ha cOOpe BTOPHYHBIX JaHHBIX, B
COOTBETCTBYIOIIEH YaCTU MPOTOKOJIA JIOJHKHO OBITh MPUBEICHO OMUCAHUE aHAM3UPYEMBIX
HEXKEJNATEJIbHBIX SBJICHUM WJIM HEKEJIATEIbHBIX pPEaKUUld C HCIOJb30BAHUEM
COOTBETCTBYIOIIIETO YPOBHSA TepMHUHOJOoTHYeckoro kinaccudpukaropa MedDRA. Ilpu
MPOBEICHUN UCCIEA0BAHUS C UCITOIBb30BAHUEM BTOPUYHBIX JAHHBIX BBIIIOJHEHUE MPOLIETYPbI
PENOPTUPOBAHUSA O MOJI03PEBAEMbBIX HEXKENATEIbHBIX peaklusiX B (opMe WHIUBUTYATbHBIX
COOOIICHMI O HEXKeNlaTeIbHbIX Peakluusax He TpeOyeTcs.

852. Ilpu BBHITIOTHEHUHU UCCIIEIOBAHUS C KOMOMHUPOBAHHBIM JTU3aHHOM TpeOOBaHUS K
HCCIICIOBAaHUSIM, OCHOBAHHBIM Ha COOpE MEPBUYHBIX JAHHBIX, JTOJKHBI MPUMEHSTHCS B
OTHOIIIEHUH HEXKENATeIbHBIX peakiuii, nHGOopMaIusd O KOTOPHIX MOJIydeHa MOCPEICTBOM
cOopa TEpBUYHBIX JaHHBIX, a TpeOOBaHUS K HCCIECIOBAHHMSIM, OCHOBAHHBIM Ha cOope
BTOPUYHBIX JAHHBIX, JOJDKHBI HMPUMEHSTHCS B OTHOIIEHHM HEXKENATEIbHBIX pPEaKLHM,
uH(pOpMaIIH O KOTOPBIX MOJTyYeHa MOCPECTBOM cOOpa BTOPUYHBIX JaHHBIX.

Ccruikn

853. JlaHHbIii pa3zien MOKET BKJIIOYATh B Ce0s JIFOOYIO TOMOJHUTEIBHYIO HH(OPMAITUIO O
crienuPpUYECKUX acleKTax, KOTOPhIe paHee HE pacCMaTPUBAIUCH (HAIIPUMED, aHKETHI, (POPMBI
pENOPTUPOBAHUSA).

854. Uudopmarust 06 uccIeI0BaHUSAX C IEIbI0 OIEHKU BBIMIOJIHUMOCTH MCCJICI0BaHU,
MIPOBEACHHBIX JJIT 0OOCHOBAHUS Pa3pabOTKH MPOTOKOJIA (HAIpUMEpP, TECTUPOBAHHUE AHKET (
OTIPOCHUKOB) JTUOO MPOCTHIC MOACYETHI MEAUIIMHCKUX SIBICHUN WJIM Ha3HAuYCHUN Mo 0aze
JAHHBIX C LEJIbI0 OMNpPENEICHUs] CTATUCTUYECKOW TOYHOCTH MCCIEIOBaHMS) AOJDKHA
pa3MeIaThCs B COOTBETCTBYIOIIEM pa3jiesie MPOTOKOJIA UCCIEOBAHUS ¢ KPATKUM OMHMCAHUEM
UX METOJIOB M pe3yiabTaToB. [lonmHbIe OTYETHl AOJIKHBI MPEACTABISATHCS AEpiKaTelIeM
PETUCTPALIMOHHOTO  yJAOCTOBEPEHUS IO 3ampocy YINOJHOMOYEHHOTO oOpraHa
rocyjapctBa-uieHa. Takue ucciaeaoBaHus JTOJKHBI ObITh TOJIHOCTHIO OMMCAHBI B MPOTOKOJIE (
HaIrpuMep, UCCIEIOBAHUE M0 MUIIOTHOM OLIEHKE UCMOJIb3yEMOT0 OIIPOCHUKA JIJIsl TALIUEHTOB).

4. KoETpOIIb 32 BHECEHHWEM CYIIECTBCHHRIX M3MEHECHNI B IIPOTOKOI HCCIIEAOBAaHHA

855. BHeceHue CYIIECTBEHHBIX M3MEHEHUU B MPOTOKOJ HUCCIEAOBAHUSA JOIAKHO
OCYLIECTBISATHCS MO MEpPEe HEOOXOJUMOCTH B XOJe uccleqoBaHus. JItoObie cyliecTBeHHbIE
M3MEHEHHSI TMPOTOKOJA HCCIEAOBAHUSA MOCJIE Hadaja HUCCIeAOBAHUS JIOJIKHBI OBITh
3a()UKCUPOBAHBI B MPOTOKOJIE C YKa3aHUEM JaThl BHECEHHUS M3MEHEHUH, NTOJDKHA OBITh
obecrieueHa MPOCIIEKUBAEMOCTh BHOCHUMBIX M3MEHEHUM. Eciu BHECEHHE CYIEeCTBEHHBIX
M3MEHEHHI B TMPOTOKOJ MPHUBEJIO K TOMY, 4YTO HCCIEIOBaHHE OBLIO MPU3HAHO
WHTEPBEHIIMOHHBIM KJIMHUYECKHUM HCCIEIOBAaHHEM, B JajJbHEHUIIEM WHCCIeIOBaHUE
MIPOBOJAUTCSI B COOTBETCTBUU C akTamu opraHoB Coro3a.



856. Jlist 1oOpOBOIBLHO MHUIIMUPOBAHHBIX MOCTPETUCTPAIMOHHBIX HCCIEIOBAHUM
0€30MacHOCTH JIepKaTellb PErUCTPAlUOHHOTO YJIOCTOBEPEHHS MEpeaaeT MPOTOKOI
WCCIICIOBAHUS C W3MCHEHHSMH WU OOHOBICHHSMH B YIIOJHOMOYCHHBI OpraH
rocyJlapCcTBa-ujeHa, Ha TEPPUTOPUM KOTOPOTO TMPOBOJAUTCA MMOCTPETUCTPALMOHHOE
HEMHTEPBEHLUMOHHOE HCCIe0BaHNE O€30IMaCHOCTH JIEKAPCTBEHHOI' O Mperapara.

857. Jlns mocTperucTpalmoOHHbIX HUCCIEIOBAHUN 0€30MacCHOCTH, WHUIIMUPOBAHHBIX
Jep>KaTeleM PEerucTpalMOHHOIO YAOCTOBEPEHUS B COOTBETCTBUHU C 0053aTEIBCTBOM,
HAJOXXEHHBIM  YIIOJIHOMOYEHHBIM  OpPraHOM  TOCyJapCTBa-4JIieHa, JIE€pPXKATEeNb
PETUCTPALIMOHHOTO YJIOCTOBEPECHUS JIOJKEH O00eCleuuTh MpecTaBiIeHue WHpopMauu o
BHECEHUHM JIOOBIX CYIIECTBCHHBIX HW3MEHEHHWU B MPOTOKOJ MCCIEIOBAHUS B
YIIOJTHOMOUYEHHBIM OpTraH rocy1apCcTBa-u4ieHa, KOTOPHIM ObUTM HAJIOXKEHBI 00s3aTeIbCTBA 110
MPOBEACHUIO TOCTPETUCTPALIMOHHBIX MCCIENOBaHUI 0€30MacHOCTH, A0 MOMEHTa UuX
BBE/ICHUSI.

5. IIpencraBnerne JaHHKIX 1O (apMaKkOHA30PY B YIOTHOMOYEHHEIE OPraHbl TOCYapCTB-9ICHOB
JlaHHEIE, 3HAYMMEIE JUIA ONEHKH COOTHOMEHHA "TI0Ib3a — PHCK" JISKapCTBEHHOTO IIpenapaTa

858. Jlepkarenb perucTpallMOHHOIO YJIOCTOBEPEHHUS BBIMOJHIET KOHTPOJIb JTAaHHBIX,
MOJIYYEHHBIX MIPU MPOBEIAEHUU HCCIICIOBAHUS, U OLICHUBAET UX BIIMSIHUE HA COOTHOIIECHUE "
M0JIb3a — PUCK" COOTBETCTBYIOIIETO JIEKAPCTBEHHOT0 Mpemnapata. JIrobas HoBas nHbopmalus,
KOTOpasi MOKET MOBJIUATh HAa OLIEHKY COOTHOIIEHHS '"MOJb3a — PHUCK' JIEKapCTBEHHOTO
npenapara, He3aMeJIUTEIbHO COOOIIAeTCsl YIIOJIHOMOUYEHHBIM OpraHaM T'OCy/1apCTB-YJICHOB,
Ha TEPPUTOPHUH KOTOPHIX MIPOBOAUTCS MOCTPETUCTPAIIMOHHOE UCCIeI0BaHNEe 0€30MacCHOCTH U
3apEeTUCTPUPOBAH MCCIEAYEMBbI JIEKapCTBEHHBIN mpemnapaT, B (opMe coobiieHuss 06
AKCTPEHHOU MpobieMe 1o Oe3omacHOCTH. J[aHHBbIE, KOTOpPbIE MOT'YT OKa3aTh BIMSHHE Ha
OIICHKY COOTHOIIIEHHUS "T0JIb3a — pUCK" JIEKAPCTBEHHOTO Mpernapara, MOryT BKIIIOUaTh B ce0s
JaHHbIE, TOJy4YaeMmble B pe3yjbTaTe aHaidu3a HHPOPMAUMHU O MOJA03PEBAEMBIX
HEXENATeIbHBIX PEaKIUAX, WIH Pe3yJbTaThl MPOMEXKYTOUYHOTO aHaln3a O00OIIEHHBIX
JMAHHBIX 0 0€30IIaCHOCTH.

859. IlpencraBnenne wHpoOpManuu O pe3ylbTaTax HCCICIOBAaHUN B pamMKax
NEePUOANYECKOT0 OOHOBISIEMOTO OTYEeTa MO Oe30MacHOCTH M B OOHOBIICHHMSX IIJIaHa
YIpaBJIEHHUS PUCKaAMU (E€CIIM MPUMEHHMMO) OCYILECTBISETCS HE3aBUCHUMO OT MPOUELYP
nH(pOpMUpOBaHHUS, YKa3aHHBIX B MyHKTe 823 [IpaBut.

HexenarersHbIe PECAKINH U HOKCIIATCIIBHEIC ABJICHUSA, IOMJICKANTHE CPOTHOMY ITPEACTABICHUIO

860. Nudopmariust 0 cepbe3HbIX HEMPEABUIECHHBIX HEXKEIATEIbHBIX PEAKIUAX JTODKHA
MPEJICTABISATHCS B CPOYHOM MOPSIIKE B YIMOJHOMOYEHHBIE OPTraHbl TOCYJapCTB-UJICHOB B
COOTBETCTBHH ¢ TpeboBanusmu pazaena VII macrosmux [IpaBwu.



861. Nudopmarus o HeKeNaTeIbHBIX PEAKIUAX W HEXKEJATCIbHBIX SBICHUSX,
MOJIy4Y€HHas MPU BBIMOJHEHUU UCCIEIOBAHUN C MEPBUYHBIM COOPOM JAHHBIX, MOJICKUT
JOKYMEHTUPOBAHHUIO U OOOOIICHUIO B MPOMEKYTOUYHOM OTYETE IO aHAIU3y JAHHBIX IO
0€30MacHOCTH U B UTOTOBOM OTUYETE UCCIIEIOBAHMUS.

862. Nudopmarus 0 HEXKEIaTEIbHBIX PEAKIUAX W HEKEIATCIbHBIX SBICHUSX,
MOJIy4eHHasl MPU BBIMOJHEHUH MCCIIEIOBAHUI C BTOPUYHBIM COOPOM JTaHHBIX, MOJJICKHUT
JTOKYMEHTHPOBAHUIO U OOOOIIEHUIO B MPOMEXKYTOUYHOM OTYETE MO aHaIu3y JAHHBIX IO
0€30MacHOCTH U B WTOTOBOM OTYETE HWCCIENOBaHMS, 32 UCKIIOYECHUEM CIydaeB, KOrjaa
MPOTOKOJIOM HCCJICAOBAHUS TIPEIYCMOTPEH U OOOCHOBAH MHOM MOPSAIOK IpPEACTaBICHUS
uH(dOpMaIK Mo 6€30MaCHOCTH.

863. Ilpouenypsl coopa nHGpOpMAIUU O HEXKETATESTbHBIX PEAKIUAX U HEXKeTaTeIbHBIX
SBJICHUSX, BKIIIOYAsl YIIPABICHUE NaHHBIMU (B TOM YHCIIe 0030p M OILICHKY, BBHIMIOJHICMYIO
JiepKaTeNieM PEerucTPallMOHHOTO YJIOCTOBEPEHUS, €CIM ATO MPUMEHUMO) U MPE/ICTaBICHHE
cOOOIIEeHUI 00 YKa3aHHBIX HEXEIaTEIbHbBIX PEAKIMIX U SABICHUSAX, IOJLKHBI BBITIOJHITHCS B
[IEHTpax MPOBEICHUS KIMHUYECKUX HCCIEIOBAHUM U B KpaTKol (opMme JOIKHBI OBITh
U3JI0KEHBI B IPOTOKOJIE UCCIIEIOBAHUS.

6. OT4er 0 X0/Ie BHITOJHEHUA HCCIISIOBAHUA U IIPOMEKYTOIHEIA OTIET O pe3yJIbTaTax
HCCJICIOBAHUS

864. OTdeT 0 X0/1¢ BBIMOTHEHUS UCCIEAOBAHUS COACPKUT HHPOPMAIIUIO, OTPAKAIOITY IO
ATaN BBIMOJHEHUS] MCCIEJOBAHUS, HAmpUMeEp, YHUCIO MalUEHTOB, BKIIOYEHHBIX B
WCCIIEIOBAHUE W TOABEPTIINXCS BO3JEHCTBUIO JIEKAPCTBEHHOTO IIpemapara, WJIH YHCIIO
MAIMEHTOB, Y KOTOPBIX 3a(UKCUPOBAH 1LIEJIEBOM MCXOM, a TAaK)Ke€ BO3ZHHUKIIHNE MPOOJIEMBI U
OTKJIOHCHHSI OT OXKUIAEMOTO TJIaHa TIPOBEACHHS HccleqoBanusa. OT4eT 0 X0/1e MPOBEACHUS
MCCIIEIOBAaHUSI MOMET BKJIIOYATh B ce€0S MPOMEKYTOUYHBIE JaHHBIE O pe3yJbTaTax
WCCJICTOBAHMS.

865. [IpoMeKyTOUHBI OTYET O pe3ysbTaTax HMCCICIOBAHUS COJEPKUT PE3YIbTAThI
TUTAHUPYEMOTO MPOMEKYTOYHOT'O aHAIM3a JIAHHBIX MCCIEI0BAaHUS 0 WU MOCTIe OKOHYaHUS
cOopa JTaHHBIX.

866. YIOITHOMOYEHHBIA OpPTraH rocyaapCTBa-ujeHa MOXKET 3alpOCUTh MPECTaBICHUE
OTYEeTa O XOJI€ BHITIOJHCHUS MTOCTPETUCTPAIIMOHHOTO UCCIIEIOBAaHUS OC30ITaCHOCTH, KOTOPOE
ABJSIETCS 00S3aTENbHBIM JUISL JIep)KaTessi PErucTpariiOHHOTO YIOCTOBEPEHUS WU
MIPOBOAMTCS Ha JOOPOBOJIBHOW OCHOBE Ha TEPPHUTOPHUU TOCYIapCTBa-uyjeHa. 3ampoc Ha
MPEACTABICHUE OTYETA O XOJI€ BBHIMOJHEHUS MCCIEAOBAaHUS MOKET OBITH CIeNaH /10 Hadaja
WCCIICIOBAaHUS WU B XOJE€ TMPOBEICHHS HCCienoBaHusA. [IpuanHON 3ampoca MOXKET OBITh
uH(dopmaIus B oTHOIICHUH Tpoduiist 3ppexTuBHOCTH U (MIK) 6€30MaCHOCTH, MOTyYEHHAs B
X0Jle MCCIIeIOBaHUs, JIUOO HEOOXOAUMOCTh MOTyYeHUs UHGOPMAIIUU O XOJI€ BBIMOJHEHUS



HCCJIEIOBAaHUsA, CBSI3aHHAsI C MpPENyCMOTpeHHbIMHU IpaBoM (Cor03a M 3aKOHOJATEIHCTBOM
rocy/1apCTB-4JICHOB MpOLEAypaMH, a Takke BaxHas HHGopManus 1o 0e30MacHOCTH
JIEKapCTBEHHOT'O Tpernapara.

867. Bpems mpeacTaBiieHHs] TPOMEKYTOYHOTO OTYETA JIOJHKHO OBITH COTJIACOBAHO C
YHIOJTHOMOYEHHBIMH OpTaHaMU TOCYAapCTB-UJICHOB U YKa3aHO B MPOTOKOJIE UCCIEIOBAHUS, B
CJIy4yae €CJIM COTJIACOBAHME MOPSIKA MPEJCTABICHUS OTYETOB ObLIO BBHIMOJHEHO J0 Hayaia
MPOBEICHUS] HCCIENOBAHUA. XOJ BBIMOJHEHUS MOCTPETUCTPAIIMOHHOTO HCCIEIOBaHUS
0€30IaCHOCTH JIOJKEH COOTBETCTBYIOUIMM OOpa3oM OTpakaTbCsi B IMEPUOAMYECKOM
OOHOBJISIEMOM OTYETE N0 0€30MaCHOCTH M B OOHOBJICHUSIX IJIaHA YIIPABJICHUS pUCKaMu (eciiu
MIPUMEHHMO).

868. [locne paccMOTpEHHUS OTUETA O XOJI€ BBIMOJHEHUS UCCIEA0BAHUS YITOJTHOMOYEHHBIM
OpPraHOM TroCyJapCTBa-4ieHa MOXKET OBbITh 3alpoIlleHa JONOJHUTENbHAs HHPOpMAIHS.

7. UTOrOBBII OTYET O BHIIIOJHECHNH HCCISIOBaHHUSI

869. MTOroBbpIii OTYET O BBINOJHEHUN HEMHTEPBEHLUMOHHOI'O NMOCTPErUCTPALMOHHOTO
UCCIIeIOBaHUSl 0€30MacCHOCTH, HWHULIMHPOBAHHOIO JEpXkKaTelleM pPEerucTPaloOHHOTO
YIOCTOBEPEHHUS! B COOTBETCTBUM C 00s3aTEIHCTBOM, HAJIaraéMbiM CO CTOPOHBI
YIOJIHOMOYEHHOTO OpraHa rocyaapcTBa-ujeHa, IOJDKEH OBITh MOJaH B YIOJIHOMOYEHHBIE
OpraHbl rOCyJapCTB-YJICHOB B KpaT4ailliue CpOKH IMOCJEe €ro 3aBeplIeHUs, He mo3aHee 12
MECSIIIEB C JaThl OKOHYAHUS COOpa TaHHBIX.

870. JIms moCTperucTpalmoOHHOT0 UCCIeA0BaHUs 0€30MacHOCTH, MHUIIMMPOBAHHOTO
Jep>KaTeIeM PETUCTPALIMOHHOTO YJIOCTOBEPEHUSI, TAKXKE CIEAYET MPEIOCTABUTH UTOTOBBIN
oT4eT 00 MCCIIEIOBAHUU YIIOJHOMOYEHHBIM OpraHaMm rocyAapCTB-UJIE€HOB, HA TEPPUTOPHUSX
KOTOPBIX 3apEeTUCTPUPOBAH JIEKAPCTBEHHBIN MTpenapar.

871. B ciyuae npexpalilleHus BbIMOJHEHUS UCCIEIOBAaHUS MOAAETCS] UTOTOBBIN OTYET C
YKa3aHUEM MPUYUHBI.

872. WTOroBbli OTYET O BBINOJIHEHUU HUCCIEAOBAHUS MOCTPETUCTPALUOHHOTO
rccieoBanus 6€30MacHOCTH JOJDKEH BKIIIOUATh B Ce0s CIEAYIONIYI0 HH(DOpMAaIIHIO:

a) HaMMEHOBAaHMWE: HAUMEHOBAHUE, BKJIOYAlollee B ce0si 00MIEeynoTpeOUTENbHYIO
TEPMUHOJIOTHIO U YKa3bIBaloIllee U3aiiH UCCIIe0BAHMS, ATy UTOIOBOTO OTYEeTa, (DaMUIIUIO,
uMsi, OT4eCTBO (MpU HAJIMYUHK) aBTOopa oTuera. B ciydae eciau uccienoBaHue ObLIO
3apETUCTPUPOBAHO B PETUCTPE TMOCTPETUCTPALMOHHBIX HCCIEIOBAaHUN 0€301MacHOCTH
roCy/IapCTB-YICHOB YKa3bIBAE€TCS PETUCTPAIIMOHHBI HOMEpP U CChUIKA HAa pa3MEIICHHbIC
3aMucH Ha BeO-MopTase ymoIHOMOYEHHBIX OPTraHOB TOCY/1apCTB-YJICHOB;

0) KpaTKoe co/iep>KaHKe B BUJIC PE3IOME, COJEPIKAIIIETO:

uHGOPMAITUIO O 3aTOJIOBKE U MO/I3ar0JI0OBKE MCCIIEIOBAHMS C YKa3aHUEM HOMEpPA BEPCUU U
JaThl YTBEPXKJEHUS MPOTOKOJA, a Takke (paMuInM, UMEHU U OTuecTBa (IIPU HATUYUU)
OCHOBHOT'O aBTOpa C YKa3aHHWEM MeCTa ero paboThl;

000CHOBaHUE BBITIOJHEHUS UCCIIEIOBAHMUS;



MCCIIEN0BATEIBCKUI BOIIPOC U LIEJIN HCCIIEI0BAHUS;

JIN3aH UCCIECI0BAaHUSI;

u3ydaemasi oImyJIsIus;

UCCIelyeMbIe TIEPEMEHHBIE;

VCTOYHUKH TOTYyYCHUS JTAHHBIX;

00beM BBIOOPKH;

aHaJIU3 TAHHBIX;

KOHTPOJIbHBIE TOUYKH;

B) JepKaTellb PErMCTPALIMOHHOIO YAOCTOBEPEHHUS: TIOJIHOE HAUMEHOBAHHE JIepKATENs
PErMCTPALlMOHHOIO YOCTOBEPEHUS U €r0 MECTO HAXO0XKICHHUS (apec);

) uccieaoBarenu: ¢haMmwins, UMs, OTYECTBO (MIPU HATUYKH), TUTYJIbI, YUCHbIE CTCIICHU,
MecTa paboThl (aapeca) U cBeaeHUs 000 BCEX HCCIEAOBATENSAX, a TAKXKE MEPEUCHb BCEX
BOBJICUCHHBIX B MCCJIEAOBAaHUE OpPraHM3allMidi U MECT BBINOJIHEHUS HccienoBanus. JlanHas
MH(pOpMaLMs TPEACTABISAETCA KaXJbIM TOCYIapCTBO-YIEHOM, B KOTOPOM IPOBOJUIOCH
UCClielOBaHME W JOJDKHA OBITh JOCTYIMHA MO 3alpocy YHNOJHOMOYEHHBIX OpraHOB
rocyAapCTB-4JI€HOB;

1) KOHTPOJIbHBIEC TOUKH (JIaThl KOHTPOJIbHBIX TOYEK BHITIOJIHEHUS UCCIIEIOBAHUS ):

HayaJio cOopa JIaHHbIX (3alJIaHUPOBaHHBIE U (DAKTUYECKUE);

OKOHYaHME cOOpa JaHHBIX (3alIaHUPOBAHHBIC M (DAaKTUYECKUE) UITU JlaTa MPEKpaIieHus
BBITIOJTHEHUS UCCIIE0BAHMS (€CTTU MPUMEHUMO) C YKa3aHUEM MPUYMH;

OTYET O XOJI€ BBIMOJHEHUS UCCIICI0BAHUS;

IPOMEKYTOUYHBIN OTYET O Pe3yJIbTaTax UCCIEI0BaHUA (€CIU MPUMEHHUMO);

UTOTOBBII OTYET O PE3YJIbTATAX UCCIIEIOBAHNUS;

MHBIE KOHTPOJIbHBIE TOYKH, TPUMEHUMBIE K UCCIIEIOBAHUIO, BKIIIOUAs ATy YTBEPKIACHUS
MPOTOKOJIa KOMUTETOM MO 3TUKE (€CIM MPUMEHUMO) U JaTy PErucTpalli HCCIIEIOBaHUS B
AIEKTPOHHOM PETUCTPE UCCIICIOBAHMIA;

€) 000CHOBaHME U MPEANOCHUIKH BBIITOJIHEHUS UCCIEOBAHUA: OMMCAaHUE MPOOJIEMBbI O
0€30MacHOCTH, KOTOpasi MOCIYKUJIa MTOBOJIOM K MPOBEACHUIO UCCIEAOBAHNUS, a TAK)KE aHAIN3
BCEX JIOCTYIHBIX OIYyOJMKOBAHHBIX U HEOMYOJMKOBAHHBIX JAHHBIX, COJACPXKAIIUX OLIEHKY
COOTBETCTBYIOIIEH MH(POPMALIMK MO O€30MACHOCTU WUJIU YKa3aHUE HEAOCTAIOIINX JAHHBIX 110
0€30MacHOCTH, JJI MOTYYEHUsI KOTOPBIX ObLIO MPOBEECHO HCCIICIOBAHUE;

) 1IeJIb U 33Ja4M UCCIEIOBaHUS BKIIIOYAs IPEIBAPUTEIbHBIE TUIIOTE3bI, B COOTBETCTBUU
C MMPOTOKOJIOM MCCJICIOBAHUM;

3) U3MEHEHUs] U OOHOBJICHUS: MEPEUYEHb JIOOBIX CYIIECTBEHHBIX M3MEHEHUU U
OOHOBJICHUI TIEPBOHAYAILHOTO MPOTOKOJIA UCCIEAOBAaHUHN MMOCie Hadana cOopa JaHHBIX,
BKJIIOYast 000CHOBAHUE KaXKJI0TO U3MEHEHHS UJIM OOHOBJICHUS;

1) METO/bI UCCIIEIOBAHUS, B TOM YHCIIE:

JN3aifH MCCIIEIOBAHMS: KIIIOUEBBIE PJIEMEHTHI AU3aiiHa MCCIIEIOBaHUs 1 0O0OCHOBAHUE
BBIOPAHHOTO U3aiHA;



YCJIOBUS: YCIIOBHS, MECTa U COOTBETCTBYIOIIME JAaThl MPOBEICHUS HCCIEIOBAHMUS,
BKJIIOYAs MEPHUOIbl HAa0opa MaIMeHTOB, MOCIEAYIONIEro HaOII0AeHUsS U cOopa JaHHBIX (B
cllydae MPOBEICHHS CUCTEMAaTHYECKOro 0030pa WM METaaHaln3a — XapaKTePHUCTUKH
WCCJICIOBAHUMN, UCITOJIB3yeMbIC B KQU€CTBE KPUTEPUEB MMPUEMIIEMOCTH, C UX 0OOCHOBAHHEM ),

MAIACHTHI: TeJIeBas MOMYJISIIUSI U KPUTEPUU BKIIFOUCHHS TAIMEHTOB B UCCIIECOBAHNE.
JoikHbl OBITH yKa3aHbl MCTOYHUKM M METOJbI Habopa Yy4YacTHUKOB, BKJIoudas (Tiae
MPUMEHNMO) WX JCTAIBHOE OMHCAHHE, a TAK)KE KOJMYECTBO BBIOBIBIITUX M3 MCCIICTOBAHUS
YYaCTHUKOB Y MIPUYUHBI BBIOBITHS U3 UCCIICIOBAHNUS,

aHAIM3UPYyEeMbIe TTIepEMEHHBIC: PE3yJIbTAThI, BO3JICHCTBHE JIEKAPCTBEHHOTO MperapaTa Ha
MAIMEHTOB, TPOTHOCTHYECKHE (PAaKTOPHI, MOTCHITMAIBHBIC NCKAKAIOIIHE (PAaKTOPHI U (DAKTOPHI
, Moguduiupyromue 3hQexT, BKIOYas ONepalioOHHbIC ONPEACICHUS U TUAarHOCTHYCCKUE
KpUTEPHUH, €CITU TPUMEHUMO;

UCTOYHUKHU JAHHBIX U U3MEPEHHUe: ISl KaXJOro paccMaTpUBAEMOTO MOKa3aTens
YKa3bIBAIOTCS UCTOYHUKH JTAHHBIX M MMOJPOOHOE OMHMCAHWE METOJIOB OIICHKHA U M3MEPECHUS (
€CJIM IPUMEHUMO), a TAKXKE COMTOCTABUMOCTH METOJIOB OLICHKH (Tipu Hamu4uu Oonee 1 meTona
). Eciu B nccneoBaHMM MCIIOIB30BAJICS CYIIECTBYIOIIMA NCTOYHHUK JTAHHBIX (DJIEKTPOHHBIE
MEJIUIIMHCKUE KapThl), TO HEOOXOAMMO yKa3blBaTh B OTYeTe JIOOyI0 uH(OpMaIruioo o
BAJIMTHOCTHU 3allMCel M KOJMPOBAHWH JaHHBIX. B cilyyae mpoBeneHHs] CHCTEMATHYECKOTO
0030pa WM MeTaaHaau3a JOJKHBI OBITh OMUCAHBI BCE UCTOYHUKU MH(GOPMAITUHU, CTPATET S
MOMCKA, METOJIbI JJI1 BhIOOpa MCCiIEeA0BaHUM, METOAbl U3BICUEHHUS JTAHHBIX U MPOILIECCHI
MOJTYYCHUS ¥ TIOJITBEPIKICHMSI IAHHBIX;

OIIMOKMU: ONMHCAaHUE MPEANPUHATHIX NEUCTBUU HIM Mep MO OOpalIeHHUIO C
MOTCHITMAIBHBIMUA NCTOYHUKAMU OIITHOOK;

00beM BBIOOPKHU: 00BEM BBIOOPKM UM OOOCHOBAHUE JIFOOOTO BBIYMCICHHS pa3Mepa

BBIOOPKH U METO/A TOCTHKCHHS TIPE/IIOJIaraeMoTo pa3Mepa BRIOOPKH;

npeoOpa3oBaHue JaHHBIX: MPE0OPa30BaHUS, BRIUUCICHUS WA ONEpaIuy C JaHHBIMH,
BKJIIOYass METOJbI OOpabOTKM KOJMYCCTBEHHBIX JaHHBIX IPU BBIMOJHCHUU aHAIN3a,
000CHOBaHUE BHIOPAHHBIX METOIOB IPYIITUPOBAHUS JAHHBIX;

CTaTUCTUYECKUE METOIbI (ONTMCAHUE TIO CIAEAYIOIINM aCTIEKTaM):

OCHOBHBIC METOJIBI 000O0IICHNS;

BCE CTATUCTUYECKUE METO/IbI, KOTOPhIE MPUMEHSIIUCh B UCCIICIOBAHUY, BKITIOUAs METOIbI
JUIS KOHTPOJS WCKaXeHWW (B OTHOIICHWMH METAaaHAIM30B — METOJbl KOMOWHUPOBAHUS
pPE3yIbTAaTOB HCCIIEIOBAHUN);

T00BIC METOIBI, HCTIONB3YEMBbIE /TSI U3YYCHHS TIOATPYIII IMAIIMCHTOB W B3aUMOICHCTBUN
aHATM3UPYEMBIX TIEPEMEHHBIX;

MOJIXOJ1 K PEUICHUIO MPOOJIEMBI 110 OTCYTCTBYIOIIUM JaHHBIM;

OIICHKA YYBCTBUTEIIBHOCTH UCCIICIOBAHMS,;

BCE M3MEHEHUS TUTaHA aHAJIM3a JIaHHBIX, IPEAYCMOTPEHHOTO MPOTOKOJIOM UCCIIEI0OBAHNUSA,
¢ 000CHOBAaHMEM HU3MCHCHMIA;



KOHTPOJIb KaueCTBa: MEXaHU3MbI U TIPOLIETYPhl 00ECIIEUEeHUs KaueCcTBa U 1EJIOCTHOCTU
JTAHHBIX;

K) pe3yJbTaThl: MpeACTaBIeHUE TabIuIl, TPaQUKOB U WLTIOCTPAINH JIJIT OTOOpaKeHUS
NOJIyYEHHBIX JAHHBIX W MPOBEICHHOTO aHanu3a. J{omkHBI ObITH MpEACTaBICHBI Kak
aJanTUPOBAHHBIC, TAK U HEAJAITUPOBAHHBIC pe3yJibTaThl. OlIEHKA TOYHOCTH JAHHBIX JOJIKHA
OBITH BBINOJTHEHA KOJUYECTBEHHO C YKA3aHUEM JOBEPHUTEIIbHBIX MHTEPBAJIOB. DTOT pa3iel
JOJKEH BKJIIOUATh B c€0s1 CIEAYIOLINE MOAPA3IETIbI:

YYACTHHUKH: KOJIMYECTBO MAIMEHTOB Ha Ka)JOM dTalle UCCle0BaHusl (HalpuMep, YUCIIo
MOTEHIHAIBHO COOTBETCTBYIOIIUX, MPOIIEAIINX MPOLEAYPY CKPUHHUHTA, OLIEHEHHBIX KaK
COOTBETCTBYIOIIME KPUTEPUSAM BKJIIOUEHHUSI, BKIIOUYEHHBIX B MCCJIEAOBAHHE, 3aBEPIIAOIINX
nocieayomniee HaOJIIOJIeHHE U MPOaHATU3UPOBAHHBIX, @ TAKXKE MPUUYUHBI BBIOBITHS W3
WCCIe0BaHUs Ha JII0OOM dTamne). B cimydae cucrematudeckoro o030pa Wik MeTaaHAIM3a
YKa3bIBAE€TCSl KOJUYECTBO MALMEHTOB, MPOIMIEAIINX NPOLEAYpPy CKPUHUHTA, OLIEHEHHBIX HA
COOTBETCTBHUE W BKIIIOYEHHBIX B CUCTEMAaTHYECKU 0030p WM METaaHalu3, C YKa3aHUEM
PUYMH BBIOBITUS U3 UCCIICIOBAHUS HA KaXKJIOM JTarle;

onucaTelbHbIe TaHHbIE: XapaKTEPUCTUKU YYACTHUKOB HMCCIIEIOBaHUs, HHPOpMAIU O
BO3JICMCTBUM JIEKAPCTBEHHOr'0 Tpernapara Ha TMAlMeHTOB M MOTEHIMAIBHBIX (akKkTopax,
HCKaXXAIOIINUX JaHHbIC, 4 TAKKE KOJIWYECTBO YYACTHUKOB C OTCYTCTBYIOIIMMU JAHHBIMU JIJI51
KaXJI0OM paccMaTpUBAEMOM aHAIM3UPYEMOM IIepeMeHHOM. B ciydae mnpoBeneHus
CUCTEMATHYEeCKOro 0030pa WJIM METaaHalih3a YKa3bIBAIOTCS JaHHble (00BEM BBIOOPKH,
IUIAaHUPYEMOE MCCIIEJOBAaHUE) UCIIOIB30BAHHBIE U1 UCCIEIOBAHMS;

JAHHBIE O pe3yJIbTaTaX: KOJIUYECTBO YUACTHUKOB M0 KATErOPUSIM UCXO/IS U3 MOTYUYECHHBIX
OCHOBHBIX P€3YJIbTATOB;

OCHOBHBIE€ PE3YyJIbTAThl: PE3yJIbTaThl HEAMANTHPOBAHHOM OLIEHKU (€CIU MPUMEHHMO),
aJanTHPOBAHHOM OLICHKHU C YYETOM MCKa)karolux (akTOpOB MU UX TOUHOCTH (Hampumep, 95 %
JIOBEpUTENbHBIN uHTEpBaN). Ecim mpuMeHnMo, OlleHKa OTHOCUTEILHOTO PUCKA JTOJDKHA OBIThH
nepesezieHa B aOCOTIOTHBIN PUCK 1JIsl 3HAYMMOT'O MIEPHOJ1a BPEMEHU;

JpyTye BUJbI aHAIN3A: APYrUe MPOBEICHHbIC aHAIN3bI, HATPUMEP, aHAJIM3bI MOJATPYIN U
B3aUMOJEHCTBHUS, a TAK’KE aHAJIN3bl YyBCTBUTEIBHOCTH;

HE)KEJIAaTEIbHBIE SIBIICHUS W HEXKEIATEJIbHbIE PEAaKLWW: YIPAaBICHUE NaHHBIMHA U
npeacTaBieHre UHOOPMAIIMK O HEXKENATEIbHBIX SBICHUSX U HEXKEIaTeIbHBIX PEaKIHIX B
YIIOJTHOMOUYEHHBIE OpPraHbl TOCYAapCTB-WICHOB B COOTBETCTBUU ¢ TpeOoBaHUsIMHU pazzena VII
Hactosmux [IpaBui. B oTHOmEHUH onmpeneneHHbIX NW3allHOB HCCIIEIOBAaHUN, TAaKUX Kak
cily4yail — KOHTPOJIb" UM PETPOCIIEKTUBHBIE KOTOPTHBIE UCCIIEA0BAHMS, BKIIOUYAIOIIUX B ce0s
aHallu3 JAHHBIX SJIEKTPOHHBIX MEAUIMHCKUX KapT, CHUCTEMAaTUYECKUE MEPECMOTPHI U
METaaHalIu3bl, HEOOXOJMMO YyKa3aTb HEBO3MOXXHOCTh MPOBEICHUS OLEHKU CTEINEeHU
JOCTOBEPHOCTH NPUYMHHO-CIEACTBEHHOM CBS3M HAa YPOBHE Ka)XIOI0 HWHAMBHIYAJIBHOTO
ciyJas;

71) o0CyXACHUE:



KJIFOUEBBIE PE3YJIbTAThI: PE3yIbTAThl, HMEIOIINE OTHOUIEHHUE K 3aJja4yaM UCCIIEIOBaHMUS,
pe3yJbTaThl paHee MPOBEJECHHOTO UCCIEOBAHUSI, KOTOPBIE COTJIACYIOTCS WM MPOTUBOpPEUAT
pe3yiibTaTaM, MOJIyYEHHBIM B JJAHHOM HCCIIEIOBAHUU, & TAKKE UX BIUSHUE HA COOTHOUIECHUE
"Mmok3a — pUCK" JIEKapCTBEHHOTO Tpernapara (€Ciau 3TO MPUMEHUMO);

OTPAaHUYCHUS: OTPAaHUUYEHUS UCCIEIOBAHUS C YUETOM OOCTOSATENBCTB, KOTOPHIE MOTIIH
MOBJIMSTH HA KQYECTBO U I[EJIOCTHOCTh JAHHBIX, OTPAaHUYEHUS MOJX0/]a U METOJI0B, KOTOPbIE
OBLIM KUCTIOJIB30BaHbI 111 MUHUMU3AIMU UX BIUSHUS (HAIpUMeEp, 4acTOTa MOJyYeHUsI OTBETA,
OTCYTCTBYIOILIUE WJIM HEMOJIHbIE JAaHHBIE, IPUMEHEHHBIE OLICHOUHbIE 3HAUYEHMS), UICTOUYHUKHU
MOTEHIUAJIBHBIX OIIMOOK U HETOYHOCTEH M BaluIHOCTH siBieHUN. HeobxoaumMo obcyxieHne
C YNOJHOMOYEHHBIM OPraHOM (SKCIEPTHOM OpraHu3alueil) Kak HampaBiCHHS, TaK H
MaciTada MoTeHIIHAILHBIX OIHOOK;

MHTEPIpETalMs: UHTEpIpeTalusl pe3yibTaToB HCCIEIOBAHUM C y4yeToM 3ajad,
OTrpaHUYEeHHM, MHOKECTBEHHOCTH aHAIN3a, PE3yIbTaTOB MOJOOHBIX UCCIAEAOBAHUM U JIp.;
0000111a€MOCTh PE3YyJIbTATOB UCCIICIOBAHUS (BHEILIHSS BaJTUIHOCTH);

M) CCBUIKH;

H) apyras uHopmanus o cnelu(pUIHbIX aCIEeKTax HUCCIe0BaHus,

HE PacCMaTpPUBABIIUXCS PaHEE.

844. Pe3tome UTOrOBOT'O OTUETA UCCIEOBAHUS JTOJDKHO BKIIFOYATh B ce0si 0000IIEHHYIO
uHpopManuio 00 MCHOJIH30BAHHBIX B HMCCIECIOBAHUU METOJAX, a TaKKe O IMOJTYyYCHHBIX
pe3ynbTaTax, IpeICTaBIECHHYIO B cieaytoieM (popmare:

1) HaumMeHOBaHME HCCieN0BaHu (B BHUJIE 3arjlaBus C MOJ3aroJIOBKaMM), BKJIIOUYasl 1aTy
COCTaBJeHUS pe3toMe, GaMUIIUI0, UM, OTYECTBO (MIPU HAJUYUHU) U CBEACHHUS O NEPBOM
aBTOPE U3 aBTOPCKOTO KOJUICKTHUBA;

2) kiroueBbie ciioBa (He Oojiee 5 KIIOYEBBIX CJIOB, OTOOPa)KaroIIUX OCHOBHBIC
XapaKTePUCTUKHU UCCIICIOBAHMUS);
3) 000CHOBaHUE U MPEANOCHUIKHY;
4) 11enb ¥ 3a71a4U UCCIIEOBAHUS;

5) Iu3aifH UCCaeI0BaHus,

6) yclioBUS MPOBEACHUS UCCIIEIOBAHUS;

7) nauueHThl U 00beM BBIOOPKH;

8) aHaNM3UpyeMble IEPEMEHHbIC U UCTOUYHUKH JIaHHBIX;

9) pe3ynbTatsl;

10) oGcyxnenue (Bkiroyas (€CiM MPUMEHUMO) OIEHKY BIUSHUS PE3yJIbTAaTOB
MCCJIeIOBAHUS HA COOTHOUIEHUE "MO0MIb3a — pUCK" JIEKapCTBEHHOTO Ipernapara);

11) BeIBOS;

12) nepxatenb perucTpallioOHHOTO YIOCTOBEPEHHUS;

13) dbamunuro, umMsi, 0T4eCTBO (ITPU HATUYUH) U CBEJICHHUS O TJIABHOM HCCIIE0BaTENE.

7. OmyOImMKoBaHKe Pe3yIBTATOB HCCICAOBAHUA aBTOPaMH



845. [lepkarenb perucTpalliOHHOTO yIOCTOBEPEHHS 3apaHee COTJIACOBBIBAET CTPATETUIO
onyOJIMKOBaHUS MCCJIEJOBAHUS C TJABHBIM HCCIIEIOBATEIEM, €CJIU HCCIEeI0OBaHUE
MPOBOJUTCS W aHAJTU3UPYETCA TOJHOCTBIO WM YaCTUYHO UCCIENOBATEIsIMHU, HE
SIBJISIIOIIMMUCS COTPYJHUKAMU JIEPKATEIs PETUCTPAIIMOHHOTO yJI0CTOBepeHus. Jlepkareinb
PETUCTPAIIMOHHOTO yJAOCTOBEPEHHUS JOJDKEH OBITh YIOJHOMOYEH MPOCMAaTPHUBATH
BKJIIOUCHHBIE B MaTepHUajbl IMpeJHa3HAYCHHbIE IS OMyOJIUMKOBAHHUS pE3yIbTaThl,
MOJIy4eHHbIE B XOJI€ MHPOBEACHHS HCCIEIOBAaHUN W UX HMHTEPHPETAIUIO, a TaKXKe
MpEJCTaBIATh CBOM KOMMEHTApUU JIO Tepeladyd MaTepuajoB B IedaTh, u30eras
HEOOOCHOBAHHBIX 3aJIepkKeK. 3alpoChl HA BHECEHNE M3MEHEHHI B MaTepHUasbl MOJIeKaIIne
OITyOJIMKOBAHUIO JTOJKHBI OBITH HAYYHO OOOCHOBAHBI.

846. IlpencraBinenne omyOIUKOBAaHHBIX PE3YIbTATOB UCCIICIOBAHUS B YIIOJJHOMOYEHHBIE
OpraHbl TOCYJapCTB-YJICHOB

847. B mensx mpenocTaBieHUs BO3MOXKHOCTH YMOJHOMOYEHHOMY OpraHy 3apaHee
O3HAKOMUTCSA C JIaHHBIMU HCCJEJOBAaHUS, MOJJIEKAIUX OMyOJMKOBAHUIO, NIEPKATEIIO
PETUCTPALIMOHHOTO YJOCTOBEPEHUS CIEAyeT IepeaaTh HUTOTOBBIM BapUaHT CTaTbU B
YIIOJTHOMOYEHHBIE OpraHbl TOCYJapCTB-YJIEHOB, Ha TEPPUTOPUU KOTOPBIX 3apETUCTPUPOBAH
JIEKapCTBEHHBIN Mperapar, B TeueHue 14 kaJeHIapHbIX JHEH ¢ JaThl IpueMa MaTepHalioB B
U3/1aTeIbCTBE.

8. 3amuTa JaHHBIX

848. JlepkaTenu PErucTPalMOHHBIX YJOCTOBEPEHUM W HCCIEIOBATEIN JOJKHBI
coOmo1aTh TpeOOBaHUS 3aKOHOMATEIFCTBA TOCYIaPCTB-WICHOB, HA TEPPUTOPUU KOTOPHIX
POBOJIUTCSI MCCIEOBAaHUE, MO 3alIUTE MEPCOHAIBHBIX JaHHBIX MAlMEHTOB. Jlepxarens
PETHCTPALIMOHHBIX yAOCTOBEPEHUN JOKEH OOECIEeUHnTh HaJJexaliee oOpalieHue Hu
XpaHeHue Bceil nHpopMaIri 00 UCCIETOBAHUH TaKUM 00pa3oM, 4TOObI 00ECTIEYUTh TOUHYIO
nepenady, HWHTEpPIpeTanui0 W Bepudukamuto 3Toid wmHopmanuu. I[lpu sToMm
KOH(HUICHIINATLHOCTh TAHHBIX MEIUIIMHCKUX KapT MAIMEHTOB HE JIOJKHA OBITh HAPYIIEHA.

9. ITpoBencHuUE aynuTa M HHCIEKTAPOBaHUA

849. JlepxaTenb PETHCTPAITMOHHOTO yJIOCTOBEPEHUS JOJKEH 00€CIICUUTh BHITTOJTHEHUE
CBOHMX 0053aTEILCTB 10 (hapMaKOHaA30py B OTHOIICHUH BBITIOJTHEHUS UCCIICTOBAHHMS, a TAKIKE
o0ecreunTh BO3MOKHOCTh TIPOBEICHUSI ayANTa, MHCIIEKTUPOBAHUS M BepUPUKAIIUNA JTaHHBIX
00s13aTeNbCTB. JIFOObIE M3MEHEHHS JaHHBIX JTOJDKHBI JOKYMEHTAIBHO (PUKCHPOBATHCS YTOOBI
00€CIIeUnTh TPOCICKUBAEMOCTh TaKMX W3MEHEHHWH B JOKyMeHTax. Jlepxkarenn
PETUCTPAIMOHHOTO YIOCTOBEPEHUS JIOJKEH 00SCIIEYNTh XpaHEeHHUE B DJICKTPOHHOM (opmare
AQHATMTHYECKUX JTAHHBIX U CTATUCTUYCCKHUX MPOTPAMM, HCIOIB3YEMBIX IS (hOPMHPOBAHHUSI
JAHHBIX, BKJIIOYCHHBIX B UTOTOBBIM OTYET IO HMCCIICIOBAHUIO, 4 TAK)KE UX JIOCTYITHOCTD IS
ayJIiTa U MHCIICKTUPOBAHUSI.



10. Bmasiane Ha cHCTEMY YIIpaBIICHHSA pUCKAMHA

850. Nudopmaius 0 HEMHTEPBEHIIMOHHOM MOCTPETUCTPAIIMOHHOM HCCIICIOBAaHUM
0€30MacHOCTH, BBINOJHAEMOM B COOTBETCTBHHM C 00s3aTEIbCTBAMHU, YCTAHOBJIECHHBIMHU
YIOJHOMOYEHHBIM OPraHOM TOCYJapCTBa-WiIeHA WM B MHUIMATHBHOM MOPSJIKE COIJIACHO
IJIaHy yOpaBJE€HHUS PUCKaMH, JOJDKHA OBITh BKJIIOYEHA B IJIAH YIPABICHUS PUCKAMH
Jep>KaTessl peruCTPAIMOHHOTO YA0CTOBEPEHHUSI.

851. B ciyuae ecnu miiaH ynpaBlIeHHUs] pUCKaMU OTCYTCTBYET, TOJKEH ObITh pazpaboTaH
HOBBII IJIaH, BKJIIOYAKOMUA B ce0s JaHHbIE NOCTPETUCTPALMOHHOTO HCCIIEIOBAaHUS
6e3onacHocTH. Bo Bce COOTBETCTBYIOIIME pa3/ieibl U MOAYJM IUIaHA YIPABICHUS PUCKAMHU
BHOCATCSI COOTBETCTBYIOLIME U3MEHEHUS C YYETOM IPOBEJECHHUS MCCIIEIOBAHMS, BKIIIOYAS
crienuduKaIuo mo 6€30MacHOCTH, IJIaH (papMaKoHa30pa U TJIaH MUHUMM3ALUKN PUCKOB, a
TaKxe 0030p Mep MUHUMU3ALIMHU PUCKA.

11. IIpomexmypa 00sA3aTENBHBIX OCTPETHCTPAMOHHBIX HCCIEAOBaHMi 6€30I1aCHOCTH

852. B rocypapcTBax-4jieHaX MPOBEACHUE MOCTPETMCTPALMOHHOIO HMCCIEIOBAHUS
0€30MacHOCTH MO’KET Ha3HAuaThCsl YIMOJIHOMOYEHHBIM OPraHOM TOCyJapCTBa-d4ieHa IMpHU
MPOBEICHUH OLIEHKH 3asIBJIEHUS HA PETUCTPALMIO WU HA MOCTPErMCTPALIMOHHOM 3Tarie, eCiu
€CTh OCHOBaHUS (00OCHOBAaHHOE JKCIEPTHOE MHEHHE OTHOCUTEIHHO OTCYTCTBUS BaKHBIX
JAHHBIX, XapaKTEepU3YyIOIUX MNpoPuiab OE30MaCHOCTU JIEKAPCTBEHHOrO Mpemnapara,
MOJIyYeHUE KOTOPBIX TPEeOyET BBHIIOTHEHHUSI AKTUBHBIX METOJIOB M3yUEHUS OE30MAaCHOCTH T10
NPUYKMHE HEBO3MOXKHOCTH HAJIEKAIIET0 U3YUSHHSI WIIM OIIEHKU PUCKa (PUCKOB) MPU MOMOIIHU
PYTHUHHBIX METOAOB (papMaKOHaJI30pa) CAesiaTh MPEANOJIOKEHUE O TOM, YTO MPOBEIAECHUE
MOCTPETUCTPAIMOHHOTO MCCIIEIOBaHMS O O€30MaCHOCTU MOKET OKa3aTh CYIIECTBEHHOE
BJIMSIHAE HA COOTHOIICHHE MOJIb3a-PUCK JEKAPCTBEHHOT O Mpenapara.

853. JlanHoe TpeOoBaHWE YMOJTHOMOUYEHHOTO OpraHa JOJKHO OBITh HaJICKAIIUM
o0pa3oM O0OOCHOBaHO JaHHBIMU OLEHKH MNpoduiss 6e30macHoCTH U 3HPEKTUBHOCTH,
3a()UKCUPOBAHO B THCHMEHHOM BHJE W JOJDKHO BKJIIOYaTh B ce0s 3aJa4dl U CPOKHU
MpOBEICHUS UccaeaoBaHus. TpeOoBaHNEe MOKET TaKXKe BKIOYATh B c€0sl pEeKOMEHJAuH 110
KJIFOYEBBIM XapaKTEPUCTUKAM HUCCIEAOBaHUs (HApUMep, NU3aiiH UCCIEIOBaHMUS, YCIOBUS,
BO3JICHCTBHE JIEKAPCTBEHHOTO Mpernapara, UCXOAbl UCCIeA0BaHus, 1iejeBas Momysius). B
YUCIIO PEKOMEHAYEMBIX METOJIOB MOTYT BXOJHUTh METOAbl AKTUBHOTO MOHHUTOpPHUHTA (
HaIpUMep, MOHUTOPUHT Ha ONPEEICHHBIX KIMHUYECKUX 0a3aX, pelenTypHbIi MOHUTOPHUHT,
pErucTphl), CpaBHUTEIbHBIE HAONIOATEIbHbBICE HEUHTEPBEHIIMOHHBIE HCCIEN0BaHUA (
HaIpuMep, KOTOPTHOE UcclieIoBaHNE (MOHUTOPHUHT), UCCIIE0OBAaHUE THUIA CIy4ail-KOHTPOJIb,
UCCIIEIOBAHUE CEPUHU CIIy4yaeB M HHBIE), KIMHUYECKUE HUCCIEJOBAaHMS, HCCIEHOBAHUS
moTpeOIeHus, (apMaKOIIMHISCMHUOJIOTHICCKHIE UCCIICTOBAHUS.

854. B teuenue 30 xaneHAapHBIX JHEH CO JHS MOJTYYEHHUS MUCbMEHHOTO YBEIOMJIEHUS OT
VIIOJTHOMOYEHHBIX ~ OPraHOB O  HA3HAYCHUHM  MPOBEACHUA  00SI3aTEIHLHOTO



MNOCTPErUCTPALIMOHHOTO HCCIEAOBAHMS 0€30MacHOCTH Ha IMOCTPErMCTPALlMOHHOM JTarie
JepKaTellb PErucTPallMOHHOTO YJAOCTOBEPEHMS BIIPABE 3aMpPOCHUTh BO3MOXKHOCTh
MPEJICTaBICHUS MMCbMEHHBIX KOMMEHTAPUEB OTHOCUTEIBLHO YCTAHOBIICHHS 00513aTENbCTBA T10
IIPOBEJICHUIO HCCIIEIOBAaHUS 110 O€30MACHOCTH JIEKaPCTBEHHOTO CPEICTBA. Y TOTHOMOYEHHbBIE
OpraHsbl TOCYIapCTB-WICHOB ONPENENSIIOT CPOKU MPEICTABICHUS YKa3aHHBIX KOMMEHTapHUEB.
Ha ocHOBaHMM aHanu3a TaHHBIX TMCBMEHHBIX KOMMEHTAPUEB, IIPEICTABICHHBIX JEpKaATEIEM
PETUCTPALIMOHHOIO YJIOCTOBEPEHUS, YIIOJTHOMOYEHHBIN OpraH rocyAapcTBa-ujeHa JI0JKEH
0TO3BaTh WJIH MOATBEPJIUTH 00s13aTEIbCTBO. B ciiyyae moaTBep:kieHUs 0053aTeIbCTBA B
YCIOBHUSL BBIAAYM PETUCTPALMOHHOIO YJAOCTOBEPEHHUS JOJDKHBI OBITh BHECEHBI
COOTBETCTBYIOIIME H3MEHEHHUS C YKa3aHHEM O IPOBEJECHUM NOCTPErUCTPALMOHHOIO
uccineoBanusl 0e30MacHOCTH B KayecTBE 00s3aTENbHOIrO ycioBHUs peructpauuu. [lpu
HaJW4YuU IUIaHA YNPABJIEHUS PUCKAMH JAEpPKATEIeM PErucCTPaAalMOHHOTO YAOCTOBEPEHMS
BHOCSITCSI U3BMEHEHMS B COOTBETCTBYIOIIME Pa3/eibl IUIaHA.

12. KoHTpois 32 HEMHTEPBEHIIMOHHEIM ¥ IOCTPErHCTPAAOHHEIMA HCCIICIOBAHUAMHA
6e3omacHOCTH

Ponb u 003aHHOCTH JepKaTeNs peTHCTPAMOHHOrO YAOCTOBEPEHHSA

855. JlepxaTeyib pErucTpalimOHHOTO YJIOCTOBEPEHHS HECET OTBETCTBEHHOCTH 3a
obecrieyeHUe COOTBETCTBUS  UCCJICIOBAHUS KPUTEPUSIM  HEUHTECPBEHIIMOHHOTO
MOCTPETUCTPAIMOHHOTO UCCIIET0BaHMsI 0€30MMaCHOCTH.

856. JlepkaTenb perucTpalimoOHHOTO YAOCTOBEPEHUS B OTHOIIIEHUH HEMHTEPBEHIITMOHHOTO
MOCTPETUCTPALIMOHHOTO HMCCIIeIOBaHUs 0€30MacHOCTH JOKEH O0ECIEUYUTh BBIMOJHEHUE
CBOMX 00s3aTeNbCTB MO (PapMakoHAI30py, a TAKKE BO3MOXKHOCTH IMPOBEICHUS ayIuTa,
WHCIIEKTUPOBAHUS U BEpUDUKAIIUH.

857. Ilpu yCcTaHOBIICHUH JACPKATEIIIO PETUCTPAIMOHHOTO YIOCTOBEPEHUS 00s13aTelIbCTBA
10 TIPOBEJICHUIO HEMHTEPBEHIIMOHHOTO MOCTPETUCTPAIMOHHOTO UCCIIEIOBAHUS OE30MTaCHOCTH
JiepKaTelieM PErucTPAlMOHHOTO YJIOCTOBEPEHHUS JOJDKHA OBITh oOecredeHa pa3paboTka
IIPOTOKOJIa UCCIICIOBAHUS C MOCIIEIYIOIUM IIPEACTaBICHUEM Ha OIIEHKY B YIIOJTHOMOYEHHBIN
opraH rocyjapctB-ujieHa. Jlepxareiab pErucTpallMOHHOTO YJAOCTOBEPEHHUS HECET
OTBETCTBEHHOCTh 3a OOecleueHHe COOTBETCTBHUS  HMCCIEIOBAHUA KPUTEPUSIM
HEUHTEPBEHIIMOHHOTO UCCIICIOBAHMS HA BCEX ATAIax BHIMTOJIHEHUSI.

858. HenHTepBEHIIMOHHOE MOCTPETUCTPAIIMOHHOE HCCIIeIOBaHNE 0€30MaCHOCTH MOXKET
OBITh HAYaTO TOJBKO TIOCJE TOJYYEeHHUS] MHUCbMEHHOIO OJ00pEeHUs CO CTOPOHBI
YIIOJJHOMOYEHHOI0 OpraHa TocyJapCTBa-4jieHa, Ha TEPPUTOPUU KOTOPOTO TIJIAHUPYETCS
npoBejieHue uccienoBanus. OnoopeHne yrnoJHOMOUYEHHOTO OpraHa JIOJKHO OCHOBBIBATHCS
Ha MpUHLKIE 00eCTeueHHs 0JIaronoyyus U 3alllUThl MPAaB YYACTHUKOB UCCIIEIOBAHUS.



859. Tlocie cormacoBaHusi HMPOTOKOJA IOCTPETHUCTPALMOHHOTO HCCIEIOBAHUSA
0€30MacHOCTH JAepKaTeJIeM PErMCTPAlMOHHOIO YJOCTOBEPEHHUS AOKHO OBITH 00ECIIeYeHO
IIPEICTABIICHUE B YIIOJITHOMOYEHHBIN OpraH BCEX MOCIEAYIOINX CYIIECTBEHHBIX H3MEHEHUI
B IIPOTOKOJI MUCCIIEOBAHUS O Hayala UX BBEJICHUS.

860. [Tocme 3aBepiieHusT UCCAEOOBAHUS IEPKATEIb PETHCTPALMOHHOTO YIOCTOBEPEHHUS
MPEICTaBIISIET UTOTOBBIA OTYET 00 MCCIIEIOBAHUHU, BKIIIOYAsl PE3IOME UTOMOBOTO OTYETa IS
OITyOJIMKOBaHUS, B YIIOJJHOMOYEHHBII OpraH rocyJapcTBa-ujeHa B KpaTyailline CpoKu, HO He
no3nHee 365 kaneHmapHbIX nHeW (12 MecsieB) co JHS OKOHYaHHs cOOpa JaHHBIX, €CIH
YIOJHOMOYEHHBIM OPraHOM TOCyJapcTBa-ujeHa He OBbUIO MPEACTaBICHO MUCbMEHHOE
paspelleHue Ha OPOJJIEHHE CpPOKAa MPEACTABICHUS OTYETa. 3anpoc O BO3MOYKHOCTH
MPOJIJIEHUSI CPOKA MPEICTABIICHUSI UTOTOBOI'O OTYETA JIOJKEH ObITh HAIPABJICH JEpKaTeleM
PErUCTPAMOHHOTO YJIOCTOBEPEHHSI B YIOJHOMOYEHHBIM OpraH rocyaapcTBa-djeHa He
no37Hee ueM 3a 3 Mecsla Jo OKOHYaHUs CpoKa 0053aTeTbHOTO IPEICTABICHUS OTYETA.

861. [lepxarenb PErucCTPallMOHHOTO YIOCTOBEPEHHUS HECET OTBETCTBEHHOCTH 3a
BBITIOJIHEHUE HAJJIekKAIIEH OLICHKU PEe3ylIbTaTOB MCCIECAOBAHUS, UX BIMUSHUS Ha YCIOBUS
perucTpalvu M MpeacTaBieHHus (MpH HEOOXOAUMOCTH B YIOJHOMOYEHHBIE OpPraHbl
roCyJapCTB-4ICHOB) 3asBJICHUS HA BHECEHUSI N3MEHEHUN B YCIIOBUS PETMCTPALIUN.

VoIHOMOYEHHBIE OpPraHbl TOCYAapCTB-WICHOB

862. ITocne noyyeHust pelieHusl yOJIHOMOUYEHHBIX OPTaHOB O HA3HAYEHUU MTPOBEICHUS
HEMHTEPBEHIIMOHHOTO MOCTPETUCTPALIMOHHOIO MCCIe0BaHUsl 0€30MacHOCTH Jep:KaTelb
PETHCTPAIMOHHOTO yIOCTOBEPEHHUSI pa3padaThIBAET MIPOTOKOJ MCCIICOBAHUS U MPEACTABIISET
€ro Ha pAacCMOTPEHHUE B YIOJHOMOYEHHBIM OpraH rocyjaapcrBa-ujieHa. B Teuenue 60
KaJICHAApPHBIX JHEW CO JIHS MPEJCTABICHUS MPOEKTa MPOTOKOJIA YIOJTHOMOYEHHBIN OpraH
rocyJapcTBa-ujieHa COCTaBISET OTBET, COAEPKALTUHN CIEIYIONTYI0 HH(OPMAITHIO:

YTBEPKJIEHUE MTPOEKTa MPOTOKOJIA UCCIIEI0BAHNUS;

PEKOMEHAAIMH 110 BHECEHUIO U3MEHEHUH B MMPOTOKOJ HUCCIIEIOBAHUS;

OTKa3a B COTJIaCOBAaHUU MPOTOKOJA MCCIEJOBaHUSA WIM yBEIOMJIEHUE JepKaTells
PETrUCTPALIMOHHOTO YJIOCTOBEPEHUS O TOM, YTO HCCJIEJOBAHUE SIBJISIETCS KIMHUYECKUM,
nojmnanaromuM noja TpeboBaHus akToB opraHoB Coro3a W 3aKOHOJATEIbCTBO
rocyJapcTBa-4ieHa B 00JaCTH MPOBEACHUS KIMHUYECKUX HCCIIEJOBAaHUM.

863. OTKa3 B COTJIacCOBaHWHU JOJDKEH BKIIOYATH MOJAPOOHOE OOOCHOBAHHE MPHUYMH
HECOOTBETCTBUS B JIIOOOM U3 CIIEIYIOUINX CIyYaeB:

€CJIM €CTh OCHOBAaHMS ToOJIaraTh, 4YTO MPOBEJCHHE HCCIEIOBAHUS CIOCOOCTBYET
MapKETUHTOBOMY MPOBUKEHHIO JIEKAPCTBEHHOTO Tperapara;

€CJIM TUIaH UCCJIeIOBAHUS HE MO3BOJISIET BBIMOJIHUTH 3a/1a4U UCCIEOBAHUS.

864. UccnenoBanne MOXeET OBITh HaYaTO TOJBKO IMOCIE MUCbMEHHOT'O YTBEPKICHUS
MIPOTOKOJIA YIIOJTHOMOUYEHHBIM OPTaHOM rOCyAapCTBa-4JIeHA.



865. Ilocne Hayana uccienoBaHus JIOObIE CYIIECTBEHHbIE U3MEHEHHUS B MPOTOKOJ
MOJAIOTCS B YINOJHOMOYEHHBIM OpraH TrocyaapcTBa-uwieHa JO0 UWX BBEICHUS.
Y1oJIHOMOYEHHBIH OpraH rocyjapcrBa-ujieHa B TedeHue 60 KajJeHAapHBIX JTHEH CO JHSA
NpPEICTAaBICHUS W3MEHEHUW B TJIaH MCCIEAOBAHUS JIOJDKEH BBIMOJIHUTH OLEHKY ATHUX
M3MEHEHUN ¥ COOOITUTD JEpKATEII0 PErUCTPAIMOHHOTO YAOCTOBEPEHUS 00 UX YTBEPKICHUU
WIN OTKJIOHEHHH. B cilydae OTKIOHEHUS BHOCUMBIX CYHIECTBEHHBIX U3BMEHEHUN B MPOTOKOJ
MICbMEHHOE 3aKJII0OUYCHUE YIIOJHOMOUYEHHOTO OpraHa rocyJapcTBa-4wieHa JIOJKHO BKIIFOYATh
YKa3aHHE CPOKA MOBTOPHOIO MPEJICTABICHUS U3MEHEHUI B IPOTOKOJ UCCIEAOBAHUS.

866. YIOTHOMOYEHHBIMU OpTraHaMH TOCYJapCTB-YIECHOB oOecrneyuBaeTcsi oOMeH
uH(OpMaNUK MO pe3ysbTaTaM BBHIMOJHEHUS OIEHKH MPOTOKOJIOB MOCTPETHUCTPAIIMOHHOTO
HcciieoBaHusl OE30MacCHOCTH B OTHOIICHUM JIEKAPCTBEHHBIX IIpernapaToB, KOTOpHIC
3apEeruCTPUPOBAHBI HA TEPPUTOPUSIX JPYTUX TOCYJAPCTB-UICHOB.

867. Ilocne 3aBepiieHUs] UCCIAEOOBAHUS IEPKATEIb PETUCTPALIMOHHOTO YIOCTOBEPEHHUS
MpEeCTaBIsICT B YIOJHOMOYEHHBIM OpraH TrocCyJapCcTBa-ujieHa HTOTOBBIM OT4YET 00
UCCJICIOBAaHUM, BKJIIOYAsi pPE3lOME HCCIENOBaHUs i omyOnukoBaHus. Ha ocHoBaHuu
pEe3yJIbTATOB PACCMOTPEHUS OTUETA U OLEHKH BO3MOKHOTO BIMSHUS MMOJYYEHHBIX JIAHHBIX Ha
COOTHONIIEHHE 'MOJb3a — pPHUCK'" JIEKAPCTBEHHOTO IIpernapara YNOJHOMOYEHHBIA OpraH
rocyJlapcTBa-ujeHa JIOJDKEH OMpeIeIuTh HE0OX0UMOCTh MPE/ICTABICHUS PEKOMEHIAIIUN 110
BHECEHUIO M3MEHEHHUH B CTAaTyC PETUCTPALIMU JICKAPCTBEHHOI'O NIpernapara, U3MEHCHUN B
YCIJIOBHSI €r0 MPUMEHEHUS, HEOOXOAUMOCTh MPUMEHEHHUSI MHBIX HAJUICKAIIUX MEP C LEIbIO
oOecrieueHUs] NMPUMEHEHUSI JIEKAPCTBEHHOr'O0 Mperapara MpU MPEBBIINICHUU TOJb3bl Hall
PUCKOM. YKa3aHHBIE MEpHI MO0 00ECIIEUeHUIO MPUMEHEHUS JIEKaPCTBEHHOTO Ipernapara mnpu
MOJIOKUTEIILHOM COOTHOILIEHHE "TO0JIb3a — PUCK" JOJDKHBI OBITH MPUHATHI MOCIE OLEHKH
MPOMEKYTOYHOTO OTYETa B CJIydyae BBISBICHHS HOBBIX BaXKHBIX JAHHBIX O 0€30MacHOCTHU
JIEKapCTBEHHOI'O CPEACTBA HA HTAIE MPOMEKYTOUHOMN OIIEHKHU JAHHBIX.

XI. UadpopmupoBanme 0 6€301aCHOCTH
1. 3agaun uapOpMUPOBaHHI 0 6€30IIACHOCTH

868. NudopmupoBanue o 6€30MaCHOCTH CIIOCOOCTBYET YKPEIICHUIO TIOBEPHS HACEICHUS
K PETYJISTOPHOM CUCTEME, a TAK)KE HAIlPaBJICHO HA:
a) MpeICTaBICHUE CBOCBPEMEHHOM, HAYYHO 0O0OCHOBAHHOW UH(POpMAIUK O OE30MTaCHOM U
3¢ (HEKTUBHOM UCIIOJIb30BAaHUH JIEKAPCTBEHHBIX MPETapaTOB;
0) coaelicTBHE ONTUMH3ANNU MEAUIIMHCKOW MPAKTUKH (B TOM YHCJE MPAKTUKU
caMoJICUeHUs1) TIPU HEOOXOJUMOCTH;
B) M3MCHEHHE TOAXOJIOB, CIOKHUBIICHCS MPAKTUKH W XapaKTepa HMCIOJIb30BAHUS
JIEKapCTBEHHBIX MPENapaTos;
I') MOAJIEPKKY IESITEIbHOCTH, CBI3aHHONW ¢ MUHUMHU3AIUEN PUCKOB;



1) COJAEHUCTBHE MPUHATHIO OOOCHOBAHHBIX PEIICHUN O pallMOHAIBLHOM HCIOJIb30BAHUU
JIEKapCTBEHHBIX MPENAPATOB.

ITpuamUE HHEGOpMEPOBaHNA 0 6€30MaCHOCTH

869. Cnenyet NpUMEHSTh CIEAYIONINE MPUHIIUITBI UHPOPMHUPOBAHUS O OE30MACHOCTHU:
HEOOXOUMOCTh BKIIFOUCHUSI B MH(POPMAITUIO O O€30MaCHOCTU aKTyaJdbHBIX, YETKHUX,
JIOCTOBEPHBIX M KOPPEKTHBIX CBEICHUM IS WX TMepejaydd IeJIeBON ayJIuTOpUu B
YCTAaHOBJICHHBIE CPOKH B IIEJISIX 00ECIEUEHUS BO3MOXXHOCTH MPHUHSATHS COOTBETCTBYOIIUX
MEp;

HEOOXOJAMMOCTh ajanTanuu WHpopMmanuu O 0e30MacHOCTH C HCIOJIb30BaHHUEM
COOTBETCTBYIOIIMX S3BIKOBBIX CPEACTB M C yYETOM Pa3IMYHBIX yPOBHEH oOpa3oBaHHS U
MOTPEOHOCTH B TIOJYYCHUH HH(POPMAITUN y Pa3IMYHBIX IEICBBIX ayIUTOPHH (IS TAIlIEHTOB
Y CIIEIUAJIMCTOB CUCTEMBI 3JPaBOOXPAHEHNUS ) TIPU YCIOBUU COXPAHEHUS TOYHOCTH U CMBICTA
nepeaaBaeMoi HHGOpMaInu;

nHpopMupoBaHUEe O 0E30MACHOCTH JOJDKHO SBIATHCA YACTHIO JESATEIBHOCTH TIO
(dhapMakoHa30py U IpoIecca YIPABICHUIO PUCKOM, U SBIISETCS YacThIO Mpoliecca OIEHKH U
MepaM MUHUMU3AINH PUCKa;

HEOOXOIMMOCTh OOeCIeUeHHsT HaJJIeKallel KOOpJAWHAIIUM JeSITEIbHOCTH H
B3aMMOJICUCTBUS MEXTy CTOPOHAMHU, YYACTBYIONTUMH B CO3/ITaHUU U 0OMeHe nHpopmarmei o
0e301macHOCTH (YIIOJTHOMOYEHHBIE OpraHbl, MHbIE TOCYJAapPCTBEHHBIC OPTraHbl U JAep KaTeIu
PETHCTPAIMOHHBIX YIOCTOBEPECHHH );

HEOOXOIMMOCTh MIPEACTABICHHS HHPOPMAIIMH O PUCKAX C YIETOM OOIIEH OIEHKH MOJTb3bI
JIEKApCTBEHHOTO TIperapara, BKIIOYasi JOCTYIHbIE U aKTyaJdbHbIE CBEACHHUS O CEPhE3HOCTH
HEXETAaTeIIbHBIX PEaKIui, CTETICH! TsHKECTH, YACTOTEe HEXKENATEIbHBIX pPeakinid, (hakTopax
pUCKa WX pa3BHUTHSA, BPEMEHU Hayaja, oOpaTMMOCTH HEXKeJaTeIbHBIX PEaKIUui W, eClu
BO3MOYKHO, MPEIIOIaracMOM IEPHUOIe BOCCTAHOBIICHUS;

HHGOPMHUPOBAaHHE O OE30MaCHOCTH JOJDKHO CIHOCOOCTBOBATh pPa3pelIeHUIO
HEOIPEICJICHHOCTEW B JaHHBIX MO 0€30MacHOCTU. DTO OCOOCHHO aKTyallbHO B Cilydae
MOSIBJICHUST HOBOW WH(POPMAMM TIPU BBITIOJHCHUU YHOJTHOMOYEHHBIMH OpraHaMu
roCyJIapCTB-YJICHOB MPOIEYP OLICHKU JIaHHBIX 110 Oe3omacHocTH. [lonb3a nadopMupoBaHus
Ha JTAaHHOM 3Tare JO0JKHA ObITh COOTHECEHA C PUCKOM BO3HUKHOBEHHS OITMOKH, KOTOpas
MOXET BO3HMKHYTh B Cllydae, €ClId MUMEBIIHMECS HEOMpeaeICHHbIE acleKThl Mpoduis He
CMOTJIM OBITh HaJJIEKAIUM 00pa30oM pa3bsCHEHBI;

HEO0OXOIMMOCTh YUUTHIBATh KOHKYPUPYIOIIUE PUCKH (HAIIPUMED, PUCK OTKa3a OT JICUCHUS
) (npu HAJTUYHUN);

HEOOXOJUMOCTb HCIIOJIB30BaHMsA HaubOosiee 00OCHOBAHHBIX KOJIWYECTBECHHBIX
ToKasaresield Pu ONMKMCAHWKM U CPABHEHUU PUCKOB (HaIpHMEDp, MOKa3aTeIM OTHOCUTEIIBHBIX
PUCKOB U a0COJIFOTHBIX PUCKOB). JJIT CpaBHEHUST pUCKOB T'PYIIIHI MMAIIMEHTOB JOJIKHBI OBITH
CXOJIHBI IT0 CBOMM XapaKTepHUCTUKaM. Takke MOTYT ObITh MCIIOJIb30BaHBI M JPYTHE CIIOCOOBI



npeacTaBieHuss uHGopManuu (rpaduueckoe MPEACTaBICHUE OIEHKH PHUCKOB U (WJIH)
COOTHOILIEHHUS "T0JIb3a — pUCK");

HE0OX0IMMOCTh MPOBEJCHUS MPEIBAPUTEIbHBIX KOHCYJIbTAUUNA C MEIUIIMHCKUMHU
pabOTHUKaAMU WJIM TAlMEHTaMU TMPU TOATOTOBKE HHpopMmanuu o O0e30macHocTH (mpu
MOJIrOTOBKE MH(POPMAITUH 110 CIOKHBIM MpobdiIeMam 1Mo 6€30MacHOCTH);

uH(OpMUpOBaHUE O OE30MACHOCTH JOJKHO BKJIOYATh B c€0s MpEJCTaBIICHUE
nocyenyroumeid nHpopMaluu (HanpuMmep, MpeanosiaraéMblX U3MEHEHU B PEKOMEHIALMIX,
paspernieHne npoodsieMbl o 6€30MacHOCTH) (TMTPU HEOOXOIUMOCTH);
BBINIOJIHEHHE OLUEHKH 3(P(HEKTUBHOCTH MHDOPMUPOBAHUS O O€30MaCHOCTH (IIPU HATUYHH
BO3MO>XKHOCTH);

COOTBETCTBUE MHPOpPMALIMKM O OE30MaCHOCTU TPEOOBAHUAM O 3AIUTE MEPCOHATBHBIX

TAHHBIX.

2. IleneBrie ayquTOpAH

870. OCHOBHOM LIEJEBON ayJUTOPUEH, HA KOTOPYIO HAmpaBiI€HO MH(OPMUPOBAHUE O
0€30MacHOCTH, OCYIIECTBIISIEMOE YIOJTHOMOYEHHBIMH OpraHaMH U JepiKaTelsIMu
PErMCTPALIMOHHBIX YAOCTOBEPEHUM, SBIIAIOTCS CHEUUATUCTBI CUCTEMBI 3/IpaBOOXPAHEHUs, a
TaK)Ke MAIMEHTHI U JIMIA, OCYIIECTBISIONINE YX0/I, KOTOPhIE UCIOJB3YIOT JIEKAPCTBEHHBIC
npenapathl (BBIIUCHIBAIOT, HA3HAYAIOT, OTIYCKAIOT, YYacCTBYIOT B 00OpOTE, BBOAST WJIU
MIPUHUMAIOT).

871. KiroueByro poJib B OCHOBHOM LIEJIEBOM ayJUTOPUU UTPAIOT CIIELIUATUCTBI CUCTEMBI
3npaBooxpaHeHus. D¢¢dekTuBHOE HHOOPMHUPOBaHHE O O€30MACHOCTH JIEKAPCTBEHHBIX
IpenapaTroB MO3BOJISIET UM MPOBOJIUTH (papMaKOTEPanUIo ¢ YYETOM Hambojee aKTyalbHbIX
CBEJICHMI O O€30MacHOCTH U BBIPAOOTAaHHBIX PEKOMEHAAUMU, a TAKXKE MPEACTABIATH
MOHSITHBIE W TIOJIE3HBIE CBEJCHUS MalMeHTaM, CIIOCOOCTBYs OOecredeHuto 0e30MacHOCTH
MalMeHTOB M TMOBBIMIEHUIO HMX JOBEPUS K PETYJISITOPHOW CUCTEME U CHUCTEME
3IpaBOOXPaHEHUS.

872. IlauueHTsl, MOTpeOUTENIN U MpOodecCHOHaTbHbIE 00BEIUHEHUS CIEIUATUCTOB
CHUCTEMBI 3/IPaBOOXPAHEHUS] MOTYT UTPaTh BaXHYIO POJb B PACIpPOCTPAHEHWU BaKHOU
uH(popMaIKi 0 6€30MaCHOCTH BHYTPU COOTBETCTBYIOILIEH 1IEJIEBOI ay TUTOPUU.

873. CpencrBa maccoBoil UH(GOPMAIIMU TaKXKe SBISIOTCS LIEJIEBON ayIUTOpHUEH IS
uHpopmaiuu o 6e3omnacHocTd. CocOOHOCTh CPEJICTB MAacCOBOM MH(MOPMAIIUU OXBAaThIBATh
MAlMEHTOB, CIEUATNCTOB CUCTEMBI 3/IPaBOOXPAHEHUS U IIMPOKUE CJIOU HACEJIECHUS ABIISIETCS
BAKHBIM (DAKTOPOM pacrlpoCTpaHEHUsT HOBOW M BaXKHOW MH(POPMAIMHU O JIEKAPCTBEHHBIX
npenaparax. Pacnpoctpanenue ykazaHHOM MH(popMaluu no 0e30MacHOCTU Yepe3 CpelicTBa
MaccoBoi MHGOPMAIMU OKa3bIBaeT BIUSHHUE HAa (OPMHPOBAHHE OOIIECTBEHHOTO MHEHUS,
MO3TOMY Ba)KHO, YTOOBI CpPEJCTBA MAacCOBOM HMHQOpPMAIMU MOJy4aId HHMOPMAIMUIO MO



0€301aCHOCTH HEMOCPEACTBEHHO OT YMOJHOMOYEHHBIX OPraHoB B JOTOJHEHHE K TOH,
KOTOPYI0 OHHM TOJY4YaloT W3 JAPYrMX HCTOYHUKOB (Hampumep, OT JAepxkKaTeyei
PErHCTPALMOHHBIX yIOCTOBEPEHH).

3. Conepxanue nuapopManyy 0 6€30IaCHOCTH

874. ndopmarys o 6€30IMaCHOCTH JIOKHA OBITh O0BEKTHBHOMN U
HE JI0JDKHA BBOJIUTD B 3201y KICHHE.

875. llppuHuMas BO BHHMAaHWE NPUHLHNIBI, W3J0KEHHBIE B IIYHKTE 857 HACTOSAIIMX
[IpaBun, nuadopmarius o 6€30MaCHOCTH, JOTHKHA COJEPIKATD:

1) HOBbIE Ba)KHbIE CBEJEHUS O JIFOOOM 3apEruCTPUPOBAHHOM JIEKAPCTBEHHOM IMpernapare,
KOTOPBIE OKa3bIBAIOT BJIMSHUE HAa COOTHOILIEHUE "MOJb3a — pUCK' JIEKapCTBEHHOTO Ipernapara
IIPH JIFOOBIX YCIOBHSX MMPUMEHEHUS;

2) NpUYMHBI HHUIIMMPOBAHUS TIPOTIEAYPHI HHPOPMUPOBAHUS 0 O€30MMACHOCTH B MIOHATHOMN
VTS 1IeJIEBOM ay TUTOPUH popMe;

3) HeoOXOoAUMble PEKOMEHJAMHU JI CIEeLHATNCTOB CUCTEMbI 3PAaBOOXPAHEHUS U
MAIMEHTOB, CBSI3aHHBIE C MTPOOJIEMOM 0 0€30MaCHOCTH, B OTHOIIIEHUU KOTOPOW BBIMOIHSIETCS
MH()OPMUPOBAHME;

4) ykazaHue Ha COTJAllIeHHEe MEXKIY Jep:KaTelieM PEeTUCTPAllMOHHOTO YAOCTOBEPEHUS U
YIOJTHOMOYEHHBIM OpPraHOM TOCYJapCTBa-yi€Ha O MpPEeJCTaBIeHUH HUHPopManuu o
6e3omacHOCTH (€CIM MPUMEHHUMO );

5) cBenieHUs O PEITIOKEHHBIX U3MEHEHUSIX B UH(POPMAIIUHU O JIEKAPCTBEHHOM MpernapaTe
(Hanmpumep, B 0O0IMIeH XapaKTEPUCTUKE JEKAPCTBEHHOTO Mperapara Wid HWHCTPYKIUU T10
MEAUIIMTHCKOMY MPUMEHEHHUIO);

6) JOMOTHUTENbHAS HH(POPMALIMS 110 TPUMEHEHUIO JIEKAPCTBEHHOT O ITpenapara Uil UHbIe
JaHHBIE, KOTOPbIE HEOOXOIMMBI JIJIsl IOBEJACHHS COOOIIIEHUS JI0 1IeJIEBOM ayIUTOPHH;

7) 6ubnuorpaduueckuil CUCOK WM CChUIKM Ha UCTOYHMKH, COAEpkaliue Ooliee
noApoOHYI0 HHGOPMAIIHIO 0 KOHKPETHOM acleKTe 0€30MacCHOCTH, YKa3aHHOM B MH(GOpMAIIHH
0 0€30IacHOCTH;

8) HamOMUHAaHUE O HEOOXOJAMMOCTH COOOIIATh O IMOJI03PEBAEMBIX HEXKEIATEIbHBIX
peakiusix B YMOJHOMOYEHHBIN OpraH rocyjapcTBa-d4jeHa uYepe3 CHCTEMY CIOHTaHHOTO
pENopTUPOBAHUS TOCYAAPCTBA-YJICHA.

876. Undopmaiiusi o 0€30MaCHOCTH HE TOJKHA BBOJUTH B 3a0JyK/I€HNE U JTOJKHA OBIThH
npejcTaBiieHa 00beKTUBHO. MHpopMalus o 6€30MacHOCTH HE JTOJKHA COJIEPIKATh DJIEMEHTHI
pPEeKJIaMHOTO XapakTepa W UWHbIE MaTepuanbl, HaIMpaBJICHHbIE HA MPOJBUKECHHUE
JIEKapCTBEHHOTI'O ITpenapara.

4. Cnoco6s1 mEpOpMAPOBaHHA 0 6€30IMaCHOCTH



877. Ilpu BBIMOJHEHUU HHOOPMUPOBAHUS O OE30IMACHOCTH HEOOXOIUMO HCITOIb30BaTh
BECh CIIEKTP PA3HOOOPA3HBIX CPEACTB Nepeaaun nHGOpMaIy JjIsl €€ JOBEACHUS JI0 1EIeBbIX
ayIUTOPHI ¥ YJIOBIETBOPEHUS HX paCTylmIuX NOTpeOHOocTed. Pasnuunbie cpeacTBa
KOMMYHUKAIIMM W KaHaJbl Tlepenadyr WH(opMaiuu, KOTOphIE CJIeayeT HCMOJIb30BaTh,
yKa3aHbl B IIyHKTax 866 — 896 Hacrosmumx [IpaBuin.

HenocpencTeeHHOE O0pameHne K CIIEHAIMCTAM CHCTEMEI 3IPaBOOXPAaHECHHS

878. [log HEmocpeACTBEHHBIM OOpaIlleHHEM K CIEUATNCTAM CUCTEMBI 3IpaBOOXPAHEHUS
B Hactosmux [IpaBunax MoHMMAaeTcsl MPEACTABICHUE AECPKATEISIMH PETHUCTPALMOHHBIX
YIOCTOBEPEHUNW WJIM YMOJHOMOYEHHBIMH OpraHaMH TOCYJapCTB-YICHOB BaXKHOU
uH(dopMaIu o 6€30MaCHOCTH HEMOCPEACTBEHHO CIICIIMAIMCTAMU CUCTEMBI 37JpaBOOXPAHCHHUS
C IEJbI0 COOOIIEHHS O HEOOXOJUMOCTH COBEPIICHUS OMPEIASTCHHBIX JEHUCTBUU WU
M3MEHEHHS UX MNPAKTUKU B OTHOUICHUM MPUMEHEHHUs JEKAapCTBEHHOTO Mpernapara B
COOTBETCTBHH C HOBBIMU JIAHHBIMU O 0€30MaCHOCTH.

879. HenocpenctBeHHOE 00pallleHHe K CHEHUaaIucTaM CUCTEMbI 3IpaBOOXPAHEHUS HE
SBJISIETCS OTBETOM HA BOMPOCHI CIIEHUAIUCTOB CUCTEMBI 3IpaBOOXPAHECHMUS.

880. PazpaboTka MH(POPMAIIMOHHOTO MaTepuala Jjisi HeMOCPEICTBEHHOTO OOpalleHus
OCYIIIECTBIISIETCSI HA OCHOBE COTPYIHMYECTBA MEXKIY AEPHKATEIEM PErUCTPALHOHHOTO
YJO0CTOBEPEHUS U YIIOJITHOMOUYEHHBIM OPTaHOM IOCyAapCTBa-4JICHA.

881. JlepxaTenb perMCTPallMOHHOTO YJIOCTOBEPEHHS JIOJKEH IOJYyYUTh 0J100peHHE
COOTBETCTBYIOILIEIO YIMOJHOMOUYEHHOIO OpraHa rocyJlapcTBa-ujeHa B YacTH COJIepKaHUs
uHGOpPMAIUK JJI1 HENOCPEICTBEHHOTO OOpameHus K CICIUAINCTaM CHUCTEMBI
3/IpaBOOXpaHEHUs U TUIaHa UHPOPMHUPOBAHUSI.

882. IIpouenypa cornacoBaHusi MEXK/1y YIIOJHOMOYEHHBIM OPTaHOM rOCyAapCTBAa-wiICHa U
Jep)KaTeieM PErucTPalMoOHHOTO YJOCTOBEPEHHS NOJDKHA OBITh 3aBepllieHa /10 Hadala
pacmpoCTpaHEHUS JEPKATEIEM PETUCTPAIMOHHOTO YJIOCTOBEPEHUS HWH(POPMAIMOHHBIX
MaTepuaoB.

883. Ono0OpeHue yrnoIHOMOUYEHHOTO OpraHa rocy1apcTBa-wieHa I0HKHO OBITh MOJTYyYEeHO
B OTHOIICHWH COJIepKaHUs WH(poOpManuu u 1iaHa WHOOPMUPOBAHUS, BKIIOUYAS IEIEBYIO
ayJIuTOpHIo, rpaduka pacrpocTpaHeHus: HHOpMAIUU U CIOCOO0B €€ pacipoCTpaHEHUs!.

884. YIOJHOMOYEHHBIN OpraH rocyJ1apCcTBa-4ieHa JOJDKEH MPEIOCTaBUTh HE MEHeEe 2
pabouux JHEW JepKaTeN0 PEerucTpalMOHHOIO YJOCTOBEPEHUS Uil HamNpaBICHUS
KOMMEHTapUEB Ha 3aMEUaHus YMOJHOMOYEHHOTO OpraHa rocyjapcTBa-dJieHa B YacTH
coziep kaHust THGOPMAIIMK WY T1aHa HHPOPMUPOBAHUSL.

885. B ciydae HE0OXOIMMOCTH MO YCMOTPEHHIO YMOJHOMOYEHHOTO OpraHa
rocyapcTBa-ujieHa JUIsi TaHHOW MNpOLEAYPbl MOXKET ObITh YCTAHOBJIEH HHOU CpPOK, 4EM
yKa3aHHbIN B MyHKTe 872 HacTosuux [IpaBui, ucXois U3 CPOUHOCTH BOSHUKIIICH CUTYaIlUH.

886. [Ipn HaMMUMM HECKOJIBKUX JIEPKATENEH PErUCTPALIMOHHBIX Y0CTOBEPEHUM HA OJTHO
U TO K€ JEHCTBYIOIEE BEUIECTBO, JIJIi KOTOPOTO HEOOXOAUMO MPEIOCTaBUTh MH(DOPMAIIUIO



JUISL HETIOCPEJICTBEHHOTO OOpallieHusi K CIeIUaIucTaM CHUCTeMbl 37paBOOXpaHEHUs,
COOOIIEHUE JTIOJKHO HOCUTh €IMHBIN COTJIAaCOBAHHBIN XapakTep.

887. Ilpm moaroroBke wmHOpMAIUU IJII HEMOCPEIACTBEHHOIO OOpaIeHus K
CIIeIMaIMCTaM CHUCTEMBI 3/IpABOOXPAHEHMS CJEAyEeT NPEayCMOTPETh IPHUBJICYCHUE B
COOTBETCTBYIOIINX CIydasX COTPYIHUKOB MPOMUILHBIX OPraHU3alui 37paBOOXPAHCHUS WITH
IpeACTaBUTENIE Hay4YHBIX OOIECTB, YTOOBI TapaHTUPOBATh, YTO MpEACTaBIseMas UM
uH(popmanus OyeT NoJe3HON U aAanTHPOBAHHOM IS LEJIEBOM ay IMTOPHUU.

888. PacnpocTpaneHre HEMOCPEICTBEHHOTO OOpaleHus K CIEIHaTNCTaM CHUCTEMBbI
3ApaBOOXPAHEHUS JIOJKHO COMPOBOXKIATHCS HCHOJIB30BAHUEM  JOMOJHHUTEIbHBIX
WHCTPYMEHTOB U KaHAJIOB PACIpOCTPaHEHUS HHPOPMAIIHH.

889. HemnocpeacTBeHHOE 0OOpallleHHe K CIEIUaIucTaM CUCTEMBI 3PaBOOXpPaHEHUS
JIOJDKHO OBITh BKJIIOYEHO B IUIaH YNPABJICHUS PUCKAMU B KAYECTBE JOMOJIHUTEIBHBIX MEp
MUHHUMH3ALUHN PUCKOB.

890. Undopmanus 1 HEMOCPEACTBEHHOTO OOpallleHUs K CHEIUAIUCTAM CHUCTEMBI
3/IpaBOOXPAHEHUs JOHKHA PACIPOCTPAHATHCS MPU HEOOXOIUMOCTH MPUHATUS HEOTIONKHBIX
Mep WA U3MEHEHUSI CYIIECTBYIONIEH MPaKTUKU B OTHOIIEHUHU JICKAPCTBEHHOTO Mpernapara B
CIEAYIOIINX CIyYasx:

IPUOCTAHOBKA WJIM aHHYJIMPOBAHUE YIOCTOBEPEHUS O FOCYIapCTBEHHON PEruCcTpaluu,
00yCIIOBIIEHHBIE H3MEHEHUAMH PO 6€30MaCHOCTH JIEKAPCTBEHHOTO Tperapara;
BHECEHUE U3MEHEHUI B PEKOMEHIALUAX MO MPUMEHEHHUIO JIEKAPCTBEHHOTO IIpenapara 1o
MpUYMHE OTPAHUYEHUS] TMOKA3aHWIl K MPUMEHEHUIO, HOBOTO NPOTHBONOKA3aHUS WIIU
M3MEHEHHS B PEKOMEH]IyEMBIX J103aX, 00YCJIOBJIEHHbIE U3MEHEHHEM MTpoduiist 6€30MacHOCTH
JIEKapCTBEHHOIO MPenapara;
OTpaHWYEHUS JOCTYIMHOCTH JIEKAPCTBEHHOTO IMperapaTta Ha (papMareBTUYECKOM PhIHKE
WJIU TIpEeKpalieHrue MPOU3BOJICTBA JICKAPCTBEHHOTO Mpernapara, 4YTo MOKET HeOJaronpusiTHO
CKa3aThCsl HA CUCTEME OKa3aHUsI MEAUIIMHCKOMN TTOMOIIIH.
891. Cutyanuu, mpu KOTOPBIX JOJKHA pacCMaTpUBATHCA HEOOXOAMMOCTH
HETMOCPEJCTBEHHOTO O0OpalIeHUs K CIIEHUAIUCTAM CUCTEMBI 3/[PaBOOXPAHECHUSI:

MOSIBJIEHUE B PEKOMEHJAIMAX M0 MPUMEHEHHIO JIEKAPCTBEHHOTO Ipenapara HOBBIX
MPEOCTEPEIKEHUIN TN OCOOBIX YKa3aHUIA;

HOBBIE IAHHBIE O BBISIBJICHUH PaHEE HEM3BECTHOI'O PUCKA, a TAKXKE U3MEHEHUS 4aCTOThI
WJIU CTETICHH TSHKECTH U3BECTHOI'O PUCKA,;

nosiBJieHne 000CHOBAHHBIX JIAHHBIX O OoJiee HU3KOM 3PPEKTUBHOCTHU JICKAPCTBEHHOTO
npermnapara;

HOBbIE PEKOMEHJALIUH 10 MPETOTBPALICHUIO PA3BUTHS HEXKEIATEIbHBIX PEaKIUi, UIN
Ky[IHUPOBAHUIO HEXENaTeIbHbIX peakuuil Jub0o 3I0ynoTpeOieHus JIeKapCTBEHHBIM
MpenapaTom, a TakKe 1Mo CHUKEHHUIO PUCKA OIIMOOK MPUMEHEHUS JIEKapCTBEHHOIO Mpernapara

b



uH(popMalus 0 pe3ysibTaTax MOCTOSHHON OILEHKU Ba)KHBIX MOTEHIIMAJIBHBIX PUCKOB,
JOCTYIHBIE TaHHbBIE TTO KOTOPHIM Ha ONpPEAECIICHHBIA MOMEHT SIBJISIIOTCSI HEOCTATOUHBIMU JJISI
OPUHATUS PETYJIATOPHBIX Mep (B ATOM Cily4yae HEMOCPEACTBEHHOE OOpalleHHe IOJIKHO
COJICMCTBOBATh TIIATEILHOMY MOHUTOPUHTY TPOOJIEMBbI O O€30MACHOCTH B KIMHUYECKOU
MpaKTUKE, MPEACTABICHUIO COOOIIEHUI O HEXKeNaTeIbHbIX pEaKUHsAX, a TaKxke
MH(POPMUPOBATH O MEpax MUHUMH3ALMHU OTEHI[UAIBHOTO PUCKA).

892. YIONHOMOYEHHBIM OpraH TOCYAapCTBa-4JIeHa BIIPABE PAaCIpPOCTPAHUTH
uH(popMaIuoo IS HENOCPEJACTBEHHOTrO OOpalleHUsl K CIEIUaJIucTaM CHCTEMBI
3IpaBOOXPAHEHUS WM 3alpPOCUTH JEep)KaTelsl PErucTPalMOHHOTO YAOCTOBEPEHHS
MNOJATOTOBHUTh, COTJIACOBAaTh M PACHpPOCTPAHUTh HH(POPMALUIO IS HEMOCPEICTBEHHOIO
oOpalieHus K CrenralucTaM CUCTEMBI 3[paBOOXPAHEHUS B ClIydae, €CJIM YIOJIHOMOYEHHbBIN
OpraH rocyJapcTBa-uieHa CYHTAeT 3TO HEOOXOAMMBIM i AallbHEHIIEro 0e30MacHoro u
3¢ (EeKTUBHOTO UCIOIB30BAHU JIEKAPCTBEHHOIO IIpenapaTa.

893. YMoJHOMOYEHHBbIE OpraHbl TOCYJapCTB-YIEHOB BIIpaBe OIMYyOJHKOBAaTh
OKOHYATEJIbHBIH BapuaHT HMH(POPMALMOHHOTO MaTepuayia s HENOCPEACTBEHHOIO
oOpaleHusi K CHeNHaIucTaM CHCTEMBbI 3JpaBOOXPAHEHUS. YIIOJTHOMOYEHHBIE OpraHbI
roCy/1apCTB-4ICHOB MOTYT TaKXe BBIITYCKATh JOMOJHUTEIBHOE COO0IIEeHHE 0 0€30MacHOCTH (
IpU HEOOXOAMMOCTH) U PACHPOCTPAHATH HHGOPMALMIO CPEId COOTBETCTBYIOLIUX
OpraHM3alfil U CIeNUaIuCTOB CUCTEMbI 3IpaBOOXPAaHEHUA. JJONOTHUTENIbHOE COOOIIEHHUE O
0€3011aCHOCTH HHULMUPYETCS, KaK B IIPABUIIO, B CIIy4yae HEOOXOAUMOCTH IPUHATHUS CPOUHBIX
Mep WM U3MEHEHUS aCHEKTOB MEIULMHCKOW MPAKTUKU U BKJIKOYAET B c€0s peKOMEHIAuU
YIOJHOMOUYEHHOIO OpraHa M Mepbl MUHHMM3ALMU PHUCKA Uil CHELHAIUCTOB CHUCTEMBbI
3IpaBOOXpaHeHus. B ciydae NpUHATHS pElIeHHS O HEOOXOJIWMOCTH JTOTOJHHUTEIBHOTO
uHpopMupoBaHuss 0 O€30IAaCHOCTH, YINOJIHOMOYEHHBIE OpraHbl TOCYAAapCTB-UJICHOB
YUYUTBIBAIOT MHTEPECHI CUCTEMBI 3/paBOOXpaHeHHs U HaceneHus. C 1enbro obecrieueHus
MaKCHUMAaJIbHOT'O PacHpOCTpPaHEHHUS JOMOJHUTENbHBIX COOOUICHUIH YIOJIHOMOYEHHBIMU
OpraHaMu ToOCyJapCTB-4JIEHOB JOJDKHBI BbIOMpaThes Haubonee >PEeKTUBHBIE WU
OpUEHTHpPOBAHHBIE Ha IIEJEBYI0 ayJuUTOpHIO KaHanbl HHQopMupoBanus. B cmyudae
HEOOXOIMMOCTH IporpamMma HH(POPMUPOBAHUS MOXKET BKJIKOYATh B CEOsl MPUBIICUCHUE
HAy4YHbIX U MPOPECCUOHAIBHBIX 00bEIMHEHUN, OPTaHU3ALUI MALIMEHTOB, MECTHBIX OPTaHOB
yIpaBJICHUS CUCTEMOM 3/IpaBOOXPaHEHUSI.

Hudopmanus s ui, He ABISIOMMXCS CIIEIHACTAMA CHCTEMEI 3PaBOOXPAHSHAA

895. NndopManoHHbIA MaTepHal, HAMUCAHHBIA JIOCTYIHBIM SI3BIKOM (HarpuMep, B
(dhopmaTe BOMPOCOB U OTBETOB), TOMOTAET JIMIAM, HE SIBJISFOIIUMCS CIEIUATUCTaAMH CUCTEMbI
3IpaBOOXpaHEeHUS (TIAIMEHTaM U HACEJICHMIO), (llajiee — HEeCIEIUaIuCThl) pa3o0paThCs B
HAy4HBIX BOMPOCAX M PETYJSITOPHBIX Mepax, Kacaromuxcsi mpooeM 1mo 6€301macHOCTH.

896. Marepuansl Ha JOCTYIIHOM S3bIKE, MOJATOTABIMBAECMBIC JI€PKATEIEM
PETUCTPAIIMOHHOTO YJAOCTOBEPEHHUS JOJKHBI COJEPKATh PEKOMEHIAIMU U WH(OPMAIUIO



YIIOJTHOMOUYEHHBIX OPraHOB rOCYAapCTB-WICHOB 10 MUHUMH3ALMU PUCKOB Il TALIUEHTOB U
CIICI[MAJINCTOB CHUCTEMBI 3JIpPABOOXPAHECHUS B OTHOIIEHUH TPOOJIEM, CBA3aHHBIX C
0€30MMacHOCThIO, a TaKXKE€ JOJKHBI COMPOBOXKIATHCS COOTBETCTBYIONIECH CIPAaBOYHOMN
uH(opMaIme.

897. YHoaHOMOYEHHBIE OpraHbl TOCYIapCTB-WICHOB pa3MeIainT WH(OPMAIHIO IS
HECIEIMATUCTOB Ha MEIUIIMHCKUX HWHTEPHET-NOpTajaXx ToCyJapCTB-4IEHOB W MOTYT
JOTIOJIHUTEIBLHO PAacCHpOCTPaHATh €€ CPEeAr MAlMeHTOB U OpraHM3alvil 3/[paBOOXPaHCHUS
nu00 HCHONB3YIOT WHBIE CIOCOOBI M KaHalbl MH(OOPMHUpPOBAHUS, OOECIeUYHBAIOIINE
TpeOyeMbIil ypOBEHb pPACIpPOCTPAaHEHUS U JOCTyNa IeJeBON ayJUTOPUM K BaKHOU
uH(popMaIu 0 6€30MaCHOCTH.

898. Cnenyer nNpuUBIIEKATh MAIMEHTOB U CIEIUAIUCTOB CUCTEMBI 3/IpABOOXPAHECHUS K
Y4acTHUIO B MPOIECCE MOJATOTOBKU IOKYMEHTOB Ha IOCTYITHOM JUIsl HACETIEHUS SI3BIKE C LETbIO
MOBBIIIEHUS JOCTYITHOCTH HH(POPMALIUH.

Hudopmarus B mpecce

899. K wundopmanuu, pasMerniaeMold B IMpPECce, OTHOCATCS IPECC-PEIU3bl H
npecc-KOH(PEPEeHIINH, TPeAHa3HaYEHHBIE [ )KYPHAIHCTOB.

Y1oTHOMOYEHHBIE OpTaHbl TOCYAAPCTB-WICHOB MOTYT HAIPaBISTh MPECC-peau3bl
HEMOCPEJACTBEHHO JKypHajJucTaM B [IONOJHEHHWE K MX pa3MELIeHUI0 Ha caiTax
YIOJIHOMOYEHHBIX OPTaHOB TOCYAApCTB-YJIEHOB, YTO MO3BOJMT >KYpPHAJIUCTAM HAIMPAMYIO
NOJIy4UTh MH(GOPMALIHIO, TPOLIEAIIYIO OLIEHKY YIIOJIHOMOYEHHOro oprana. Bzanmoseincreue
CO CpeCcTBaMU MaccoBOW MH(GOpPMAIIUU SBISETCS BaXKHBIM CIIOCOOOM OxBaTa 0oJiee HIHPOKOit
ayJIMTOPUH, & TAKXKE CIIOCOOCTBYET YKPEIUICHUIO IOBEPHS K PETYIISTOPHOM CHCTEME.

900. Jlep>xatenu perucTpaliOHHbIX YAOCTOBEPEHUN MOTYT MOJATOTOBUTH U OIMyOJIUKOBAaTh
MIpEeCC-pesn3 ¢ MPEACTABICHUEM CBOEH MO3UIIMH 10 MPpobieMe, CBSI3aHHOM ¢ 0€30MacHOCTHIO,
C YKa3aHHEM PETYJIATOPHBIX Mep, MPUHIMAEMbIX YTIOJTHOMOYEHHBIM OPTaHOM.

901. ITockonbKy mpecc-penn3bl (KPOME KYPHAIUCTOB) MOTYT OBITh TPOUUTAHBI IPYTUMU
YUTATeNIIMH (HalpuMep, CHEeIHAINCTAMH CHCTEMBl 3/IpaBOOXpaHEHUs, MAlMeHTaMU |
JIPYTUMH HECTIEIUATUCTaMH), B HUX HEOOXOIUMO JenaTh CCHUIKY Ha WH(OPMAIMOHHBIC
MaTepHalibl, UMEIOIINE OTHOIIEHHE K JaHHOU mpolieme mo O6e3omacHocTU. B ciywasx eciu
IJIAaHUPYETCA HEMOCPEACTBEHHOE OOpallleHrEe K CIIEHHAIMCTaM CUCTEMBI 3paBOOXPAHEHUS,
cienyeTr obecneunTs HHPOPMUPOBAHUE CIICIIMATIMCTOB CUCTEMBI 3IpaBOOXPAaHEHUs, TN0O 10
OIMyOJIMKOBAHUS MPECC-PENn3a, MO0 OJHOBPEMEHHO € MyOJIMKAMEN WIN paclpOCTPaHEHUEM
npecc-penus3a, 4YToO0bl TPEJOCTABUTh BO3MOXKHOCTH MEIHMIIMHCKAM CIEIHATUCTaM
MOJITOTOBUTHCS K OTBETAM Ha BOIIPOCHI MAIEHTOB.

902. B cnyuae ecnu mpobiema mo 6€301macHOCTH MPEACTaBISET MOBBIIIEHHBIN HHTEPEC
JUIs CPENICTB MaccoBOM HH(popManuu JuOO0 B ciiydae HEOOXOAUMOCTU JAOBEACHUS 0
HACEJICHUsI MHOTOIUIAHOBOM U CIIOKHOM MH(POPMAIH MO BaXKHOMY JUIS 30POBbsI HACETICHUS
BOIIPOCY, YNOJHOMOUYEHHBIMH OpTraHaMH TOCYJIapCTB-YJICHOB B KadecTBe 3((HEKTUBHOTO



MeToaa MHPOPMHUPOBAHUS OOIIECTBEHHOCTH MOXKET OBITh paCCMOTPEH BOMPOC MPOBEIACHUS
npecc-KOHPEPEHIUHU € KYPHATUCTAMHU.

Beb6-caiiT

903. Beb-caiit npeacraisieT coO0M BayKHbBIN MHCTPYMEHT MH(POPMUPOBaHUS HAcETeHUS (
BKJIIOYAsl MAllMEHTOB M CHELUUAJIMCTOB CUCTEMBI 3/IPABOOXPAHEHUS). YIIOJIHOMOYECHHbBIE
OpraHbl FOCYJJapCTB-YWIECHOB, a TAKXKE JIeP>KaTeIN PETUCTPALIMOHHBIX YJOCTOBEPEHUN JOKHBI
rapaHTUpOBaTh, YTO BaXHasg HHPopMamus 1O OE30MacHOCTH, pa3MelIeHHas Ha
KOHTPOJUPYEMBIX UMH BeO-caiiTax, OyJeT JIErKOJOCTYITHONM M MOHSTHOM MOJIb30BATEIISM.
Nudpopmauns Ha cailTax AOJDKHA TIOCTOSHHO OOHOBIISATHCS, a Jto0as ycTapeBllas
uHdopmaIus J0KHa OBITh OTMEUEHA COOTBETCTBYIOIIMM 00Pa30oM WM yaajieHa.

Hpyrue cpencTsa HHTEPHET-KOMMYHHMKAIHHI

904. Nudopmarus mo 6€30MacHOCTH MOXKET TaKKe pacIpoCTpaHsAThCa B ceTu HTepHeT
NOCPEACTBOM Jpyrux BeO-mprmiokenuid. [lpu wucmosnbp3oBanum 0OoJiee  HOBBIX,
BBICOKOCKOPOCTHBIX KAaHAJIOB CBS3U CIEAyET NMPHUHATh HEOOXOAUMBIE MEPhI, YTOOBI HE
JOIYCTUTh HapyIICHUS TOYHOCTH IepefaBaeMoil mHpopManuu. B KOMMyHUKAIIMOHHOK
MpaKTUKE CJICAYeT YYUTHIBAaTh TOSBIISIIONMIMECS HOBBIC CPEACTBA KOMMYHHUKAIUU,
MCIIOJIb3yEeMbI€ Pa3TUYHBIMU 11EJIEBBIMU Ay TUTOPUSIMH.

HudopManmroHHEIe MHCHMA U OI0JUIETCHH

905. MnpopmanoHHbIE TUCbMA U OIOJJIETEHU MpeIHa3HAUYEHBI JJISl PETYJSIPHOTO
MpeACTaBiIeHUs HOBOW MH(POpPMAIIMU O JEKapCTBEHHBIX IMpenapaTax U uX 0€30MacHOCTH U
sbdextuBHOCTH. C TOMOUIBIO 3THX MEXAaHHW3MOB HH()OPMHUPOBAHMS YHOJTHOMOUYEHHBIE
OpraHbl TOCYJAapCTB-WIEHOB MOTYT OXBaTUTh OOJBUIYIO ayJIUTOPHUIO, HCHOJIb3YS
BEO-IIPHIIOKEHUS U IPYTUE JOCTYIIHbIE CPEACTBA.

B3anmoneiicTBHe MeXIy YIOIHOMOYCHHBIMH OPraHaMH rOCyAapCTB-9ICHOB

906. IIpn npuHATHM OJHUM W3 YIOJIHOMOYEHHBIX OPTraHOB IOCYyAAapCTB-4JIEHOB MEp
PETYJISATOPHOTO XapaKTepa B OTHOIICHHM OIpPEAENICHHON MpoOieMbl 1Mo 0e30IacHOCTH Y
APYTUX YIIOTHOMOYEHHBIX OPTaHOB TOCYIapPCTB-WICHOB MOXKET BOSHUKHYTh HEOOXOIUMOCTh
IpeACTaBlIeHUs OTBETa Ha 3ampochl WM oOmeHa uMHpopManuen. Crieayer HCIoNb30BaTh
MEXPETYIATOpPHbIE HWH(DOpPMAIIMOHHBIE MaTepHalbl, TOJITOTOBICHHBIC YIOJIHOMOYECHHBIM
OpPraHOM TOCyJapCTBa-4JIEHA, B IOMOIIb CBOMM KOJIIETaM JJIsi OTBETOB Ha BHEIIHUE 3aIIPOCHI
ui oOMeHa uHpopMalue Mo KOHKPETHOH mpobiieMe 1Mo 6€30MacHOCTH.

OTBeTH Ha 3aIIPOCH HACEICHUS



907. YoTHOMOYEHHBIE OpPraHbl FOCYIapCTB-YWIECHOB U AEPKATEIN PETMCTPALMOHHBIX
YIAOCTOBEPEHUN JOJDKHBI pacnoyiaraTh JIEMCTBYIOIIMMHU CHCTEMAaMU pEarupoBaHHUs Ha
3aIpOChl HAaceJleHus O JIEKapCTBEHHbIX mpenapatax. OTBEThl JOJDKHBI COAEPKaTh
uH(pOpMAaIUIO, HAXOSIIYIOCS B OTKPBITOM JOCTYIIE, U BKJIIOYaTh B €0l COOTBETCTBYIOIIHE
PEKOMEHIAUU Ul TAUMEHTOB M CIELNUAJIUCTOB CHCTEMBI 31pPaBOOXPAaHEHWS,
IIPE/ICTABJIICHHBIE YIIOJJHOMOYEHHBIMU OpPraHaMU TOCYJapCTB-4JIeHOB. Eciam BOIpocs
KacaloTCAd KOHCYJIbTAaUMH IO HWHAMBUAYAIBHOMY JICYEHUIO, ITAIUEHTY CJIEAYET
PEKOMEHI0BaTh OOPATUTHCS K CHEIMATIMCTaM CUCTEMBI 3/IpaBOOXPaHEHUSI.

Hpyrue cpencTsa nepenayd mEGpopMaIim

908. ITomumo crioco60oB HHPOPMUPOBAHUS, YKa3aHHBIX B MyHKTaX 866 — 894 HacToAmNX
[IpaBun cymecTBYIOT Apyrue HHCTPYMEHTHI M KaHaJbl Tepeaadn WHGOpMAIUUA TI0
O0esomacHocTH (HampuMep, NYOIWKAMKM B HAYYHBIX JKypHalaX © IKypHalax
podeCCHOHAILHBIX OpraHu3aIui).

909. HekoTopble HHCTPYMEHTBI U cIOCOOBI THPOPMHUPOBAHHS MOTYT MCHOJIb30BaThCS B
00JIaCTH yrnpaBlieHUs] puckaMu. MeponpusaTusi 10 MUHUMHU3AIMN PUCKOB YacTO BKIIFOUAIOT B
ce0s crennaabHble MPOrpaMMbl HHOOPMHUPOBAHUS O prucKax. HCTPpyMEHTHI, HCIIOIB3YEMbIE
B 9TUX IporpaMmax (Harpumep, IaMsTKU JIJIs TAIMEeHTOB, 00pa3oBaTelbHbIE MaTEPHAIIbI WK
PYKOBOJICTBA 1O 0€30MaCHOCTHU /ISl CIICIIMATUCTOB CUCTEMBI 3JpaBOOXPAHEHUS), YKa3aHbl B
pazgene XII Hacrosimux [pasun.

5. 9¢ddexTrBHOCTH HEHPOPMHIPOBaHUA O 6€30ITaCHOCTH

910. UudopmupoBanmre 0 6€30MacCHOCTH cUUTaeTCs 3OPEKTUBHBIM, €CIIU TMEPEIaBaEMOe
COOOIIIeHNEe MPUHUMAETCS U IOHUMAETCS 11eJIEBOM ayAUTOPHUEH Tak, Kak 3TO ObUIO 33 yMaHo,
U 1IeJIeBasl ayIUTOPHUS pearupyer Ha HH(POpMAIIMIO IPUHSATUEM COOTBETCTBYIOIIUX Mep. s
orleHKH 3(G()EKTUBHOCTH HHPOPMHUPOBAHUE JOHKHBI MPUMEHATHCS COOTBETCTBYIOIINE
MEXaHH3Mbl, OCHOBAHHBIC Ha YETKHUX MapameTpax (mokasatensax). [lokazaTeau Moryt ObITh
OCHOBaHbl Ha H3MEPEHHUM PA3JIMYHBIX PE3yJIbTaTOB, BKIIOYAs, HAMpPHUMEpP, IOBEICHUE,
B3aMMOOTHOIIICHMS, 3HAHUS, & TAK)KE€ MHBbIE MapamMeTphbl Win (akTOpbl, XapaKTEPU3YIOIIUe
3 PEKTUBHOCTH MEPOIIPUITHH 110 HHPpOpMHUPOBaHUI0. Ha 0CHOBaHMH BBIITOJIHEHHON OLICHKU
3¢ (PEKTUBHOCTU JOJIKHBI ObITh C/IEJIaHbI BBIBOJIBI, ONPEICICHbl TPUOPUTETHI B OTHOIIEHUU
TaTbHEUINEH IeATeIbHOCTH MO WH()OPMHUPOBAHUIO, a TAaKXKE BBIMOJHECHA aJanTalius
MHCTPYMEHTOB M MPAKTUKU MH(OOPMHUPOBAHUS B COOTBETCTBUM C MOTPEOHOCTSIMU 11€JI€BOU
aynutopun (npu HeoOXoaAuMOCTH). [ns ycTaHOBIEHUS COOTBETCTBUS HH(OpPMALHUH O
6e3omacHocTH TpeboBaHUAM NyHKTa 857 HacTosmux [IpaBui cieayer ucnoiab30BaTh MOAXO,
OCHOBAHHBIM Ha HMCCJICAOBAHUU IIeJeBOM aynutopuu. [Ipu nmpuMeHeHUHn AaHHOTO MOAXO0Ja
MOTYT OBITh COIOCTaBJICHBI Pa3IMYHBIE PE3yJIbTAThl OIEHKH IICJICBOW ayJIUTOPUH, B TOM
YuCJie TOBEJICHNEe, B3aUMOOTHOIIICHUS U 3HAHUSI.



911. depxaTenu perucTpalluOHHBIX YIOCTOBEPEHUN HECYT OTBETCTBEHHOCTH 3@ OLIEHKY
3(PEKTUBHOCTH HEMOCPEACTBEHHOTO HMHGOPMUPOBAHUSA CHELHUAIUCTOB CHUCTEMBI
3paBoOOXpaHeHUs O Tmpobiemax Oe3zomacHoCcTH. JlepkaTenu perucTparuoHHbIX
yIOCTOBEPEHUHN JOHKHBI HHOOPMUPOBATH YIIOJTHOMOYEHHBIE OPraHbl TOCYAapCTB-YIEHOB O
KOJIMYECTBE CHELUATUCTOB CUCTEMBI 3PaBOOXPAHEHHS], KOTOPHIE MOIYYHIH HHPOPMALIMIO B
(dopMe HENmOCPEICTBEHHOI0 OOpallleHHsl K CHelUaIlCcTaM CHUCTEMbI 3/paBOOXpPAHEHUS,
MOJIYYEHHBIX PE3yJbTaTaX OUEHKH 3(PPEKTUBHOCTH HEMOCPEACTBEHHOTO MH(MHOPMUPOBAHHUS, a
TaK)XK€ BBISBJICHHBIX TPYIHOCTSX (Hampumep, nmpodieMax co CIHUCKOM IodyyaTesled Wiu
CpOKaMu M MeXaHu3MaMu pacnpoctpaHeHus). COOTBETCTBYIOIIME KOPPEKTUPOBOUYHBIE U
npeaynpeuTe/bHble MEphl JOJDKHBI OBITh MPUHATHI BO BCEX CIydasX BBISBICHUS
HEJ0CTAaTOYHOU 3(PPEKTUBHOCTH HEMOCPEACTBEHHOTO 00OpAIEHUs K CIIEIUATNCTAM CUCTEMBI
3/IpaBOOXPaHEHUS.

6. TpeGoBaHMA K cHCTEME KadyecTBa HH)OPMHPOBaHHS O 6€30I1aCHOCTH

912. B coorBeTcTBUM ¢ TpEOOBAHUSMH K CHCTEME KadecTBa MH()POPMHPOBAHUSA O
0e30MacHOCTH, HM3JIOKEHHBIMU B pasjeine 2 HacTtosumx IlpaBui, TpeOyeTcs Hamudue
poIeayp, 00ECEUNBAIOIIUX COOTBETCTBUE MHPOPMHUPOBAHUS O OE30MACHOCTH MPUHIIUIIAM,
oTpeIeNICHHBIM ITYHKTOM 857 Hacrosumx [IpaBui. JlomkHO OBITH 00ECIIeUeHO BBITIOTHEHNE U
JIOKYMEHTUPOBAHNE KOHTPOJIbHBIX MPOIEAYP B OTHOIIECHUHU TNepenaBaeMoi HHGOpPMALUKU O
0€30MacHOCTH, IPEICTABIIAIONICH CO00M 0OBEKT KOHTPOJIS Ka4eCTRa.

7. BzaumozeticTBre B 061acTi HEGOPMAPOBaHHA O 6€30IIaCHOCTH Ha TePPUTOPHIX
TOCyJapCTB-WICHOB

B3aumopeiicTBHe YIIOTHOMOYEHHRIX OPTaHOB I'OCYIapCTB-WIEHOB B 0071acTH HHPOPMUPOBAHHS O
6e301acHOCTH JIEKAPCTBEHHBIX IPEIIAPaTOB

913. B pamkax wH(OPMAIMOHHOTO B3aUMOJCHCTBHUS YIMOJHOMOYEHHBIX OPTaHOB
roCy/apCTB-UJICHOB YIOJHOMOYEHHBIMU OpraHaMH BBITIOJHSAETCS PETYJSPHBI OOMEH
uH(pOopMaIei B OTHOIIICHUH TUTAHUPYEMOU K pa3MEIIeHUI0 HHHOPMAITIH O O€30ITaCHOCTH.

HemnocpencreeHHOE 00pameHne K CIeHaIUCTaM CHCTEMEI 3PaBOOXPAHEHHS IT0 BOIIPOCaM
0€30MaCHOCTH JIEKAPCTBEHHBIX MPENApaToB, 3apPETHCTPHPOBAHHBIX Ha TEPPHUTOPHIX
rOCyJapCTB-WIEHOB

914. B cnyyae ecnu JIEKapCTBEHHBIN Mpenapar 3aperucTpupoBaH Ha TEPPUTOPUU OAHOTO
UM HECKOJBbKUX TOCYJapCTB-WIEHOB, YMNOJHOMOYEHHBIE OpPraHbl TOCYJapCTB-YJIEHOB
OOMEHMBAIOTCSI CBEJEHUAMHM B YacTU OJOOPEHHOTO COJAEpXKaHUS HHPOpMaLMM s
HEIMOCPEACTBEHHOI'O0 OOpAaIlleHHs] K CIIELHAINCTaM CUCTEMBI 3/[paBOOXPAHEHHS U IUIAHOM
MHPOPMHUPOBAHUS CIELHAINCTOB CHCTEMBI 3/pAaBOOXPAHEHUs, MPOIIEAIINX MPOLEAYPY
corjacoBaHus. /s oOMeHa OKOHYATENbHBIM BapUaHTOM MH()OPMALMOHHOTO Marepuaia u



IJIAaHOM Tepeayr HHGOPMAIINK YIIOTHOMOYEHHBIE OPTaHbl TOCYAapCTB-UJICHOB UCTIONB3YIOT
JIOCTYMHBIE CUCTEMBI HH()OPMAIIMOHHOTO B3aUMO/ICUCTBUS.

TpeboBaHWA K JepKaTeIIM PETACTPAlMOHHEIX YIOCTOBEPEHUH

915. JlepkaTtenb perucTpalMoOHHOTO YJIOCTOBEpeHUs 00s3aH HMH(OOPMHPOBATH
YIOJIHOMOYEHHBIE OpPraHbl, HA TEPPUTOPUSIX KOTOPBIX 3aPETUCTPUPOBAH JEKAPCTBEHHBIN
npernapar, 0 CBOEM HaMEPEeHUH cJieaTh MyOJIuYHOoe COOOIIeHUE, MIIM UHPOPMUPOBAHUE, I
pasmenieHne MH(OpMaIMU, OTHOCAIIEHCSs K HHPopMauuu 1o (HapMakKOHAA30py HIH
npobjeMaM, CBSI3aHHBIM C 0€30MacHOCTBIO, a TaKXKe IO MpoOjieMaM, CBS3aHHBIM C
NPUMEHEHHEM COOTBETCTBYIOLIETO JIEKapCTBEHHOro mpemnapara. I[lpencraBienue
uHpOpMAaIMK YMOJTHOMOYEHHBIM OpraHaM C Ielbl0 WH(POPMHUPOBAHUS W TOTy4YCHUS
COTJIaCOBaHUS JOJDKHO OBITh CIENaHO C YCIOBHMEM 3alpeTa Ha €€ ONyOJIMKOBaHUE J0
UCTEUCHUsI CpOKa He MeHee ueM 3a 24 yaca 0 ee OmyONUMKOBaHUSA. YBEIOMIICHUE
YIOJHOMOYEHHBIX OPTaHOB OJIHOBPEMEHHO C MPEICTAaBICHUEM HH(POpPMALMKM HACEICHUIO
BO3MOYKHO TOJIBKO B UCKIIFOUUTEIBHBIX CIIy4asiX NpU HAJIUYUH OCHOBAHUM.

916. K ocHoBaHusM, yka3zaHHbIM B myHkTe 902 nHactosimux IIpaBui, oTHOCSTCS
000CHOBaHHAas yrpo3a >KM3HU, 3J0POBbIO WJIA OJIArONoy4YHIO HACEICHHUS.

917. Jlepateylb perucTpallMOHHOTO YJIOCTOBEPEHUS HECET OTBETCTBEHHOCTH 3a
O00OBEKTUBHOCTh M TOYHOCTH MPEACTABISIEMON HacelleHHio MHpopManuu. B ciyyae ecinu
JepKaTellb PETUCTPALIMIOHHOTO YIOCTOBEPEHHS MOIyYaeT HHPOPMAIUIO O TOM, UYTO TPEThs
CTOpPOHAa HaMEpEeBAaeTCAd PacHpoCTpPaHUTh HHGOpPMALUIO, KOTOpas MOXET MOBIUATH Ha
COOTHOIIIEHUE "MOJb3bl — pUCKA" JEKapCTBEHHOTO Mpemnapara, 3aperucTpUpPOBAHHOTO Ha
TEPPUTOPHUSAX TOCYJIAPCTB-YICHOB, JEpP’KATEIh PErUCTPALMOHHOIO yIOCTOBEPEHUS TOKEH
COOOIIUTH 00 3TOM B COOTBETCTBYIOIINE YIIOJTHOMOYEHHBIE OPTraHbl TOCY1aPCTB-UJIECHOB.

B3aumopelcTBHE C TPETFHMH CTOPOHAMH

918. TperbuM cTOpOHAM (HAy4YHBIM XypHajaM, HAy4YHbIM OOIlECTBaM, OpraHU3alUsIM
MAIMEeHTOB U Jp.) cleAyeT HHPOPMUPOBATH YIIOTHOMOUYEHHBIE OpraHbl FOCYAapCTB-UJICHOB O
MOSBJISIIOLIEHCS HOBOW MH(MOpMalnuu 1O O€30MaCHOCTU JIEKAPCTBEHHBIX MPEnapaTos,
3aperucTpupoBaHHbIX B pamkax Coro3a. B ciydae ecnu mimanupyercs myOiauKanus JaHHON
uHpopmanuu, HEOOXOAUMO O3HAKOMUTb C HEH YIOJHOMOYEHHBIE OpraHbl
roCyAapCTB-YJIEHOB JI0 €€ IyOIHKalUK.

Be16op s136IKa ¥ BEIIOHEHUE IIEPEBOAA IIPH MOATOTOBKE HEIOCPEACTBEHHOr0 0OpaIIeHus K
CIIEIIAIACTaM CHCTEMBI 30PaBOOXPaHECHAA

919. Baxnas undopmanus o 6€30MaCHOCTH, pacIpoOCTpaHsieMas ¢ MPUMEHEHUEM
Pa3JIMYHBIX CIOCOO0B MH(POPMHUPOBaAHUS, JOJKHA OBITH JOBEJEHA /O IEJIEBON ayJIUTOPUU



CBOEBPEMEHHO M Ha O(ULHAJIBLHOM S3bIKE TOCYJIapCTBa-ujeHa, Ha TEPPUTOPUU KOTOPOTO
3apETrUCTPUPOBAH COOTBETCTBYIOIIUX JICKAPCTBEHHBIN MpEIapar.

920. Ilpu moaroToBKE M 0/100peHNH WHPOpMaUK 0 0€30MACHOCTH, TTPETHA3HAYECHHON
JUISL PactpOCTPaHEHHUs, YIIOJHOMOUYEHHBIMUA OpraHaMu TOCYJIapCTB-YJIEHOB HCIONb3YyeTCA
PYCCKHMU WIH IPyTOW FOCYIapCTBEHHBIN S3bIK FOCYyAapCTBA-WICHA.

921. Vndopmanuss HENOCPEACTBEHHOI0 OOpAIllEHUs] K CHELUATNCTaM CHCTEMBI
3IpaBOOXPAHEHUS, pa3padaThIBACTCs JEP>KATEIIEM PETUCTPALMOHHOTO YJAOCTOBEPEHHUS U
IIPEACTABISAECTCS HAa COIJIaCOBAHHWE B YIOJIHOMOYEHHBIM OpraH Ha PYCCKOM HJIHU JIPyrOM
rOCyJapCTBEHHOM  fI3bIKE TrocyJapcTBa-uwieHa. JlomycKaeTcs pacnpOCTpaHEHHUE
UCKJIIOYNTEIIBHO COIVIACOBAHHOM  YIIOJJHOMOYEHHBIM OpPraHOM TI'OCYJapCTBa-uyjeHa
nH(}OpMaAIMU HEMOCPEACTBEHHOTO 00paIlleHUs K CHeI[MaINCTaM CUCTEMBI 3IpaBOOXPaHEHUS
Ha PYCCKOM WJIM MHOM O(pHMIIMaIbHOM SI3bIKE TOCYAapCTBa-YICHA.

XII. Meprsl MUHMMH3aIIH PACKA
1. O6mme momoxeHus

922. Mepbl MUHUMU3AIMU PUCKA MPECTABISIOT COOOW NIEWCTBUS, HANPABICHHbIE Ha
IIPEOTBPAILCHUE PA3BUTHUSI HEKEJATEIIbHBIX PEAaKUUW, CHUKECHUE YaCTOTBHl PAa3BUTHUS WU
CTENEHHN TSHKECTH HEKENATEeNbHBIX PEaKIUi, a TakKe MUHUMHU3AIMUI0 HEOIaronpusTHHIX
IOCJIEACTBAM BO3JACUCTBUs Ha IAl[MEHTA IIPU Pa3BUTUU HEXKEJATEIbHOW peakluu Ha
JIEKapCTBEHHBIN Mpenapar.

923. Mepbl MUHMMU3AIMU PUCKA, BKIKOYEHHBIE B JAHHBIN pa3iel, pacCCMaTpUBAIOTCS B
COOTBETCTBHH C TPEOOBAHUSAMHU K CHCTEME MUHUMH3AIIMU PUCKA, YCTAHOBICHHBIMU Pa3aesioM
VI nacrosiux IIpasui.

924. Mepbl MUHUMU3ALIMHA PUCKA MOTYT BKJIIOYATh B c€0s1 pyTUHHBIE MEPHI MUHUMHU3ALUU
pUCKa WIIN JOIOJHUTENIBHBIE MEPbl MUHUMHU3ALUU PUCKA. PyTHHHBIE ME€pbl MUHUMU3ALUN
pucKa, ykaszaHHble B pasnene VI Hacroamux IlpaBui, pacnpocTpaHsSroOTCA Ha BCE
JIEKapCTBEHHBIE IIPENapaThl.

925. bonpmUHCTBO TPOOJIeM, CBA3AHHBIX C OE30MACHOCTHIO, MOTYT HaJJIekKaluM
o0pa3oM ympaBisTbCA C MPUMEHEHHEM pPYTHHHBIX MEp MHUHUMH3ALUUH PUCKA,
JOTIOJIHUTENIbHBIE MEPBI YITPABICHUSI PUCKAMHU MOTYT IPUMEHSATHCS B OTHOILIEHUU HEKOTOPBIX
PHUCKOB, JJIs1 KOTOPBIX PYTUHHBIE MEPbl MUHUMH3ALMU PUCKA MOTYT ObITh HEOCTATOYHBIMU
IUTsl oOecrieYeHusT HaJIeXKAIIEro ypaBJIeHUs] pucKamMu U (WJIK) YIydllIeHUsT COOTHOIIEHUs "
II0JIb3a — PUCK'' JIEKAPCTBEHHOTO IpEIapara.

926. JlanHblil pa3fen COACPKUT PYKOBOACTBO MO MPUMEHEHUIO JOMOJIHUTEIbHBIX MEP
MHUHUMM3AIUU pPHUCKA, BBIOOPY HMHCTPYMEHTOB MHUHHUMHU3ALMU pUCKA U OLEHKE
7 PeKTUBHOCTH yKa3zaHHBIX Mep. [lpu omnpeneneHHBIX OOCTOSITEILCTBAX OICHKA
3¢ (PEKTUBHOCTH MOXKET MOTPEOOBATHCA B OTHOILIEHWU PYTUHHBIX MEp, HAlpaBJICHHBIX Ha
MUHUMH3ALHUIO PUCKA, CBSI3aHHOTO C Mpo0IeMaMu 1Mo 0€30MacHOCTH (HarpuMep, eciiu oomas



XapaKTepHUCTUKA JIEKAPCTBEHHOTO Ipernapara COAEPKUT PEKOMEHIANU MO0 MUHUMH3ALNU
pHUCKa, BBITIOJTHEHHUE KOTOPHIX HE MPEAYCMOTPEHO PYTUHHBIMHU CTaHJIApTaMHU MEIUIIMHCKON
MPaKTUKH). B yKa3aHHBIX CiydasX peKOMEHIAIUH 110 BBHIITOJIHECHHUIO OIICHKU d(PPEKTUBHOCTH
MEp MUHUMH3AIMHU PUCKA OTHOCSTCS TAKXKE U K PyTUHHBIM MEPOTIPUSATHSM.

927. Mepbsl MUHUMH3AITUN PUCKA OMPEACIIIIOTCS Ha OCHOBAHUU MPOOJIEM, CBI3aHHBIX C
0e30MacHOCThIO, IPEACTABICHHBIX B crienudukanuu mno o6ezonacHoct. Kaxmas npobdiema,
CBA3aHHas ¢ 0€30MaCHOCThIO, pACCMATPUBAETCS B MHIMBHIYaJIbHOM MOpPAJIKE, IPU BBIOOpE
HauOoJee 1eaecoo0pa3Ho MEpbl MUHUMU3AIMU PUCKA HEOOXOANMMO YUUTHIBATh CEPbE3HOCTh
MOTEHIINAIBHBIX HEXEeJAaTebHBIX PEaKINi, CTeNeHb UX TSHKECTH, MPEAOTBPATUMOCTb WU
KIIMHUYECKUE NIEUCTBUS, HEOOXOIUMBIE JJII CHUKEHUS PUCKA, MOKa3aHHS K MPUMECHEHHIO
JIEKapCTBEHHOTO Mpernapara, IyTh U Coco0 BBEACHUS JIEKapCTBEHHOT'O Mpernapara, 1eJeBbie
MOMYJSALMU U THUI YUYPEKICHUI 3paBOOXpPAHEHUS, TJI€ MPUMEHSETCA JEKapCTBEHHBIN
npernapar.

928. Jlns ynpapienus npoOiemMoil mo 6e300acHOCTH JOIYCKAeTCsl MpUMEHEHUE Ooiee
yeM | Mepbl MUHHMMHU3ALHUKM PUCKA, TPU 2TOM | Mepa MUHHMHU3ALHUH PUCKA MOXKET
PacrpoCTpaHAThCS HAa HECKOJIBKO MPo0OsieM Mo 0€30MacHOCTH.

929. Jlepxkatenap PEeruCTPAIMOHHOIO YJAOCTOBEPEHHUS HECET OTBETCTBEHHOCTbH 3a
oOecrieyeHre HaJIeKAIIEero KOHTPOJIS BBIMOJHEHUS MEP MUHHUMM3ALUU PUCKA, KOTOPHIE
BKJIIOUEHBI B COTJIACOBAHHBIN YIIOJITHOMOYEHHBIMU OpraHaMU IJIaH YIPABICHUS] PUCKAMU WIIH
0003HaYEHHBIE B KAYECTBE 00s3aTEIIbHBIX YCIOBUI PETUCTPALIMH.

930. YonHOMOYEHHBIE OpPraHbl HECYT OTBETCTBEHHOCTH 3a KOHTPOJIb PE3yJIbTAaTOB
BBEJICHUS U pealn3aiii MEp MUHUMU3AIMN PUCKA, KOTOPbIE BKIIOYEHBI B TUIAH YIIPABICHUS
pUCKaMH UM 0003HAYEHBI B KAYECTBE 00S3aTENIbHBIX YCIOBUI PETUCTPALIMH.

931. Mepbl MUHUMH3ALMK PUCKA HAMPABJICHBI HAa ONTUMU3AIMIO OE30MACHOTO H
3(PEeKTUBHOrO HCMOJIb30BaHUS JIEKAPCTBEHHOrO IMpernapara Ha MNPOTSKEHHH BCEro
®KU3HEHHOro 1ukia. CooTHOLIEHHE "MOJib3a — PUCK" JIEKAPCTBEHHOrO Ipenapara MOKET
OBITH YJIYUIIICHO IyTEM CHUKEHUsSI PUCKA U CTETNICHU TSHKECTH MOCIIEICTBUN HEXKENIaTeIbHBIX
peakuuii, a TakKe MyTeM ONTHMHU3AIMH TOJIb3bl MOCPEICTBOM IIEJIEBOr0 MOAOO0pa U (HUIIN)
UCKJIIOYEHHUSI TAlMEHTOB JHUOO TMOCPEICTBOM TIIATEIBHOTO MOHHMTOPHUHTA JiedeHUus (
cnenupuyeckas cxema npuemMa, 1adopaTopHbIil MOHUTOPHUHT, MOCEAYIOIIEee HaOII0AEHUE 32
NalyMeHTaMu U T. 1.). Mepbl MUHUMU3AIUU PUCKA JIOJDKHBI SIBIATHCS PYKOBOJCTBOM IS
ONTUMAJIbHOTO HCIOJIb30BaHUS JIEKAPCTBEHHOTO IpernapaTta B MEAUIMHCKOW MPAKTUKE B
LEJISIX TapaHTUU MPEJOCTABICHHS] ONTUMAJIBLHOIO JIEKAPCTBEHHOTO MIpenapaTa MnoaxoIaIeMy
MalKUEeHTy B ONTUMAJIBHOM J03€ U C ONTUMAIBHBIM PEKUMOM MPUMEHEHUS CIEIUATIUCTOM,
MMEIOIIUM HaJUIeKal[yl0 MOJATOTOBKY JIJIs MO HAa3HAYCHUS JIEKApCTBEHHOTO Ipernapara u
BEJICHUSl MalMeHTa, a TaKXKe C MIPEeJOCTaBIC€HHEM JIO0CTOBEPHOU HH(pOpPMALUU U TIPH
HaJIeKaleM KOHTPOJIE.

932. bonbIMHCTBO TPOOIIEM, CBSI3aHHBIX C 0€30MaCHOCTHIO MOTYT HAJIJIEKAIIUM 00pa3oM
YIPaBIATHCS C TOMOIIBI0O PYTUHHBIX ME€pP MUHHMU3AIMU pUCKa. B ompeneneHHbIX ciydasx



JUTSL OTJICNIBHBIX BAXKHBIX PUCKOB PYTUHHBIE MEPhl MUHUMH3AIIUN PUCKA MOTYT OBITH OI[€HEHBI
KaK HEJOCTAaTOYHbIC M JJIs1 OoOeCHeUYeHUs] HAJICKAIIETO YMNpPaBJICHUS PUCKOM TpeOyeTcs
BBEJICHUE JONOJHUTEIbHBIX MEP MUHUMU3ALNHI PHUCKA.

933. IIpu onpeaesieHNU HEOOXOIUMOCTH BBEJICHHS JOMOJHUTEIBHBIX MEP MUHUMU3AIUN
pUCKa YUYUTBHIBAIOTCS MPUOPUTETHI OE30MACHOCTA B OTHOIIEHHM YacCTOTHI, CEPbE3HOCTH
HEKeJIaTeIbHBIX PEAKIIMi, CTETIEHH UX TSKECTH, BO3JICHCTBUS HA CUCTEMY 3/IpaBOOXPaHEHUS
U OpeJOoTBPAaTUMOCTU pucKa. [lamee BBIMOMHIETCS OIEHKAa BO3MOXHOCTH JOCTHXKECHUS
MMOCTABJIECHHOW 1€MW 10 MUHHUMU3ALUHM PUCKA MPU HCHOJIb30BAHUM PYTUHHBIX Mep U (B
cllydae TpeAoyIOKeHHUs] HEJOCTAaTOYHOCTU JaHHBIX MEp), ONpeaesseTcsl JOMOJIHUTEIbHbIC
MEpbl MHHHUMH3AIlMU PHUCKOB, KOTOPHIE B HAWUOONBIIEH CTENEHU COOTBETCTBYIOT
MTOCTaBJICHHBIM 1EJIsIM. JlOTIOTHUTENIbHBIE MEPHl MUHUMU3AIIUUA PUCKA JTOJDKHBI IPUMEHSITHCS
B OTHOIIICHUH Han0oJiee BAXKHBIX U MPEAOTBPAIAEMbIX PUCKOB, MTPU 3TOM Harpy3ka Ha BCE
Yy4acTBYIOIIME CTOPOHBI, CBSI3aHHASI C BBHIMOJHEHUEM yKa3aHHBIX MEp JOJIKHA OINpPaBIbIBaTh
0’KHMJIAEMYIO TI0JIB3Y ISl TAIUEHTOB.

934. CymecTtByeT psiJ pazHOOOpa3HbIX METOJOB, HCIOJIb3YyEMBIX B KadeCTBE
JNOTIOJTHUTENbHBIX Mep MuHHMHU3anuu pucka. Cdepa peryaupoBaHusi oOpalieHus
JIEKapCTBEHHBIX MPENAapaTOB HaXOAUTCSA B CTAJMHU HEMPEPHIBHOTO Pa3BUTHUS, U UMEIOLIUECS
METOJIbI OyAYT JOIOJIHATHCS HOBBIMH, B TOM YHUCJIE OPUEHTUPOBAHHBIMU Ha 00Jiee MUPOKOe
MCITOJIb30BaHNE WH(HOPMAIIMOHHBIX TEXHOJIOTHA.

935. YcnenrHoe BBINOIHEHUE JOTOJHUTENIBHBIX MEpP MUHUMHU3ALUU PUCKA TpeOyeT
y4acTHsI BCEX 3aMHTEPECOBAHHBIX CTOPOH, B TOM YHCJE JIepKaTeliell perucTparoHHbIX
yIOCTOBEPEHUM, MAllUEHTOB U CHELUAIMCTOB CUCTEMBbI 31apaBooxpaHeHus. Heobxomumo
OIIEHMBATh peaU3alMI0 JAaHHBIX MEP B CHUCTEME 3/IPAaBOOXPAHEHUS JJis oOecreueHUs
JNOCTUKEHHS TIOCTABJICHHBIX LEJIEH, a TAKKE OINPENIECICHUs] COOTHOLIEHUSI COPa3MEPHOCTHU
MPUHUMAEMBIX MEpP COOTHOLICHUIO '"TOJb3a — PUCK'" JIEKApCTBEHHOrO Ipemnapara u
MPUKIAIBIBAEMBIX YCUJIUN, HEOOXOIUMBIX CO CTOPOHBI CHEIHATUCTOB CHUCTEMBI
31paBOOXPaHEHUs] U MAIMEHTOB JUISl BBIMIOJHEHUS TaKUX Mep. BaXXHBIM yCIIOBUEM BBEACHUS
JIOTIOTHUTEIBHBIX MEP MUHUMU3AINHA PUCKA, BKITIOYAs OTICHKY MX d(PPEKTUBHOCTH, SIBIACTCS
UCKJIFOUEHHUE YPE3MEPHOTO U HEOOOCHOBAHHOTO OOpPEMEHEHHUs CUCTEMBI 3IpaBOOXPAHEHUS,
JepKaTeNel perucTpalluOHHbBIX YI0CTOBEPEHHUS, YIIOTHOMOUYEHHBIX OPTaHOB U MAITUEHTOB.

936. JlonoysiHUTENbHBIE MEPHl MUHUMH3AIIMN PUCKA TOJKHBI UMETh YETKO OTPEICICHHYIO
11eJ1b, COOTBETCTBYIOIIYIO OOIIEH eI MUHUMH3AIUU CreluUUIecCKUX PUCKOB U (WJIH)
ONTUMU3AIMU COOTHOIIEHUs "monb3a — puck". KoHKpeTHbIe 1eau W 3a01aroBpeMEHHO
OTNpeJieJICHHbIE TMapaMeTPhl OLIEHKU JOCTHKEHUS ATHX IIeJIe ¢ KIIYEBBIMU 3TalaMu
BBITIOJTHEHHS JIOJDKHBI CTaTh PYKOBOJCTBOM TMpU Pa3pabOTKEe TOMOJHUTEIBHBIX MeEp
MUHUMU3AIMU PUCKA U OLIEHKE TIOCTHKEHHUS 11€JIEBOT0 YPOBHS 3(P(HEKTUBHOCTH.

937. HomxeH ObITh oOecneyeH HaJIeKaluidi MOHUTOPUHI BBIMOJHEHUS U OICHKA
3¢ (PEKTUBHOCTH JTOMOJHUTEIBHBIX MEP MUHUMHU3AIMU PUCKA 10 3apaHee OINpeeasieMbIM
rnapaMeTpaM Ha dTare BHEJAPEHUSI 3TUX MEp, B IPOIIECCE U IO OKOHYAHUIO UX BBITTOJTHEHUS.



938. C menpro obecrieueHus MOCTHKEHUS JKEJIAeMBbIX PE3yJbTaTOB IO OXpaHe
OOIIECTBEHHOTO 3/I0POBHS (3I0POBBSI HACEIICHHSI) TIPH BHIOOPE MHCTPYMEHTOB WJIM METOIOB
MUHHMU3AIUN PUCKA U CTPATETUU BHEAPEHHUS MEP MHUHUMHU3AIUUA PUCKA YUUTHIBACTCS
XapaKTepUCTHKA MPOOIEMbI, CBI3aHHOU ¢ OE30MaCHOCTHIO, C TOUKH 3PEHUS:

1) cooTHomIeHUs "M0JIb3a — PUCK' JICKAPCTBEHHOTO IIpenapara;

2) TepaneBTUYECKON 3HAYMMOCTH JIEKAPCTBEHHOTO MPEnapara;

3) ueneBoil NOMyJISIIIY;

4) HEOOXOIUMBIX KIIMHUYECKUX JCHCTBUM, HAMPABIICHHBIX HA MUHUMH3AIIMIO PUCKA.

938. PerynspHoe BBIIIOJIHEHUE TPOMEKYTOUHON OLIEHKU 3(PPEKTUBHOCTH PEATU3YEMbIX
Mep MUHHUMH3AIMHN PUCKA JOJDKHO OBITh HAMNPABICHO HAa CBOEBPEMEHHOEC BBISBICHUE UX
HEJIOCTATOYHON 3(P(HEKTUBHOCTH W BHEAPCHHE COOTBETCTBYIOIIMX KOPPEKTHUPYIOIIUX
MEPOTIPUATHN U BHECCHHE N3MEHEHUN B TIAH MEPOMPHUATHN 110 MEPAM MUHUMU3AINH PUCKA.
JlanHoe HampaBlieHHE SBJISETCS pa3BUBAIOLIEHCS 00JacThi0 MEAMIIMHCKUX HayK, HE
MMEIOTIEH OOIMETPUHATHIX CTAHIAPTOB M MOIX0/I0B, B CBS3U C YEM JIOMTyCTHUMO HCIIOIh30BaTh
COOTBETCTBYIOIIIUE TMOAXOJAbl W KOJUYECTBEHHBIE METOJbl, MpPHUMEHSEMbIE B
(hapMaKOITUAEMHUOJIOTHHN U IPYTUX pasziesiaX HayKd (HalmpuMep, B COIIMOJIOTHH WIIH HayKax
00 M3y4YeHUU TIOBEICHMSI ), & TAK)KE KaUeCTBEHHbBIE METO/IbI HCCIICIOBAHUH.

939. BBeneHue MOMOTHATEILHBIX MEp MUHUMH3AIIUU PUCKOB CJIETyET pacCMaTPUBATh KaK
mporpaMmy, B paMKaxX KOTOpPOW pa3palaThiBalOTCS KOHKPETHBIE METOABI W TIJIaH UX
peanu3aluM, a TakKe CTpaTerus OueHKH. [lnaH mo MHUHUMM3alMU PUCKA SBISETCS
COCTABJISIFOIICH YacThIO TUTAHA YIIpaBJiICHUS prcKaMu. [11aH mo MUHIMHU3aUK PUCKA TOJDKEH
BKJIFOYATh B ce€0s CISAYIONMINUE Pa3/Iebl:

1) oGocHOBaHUE: 0O0OCHOBAHUE MPEI0KEHHBIX JOMOJHUTEIBHBIX MEP MUHUMU3AIUU
pHUCKa B clTydyae HeOOXOAMMOCTU UX BBEJICHUS;

2) 3a7aun: yKa3aHue KOHKPETHBIX IIeJiel U AeTaIbHOE OMMCaHUe TOT0, KaK MpeayiaracMast
JOTIONTHUTEIbHAS MEpa MUHUMH3AIUA pUCKa OyAeT HalpaBlieHAa HAa PEIICHHEe KOHKPETHOU
POOJIEMBI, CBSI3aHHON ¢ OC30MACHOCTBIO IS KKIO0W U3 MPEIOKEHHBIX JOMOTHUTEIBHBIX
MEp;

3) omucaHue: onMcaHWe BHIOPAHHBIX JOMOJHUTEIBHBIX MEpP MUHHMMHU3AIUU PHUCKA,
BKJIIOYAsi ONMHUCAaHWE WHCTPYMEHTOB WJIM METOJOB, KOTOpPHIE OYyIyT HWCIOIB30BaHbBI, U
KJTFOUEBBIX 2JIEMEHTOB COJIEP KAHMUS;

4) mnaH BBITOJTHEHWS: MOAPOOHOE ONMHCAHUE MPEIIOKCHUN IO BBITTOJIHCHHUIO
JOTIOTHUTEIBHBIX MEpP MUHUMH3AIMU PHUCKa (HAmpuUMep, XapaKTepUCTHKA BMEIIATEIbCTB,
JeTaabHass WHPOpPMAIUsS O IEJIeBOW ayJuTOPHH, IUIaH TPOBEIEHUS 00pPa30BaTECIbHBIX
nporpaMM U (WJIM) pacupocTpaHeHUs 0Opa30BaTENbHBIX HHCTPYMEHTOB, MEXaHHU3M
KOOpAMHAIMA MEp C APYTUMHU JAEPKATENISIMU PETUCTPALIMOHHBIX YJIOCTOBEPEHUM, MpHU
HEOOXOIUMOCTH);

5) miaH OUEHKHU: MOAPOOHBIN IJIaH C YKa3aHMEM KIIFOUEBBIX ATAIOB MO MPOBEICHUIO
ornleHKH 3G (HEKTUBHOCTH JOMOJHUTEIBHBIX MEp MHHUMHU3AIMA PUCKA C TOYKH 3PEHUS



(O PEKTUBHOCTH BBITMIOJIHEHUSI 3aIJIAaHUPOBAHHOTO TIpoIlecca U OMpeeeHUs OOIuX
MoKasaTesiel BIUSHUS Ha UCXO0JIbI (HalpuMep, CHIDKCHHE PUCKA).

2. JIoTOJHUTEIbHEIE MEPHl MUHUMH3AIAH PHCKA

940. JlonmonHUTENbHBIE MEPbl MUHUMM3AILIMU PUCKA BBOJSTCS B CIy4yae €CId OHU
OIICHUBAIOTCSl KaK ycJIoBHsI Oe30macHOTO M 3(P(HEKTUBHOTO MPUMEHEHUS JEKaPCTBEHHOTO
npenapara. lIpennaraempie JOMOJHUTEIbHBIE MEPhl MUHUMH3AIMU PUCKA JOJKHBI OBITH
Hay4yHo OOOCHOBaHHBIMHU, a TaKXX€ JOJDKHBI pa3padaThiBaTbC U MPEACTABIATHCS
CHEIUATICTAMH C COOTBETCTBYIOIIEH KBaTU(DUKaIEH.

941. JlonoJHUTEIbHBIE MEPhl MUHUMU3AIIMA PUCKA MOTYT UMETh PA3JIUYHBIE 1EIH,
IU3aiH, UEJIEBYI0 ayJAUTOPHUIO U CJIOKHOCTh. JTH MEPbl MOTYT HUCHOJIb30BAThCSA C LEIbIO
obecrieyeHusl HajJIeXkalllel mnpoueaypbl BbIOOpa NAMEHTOB, JJIsI KOTOPBIX IOJb3a
MPUMEHEHUS JIEKAPCTBEHHOIO Mpernapara MPEBBIIIAECT PUCK, U UCKIIOYEHHS NALUEHTOB,
KOTOPBIM IPUMEHEHHUE JIEKAPCTBEHHOTO IIpenapara NpoTUBOMOKAa3aHo, C IIeJIbl0 00ecTeueHus
MPU MPOBEJCHUN TE€PANUU HAIECKANETO MOHUTOPHHTA, CBSI3aHHOTO C KOHTPOJIEM BaXKHBIX
PHUCKOB U (MJIM) HAJUJIKAIIUM YIIpaBICHUEM HEXKeJlaTeIbHOM peakIuel B ciyJyae ee pa3BUTHs

942. JIonoJHUTEIBHO MOTYT OBITh pa3zpaboTaHbl celUpUYecCKue Mepbl MUHUMU3ALNH
pUCKa B OTHOIIEHUM pUCKA OIIMOKM NpUMEHEHHs W (WIM) B IeIsiIX oOecrnedeHus
HAJUIeKAIEr0 Ha3HAYEHUs JIEKapCTBEHHOIO MpernapaTa B Ciaydasx, €CIM JOCTUKEHUE ITOU
[EIU TOJBKO MOCPEACTBOM MpE/CTaBICHUS MHGOpPMALMK O JIEKApCTBEHHOM IIpernapare B
MHCTPYKIIMU N0 MEAMIMHCKOMY NMPUMEHEHHUIO WIM MH(POPMAalUU HAa STUKETKE SIBISIETCS
PAKTUYECKU HEOCYIIECTBUMBIM.

943. Ecnn caenal 3anpoc Ha IPUMEHEHUE JTONOJIHUTEIBHBIX MEP MUHAMU3ALUN PUCKA,
000CHOBaHUE NI HETO JOJKHO OBITh TOKYMEHTHPOBAHO, a TAKXKE JIOJDKHO OBITH CHEIIaHO
yKa3aHUuE€ KOHKPETHBIX MPo0JieM, CBA3aHHBIX C 0€30MaCHOCThIO, U MPEJCTABICHO JAETAIbHOE
IJIAHUPOBAHKE 3TAIIOB BBIMIOJHEHUS MEP MUHUMU3ALMH PUCKOB U UX OLICHKHU.

944. JlonosHUTEIbHBIE MEPHI MUHUMHU3AIIMN PUCKOB MOTYT BKJIIOUATh B ce0s CIEayIONIHe
HaIpaBJICHUS:

1) oOpazoBarenbHbIe MPOTPAMMBI;

2) mporpamMMbl KOHTPOJIMPYEMOTO I0CTYMa;

3) apyrue Mepbl MUHUMU3AIMK PUCKA.

3. O6pas3oBarenpHas MporpaMMa

945. WHCTpYMEHTBl WM METOJbl, KOTOpble MOTLYyT OBITh HCIIOJIb30BAaHBI B
o0pa3oBaTenbHON MporpaMMe, OCHOBaHbI Ha LIEJIEBOM UH(MOPMUPOBAHUU C MPECTABICHUEM



uH(poOpMaLuY, coJepKalieiicss B 001el XapaKTepUCTUKE JIEKapCTBEHHOrO IMpernapara Hin
MHCTPYKIUU MO MEAUIMHCKOMY ITpruMeHeHuI0. JIt000i1 00pa3oBaTenbHbIi MaTeprall T0JKEH
OBITh OPUEHTUPOBAH HA TOCTUKEHUE KOHKPETHBIX IeJIe MUHIMHU3AIUU PUCKA.

946. llenpbto oOpa3oBaTEILHOM MPOrpaMMbl SIBJISICTCS ONTUMU3AIUS TPUMEHEHHUS
JIEKapCTBEHHOT'O Mpenapara nNocpeACTBOM MO3UTUBHOIO BIMSHUS Ha IEUCTBUS CIIEIUATUCTOB
CUCTEMBbl 3[IpaBOOXPAHEHUS W TMAIMEHTOB B IEJSIX MHUHUMHU3AIMU pucka. Pa3paborka
00pa30oBaTeIbHbIX MATEPUAJIOB J0KHA OCHOBBIBATHCS HA MPEIIOIOKEHUH, YTO CYIIECTBYET
BBIMIOJIHUMAs C IPAKTUUYECKON TOUKHU 3pEHUS U JIEUCTBEHHAs] PEKOMEH a1k, KOTOpasi MOXKET
OBITh OCBOEHA II€JIEBOM ayJAUTOpUEH M NMPUMEHEHHE NAaHHOW MEphI SIBIIIETCS BAXKHBIM U
3HAYUMBIM MEPOIPHUITUEM MO0 MUHUMH3ALMUU PUCKA U (W) ONTUMU3AIMUA COOTHOLIEHUS "
MOJIb3a — PUCK'.

947. Vicnonp3yeMble B KOHTEKCTE 00pa30BaTEIbHOW MPOTPaMMbl 00pa30BaTEIbHbBIC
UHCTPYMEHTBI MOTYT UMETh HECKOJIbKO Pa3JIMYHBIX IEJIEBBIX ayIUTOPUM, a TaKXKEe MOTYT
OBITh HampaBlieHbl OoJsiee yeM Ha | mpoOiiemy, CBsI3aHHYIO ¢ O€30MacHOCTHIO, U MOTYT
nepenaBaThCsl C UCTOIB30BAHIUEM COBPEMEHHBIX MH(POPMAIIMOHHBIX U KOMMYHHUKAITMOHHBIX
TexHoJioruil (cetu MHTEpHET), CpeACTB MaccoBOi MH(OpMAIUH, TOCPEACTBOM MPUMEHEHUS
KOMOWHAIIMM WHCTPYMEHTOB (Ha OyMa)KHOM HOCHUTEJIE, ayJIh0-, BUACO-KOH(PEPEHIICBSAZH) U
nyTeM mepcoHanbHOe oOydeHusi. Cineayer mpeaycMoTpeTh MpeACTaBiIeHUE MaTEepUaioB B
pasnu4HBIX hopMaTax Jjig 00eCTIIeUeHHsI TOCTyTa K 3TUM MaTeprajaM, B TOM YUCJE B CiIydae
HEUCIPABHOCTH CPEJCTBA MH(POPMUPOBAHUS WM HEBO3MOXHOCTHU JIOCTYIA K ceTH MHTepHeT.
Crnenyer obecneunTh aganTalMio UCIIOIb3YEMOTO 00pa30BaTEIbHOIO HHCTPYMEHTA U BBIOOD
cpelncTBa MaccoBoM MHGOpPMAIIMK K MOTPEOHOCTAM 1IEJIEBON ayuTOpuu (Hampumep, BIOOD
A3bIKa, BUJA H300paKEHUH, AuarpaMM WM JPYroro rpauyeckoro COMNpPOBOXKICHUS
o0pa3oBaTeNbHOr0 MHCTpyMeHTa). C 1LeNbl0 ONTUMU3ALUU PE3YJIbTATOB BBINOJIHEHUS
o0pa3oBaTeNbHBIX MpPOrpaMM CJEAYeT O0O0eCHeYuTh NPEeABAPUTEIBHOE TECTUPOBAHUE
HCIOJIb3YEMBIX 00pa30BaTEIbHBIX MHCTPYMEHTOB Ha LIEJIEBON ayIUTOPUHU.

948. Conepxanue JIIOObIX 00pa30BaTEIbHBIX MAaTEPHUATIOB JIOKHO OBITH MOJHOCTHIO
COTJIACOBAaHO C OJIOOPEHHOW YIOJHOMOYEHHBIMH OpraHamMu uHPOpMaIMen Ha
JeKapCTBEHHBIA mpemnapaT (o0miasi XapakTEepUCTHUKA JIEKapCTBEHHOTO Mpenapara WId
MHCTPYKIHUS 1O MEIUUMUHCKOMY NpuMeHeHHI0). OOpa3oBarenbHble MaTepUaidbl MOTYT
CIIY>KUTb JIOTIOJTHEHUEM K OJ0OpEHHON YIOJHOMOYEHHBIMU OpraHaMu HH(poOpMalued Ha
JIeKapCcTBEeHHbIN mpenapar. OOpa3oBaTeabHble MaTEPUAIIBI HE JOJIKHBI COJEPKATH JIEMEHTHI
peKiambl (OpsIMbIE WJIW 3aByaJupOBaHHbIE (HAIIpUMEp, JOTOTHUII, XapaKTEPHbIA IBETOBOM
IN3aiiH MPOAYKTa, CTUMYJIUPYIOUIUE U300paKeHHs)), HO JOJHKHBI BKIIOYATh MH(DOpPMALKIO
[0 PUCKaM, CBA3aHHBIM C MPUMEHEHUEM JIEKAPCTBEHHOTO MIpenapara, U yupaBlIeHUE pUCKAMU
, TPEOYIOIHUMHU TOTIOTTHUTENBHBIX MEP UX MUHUMHU3AIUH.

949. O6pazoBarenbHas MporpaMMa J0KHA OBITh MOJTHOCTHIO OT/IETICHA OT PEKIAMHOM
KaMITaHUM 10 JIEKApCTBEHHOMY Tipenapary. He gomyckaeTcss MCHojib30BaHUE B PEKIAMHBIX



IeNAX KOHTAKTHOW WH(OpManuu Bpayeld M MAIMEeHTOB, IMOJY4YEeHHOW B pe3yJbTaTe
MIPOXOXKJCHUS 00pPa30BaATEIIBHBIX TPOTPAMM.

950. O6pa3oBarenbHbIC UHCTPYMEHTHI, yKa3aHHbIE B MyHKTaxX 937 — 942 HacTosmmx
[IpaBus, MOXHO HCHOJB30BAaTh WMHAWBHUAYAJbHO WM B KOMIUIEKCE MpU pa3paboTke
o0pa3oBaTeIbHBIX MTPOTPAMM B TEJSIX JOTIOTHUTEIPHOW MUHUMH3AIUN PUCKA.

4. O6pa3oBaTeNbHBIC HHCTPYMEHTHI

951. O0OpazoBarenbHble THCTPYMEHTHI JOKHBI UMETh OIIPEIECICHHYI0 HAlIPaBJIEHHOCTh U
BKJIIOUYAaTh B Ce€0sl ONpEAENIEHHE PHCKAa MCXOJS M3 MMEIOUIUXCS PUCKOB M KOHKPETHBIX
NEUCTBUM, KOTOpbIE JOJXKHBI OBITh NPEANPUHATHl CHELUATUCTAMU CHCTEMBI
3IpaBOOXPaHEHUS U (WJIN) NalMEHTaMH B LUEISIX MUHUMHU3ALUN TAKUX PUCKOB.

952. CBenenust B 00pa3oBaTeNbHbIX HHCTPYMEHTAX JOJIKHBI COAECPkKaTh HH(MOpMAIIIO 00
OTIpEJEICHHBIX JEUCTBUIX, MMEIOIUX OTHOIICHHE K cHerupuyYecKuM mpodjemMaM o
0€30MacHOCTH B OTHOIICHHMH MUHUMM3AIMU PUCKA, U HE JIOJDKHBI COAEpKaTh MHGOPMAIIHIO,
KOTOpasi He UMEET OTHOILIECHUS K MpodiieMe o O0e3onacHocTU. CBefieHUs B 00pa30BaTEIbHBIX
MaTepuagax JIO0JKHBI COJEpKaTh CCHUIKY Ha OOIIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO
npenapara Wil MHCTPYKIHIO IO MEIULIUHCKOMY TPUMEHEHHUIO.

953. OOpa3zoBaTeibHble UHCTPYMEHTHI, MpeIHA3HAYEHHbIC [JIs1 OoOecredyeHus
6e3onacHOCTH U 3(P(HEKTUBHOCTH MPUMEHEHHUSI JIEKApCTBEHHOI'O Ipernapara u Haajaexallero
YIPABJICHHS BAXKHBIMH PUCKAMH, MOTYT IIPELYCMaTPUBATh:

1) mopsnok Ha3HayeHUs JIEKAPCTBEHHOTO Mpernapara, BKIKOYas BHIOOp MallMeHTa,
KOHTPOJIb U MOHUTOPHHT, € IEIbI0O MUHUMH3ALUU PUCKOB;

2) pyKOBOJICTBO MO YIIPABJICHUIO PUCKAMH, YKA3aHHBIMU B MOAINYHKTE "a'" HACTOAIIETO
NyHKTa, (I CHELUaJIuCTOB CHUCTEMBbI 3paBOOXPAHEHUSA, MAIMEHTOB WM JIML,
OCYULIECTBIISIOIIUX YXOJI 32 HUMH);

3) pyKOBOACTBO MO MPEACTaBICHHIO MH()OPMALMK O BBISBICHHBIX HEXXEJIATEIbHBIX
peaxkusxX, NpeICTaBISIOIIMX 0COObIN HHTEPEC JIIsl XapaKTePUCTUKU PHUCKa.

O6pazoBaTenbHbIE HHCTPYMEHTH HIIM METOIbI, IPUMEHSEMBIC I CIEIHAINCTOB CHCTEMBI
3/IpaBOOXPAaHEHHA

954. Ilenpto npuMeHeHUs1 00pa30BaTEIBHOIO HHCTPYMEHTA JJIsl CTIELUAINCTOB CUCTEMBI
3IpaBOOXPAHEHUs SABISETCA MPEACTABICHUE UMEIOIIMX OTHOUIEHUE K PUCKY PEKOMEHIAIUI
[0 NMPUMEHEHUI0, U (WJIM) MPOTUBONOKA3aHUN, U (UJIM) MPEJOCTEPEKEHUM, CBSI3aHHBIX C
MPUMEHEHUEM JIEKapCTBEHHOI'O0 IIpenapara, a TakkKe CO CHeUU(PUYECKUMU PHUCKAMH,
TpeOyIOIMMH MPUMEHEHUS JOTIOTHUTEIbHBIX MEP MUHUMH3AIUHN PUCKA, BKIIIOYAs:

1) BEIOOp MAIMEHTOB;

2) METOAMKY JIEYEHUS, PEKUM JO3UPOBAHUS, KOHTPOJIb U MOHUTOPHHT



3) cneuuanbHble aAMUHUCTPATUBHBIE IPOLEAYPHl WM OTIYCK JEKAPCTBEHHOTO
npenapara;

4) netanpHas HHPOpPMAIHS, KOTOPYIO HEOOXOAMMO MPEICTABUTh MALIUEHTaM.

955. Bribop dopmara 00pa3oBaTEIbHOTO MHCTPYMEHTA WJIM METOJa 3aBUCHUT OT
npencrasiasieMoil nHpopmaiuu. Ecam Heo0X0auMO COBEPIIUTh OMPEIEICHHOE KOIMYECTBO
AEUCTBUN Tepes BBIMMCKON pelenta HWHAWBHAYaJIbHOMY IMalMEHTY, TO MOAXOIALIUM
(dbopMaToM MOXKET ObITh KOHTPOJIBHBIN JUCT. POopMaT B BUAE OpPOLIIOPEI MOXKET OBITH OOJIEe
HNOAXOMASIIUM JJIi OCO3HAHHUS CIEHHAINCTAMH KOHKPETHBIX PUCKOB C IIE€JIbI0 PAHHETO
BBISIBIICHUSI U YTPABJICHHUS HEXKENATEIbHBIMU PEAKIUSIMH, MPH ITOM IUIAKATHI MOTYT
COJEpKaTh NPUMEHHMBIC TEpaleBTUYECKHE PYKOBOJCTBA WM CXEMbl IpuUema
JIEKapCTBEHHOT0 Tpenapara. Beibop ¢opmara oOpa3oBaTeIbHbIX HHCTPYMEHTOB 3aBUCUT OT
HaANpaBJIEHHOCTH, 00beMa HH(OPMaLIKH, IETIEBOI ayAUTOPUN U UHBIX (PAKTOPOB.

OO0pa3oBaTeabHbIC HHCTPYMEHTHI HIM METOBI, PUMEHSEMEIE I MAIHCHTOB U JIMII,
OCYIIECTBIIIONMX yYXOX 33 HUMHU

955. ObpazoBarenbHbIE HHCTPYMEHTBI WJIH METO/IbI, MPUMEHSIEMbIC JIsl TTAIMEHTOB U JIMII
, TOJDKHBI OBITH HAIICIICHBI HA YIyYIICHHE TTIOHMMaHUS MPU3HAKOB M CHMIITOMOB, Ha CTaINH
pPaHHETO BBISBICHUS HEXKEIATECIbHBIX PEAKINi, TPEOYIOIINX MPUHATHS JOTIOTHUTEIHHBIX MEP
MHUHUMU3AIMA PHUCKA, a TAaK)Xe ONTHUMHU3AIMH JalbHEWIero BeJcHUs mnanueHta. [lpu
HEOOXOUMOCTH, 00pa30BaTEIbHBIA WHCTPYMEHT WJIM METOJl MOKET HCIOJIb30BATHCSA IS
NpeICTaBICHUST HHPOPMAIIMM W HAITOMUHAHUS MAIMEHTY O BaXKHBIX JIEHCTBUAX (BEIEHHE
3aMucel Mo TO3UPOBAHUIO JIEKAPCTBEHHBIX MPEMAPaTOB WM JUATHOCTUICCKUM IMPOIIeaypam,
KOTOPBIC JOJKHBI OBITh 3apETUCTPUPOBAHBI WJIA BBITIOJHEHBI MAIUEHTOM C IOCIIETYIOIIHM
00CYX/IC€HHEM CO CHEIUATNCTAMU CHCTEMBI 3IPAaBOOXPAHEHHUS B IMEIAX OOecredeHUs
COONIONIEHUS JIFOOBIX JTamoB, HEOOXOMUMBIX il A()PEKTUBHOTO TNPUMEHEHUS
JIEKapCTBEHHOTO TIpernapara u Jip.).

ITamarka J1g mamyeHTa

956. llenpto TaHHOTO MHCTPYMEHTA SIBJISIETCS TapaHTHsl TOTO, YTO HHpOpManus o
TEKYILIEM JICYEHUH MMAalUEeHTa U CBA3AHHBIX C JICUEHUEM pUCKaX (HAampuMep, MOTEHIUATbHbIE
B3aUMOJICHCTBUS C JAPYTMMHU JIEKapCTBEHHBIMU IIpernapaTamMu) BcCerjga HMeeTcs B
paclopsKeHUM TalMeHTa M JOCTYIHA CIHELHUAIUCTy CHUCTEMbl 3/IpaBOOXPAaHEHUS.
Nudopmanuss 0oKHA coAepkaTb HEOOXOAMMBIH MHUHMMYM JJisi TEepeJadyd KIFOUEBbIX
MHCTPYKUUH 0 MUHUMHU3ALMU PUCKA U HEOOXOJUMBbIE JEHUCTBUA, OOJIEr4aouX COCTOSTHUE
nanueHTa Ipu JII0ObIX 00CTOSATENBCTBAX, B TOM YHUCIE 3KCTPEHHbIX. OJHOM U3 KIIIOUEBBIX
XapaKTEPUCTUK JNAHHOTO MHCTPYMEHTA JOJKHA ObITh MOPTATHUBHOCTH IJisi O0OecrnedeHUs
ya00cTBa €ro NpUuMEHEHUSI.

5. IIporpamMMa KOHTPOIHPYEMOIO JOCTyIa



957. IlporpaMma KOHTPOJHUPYEMOTO JOCTYIIA COCTOUT U3 MEPEUHS MEP, HAITPABIICHHBIX Ha
KOHTPOJb JOCTyNa K JIEKapCTBEHHOMY IMpemnapaTry 3a MpeaejaMu YPOBHS KOHTPOJIS,
rapaHTUPOBAHHOTO PYTHHHBIMH MEpaMU MHHHMH3AIUU PHUCKA, TO €CTh PETYJIATOPHBIM
CTaTyCcOM JIeKapCTBEHHOTro Tipenapara. KoHTponupyemblii JOCTyN CleAyeT pacCMaTpuBaTh B
KauyecTBe MEPbl MUHMMH3ALMM PUCKA B OTHOLIEHWU CEPHE3HOr0 pUCKa (HampuMeEp, PUCK
Pa3BUTHUS HEXKENATENbHBIX PEAKIUN, CO3MAIONINX YTPO3y KU3HHM) IS JICKAPCTBEHHOTO
npenapara ¢ J0Ka3aHHOW MMOJIb30M (Hampumep, JIeKapCTBEHHbIE Ipernaparsl JUisl JICUCHUS
KUZHEYTPOXKAIOMEH TATOJOTUH, JJISI KOTOPOH OTCYTCTBYIOT aJIbTEPHATHUBHBIC METOMIBI
JEUEHMS IS IEJIEBOM TMOMYJSIUU WA TOATPYNIbI I[EJIEBOM MOMYJSIUU BBUILY
HEeI(PPEKTUBHOCTH abTEPHATUBHBIX METOJIOB JICUEHUs), KOTOPYIO HEINb3sl TOCTUTHYTh 0€3
IPUMEHEHUS JOTOJTHUTEIbHBIX MEp MUHUMU3AIUU PUCKOB.

958. MeponpusTusi, KOTOPbIE TOTKHBI ObITh BHIMOIHEHBI JO HA3HAYCHUS U (WJIM) OTITyCKa
JIEKapCTBEHHOr0 Tpernapara W (WiM) KMCIOJIb30BAHHUS B IMPOrpamMMe KOHTPOIUPYEMOTO
JOCTYTIA, BBITIOJIHSIOTCS WHIWBHIYATbHO WM B KOMIUICKCE C IPYTHUMH MEpONpHUsATHIMHA. K
TaKUM MEPOIPHUSATUSIM OTHOCAT B TOM YHCIIE:

1) cnenuduveckue METOAbl KOHTPOJS W (Wiau) oOcieqoBaHMsl MallMEHTa IS
MOATBEPKICHUSI COOTBETCTBHS TMAITUEHTA ONPEACICHHBIM KIWHUYECKUM KPHUTEPUSIM
Ha3HAYEHUs JIEKapCTBEHHOTO Mpenapara;

2) TOKyMEHTAJIbHOE MOJATBEPKICHUE BpauoOM, BHIITMCABIINM JICKAPCTBEHHBIN IMpemnapar,
(dbapMaiieBTUUECKUM PaOOTHUKOM, OTIYCTHUBIIMM JIEKAPCTBEHHBIA mpemnapar, u (WUiu)
MalMeHTOM TMOJy4YeHUs W TMOHUMAaHUs WH(OpMaIMU colaepKalleid OOBSICHEHHE pHCKa
COTIPSDKEHHOTO C MPUMEHEHHEM JIEKApCTBEHHOTO Mpernapara

3) WCnoNB30BaHME TOYHBIX HPOLEAYP MO CHUCTEMATHYECKOMY MOCIEAYIOLIEMY
HAOJTFIOICHUIO 32 MAIIMEHTOM MTOCPEICTBOM PETHCTPAllMK MH(POPMAITUK O HEM B CHIEITUATBLHOM
cucteme coopa IaHHbIX (B PErHCTpe MAIMEHTOB) U JIp.;

4) oTnyck (peain3alnio) JIEKapCTBEHHBIX MPENapaToB TOJbKO Yepe3 anTeKu, UMEIOIINE
CrelMaibHOe paspelieHre (JUIEeH3UI0) Ha OTIYCK (pealn3alyio) TaKuX JIEKapCTBEHHBIX
Ipenaparos.

959. B ompeneneHHbIX clydasX B KAYECTBE MHCTPYMEHTa KOHTPOJIHMPYEMOTO JOCTYIIa
MPOBOJSITCS CHEIUaIbHbIE METOJbl OOCIIEeIOBAHUS WJIM KOHTPOJIb COCTOSIHUS HanueHTta (
HarpuMep, KOHTPOJIb COCTOSIHUSI TaIlMeHTa, JabopaTOpHbIC MOKAa3aTeNu WU WHBIC BUIBI
uccnenoBanus (OKI' u ap.) 1o nedeHust U (WiK) B TPOIECCe JICUCHUS, aHAIU3bl (PYHKIIMH
MIEYEHU, PETYyJIAPHbIE aHANU3BI KPOBU, TECT Ha OEPEMEHHOCTHh (KOTOPHIA MOMKET SBIATHCS
KOMITOHEHTOM MPOTPaMMBbI IIPEIOTBpallleHHs] O€pEMEHHOCTH)). Y Ka3aHHbIE MEpPbI BBOJISTCS B
JEUCTBHE B IENsX oOecredyeHus: KOHTPOJs B COOTBETCTBUHU C OOLIEH XapaKTepHCTUKOU
JIEKApCTBEHHOTO Tpernapara, €Clii 9TO SBJISIETCS KPUTHYECKUM (AaKTOPOM C TOUYKH 3PEHUS
COOTHOIIEHHUS "TOJIb3a — PUCK" JIEKAPCTBEHHOTO IpEIapara.

6. [lpyrue Mephl MUHUMHA3AIUA PUCKa



KoHTpompyemas crcTeMa AUCTPHOBIONIH JIEKaPCTBEHHBIX IIPENapaToB

960. Kontponupyemasi cucteMa TUCTPUObIOIIUA OTHOCUTCS K BUJIaM MEp, HAIIPaBIECHHbBIX
Ha oOecIieueHHe OTCIEeKMBAHUS BCEX JTAlOB TPAHCHOPTHUPOBAHUS JIEKAPCTBEHHOTO
npenapara A0 MecTa Ha3HauyeHHs U (MJIM) OTIyCKa JIEKapCTBEHHOIrO Ipernapara anTeKaMH.
3aka3pl W OTTPY3KH JIEKAPCTBEHHOrO IIpenapara OJHHUM WM HECKOJIbKHUMH
UIECHTU(DUIIMPOBAHHBIMU JTUCTPUOBIOTEPAMH OOJIETYAIOT OTCJIEKUBAHUE JIEKAPCTBEHHOTO
npenaparta. Hampumep, naHHbIe Mepbl MOTYT OBITb PACCMOTPEHBI B OTHOILIEHHM TeX
JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE KOHTPOJUPYIOTCA B KaXKJOM TOCYAapCTBe-uJeHE B
COOTBETCTBUU CO CBOMM 3aKOHOJATEJIbCTBOM, B LENSAX MPEIOTBPALICHUS HENPABUIBHOTO
yHoTpeOIeHUs U 3JI0ynoTpeOIeHUs JTIEKapCTBEHHBIMU IIpenapaTaMu.

ITporpaMma mo IpenOTBPAIEHIIO OEPEMEHHOCTH

961. Ilporpamma Mo mNpenoOTBpalIEHUI0 OEPEMEHHOCTH MPEACTABISET COOOM
COBOKYITHOCTh MEp, HalpaBJICHHbIX HA MUHUMU3AIMIO PUCKA BO3JIEUCTBUS JIEKAPCTBEHHOTO
npenapaTta ¢ U3BECTHBIM WJIM MOTEHIMAIbHBIM TEPATOTCHHBIM BO3JEHCTBHEM Ha IO/ B
nepuoj 6epeMeHHOCTU. [laHHas mporpamMma JoJbKHA 00ecTieurBaTh BHEIPEHUE Y MAIlMEHTOB
KEHCKOI'0 ToJia TaKOTO MEXaHW3Ma KOHTPOJsl, KOTOPBIM MO3BOJISIET rapaHTUPOBATh, YTO
JIeKapCTBEHHBIN IpenapaT He Oy/eT Ha3HA4YeH B NMepUo]i OEpeMEHHOCTH U OEPEMEHHOCTh He
HAaCTYNHUT Ha MPOTSHKEHUM Kypca JIeUeHUsl U (WJIM) OMpPEJEICHHOr0 MPOMEKYTKa BPEMEHU
nociie mpekpaieHus Tepanuu. [Iporpamma mo mpegoTBpalieHUuI0 OEpEeMEHHOCTH TaKkKe
MOXET ObITh OPUEHTHPOBAHA HA MAIMEHTOB MYKCKOTO MOJia B Clly4yae, €CJIi IPUMEHEHHUE
JIEKapCTBEHHOTO TpernapaTa OMOJIOTHYECKUM OTIIOM MOXET UMETh HETaTUBHBIE MTOCIIEICTBUS
JUTSl UICX0J1a OEPEMEHHOCTH.

962. IIporpamma 1o mpeaOTBPALICHUIO OEPEMEHHOCTH BKIIIOYAET B CeOsl IPUMEHEHHUE
00pa3oBaTeIbHBIX UHCTPYMEHTOB M COOTBETCTBYIOIIUX UHCTPYMEHTOB KOHTPOJISI IOCTYyMa K
JeKapCTBEHHOMY Ipenapatry. [Ipu miaHupoBaHUM HpoOrpaMMbl MO MPEAOTBPALICHUIO
OEpEeMEHHOCTH HEOOXOJIMMO PacCMaTpUBATh CICAYIOIIUE JIEMEHTHI (KaK MHIAWBUIYAJIbHO,
TaK U B COBOKYITHOCTH):

1) oOpa3oBaTenbHble MHCTPYMEHTHI, HAIPABJICHHBIE HA CHEIUAIHUCTOB CHCTEMBbI
3IpaBOOXPAHEHUS] U MALMEHTOB, B LENAX UH(OOPMUPOBAHUS B OTHOUIEHUH TEPATOTC€HHOTO
pUCKa W COBEPIICHUS HEOOXOIUMBIX JEHCTBUU i MHUHUMH3AIMU JAHHOTO pHUCKa (
PYKOBOJICTBO TI0 MCIOJIB30BaHUIO 00JI€e YEM OJTHOI'O METOJa KOHTPAIENIIUA U PYKOBOJICTBO
M0 MPUMEHEHHIO Pa3TUYHBIX BUIOB KOHTPAIICNTUBHBIX CPEJCTB, HHMOPMAITUS IS MalieHTa
B OTHOUIIEHUHU JJIUTEILHOCTU MEPUO/JIa, B TEUCHUE KOTOPOTro CleAyeT u3deratb 0epeMEeHHOCTH
MOCJe MpeKpalleHus JIeYEHUs U JIp.);

2) KOHTPOJIUPYEMBIN TOCTYII Ha ATaNe Ha3HAYeHHs JIEKapCTBEHHOIO Mperapara Uin ero
OTIIyCKa ¢ OOecreueHUEeM BBIMOJHEHUS TEeCTa Ha OEpPEMEHHOCTb U KOHTPOJEM



OTpPULIATEIBHBIX PE3YJbTaTOB MEIUIMHCKUM U (DapMaleBTUUECKUM PaOOTHUKOM Mepe[
Ha3HAYCHHEM WJIM OTITYCKOM JIEKApCTBEHHOTO Mpemnapara;

3) orpaHrYeHNE MAaKCUMaJIbHOIO CpoKa JiercTBus penenta (30 kajaeHaapHbIX JHEN);

4) KOHCYJTBTUPOBAHHE B CIly4ae HE3allJIaHUPOBAHHON OEPEMEHHOCTH M OIIEHKa MCXOJIa
Clly4ailHO O€peMEHHOCTH.

963. Caenyer Takke pacCMOTPETH 11€71eCO00Pa3HOCTh Pa3pabOTKU U BHEAPEHUS PETUCTPA
OepeMEeHHBIX ISl PETUCTPAIMK JaHHBIX 1O BCEM IMalMeHTaM, KOTOpbIe 3a0epeMeHENH B
npoliecce JEUYEHHUs] WM B COOTBETCTBYIOLIMN NEPHOJ BPEMEHHM C MOMEHTAa OKOHYAHUs
JedeHus (HampuMmep, B TedeHue 3 MmecsieB). Vcmonp3oBaHWE WHCTPYMEHTa CHCTEMHOTO
coopa wHMOpMAIMU MO CIydasM H HCX0JaM OEpPEMEHHOCTH CrmocoOCTByeT cOopy
uH@opmanuu 00 3(DPEKTUBHOCTH BBHIMIOIHAEMON NpPOrpaMMmbl MO MNPEAOTBPAIICHUIO
O0epeMeHHOCTH M cOOpy HHGOPMAIMU MO XapaKTEePUCTHKE pUCKA, B OCOOCHHOCTH Ha
HAayaJbHOM NOCTPETUCTPAIMOHHOM JTamne (TO ecTh Ha TOM JTame, KOorja HMEITCs
CYILIECTBEHHBIE OTPaHUYCHHSI TUOO OTCYTCTBHE JAHHBIX IO HCX0J1aM OEpEMEHHOCTH).

HenocpencTeeHHOE O0pameHre K CIIEMHAIMCTAM CHCTEMEI 3IPaBOOXPAHECHHS

964. HenocpencrBeHHoe oOpalieHue K CIENHalIicTaM CUCTEMBI 3paBOOXpPaHEHMUS,
yKa3aHHOe€ B NyHKTe 866 Hactosuux IIpaBui, BBITONHSAETCS B LEIAX MHHUMH3ALHUU
ONpEJENEHHbIX PHUCKOB U (MJM) CHUXEHHUS TSDKECTH HEXENaTelbHbIX peaKUuid
JIEKapCTBEHHOIO Ipernapara, yka3aHHbIx B paszgene X1 nacrosmux [Ipasuo.

1. BHenpeHue Mep MUHHMW3AUN PHCKOB

965. JlononHUTENbHBIE MEPHI MUHUMHU3AIIMKA PUCKA MOTYT BKJIIOUATh B c€0s MPUMEHEHUE
| niIm HECKOAbKO MeEp, KOTOpbIE AOJKHBI BHEAPATHCS M BBINOJHATHCA B paMKax
ONPENICIICHHON 1eNeBor ayautopuu. Hapnexamiee BHUMaHHE MOJDKHO YAEHATHCA Kak
BPEMEHHBIM paMKaM M PETYJSPHOCTH pealu3alid MEP MUHHMHU3AIMU PUCKA, TaK H
MpoLEeaypaM, HaMpaBICHHBIM Ha JIOCTHXKEHUE IEJe B paMKax ILEJIEeBOW ayJAUTOPHUM.
Hampumep, ogHOKpaTHOE pacmpocTpaHeHrne 00pa3oBaTeIbHBIX HHCTPYMEHTOB MOXKET OBITh
HEJIOCTaTOYHBIM ISl OOecreueHuss MHOOPMHUPOBAHUS BCEX MEIUIIMHCKUX PaOOTHUKOB,
MOTEHITMATHHO BHIMUCHIBAIONINX JIEKAPCTBEHHBIN Mpernapar, u (Wiau) moTpeOuTeneii, B TOM
YUCclie HOBBIX MEIMIMHCKUX paObOTHUKOB M moTpedutTeneil. MoxeT BO3HUKHYTH
HEOOXOIUMOCTh B JIOMIOJTHUTEIHFHOM PACIpPOCTPaHEHUH 00pa30BaTEIbHBIX MHCTPYMEHTOB
WJIM METOJIOB IIPOrpaMM IO peanu3ali Mep MUHUMU3alUU pucka. Hannexaniee BHUMaHue
JOJKHO YJIENAThCs 001eMy opmaTy 00pa3oBaTelIbHbIX HHCTPYMEHTOB WM MPOTPAMM ISt
oOecrieueHuns: YeTKOTO OTJINYHUS OT HOCAIIUX PEKIaMHBIN XapakTtep maTepuanoB. [lockoiabky
Mepbl MUHUMU3AIMK PUCKA HAMPABJICHBI HA pa3IMYHbIC IEIH, HEKOTOPBIE MEphI (HarpuMep,
MaMsTKU, TPOTPAMMbl KOHTPOJUPYEMOIrO JOCTyNa W MPOTrpaMMbl MO MPEIOTBPALICHUIO
OepeMEHHOCTH ), TOJDKHBI B OOJIBIIMHCTBE CIy4aeB COMPOBOXKIATh JalbHENIIee MPUMEHEHNE



JIEKapCTBEHHOr'0 Ipenapara, B TO BpeMs KakK JApyrue (Hampumep, HENOCPEICTBEHHOE
MHQOPMUPOBAHUE CIEIHUAIUCTOB CHCTEMBl 3JpaBOOXPAaHEHHS M 00pa3oBaTeJIbHbIE
MaTepuaibl) MOTYT He MOoTpeOOoBaThCs Ha MOCIEAYIOIIMX dTanax MNPUMEHEHHUS
JIeKapcTBEHHOTO npenapara. O60CHOBaHHOCTh BHIOOpA KAXKI0M MEpbl MUHUMH3ALIUK PUCKA U
HEOOXOIMMOCTh €€ peau3allMi Ha IMOCIEIYIOUIMX dTanax MPUMEHEHUS JIEKapCTBEHHOTO
npenapara noajie’kaT PacCCMOTPEHHUIO, OLIEHKE U OTPAKEHUIO B TUIAHE YIIPABICHUS PUCKAMU
Ha DJTale NOoJAaYd Ha PErucTpaluio JIEKapCTBEHHOTo mpemnapara. lIpencraBienune
oOpa3oBaTeNbHBIX MaTepUajJOB JJIsI COIJIACOBaHUS B YIOJHOMOYEHHBIM OpraH
roCcy1apCTBa-wiIeHa JOJKHO OCYIIECTBIATHCS OTAENBHO OT PACIPOCTPAHEHHS PEKIAMHOIO
MaTepuaia, pu 3TOM B COITPOBOAUTEIHLHOM MHUCHbME JOKHO ObITh 0003HAUEHO, SBISIOTCS JIU
Marepuaibl peKJIaMHBIMU WM oOpa3zoBarenbHbIMU. OOpa3oBaTeIbHbIE MaTEPUAIIbI CIETYET
pacupoCTpaHATh OTAEIBHO OT PEKIIAMHBIX MATEPUATIOB C YKa3aHUEM, YTO OHU HE SIBIISFOTCS
peKJIaMHBIMU. MeXaHu3Mbl 00ECTICUeHHs KaYeCTBa JOJKHBI FaApAaHTHUPOBAThH, YTO UMEIOIIHECS
CUCTEMBI PAaCIPOCTPAHEHUS COOTBETCTBYIOT LM IPUMEHEHUS MEPHl MUHUMU3ALUNA PUCKA,
ABJISIFOTCSI KOHTPOJIMPYEMBIMU U MOJBEPratoTCs ayIuTy.

8. Onenka 3¢ peKTHBHOCTH MEP MHHUMH3AI[HH PHCKA

963. Onenka 3 (PEeKTUBHOCTH MEp MUHUMHU3AIUKM PHCKA SBISICTCS HEOOXOIUMOM s
ycTaHOBJICHHS d()(PEKTUBHOCTH MPUMEHEHHS MEp MUHUMH3AIIUHA PUCKA, BBISBICHUS IPHYNUH
HEeAI(DPEKTUBHOCTH, a TaKKE HEOOXOJUMOCTH BBIMOJHEHUS KOPPEKTUPYIONIUX JCHCTBUA.
Onenka 3(hEKTUBHOCTH MEP BBITIOJIHICTCS B OTHOIICHUH KaXKI0W MEPBI U ISl POTPaMMBbI
MUHHAMH3AIUN PUCKOB B TIEJIOM.

964. Bpewms otieHKH 3((HEKTUBHOCTH MEP MUHUMM3AIUU PUCKA JOHKHO OBITH THIATEIHHO
CIUTAaHMPOBAHO B paMKax IJIaHA yIPABJICHHUS] pUCKaMU JI0 Hadaja BEITIOJHEHUS MEP C YIETOM
BPEMEHH, HEOOXOAMMOTO [JIsi Hayalla BBIMOJHEHHS MEp MHUHUMU3AIMU PUCKA, 00HEMOB
WCITOJIb30BaHUS JIEKAPCTBEHHOTO TperapaTa CHCTEMOU 3/[paBOOXPaHEHUS U UHBIX ()aKTOPOB,
OKa3bIBAIOIINX BIUSHUE HA CPOKH BBHITIOTHEHUS 3aIJIAHUPOBAHHBIX MEPOTPHUSITHH.

965. Cnenyer crijlaHUpPOBaTh MPOBEJCHHUE MEPUOINUECKOr0 0030pa 3 PEeKTUBHOCTH
OJTHOTO WJIM HECKOJIbKUX WHCTPYMEHTOB WJIM MPOTPAMMbl MUHUMHU3AIMN PUCKOB B IIEJIOM.
[IpumeHsitoTCs clieyronme KOHTPOIbHbBIE TOYKU OIIEHKU 3(h(PEKTUBHOCTH, UMEIOIIE 0CO00e
3HAYEHWE TIPH OIICHKE BBIMOJTHEHUS YKA3aHHOW MTPOTPAMMBI:

1) mocne Hayana BHIOJHEHUS MPOTPAMMbl MUHUMU3AIUU PUCKOB (HAIIPUMED, B TEUCHUE
12 — 18 mecs1eB) B Lensix o0ecreueHus: BO3MOKHOCTH BHECEHUSI U3MEHEHUI B Tporpammy
MUHHUMM3AIUU PUCKA, B CIIy4ae HEOOXOUMOCTH;

2) Ha DTare BBIMOJHECHUS OIEHKHU IMOATBEPKICHUS PETHCTPAIIUU JIEKAPCTBEHHOTO
npenapara.

966. Ouenka >pheKTUBHOCTH MEp MUHUMHU3AIUA PUCKA HA BCEX dTarax BBITOJIHEHUS
BKJIIOYaeT B ce0sl TakKe YCTAaHOBJICHHE HEOOXOIUMOCTH JaTbHEWUIIET0 NPUMEHEHUS
JIOTIOTHUTEIbHON MEpbhl MUHUMM3AIIUU PUCKA.



967. Ouenka 3¢(PEeKTUBHOCTH MEP MUHHMHU3AIUU PUCKA JOJDKHA pPacCMaTpUBATh
pa3JIMYHbIC ACTIEKTHI BHIMOJIHSIEMONW MEpbl MUHUMU3AIMU PUCKA: MpolecC (TO €CTh CTENECHb
BBITIOJTHEHUS 3aIJTAHUPOBAHHON IIPOTrpaMMBbl), €€ BO3/ICIICTBUE HA OCBEIOMIIEHHOCTD 11€JIEBOM
ayJUTOPUU U3MEHEHHUsI B TOBEJACHUHM OSTOW IEJICBOM ayJAMTOPHHU, a TaKke pe3yibraT (
HAaCKOJBKO OBUIM JOCTUTHYTHI LI€IM MUHUMH3aIuu pucka). [Ipu pa3zpaboTke cTpaTeruu
OLICHKH OTPEJIEISIOTCS aCIEeKThI MPOIIeCcca BHIMOTHEHUS TUIaHa MUHUMH3allud PUCKOB (fajiee
— MPOLIECC) U JNOCTUTHYTHIX PE3YyJIbTaTOB, KOTOPhIE MOTYT ObITh MPaBUJIHBHO U3MEPEHBI BO
n30eXKaHUEe TOJYyYEHUs] HETOYHBIX WIIM BBOJSIIMX B 3a0iyKIeHUE [aHHBIX JHOO
YpEe3MEPHOr0 OOPEMEHEHUSI CUCTEMBI 3/IPABOOXPAHEHUS WIIK IPYTUX CTOPOH, BOBJICUCHHBIX B
MPOLECC BBIMOJHEHUSI MEPbl MUHMMU3AIUU PUCKA. Bpemsi OIlEeHKU Ka)KI0ro KOMIIOHEHTa
() PEeKTUBHOCTU BBHIMIOJHIEMONW AKTUBHOM MEphI, a TAKXKE YCTAHOBJICHUSI MPaBUIbHBIX
MoKa3aTeyieil, Ha OCHOBAHWUU KOTOPHIX OIleHUBaeTCA 3(P(PEKTUBHOCTh WHCTPYMEHTA
MUHUMH3AIUM PUCKA, JOJKHO OBITh TIIATEIBHO PAacCMOTPEHO JIepikKaTeieM
PErucTPallMOHHOTO YJIOCTOBEPEHUST M CIUIAHUPOBAHO JO Hayajla BBIIOJIHEHUS Mep
MUHHUMU3ALUHN PUCKA.

968. Jlns oueHku 3PGHEKTUBHOCTH MEp MUHMMU3AIMU PUCKA CJIEAYET UCIO0JIb30BaTh 2
IPYNIbI IOKA3aTEeNe:

1) nmokasarenu nmporecca;

2) mokazarelu pe3yJibTara.

3) Ioka3aTenu mpoiiecca HEOOXOIUMBI JIJIsl YCTAHOBIICHUSI MOJOKUTEILHON TUHAMUKA
BBITIOJTHCHHS BCEX ATANOB MEpP MUHHUMH3AIUK pucka. J[aHHas rpymnma JoihKHA 00E€CTICUHTh
OILICHKY CTETEHH BBIMOJIHEHUS 3alJIAHUPOBAHHON MPOrPaMMbl U JIOCTHKEHUE TPeOyeMOTro
BIIMSIHUSI HA TIOBEJCHUE WIIM JEUCTBUS liesieBoM ayautopuu. [lokazarenu BBIOJTHEHUS
MPOTPaMMBbI JIOJKHBI OBITH OIpEETEeHbl 3apaHee M OTCIECKHBATHCS HaA MPOTSIKEHUU
BBINIOJHEHUST TIporpaMMbl. [loaydeHHbIE TaHHBIE U OMBIT MOTYT OBITh HMCIOJIB30BAHBI IS
ONTUMH3AINU KOPPEKTUPYIONIUX JACHCTBUU B cliydae uUXx HeoOxoaummocTu. OreHka
BBITIOJIHEHUSL TIpOIlecca TAKXKE MOXKET YJYUIIUTh MOHUMAHHE MPOIIECCOB W MPUUYUHHBIX
MEXaHHU3MOB, B CUJIy KOTOPBIX JOMOJHUTEIbHbIE MEPhl MUHUMHU3AIUN PUCKA MTO3BOJIWIIN WIIH
HE TO3BOJIMJIN JOOUTHCA KETAeMOT0 KOHTPOJIS CIIEIIM(UIECKUX PUCKOB.

968. [loka3zaTenu pe3ysbTara 00ECIEYMBAOT OOIIYIO OLIEHKY CTENEHU KOHTPOJIS PUCKA,
JOCTUTHYTOT'O MOCPEICTBOM BHEAPEHUS MEp MUHUMM3alMKU pucka. Hampumep, ecnu 1enbro
MPUHATUS ONEPATUBHONW MEpPHI SABISETCS CHUKEHHE YaCTOThl M (MJIM) CTENEHH TKECTH
HEXXEeJaTeIbHON pPeaKluh, KOHCUHBIH KPUTEPUU OIIEHKH pe3yJibTara OyAeT MpHUBS3aH K
JTAHHOM IIEJIH.

969. Tlpu 0060CHOBaAaHHOM HEBO3MOKHOCTHU BBINIOJHEHHUS OIIEHKU IOKa3aTesei
pe3ynbTaToOB (HanmpuMep, HEOOOCHOBAHHO OOJIBIIOE KOJIMYECTBO MALIUEHTOB, MOABEPKEHHBIX
PHUCKY, OYCHBb PEIKHUE HEXKEIAaTeIbHbIC SBICHMS), JOMYCKACTCs MPHU OlleHKe d()PEKTUBHOCTH
MEp MUHHMU3AIMU PUCKA OCHOBBIBATHCA HA UHTEPIPETALMU [TOKAa3aTeel mpouecca, Kotopas
HOCHT JIOCTOBEPHBIN XapakTep.



970. Tlo pe3ynbpTaTam MPOBEACHUS MPOLEAYPHl ONEHKH A(HPEKTUBHOCTU MEp
MUHHMH3AIAN PUCKA JIETAETCS BBIBOJ O BO3MOXKHOCTH JAIBHEHIIETO BBHITIOJHEHHS MEPHI
MHHUMH3AIUNA pUCKa Oe3 M3MEHEHHH JIMOO 0 HEeoOXOJAUMOCTH ee¢ m3MeHeHMs. OIleHka
3 PEKTUBHOCTH MEpP MHUHHMHU3AIMH PUCKA MOXET CBHJCTCILCTBOBATH O TOM, YTO
JESTENHPHOCTh 110 MUHUMHU3AIMN PUCKA SBIISICTCS HEIOCTATOYHON M JTOJDKHA OBITH yCHIICHA (
TIOCPEJICTBOM BHECEHHUS M3MEHCHHH B TPEJIOCTEPESKCHHS WM PEKOMEHIAlUu B 0OIIei
XapaKTEPUCTHUKE JICKAPCTBEHHOTO TperapaTa U HHCTPYKITUH TI0 METUIIMHCKOMY TPUMEHEHHUTO
, VIYUIIEHHUS] YETKOCTH PEKOMEHJAIMN MO0 MHUHUMH3ALUMUKM pUCKAa M (MJIM) C TIOMOIIBIO
MOAKIIOYEHUS JTOTIOJTHUTEIBHBIX WHCTPYMEHTOB 110 MHUHMUMU3AIMKM PUCKA WIIH YITydIICHUS
CYIIECTBYIOIIHUX U JIp.). IHBIM pe3yJbTaToOM MPOIEAYPhl OIIEHKH MOXKET CTaTh BBHISBICHUE
HECOOTBETCTBHS MEp MUHUMH3ALUU pUcKa JHOO0 (hakTa OTCYTCTBHUS B MPOLIEAYpE OIEHKH
TpeOyeMoi HanpaBlI€HHOCTH, B CBSI3M C YeM MOXXET ObITh yMEHbIIEH 00beM palboT Mo
IporpaMMe WJIM PacCMOTPEHO €€ yIpolleHHne (yMEHBIICHHE YHClia WHCTPYMEHTOB, WU
METOJIOB MHHUMM3AIIUA PHUCKA, FJIM PETYJISIPHOCTH BBIMOJHEHUS OTICIBHBIX Mep
MUHUMH3AIMN PUCKA JIMOO MCKITFOYCHHE YaCTH PeaTn3yeMbIX MEPONPHUITHMA, IS KOTOPHIX
MIPOJIEMOHCTPUPOBAHO, YTO OHU HE BHOCST 3HAYUMBIN BKJIa] B MUHUMHU3AINIO PUCKA).

971. B nonosiHeHue K oneHke 3((PEKTUBHOCTH MEp MUHUMHU3AIMHN PUCKA B YIIPABJICHUH
npoOieMamMu, CBS3aHHBIMH C O€30MaCHOCTHIO, TAKXKE€ BAXXHO OIICHUTh, MOXET JIH
JIOTIOJTHUTENIbHAS Mepa MHHUMU3AIMKA pUCKAa HWMETh HeNpeJHAaMEpPEHHbIC (HETaTUBHBIC)
MIOCTICICTBUS JIsI pacCMaTprUBaeMOil MpoOIeMbl 3I0pOBbsI HACEICHUS Ha ONIMKANIINN TIEpHO
u B mepcrnektuBe. [lpuMepsl HempemHaMEpEeHHBIX TOCIEACTBUI BKIIOYAIOT B ceOs
HEOOOCHOBAHHYIO TEPErpy3Ky CHCTEMBl 3JIpaBOOXPAHCHHS, MPUOCTAHOBKY NPUMCHCHHSI
JIEKapCTBEHHOTO TMperapaTa MalMeHTaMHU, B TOM YHUCJIE B CIyYasX MOJOKUTEIbHOTO

""monp3a — puck"" I JaHHBIX MAIMEHTOB.

COOTHOILICHHSI
972. ViccnenoBanus no oueHke 3p(HEKTUBHOCTH MEp yIpPaBICHUS PUCKAMU SIBISIOTCS
MOCTPETUCTPALIMOHHBIMU HCCIIEIOBaHUsIMU 10 Oe3omacHocTu. Takum o0pasom, mnpu
MPOBEACHUHU MCCIIEIOBAHUS C II€JIbI0 OLIEHKHU MOKa3aresied MOBeACHUsl WM 0e30MacCHOCTH
JTOMAKHO OBITh OOECIEYEHO BBIMOJIHEHUE TPEeOOBAaHUN K MOCTPETUCTPALUOHHBIM
UCCIIeIOBaHUAM 0€30IMacHOCTH, ompeaenseMbix B pazjaene X Hactosmux [Ipasuin. JlanHoe
PYKOBOJACTBO HE MPUMEHSAETCA K M3MEPEHUIO MPOCTBIX MOKa3aTesel mpouecca (HarmpuMmep,
pacrpocTpaHeHre WHQOPMAIIMOHHBIX HUHCTPYMEHTOB, COJIEpXkKAIIMX MEpPhl MUHUMH3AIHUH
pUCKa B LI€JIEBOW MOMyJsiuuK). B COOTBETCTBYIOIIUX ClydYasgX MOTYT ObITh MCHOJb30BaHBI

MCTOAOJJIOTHNYCCKHUC CTAaHAAPTHI OICHKH I/ICCJ'IGI[OBaHI/Iﬁ B Q)apMaKOBHH,ZleMI/IOJIOFHI/I.
OneHka mokasaTelieii mpomecca

973. Iloka3arenu mpoliecca OCHOBBIBAIOTCS HA IMapaMeTpax OIEHKH 00beMa BBITIOJTHCHUS
M3HAYAJIbHOW TpOorpamMMbl U (WMJIM) U3MEHEHHWH B TpOIECC e¢ BhIMoJHeHus. [lokazarenu
mporiecca JOHKHBI JOTIONHATh, @ HEe 3aMellaTh OIEHKY JOCTHMIKEHUS HAMEUYCHHBIX IIeieit
MOCPEJICTBOM peaM3allid Mep MHUHUMH3AIMA pucka (ToKazaTenu pesyibTara). B



3aBUCHUMOCTU OT XapaKTepa aKTUBHBIX MEp pa3jMyYHbIe MOKa3aTelIH Mpolecca MOTYT ObITh
OTNpEENEHbl A1 OUEHKH UX 3P(HEKTUBHOCTH.

JocTikeHne He/IeBOH MOy IAHH

974. Ecnu Mepbl MUHUMH3AIIMKM PUCKA 3aKTIOYAIOTCS B MPEIOCTaBICHUE HHPOPMAIUU U
PYKOBOJICTB JJIsl CTICIIUATMCTOB CUCTEMBI 3[JpaBOOXPAaHEHHUS U (MJIM) HAIMEHTOB MOCPEICTBOM
OpEeOCTaBICHUsI 00pa30BaTENbHBIX HHCTPYMEHTOB, MCIOJB3YIOTCS MEPHI OILIEHKH
pacrpocTpaHeHus UHGOpMAaIUKU JJIsl TOTyUeHUsI 0a30BbIX JAHHBIX 10 BBITOTHEHUIO. J[aHHBIE
MOKa3aTeIN JOKHBI ObITh OPUEHTHPOBAHBI Ha OIEHKY MPEIOCTABICHUS HCIIOIB3YEeMOTO
MHCTPYMEHTA /ISl 1I€JICBON MOMYJISIIUUA U OIEHKY (PAaKTHYECKOro MOJy4YEHHUsS] MaTepUaioB
LIEJIEBOM TTOIYJISLIUEN.

OneHka KIMHUISCKUX 3HAHUM

975. B uensix OLIEHKU OCBEJOMJICHHOCTH LI€JIE€BOW MOMYJISIIUM U yPOBHSI 3HAHUM,
MOJIyYEHHBIX TOCPEICTBOM NPUMEHEHHUS 00pa30BaTENbHBIX HHCTPYMEHTOB U (WJH) C
HCIIOJIb30BAaHUEM JPYTHX METOJOB MpPEeaoCTaBleHUsI HH(POPMaLUU, TPUMEHSIOTCS HAyYHbIE
METObl AHATUTHYECKUX OMPOCOB.

976. AnanuTHYECKH OIPOC OOBIYHO BKJIFOUAET B €05 OCHOBHBIE CTaHIAPTHBIE BOIIPOCHI,
OTBEThl Ha KOTOpBIE JOMYCKAeTCs MPEACTaBNIAThH MO TeledoHy, B JUYHOU Oecene uim
OTIMPABIIATH MO MOYTE (NEKTPOHHOU noute). [IpoBeeHre aHATUTHUECKUX OMPOCOB CIAEAYET
OCYULIECTBIISITh PETYJISPHO.

977. llogxon, ykazaHHbI B myHKTe 968 HacTosmuii [IpaBus, MoxeT ObITh alanTUPOBaH
JUIST KOHTPOJISL OTHOIICHMSI K MpejiaraéMblM MepaM H CTeNeHU HH()OPMUPOBAHHOCTH
pEINpEe3eHTATUBHBIX IPYII LUEJIEBON AyIUTOPUU CIIEIIUATUCTOB CUCTEMBI 3/IPABOOXPAHEHUS U
(unM) m[anUMEeHTOB M OCYIIECTBIATHCS C  MCIOJb30BAHHUEM COOTBETCTBYIOIIMX
NCUXOMETPUUYECKNX HMHCTPYMEHTOB. JIJIs1 BHITTOTHEHUS OLIEHKHU BBIIICYKAa3aHHBIX IMOKa3aTelen
ClelyeT ONpPEAENUTh aJeKBAaTHBII 00beM BBIOOPKH, BKIIOUEHHUE B KOTOPYIO BBIIIOJIHSIETCS C
WCITOJIb30BAaHUEM IIPUHLMUIIOB paHaoMu3anuu. Vcrnoap30BaHME WHULNMATUBHBIX TPy WA
IpyNI NOAAEPKKU MALMEHTOB JJIs MPOBEAEHUS aHATTMTUYECKOTO ONPOCa 3HAHUHU HE CIEyeT
NPUMEHATH BBUly HEOOBEKTUBHOT'O IPUHIIKIIA CAMOOTOODA.

978. HeoOxoauMo yAeauTh BHUMAaHHUE LIEJISIM aHAIMTHYECKOrO OIpoca, Au3aiiHy
UCCIIEIOBaHUs, 00bEMY M PENpPEe3eHTATUBHOCTU BBIOOPKH, OMEPALMOHHBIM ONpEACICHUIM
3aBUCHMBIX U HE3aBUCHUMBIX IIEPEMEHHBIX, a TAK)KE CTATUCTUYECKOMY aHainu3y. TareapbHoe
BHUMAHUE JIOJDKHO OBITh TakXe€ YJEJIeHO BbIOOpY HanboJiee COOTBETCTBYIOIIMX
MHCTPYMEHTOB 10 cOOpY JaHHBIX (aHKETbI, ONPOCHUKU U JIp.).

OrneHka KIMHAIECKUX NeUCTBHM



979. B uensx npoBeneHust OlleHKH 3 (PEKTUBHOCTH 00pa30BaTEIbHBIX JOMOTHUTEIBHBIX
Mep U (W) UHPOPMAITMOHHOTO 00ECIIEUEHHUsI CIeAYET ONPEIETUTh HE TOJBKO KIIMHUYECKUE
3HAHHS, HO U OCHOBAHHbIE HAa HUX KIMHUYECKHE ACUCTBUS (HApUMEpP, Ha3HAUCHUE
JIEKapCTBEHHOT'O MIpenapara).

980. MccrmenoBaHus 1O NMPUMEHEHHUIO JIEKAPCTBEHHOI'O Ipernapara ¢ IMOMOIIBIO
BTOPUYHOT'O HMCIOJIb30BAHUS JAHHBIX, YKa3aHHBIX B JJICKTPOHHBIX MEIUIIMHCKUX KapTax
CJIeyeT pacCMaTPUBATh KaK LEHHbI MHCTPYMEHT ISl POBEACHUS KOJTMYECTBEHHOW OLIEHKH
KIIMHUYECKUX JEHUCTBUM B cilydae OOECTHEUECHHS HaJJICKAIIeTO KOJIUYECTBA yYaCTHHUKOB,
1[eJIEBON ayJUTOPUH U O0a3bl JTaHHBIX.

981. AHanu3 TMCTOB HA3HAYEHHUS JICKAPCTBEHHBIX MPENAPATOB, C YUETOM JIAHHBIX JPYTUX
MalyeHToB (KIMHUYECKHUE, AeMoTrpauyeckue AaHHbIE U JIP.) MOXKET 00€CIEYUTh OIEHKY
HAa3HAYEHUs JIEKApCTBEHHBIX IMpPENapaToB, BKJOYAas COBMECTHOE Ha3HaueHue 2
B3aUMOJICHCTBYIOIIMX JIEKAPCTBEHHBIX IPENapaToB, COOTBETCTBUE PEKOMEHIALMSIM IO
71a00paTOPHOMY MOHUTOPHHIY, a TAK)KE BBIOOP M KOHTPOJIb COCTOSIHUSA MALUEHTA.

982. IlpumeHssi cTaTUCTUYECKUE METOAbl (aHaNW3 NUHAMUYECKUX PSJIOB, aHAIU3BI
BBKMBA€MOCTH, JOTHUCTUYECKAs perpeccus U Jp.) MJdsd KOTOpThl NOTpeduTtenei
JIEKapCTBEHHBIX IIPEnapaToB, MOXKHO CAENATh OLIEHKY PA3JIMYHbIX ACIIEKTOB Ha3HAYEHUS WIIH
MPUMEHEHHS JICKAPCTBEHHBIX MPEnapaToB, YTO MOXET IMO3BOJUTH BBINOJIHUTH MPOTHO3
MHUHUMH3AIUN PHUCKA, BBIXOSAIIUM 3a PAMKHU HUCKIIOUHUTEIHHO OINHCAHUS TMOJYYEHHBIX
nokazarenbcTB. Oco00oe BHUMAHHUE JOHKHO OBITh YJIEJIEHO MPOBEICHUIO U MHTEPHPETALUU
pEe3yJbTAaTOB HCCIENOBAHUN IO OLIEHKE MCIOJIb30BAaHMS JIEKAPCTBEHHBIX IPENapaToB B
rocyJapcTBax-ujeHax, BKJIIOUas PErucTPAIlMOHHBIA CTATyC JIEKAPCTBEHHOIO Ipernapara u
MOPSIA0K €ro Ha3HAYEHMS] M OTIYCKA, MOCKOJIbKY MOPSAOK Ha3HAYEHUs JIEKAPCTBEHHOIO
npernapara MOXeT OTpa)xkaTh HE TOJIbKO MHPOPMAIIUIO O JIEKAPCTBEHHOM Ipenapare u Jiro0yio
Mepy MUHUMHU3ALUU PUCKA, HO TAK)K€ PYKOBOJICTBA rOCYJapCTB-WIEHOB MO HA3HAYEHUIO
JEKapCTBEHHOI'0 IIpernapaTra, acleKTbl, CBS3aHHbIE C CHUCTEMOW 3ApaBOOXpaHEHUS,
MPUMEHEHHEM JIEKAPCTBEHHOI'0 Mpernapara Ha MPAaKTUKE M OTpaHUYCHUSMH BO3MEILEHUS
3aTpaT Ha JedeHue. Takoe pazHooOpa3ue CUCTEM IMPEAOCTaBICHHUS MEIUIIMHCKUX YCIYyT B
rocyJapcTBax-ujieHax M 3a UX MpeJeraMu MOXKET SBISThCS OCHOBAHHEM ISl IPOBEICHUS
MCCJIEIOBAHUS C OMHAKOBBIMU LIEJIIMH B HECKOJIBKUX CTPaHaX.

983. HccnenoBaHusi MOBEICHUS, OCHOBAHHBIE Ha JaHHBIX, COOpAHHBIX B XOJI€
AHAJIUTUYECKUX OMPOCOB, JOJDKHBI YUUTHIBATHCS TMPU OLICHKE KIMHUYECKUX JEUCTBUU B
ClIy4ae OTCYTCTBHUS MPEIbIAYIINX JAHHBIX.

Onenka mokasaresnei pesynsTara

984. IlokazaTensiMi yCHEIIHOCTH BBIMOJIHEHUS MPOTrpaMMbl MUHUMHU3ALUM PUCKA
SIBJISIIOTCSL PE3YJIbTAThI OBBIIIIEHUS 0€30MaCHOCTH MPUMEHEHUS JIGKapCTBEHHOT0 TIpenapara (
4acToTa U (WJIM) CTENEHb TSKECTH HEXKeNaTeIbHBIX pPEeakiuid B CBSI3U C BO3JEHCTBUEM
JIEKapCTBEHHOTO Mpernapara Ha MalMeHTa BHE PaMOK MHTEPBEHIIMOHHOTO UCCIEOBaHMS).



985. Ouenka, OCHOBaHHAsl Ha JAHHBIX IOKA3aTeJIell YCHEIIHOCTH BBIMOJIHEHUS
nporpaMmbl 1O MHMHUMHU3AlUM PHUCKOB, JOJDKHA BKJIOYAaTh B C€e0S CpaBHEHHE
AIUJIEMHUOJIOTUYECKUX MEp YaCTOTHOCTH pe3yJsibTaTa, TaKhe Kak MOKa3aTeslb YaCTOThl WIIU
KyMYJISTUBHOM YaCTOTBI HEXeENaTeIbHON peakluy, MOJyYeHHBINA B pe3yJIbTaTe UCCIEeI0BaHUN
0€30MacHOCTH Ha MOCTperucTpanmoHHoM dTame. CrienyeT paccMOTPETh HCIIONIb30BAaHUE
COOTBETCTBYIOIIUX PE3YJIbTATOB MOBBIIMICHUS 0€30MACHOCTA MPUMEHEHUS JIEKAPCTBEHHOTO
npenapara (Hampumep, cypporatHasg KOHEYHas TOuYKa HCCIeJOoBaHUs (Hampumep,
HaJUIeKaIUi OMOMapKep, B KAYECTBE 3aMEHbI KIIMHUYECKONW KOHEUHON TOYKH)), €CIIH TaKOH
MOJXO0J CIOCOOCTBYET BBINOJHEHUIO OLEHKH 3()PPEKTUBHOCTU peaTu3yeMbIX Mep
MHUHUMU3AIUU PUCKA.

986. B coOTBETCTBUU C JIOOBIM MOJIXOAOM HAay4YHble M MPU3HAHHBIE MPUHLIMIIBI
AMUAEMHOJIOTUYECKOTO HCCIEIOBAaHUSI BCETAa JOJDKHBI ObITh PYKOBOACTBOM JJISl OLICHKHU
UCITOJIB3YEMOI0 MOKA3aTeNs] KOHEYHOTO PE3YJIbTaTa.

987. Cnenyer y4yuThIBaTH CPABHEHUE YACTOTHI O W MOCJE BBINOJHEHUS MEDP
MUHHMU3AIUU pPUCKa. B cilydyae HEBO3MOKHOCTH IPOBEAECHUS OLICHKH M pacyeTa J0 U Mocie
BBITIOJIHEHUSI Mep (HampuMep, MEpbl MUHUMH3AIMUA pUCKa ObUIM BBEJEHBI B JICHCTBHUE B
MOMEHT TMOJIYYEHUS] PErUCTPALMOHHOIO YAOCTOBEPEHHMS) IMOKa3aTelb 4acTOThl HMCXOJa,
MOJIYYEHHBI Ha 3Tare Mocjie BHIIOJIHEHUS MEp, COOTHOCUTCA C 3apaHee OIpeeTIeHHBIM
pedepeHTHBIM 3HAYCHUEM, MOJYYECHHBIM M3 HAyYHBIX HCTOYHHKOB, PETPOCIIEKTUBHBIX
JAHHBIX MEAMIIMHCKUX KapT MallMeHTOB, OXXUAAEMOM 4YacTOThl B OOl momyisuuu (
HaOJMI0MaeMblii aHAJIU3 B CPAaBHEHUU C TMPEIOJIaraeMbIM U [Ip.), U JOJDKEH YYHUTHIBATh
BO3MOKHBIN 3(Q(GEKT CTUMYIUPOBAHUSA PEMOPTUPOBAHUS, W3MEHEHHUS MOPSAKAa OKa3aHUs
MEIUIIMHCKOM MOMOIIY MalMeHTaM U (WJIu) MEPONPUITUN IO MUHUMU3ALUK pucka. Beidop
IPYIIBI CPABHEHUS IOJDKEH OBITh HAJJIEXKAIIUM 00pa3oM 00OCHOBAH.

988. Metonbl onieHKU 3P(HEKTUBHOCTU MEp MUHHMU3AIMUU PUCKA JOJIKHBI OBIThH
CONOCTAaBUMBI C MUHHUMHU3UPYEMbIMU puckaMu. [IprumeHeHHe mokaszaresiss CIOHTAaHHOIrO (
YHCJIO COOOUIEHUH O M0/I03PEBAEMBIX HEKENIATEeNbHBIX PEAKIUAX 32 YCTAHOBJICHHBIN MEPUOJ
BPEMEHH) JIOMMYCKAETCsl IPH OlleHKe 3((HEKTUBHOCTH PYTUHHBIX MEp MHUHHMHU3AINHA PUCKA.
CrnoHTaHHOE PENMOPTUPOBAHMUE, CIEAYET paccMaTpUBaTh C OCTOPOKHOCTHIO IMPHU OIIEHKE
YacCTOThl HEKEJIAaTEeNIbHBIX PEaKIUi B LEJIEBOM MNOMYJALMU 338 HCKIIOYEHHUEM OCOOBIX
00CTOSITENbCTB (HAIpUMEp, YACTOTa HEXKENaTeJIbHOrO0 SABJEHUS TPU NPUMEHEHUU
JIEKapCTBEHHOTO Mpenapara pejkas, 0a3ucHas yacToTa B oOLIEH MOMYJISALUA HE3HAUUTENIbHAS
U CYIIECTBYET BbIpa)KE€HHAs B3aUMOCBSI3b MEXY JICUEHUEM U HEXKENATEIbHON peaKiuei).

989. Ilpu Takux OOCTOATENbCTBAX, KOrJa MpsIMOE ONpEAesieHUuE CTENEeHU PHUCKA B
paccMaTpuBaeMOM TpyIe SBISETCS MPAKTUYECKH HEOCYIIECTBUMBIM, CIIOHTAHHbBIC
COOOIIeHNsT MOrJau Obl TMO3BOJUTH CHAeNaTh MPEANOJI0XKEHUEe OTHOCUTEIbHO
MPUOIU3UTEIILHOTO 3HAYCHHS YaCTOThI HEXKEIATEIbHON Peakiiuy B TPYIINE NPU YCIOBUU, YTO
HEKOTOpbIE 00OCHOBAHHBIC TAHHBIE MOTYT OBITh TIOJYUYEHBI JIJIsi OLICHKHU MOKa3aTelsl YPOBHS
pPENoOpTUPOBAHUS B KOHTEKCTE MPUMEHEHHUS JIEKAPCTBEHHOT' O ITpenapara.



990. XapaktepHble MOrPEITHOCTH, KOTOPBIE BIUSIOT HA YPOBEHb PEIOPTUPOBAHUS B
OTHOIIICHUU MPEANOJaraéMbIX HEXENATeIbHBIX PEakiuii, MOTYT MPUBECTU K pe3yJibTaTaM,
BBOJSIIIUM B 3a0myxiaeHue. Hampumep, BBeneHue NporpaMMbl MUHHUMU3ALUM PHUCKA,
CBSI3aHHOTO ¢ MpoOjeMoii 0€30MacHOCTH, BBISBJICHHON Ha 3Tamne MOCTPEeruCTPAllMOHHOTO
MOHHUTOPHWHTA JIEKAPCTBEHHOTO TIperapara, MOXET CIOCOOCTBOBAThH IOBBIMICHUIO
MH(OOPMUPOBAHHOCTH B OTHOLIEHUM OMNPEICICHHBIX HEXKENaTeNbHBIX PEaKIHM, YTO B
KOHEUHOM CUETE MOXET MPUBECTH K MOBBIIICHUIO YPOBHS COOOIICHUSI.

991. Ilpu Takux OOCTOSITENHCTBAX aHAIW3 CIIOHTAHHOTO PEMOPTHUPOBAHUS MOXKET
MPUBECTU K OMMOOYHOMY 3aKJIIOUEHHUIO, UTO BMEIIATEIbCTBO OKa3al0Ch HEI(PPEKTUBHBIM.
CHUKEHHbIE MOKAa3aTeIu OTYETHOCTH 3a OIpPEJICICHHBI BPEMEHHON MPOMEKYTOK MOTYT
TaK)Ke MPUBECTH K OIMMUOOYHOMY 3aKJIIOUYEHHUIO, YTO BMEIIATEILCTBO OKa3aloCh
3 PEKTUBHBIM.

9. KoopmuHamus

992. B cnyuae HaiuuMs Ha pbIHKE Oojiee OJHOIO JIEKAPCTBEHHOrO Ipenapara ¢
OJINHAKOBBIM JIEHCTBYIOIIMM BEIIECTBOM IPUMEHSAETCS €IWHBIA MOAXOJ] B OTHOIICHHUH
JOTOJIHUTENBbHBIX MEp MHUHHMMHU3AIUU PUCKA, MPEIyCMOTPEHHBIX YIOIHOMOYEHHBIMU
opraHamMu rocynapcTB-wieHoB. Korzna BO3HHMKaeT HEOOXOJIMMOCTh B KOOPAMHUPYIOIIHUX
NEUCTBUSX [JIs TPYNNbl JEKApCTBEHHBIX MPENapaTtoB JIOJKEH OBITh BbIpadOTaH
COIJIAaCOBAHHBIN MOJX0J CO CTOPOHBI YIIOJHOMOYEHHOI'O OpraHa rocyjaapcraa-wieHa. [Ipu
TaKuX OOCTOSATENbCTBAX MPEIBAPUTENIbHOE MIAHUPOBAHUE OJIKHO O0ECHEUHTh, YTOOBI
3¢ (peKTUBHOCT, MEp MHUHHUMH3ALMM PHUCKA OIEHUBANACH IJs KaXIOTO OTAEIbHOTO
JIEKapCTBEHHOTI'0 Tperapara, a TakKe Ui JEKapCTBEHHBIX MIPENapaToB B COBOKYITHOCTH.

10. CucremMsl kagecTBa MEp MUHUMH3AIMY PUCKA

993. He cmoTps Ha TO, 4TO B mpoliecce pa3pabOoTKU U OCYIIECTBICHUS MEp MUHUMU3ALUU
pUCKa 3aJeiiCTBOBaHbl MHOTME 3KCHEPThI, OTBETCTBEHHOCTh 32 Kay€CTBO, TOYHOCTh H
Hay4yHYI0 I€JOCTHOCTh TAaKMX MEpP BO3JIATAETCA Ha JAep)KaTeias PerucTparmoHHOIO
YIOCTOBEPEHUSI U YNOJHOMOYEHHOE JIHUI0 Mo (apMakoHaA30py JAepKaTens
PETHCTPALMOHHOIO YOCTOBEPEHUS.

994. Jlepxkatesb pEerucTpallMOHHOTO YIOCTOBEPEHHUS HECET OTBETCTBEHHOCTH 32
OOHOBJICHHE TUJIaHA YMPABICHHUS PUCKAMH B Ciy4yae IMOSBICHHUS HOBOW HHQOpMaINH,
COOTBETCTBHE MH(POpPMAIMU B MaTepuajax 1o MepaM MUHUMHU3ALUU PUCKA U HH(OpMALIUU B
oO1Iel XapaKTepUCTHKE JIEKAPCTBEHHOTO IIpenapara U €ro MHCTPYKUUU MO MEAULIMHCKOMY
IIPUMEHEHHUIO, a TAK)KE JIOJDKEH MPUMEHATh NIPUHLHUIIBI KauecTBa, YKa3aHHble B paznene 11
Hacrosuux [IpaBun. OTcrexxuBaemMble BEPCUU TJIaHA YNPABICHHUS PUCKAMH JIOJKHBI OBIThH
NepejaHbl Il PacCMOTPEHHMS W IPOBEACHUS OLEHKH YIOJHOMOYEHHBIMH OpraHaMH
rocyJapcTB-4i€HOB. JJaHHbIE JOKYMEHTHI, IUIaH YIIPaBJICHUS PUCKaMU U BKJIIOYEHHBIE B TUIAH



CHCTEMBbl YyIpaBJICHHUS PHUCKOM, a TakKXKe JIObIe JOKYMEHTHI, COJIEpIKaIue Mephl
MUHHAMHM3AIUN PUCKA, MOTYT MOABEPTaThCsl AyUTY WU MHCIICKTUPOBAHUIO.

995. Jlepxatenb pEerucTPAIlMOHHOTO YIOCTOBEPEHUS JOJDKEH 00CCIeYUTh, YTOOBI
MEXaHU3Mbl OTYETHOCTH 10 Pe3yJIbTaTaM TMPOBEICHHUS HCCIICIOBAHWN WU aHAJIU30B I10
orieHKe A(PPEeKTUBHOCTH MEp MUHHUMH3AINHN PUCKA TOATBEPKIAAINCH JTOKYMEHTAIBHO.
JlaHHBIC TOKYMEHTBI MOT'YT TIOJIBEPraThCs ayAUTY WM HHCIICKTUPOBAHHMIO.

11. OTBeTCTBEHHOCTH YIOJHOMOYEHHEIX OPraHOB I'OCYIapCTB-WICHOB

996. YnoJHOMOYEHHBIE OpPraHbl TOCYAapCTB-WIEHOB HECYT OTBETCTBEHHOCTH 3a
OCYILIECTBJICHUE JOMOJHUTEIbHBIX MEP MUHUMU3AIMHU PUCKA, IPUMEHSIEMBIX KaK yCIOBHE MO
O0ezomacHoMy U OS(PGEKTHBHOMY UCIOJB30BAHHUIO JIEKAPCTBEHHOT'O Tpenapara.
JlonoTHUTENIbHBIE MEpPbl MHUHUMH3AIIMU PUCKA, YCTAHOBJICHHBIC ISl JIEKAPCTBEHHBIX
MpenapaToB MNpU PErUCTpallMd MO ACUECHTPAIU30BAHHON MpOLEAYype WIM MpoLeaype
B3aMMHOTO MPU3HAHUS BKIIOYAIOTCS B IJIaH YIPaBJICHUS PUCKAMU U SBISIOTCS YCIOBUEM
peructpanuu. BBejeHHE ITOMOJHUTENBHBIX MEp MHHHUMHU3AIMA pUCKA Ha YpPOBHE
rocyJapcTBa-ujieHa MOKET OCYIIECTBISATHCA C YUETOM 3aKOHOIaTeIhCTBA FOCYJapCTB-UJICHOB
1 0COOEHHOCTEN CUCTEMBI 3/[paBOOXPAHEHUSI, HAIIPUMEDP MEPHI B OTHOIICHUU OIMpPEEICHHBIX
PUCKOB JIOMYCKAEeTCs pPEajn30BbIBaTh C MCIOJIb30BAHUEM HHBIX MOJXOJ0B C YYETOM
BO3MOXKHOCTEH CUCTEM 3/IpaBOOXPaHEHHUs Ha YPOBHE rOCY/1apCTB-UJICHOB.

997. B oTHOIIEHNN MEp MUHUMHU3AIMN PUCKA, KOTOPhIE ObUIM BBEJACHBI MTOCIIE BBIIAYH
PETUCTPAIMOHHOTO YIOCTOBEPEHUSI, YIIOJHOMOYEHHBIE OpraHbl rOCY1apCTB-UJICHOB JIOJKHBI
oOecneunTh HMX OINEpaTUBHOE PACCMOTPEHUE U COrJacOBaHHUE C JIepKaTeleM
PETUCTPALIMOHHOTO YIOCTOBEPEHUSI.

998. YnoIHOMOUYEHHbIE OPTaHbl TOCYAAPCTB-WICHOB MPU HEOOXOAUMOCTH MOT'YT OKa3aTh
coJieiicTBUE B YHU(UKAIIMN BHEIPSIEMBIX JEPXKATEIIMH PETUCTPAIIMOHHBIX Y/IOCTOBEPEHHI
ME€p MUHUMM3AIUM PHUCKA JJis BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX IMpPENapaToB Hu
O0M0aHAJIOTOB C OJIMHAKOBBIM JICMCTBYIOIIMM BemIeCTBOM. B ciyuae HeoOXxomumocTu
BBEJCHUS JIOTMIOJHUTEIBHBIX MEp MHUHHUMHU3AIMKU PHUCKA JJII BOCIPOU3BEICHHBIX
JIEKapCTBEHHBIX MPENapaToB U OMOaHAIOTOB, 00YCIOBICHHBIX MPOOIEeMaMu, CBI3aHHBIMU C
0€30MaCHOCTBHIO JIEMCTBYIOLIETO BEIIECTBA, MEPhl MUHUMHU3AIMU PUCKA, MPUMEHSEMbIE K
BOCIPOU3BEJACHHBIM JIEKAPCTBEHHBIM IpenapaTtaM U OuoaHanoram, clielyeT MPUBECTH B
COOTBETCTBHME C MEpaMH MHHUMM3AIMU pUCKA JJIs1 PEedEepeHTHOrOo JEKAPCTBEHHOTO
npenaparta. [Ipu onpeneneHHbIX 00CTOATENBCTBAX B OTHOIICHUH THOPUJIHBIX JIEKAPCTBEHHBIX
MpernapaToB MOTYT MTOHAIOOUTHCS JOTIOTHUTEIbHBIE MEPHl MUHUMH3AIIUN PUCKA, KPOME MEP
MUHUMU3AIUU PUCKA, BBOJIUMBIX JJIsl pe()epEeHTHOTrO JIEKapCTBEHHOTO IMpernapara (Hanpumep,
0OyCIIOBJICHHBIE Pa3IMYMSIMA B COCTaBe, CIOCOOE Ha3HAYCHHsS WM TpobiieMaMu
HECOBMECTUMOCTH). YTIOJTHOMOYEHHBIM OPTraHOM TOCYJapCTBa-4ICHa MOXXET ObITh OKa3aHO
COJICMICTBHE B BBHIOOPE KIIOYEBHIX HHCTPYMEHTOB MEpP MUHHUMH3AIMH PHUCKA, KOTOPHIC
JOJDKHBI OBITh BHEJIPEHBI JIEPXKATEISIMH PErUCTPAlMOHHBIX YAOCTOBEPEHHUH, U JOJKHBI



00ecreynTh OCTYN K PEKOMEHAAINSAM IMOCPEACTBOM pa3MeIleHrs Ha BeO-TopTale ¢ IeNIbIo
oOecrieueHus: TapMOHU3UPOBAHHOTO MPUMEHEHUST MEp MHUHHUMH3AIlMM PUCKAa Ha YPOBHE
rocyJ1apCTB-YJICHOB.

999. YnosHOMOYEHHBIE OpTraHbl TOCYAapCTB-WICHOB JIOKHBI 00ECIIEUNUTh TPUMEHEHUE
M000r0 MHCTPYMEHTA WM METOJa M0 MUHUMH3AIMU PUCKA. YTIOJHOMOYEHHBIE OPTaHbI
roCyJapCTB-YJICHOB JIOJDKHBI COTJIACOBATh C 3asBUTEIIEM WM JIEp)KaTesIeM PErucTpalmOHHOTO
yIOCTOBEpEeHUsT opMaT U CPEACTBA MHCTPYMEHTOB WJIM METOJI0B MUHHMH3AIUU PUCKA,
BKJIIOYAsl TI€YaTHBIE MaTepUaibl, HHTEPHET-IIIAT(HOPMBI U UHBIE ayJIMO- U BUICOCPEICTBA, a
TaKke rpaduk BBHIMOJHEHUS OMEPATUBHBIX MEP Mepe]l BHIXOI0M JIEKAPCTBEHHOTO IMpernapara
Ha PBIHOK WJIM B IPyTO€ BpeMms (B ciiydae HEOOXOUMOCTH).

1000. YiomHOMOYEHHBIN OpraH rocyJapcTBa-4wieHa NPUHUMAET PEIICHUE B OTHOIIEHUH
BBIOOpA COOTBETCTBYIOIIMX 0OOpPa30BAaTEIbHBIX MATEPHAIOB W WHBIX WHCTPYMEHTOB WJIU
METOJIOB 1O MHHUMHU3ALMU PHUCKA, MPU OTOM PEKOMEHIYETCS COTJIaCOBaHUE
YIIOJTHOMOUYEHHBIMHM OpTraHaMH TOCYJapCTB-WICHOB KIIFOUEBBIX 3JIEMEHTOB IJIaHA YIIPABIICHUS
puckamu. BeinosiHeHre MeponpusSTUN MO OlEeHKe d(P(HEKTUBHOCTU JOMOTHUTEIBHBIX MEp
MUHHUMU3AIUU PUCKA MOXKET MOTPEOOBATHCA HAa TEPPUTOPUU OJTHOTO U3 TOCYIAPCTB-UJIEHOB B
CBSI3U C OCOOCHHOCTSIMU YCIIOBUU OKa3aHHs MEIUIIMHCKOMN MOMOIIM B TOCYJapCTBE-UJICHE
WM HEBO3MOXXHOCTH MPUMEHEHHUsI Pe3yJIbTaTOB MCCIIeI0BaHUM 1O OlleHKe 3 (PEKTUBHOCTH,
MIPOBEJICHHBIX B JIPYTOM rOCyAapCTBE-WICHE UJIU TPEThEU CTpaHE, B OTHOIIEHUHU MPOrPAMMBI,
BKJIIOYarome B ce0s Mepbl MUHUMH3ALMK PUCKA MPOBOJAUMON HA TEPPUTOPHUH JTAHHOTO
rocyapcTBa-wieHa. YIOJHOMOYEHHBIE OpraHbl TOCYJAapCTB-WICHOB OCYIIECTBIISIOT
KOHTPOJIb PE3yJbTaTOB BBEICHUS MEpP MHUHUMHU3AIMU pPHUCKA HA TEPPUTOPUU ITOTO
rocyJapcTBa-ujieHa.

1001. B cnyuyae ecnum maMsTKa /Uil MalMEHTa BKJIHOYEHA BO BTOPUUYHYIO (
MOTPEOUTENBCKYIO) YIIAKOBKY, OHAa CUMTAeTCs 4YacTbio OQUIIMaTIbHONU HWHPOpPMALNU O
JIEKapCTBEHHOM Mpenapare M MOMJIECKHUT COTJIACOBAHUIO YIOJHOMOYEHHBIM OPraHOM
rocyJapcTBa-ujieHa.

12. OTBeTCTBEHHOCTH JiepiKaTeIel PEruCTPAIIOHHBIX YIOCTOBEPCHUM

1002. depkaTenu perucTpalMoOHHBIX YAOCTOBEPEHUN HECYT OTBETCTBEHHOCTH 3a
BBITIOJTHEHUE YCIIOBUN PETUCTPAIlMU JIEKAPCTBEHHBIX MTPENapaToB, B TOM YKCIIE, BHIIOTHEHUE
BCEX YCJIOBHUHM WJIM OTPaHUYECHHUI B OTHOIIEHUH O€30MaCHOTO MCIOJIb30BaHUs MpernapaTa Ha
ONPEAECICHHON TEPPUTOPUH.

1003. Jlep>kaTenb perucTpaliMOHHOrO YJIOCTOBEPEHUS TOKEH ONPENEIUTh LENH
MPEJIOKEHHBIX JOTOJHUTEIbHBIX MEp MHHUMM3AIlMM PUCKA U TOKA3aTelIM OIEHKU HUX
s dextuBHOCTU. [lepKaTento PErucTpParmoOHHOTO YJAOCTOBEPEHHS CIIENYET BBHITIOJIHUTH
PEBAPUTEIIHLHYI0O KOOPAWHALMIO TJIAHOB MUHUMHU3ALUM PHUCKOB C YHOJHOMOYEHHBIMU
opraHamMu TroOCYJapCTB-YIEHOB B KpaTyailllue CpOKM B cllydae IMpeamnojgaraeMoun
HEOOXOJUMOCTH aJanTalid MEep MUHUMM3ALUM PUCKA K PAa3TUYHBIM YCIOBHSIM CHCTEM



3[paBOOXpaHEHUs, JEHCTBYIOLIMM B TOCyAapcTBax-wieHax. JItoOble TOMOJHUTEIbHBIC
OMepaTUBHbIE MEPbl MUHUMU3ALMKN PUCKA JOJKHBI ObITh pa3pabOTaHbl B COOTBETCTBUM C
oOITMMU TIPUHITUTIAMH, YKa3aHHBIMH B TTyHKTax 918 — 951 nacrosmux [IpaBun, u oTpakeHsl
B [IPOTPaMM€E IO MUHUMH3ALUH PUCKa B COOTBETCTBHUU C pazaenom VI Hactosuux [Ipasui.

1004. Mepsl, 0100peHHBIE YIIOJIHOMOYEHHBIM OPTraHOM I'OCYJIapCTBa-WICHA B IUIAHE IO
MUHUMM3ALUN PUCKA, JOJDKHBI OBITh BBINOJHEHbI JEp>KAaTeleM pPETUCTPAallMOHHOIO
YIAOCTOBEpEHMS. [lepiKaTenb PErucTpalrMOHHOTO YIOCTOBEPEHUS AOJDKEH IPEACTABIATH
MH(GOPMAILMIO O BBIIOJIHEHUH JOMOJHUTENBHBIX MEP MUHUMM3AIMH PUCKA IO COITIACOBAHMIO
C YINOJIHOMOYEHHBIMH OpraHamMu TOCYyJapCTB-WIEHOB, a Takxke HHPOPMUPOBATH
YIOJHOMOYEHHbIE OpraHbl TOCYAapCTB-UJICHOB O JIOOBIX M3MEHEHHSX, BO3HUKAIOLIUX
TPYAHOCTEN WA BOIPOCAX, BO3HUKAKOIIMX IIPU BBINOJIHEHUU JOIMOJHUTEIBHBIX MEP
MUHUMU3ALUN pucKa. JItoOble N3MEHEHHS B OTHOIIECHUH BBITIOJIHAEMbBIX HHCTPYMEHTOB WU
METOJIOB MEP MHUHHUMM3ALMU PUCKA JIOJKHBI OBITh COIVIACOBAHBI C YIOJHOMOYEHHBIMHU
OpraHaMH rocyaapCTB-4JICHOB.

1005. Ilpn BBeaeHUHM B NEWCTBHE MHCTPYMEHTOB WJIM METOJOB C NPHUMEHEHHEM
MH()OPMALIMOHHBIX TEXHOJOTHM JAepKaTeab PErMCTPALMOHHOTO YJIOCTOBEPEHUS JIOJKEH
OpPUMEHATh TPeOOBaHMS, XapaKTEepHbIE ISl KaXJOro TOoCyJapcTBa-wieHa, C Y4YeTOM
MOTEHIMATBHBIX MPOOJEM, CBS3aHHBIX C JOCTYIHOCTBIO MEp MHMHUMHU3ALMHU PHUCKA,
PacCIIO3HaBaEMOCTBIO, OTBETCTBEHHOCTBIO JAEPKATEINS] PETUCTPALIMOHHOIO YIOCTOBEPEHHUS 3a
BHEPEHUE JaHHBIX Mep, KOHPUAECHINATbHOCTBIO U 3aIUTOMN 1aHHBIX.

1006. B oTHOImIEHMM BOCHPOMU3BEICHHBIX JIEKAPCTBEHHBIX IPENAPATOB IAEPIKATEIb
PErUCTPALlMOHHOTO YAOCTOBEPEHUS JTOJKEH pa3padoTaTh MEpbl MUHHMH3AIMU pUCKA B
COOTBETCTBUU C 00BEMOM, HAIPaBIEHHOCTBIO, COAEpKaHUEM U (HOPMATOM HHCTPYMEHTOB
WIM METOJIOB, IPUMEHSIEMbIX AJIs peepeHTHOro JieKapCcTBEHHOro npenapaTta. CocTaBieHue
rpaduka ¥ TUIAHUPOBAHHE OMEPATUBHBIX MEp AOJKHBI OBITh HaMJIeKallMM o0pa3om
CKOOPJAMHUPOBAHBI B LEIAX MUHUMU3ALNHA Harpy3KN HA CUCTEMBI 3]paBOOXPAHEHUS.

1007. Ouenka 3(Q¢deKTUBHOCTH MEp MUHUMH3ALUM pPHUCKA B OTHOLICHUU
BOCIIPOM3BENCHHBIX JIEKAPCTBEHHBIX INPENapaToB OCYLIECTBISIETCS  AEpriKATEIEM
PETUCTPALMOHHOTO YJIOCTOBEPEHUS B COTPYIHHMYECTBE C YIOJIHOMOYECHHBIMH OPraHaMu
rocygapcTB-uieHoB. [Ipu HeoOXOAUMOCTH TIPOBEACHUS HCCIEIOBAaHUN B IENAX
MUHUMH3ALMN Harpy3Kd Ha CUCTEMBI 3/IpaBOOXPAHEHUs TpeOyeTcsl MPOBECTH COBMECTHBIE
uccienoBannid. Hanpumep, eciym Ha3HA4€HO BBINOJHEHUE IMPOCHEKTUBHOIO KOTOPTHOTO
MCCIIEIOBAHUS, BKJIIOUYEHUE B HETO JOJDKHO OCYILECTBIATHCA HE3aBUCUMO OT HAa3HAYCHMS
JIEKapCTBEHHOI'0 IIpenapara C OIPEIEICHHBIM TOPrOBbIM HAWMEHOBAHWEM WM OT
OINPEJEIEHHOr0 MPOU3BOIUTENS JIEKAPCTBEHHOTO Mpernapara. B 3THX ciiyyasx peructpanus
JaHHBIX ONPEEICHHOIO JIEKAPCTBEHHOI'O Mperapara sBJISETCS BaXHOW B LEIAX ObICTpOH
UACHTU(UKAIIME HOBOTO PUCKA, IPUCYIIET0 KOHKPETHOMY JIEKAPCTBEHHOMY Ipenapary.

1008. Jlepkaresb pErucTpaliMOHHOTO YAOCTOBEPEHUS OJKEH KOHTPOJIMPOBATH
pe3yJIbTaThl MEP MUHUMU3AIMN PUCKA, KOTOPBIE BKJIKOYEHBI B IUIAH YNPABJIEHUS PUCKAMM.



OO6me TpUHIMUIIBI OIleHKH 3(P(GEeKTUBHOCTH YKa3zaHbl B MyHKTax 953 — 983 nHacTosmimx
IIpaBui.

1009. [epxateiib pErucTpallUOHHOTO YJOCTOBEPEHUS JOJKEH MPEJACTaBUTh OTUET B
OTHOIIICHUH OIEHKH A()(PEKTUBHOCTH JOMOJIHUTEIBHBIX MEP MUHUMH3AIMHU PUCKA, UMEIOIINX
OTHOIIICHHE K OIIEHKE COOTHOIICHUS "MOib3a — PUCK" B MEPHOIUYESCKOM OOHOBIISIEMOM
oTyeTe Mo 0€30MaCHOCTH.

1010. HepxaTenb perucTpalMOHHOTO YJIOCTOBEPEHHS JOJDKEH O0O0ECHeyuTh
CBOEBPEMEHHYIO CBSI3b C YIOJHOMOYEHHBIMH OpraHaMH TOCYJapCTB-WIEHOB IS
BBIIIOJIHEHUSI COOTBETCTBYIOLIEU PETYJSITOPHOM OLIEHKU M JEMCTBUM B COOTBETCTBHUU C
pazaenom V Hactosmux [IpaBuo.

13. CnenuamicThl CHCTEMEI 3APaBOOXPAHECHNS W MaIAECHTEI

1011. B3aumopelicTBUe CHENUAIUCTOB CUCTEMBI 3PAaBOOXPAHEHUS W MALIMEHTOB
ABJISIETCSL KpailHE Ba)XHBIM (PAKTOPOM, HEOOXOAMMBIM /JI YCHEIIHOI'O BBIIOJHEHHUS
0o0pa3oBaTeNbHbIX MPOTpaMM M (WJM) MPOrpamMM KOHTPOJUPYEMOIO JOCTyINa B LEAX
ONTUMM3ALUU COOTHOILIEHUS '"mosib3a — puck". HeoOxoaumo yaensTh ocoboe BHUMaHHE
000 TOMOTHUTENBHON Mepe MUHMMH3ALMKU pUCKA, KOTOpas MOXET ObITh BBEAEHA IS
obecrniedyeHus: 6e30MacHOro 1 3(PEeKTUBHOTO UCIOJIb30BAaHNUS JIEKAPCTBEHHBIX IIPENapaToB.

14. Bmsiane 3¢ dexTHBHOCTH MEp MHHIMHA3AIVHA PACKA Ha IUTAH YIIPaBICHUS PUCKaMH 1
NEpUOAMICCKUI 0OHOBIIEMBIH OTIET MO 6€30acHOCTH

1012. OGHOBIEHUSI TEPUOUYECKOTO OOHOBIIIEMOT0 OTYETa 10 0€30MacHOCTH U TUIaHa
YVIOpABICHUS PUCKAMHU JOJKHBI BKJIIOYaTh B ce0d CyMMapHYIO OLIEHKY pe3yjibTaTa
OPUMEHEHUS JOMOJHUTEIbHBIX MEP MUHHUMM3AIMU PUCKA, BBEICHHBIX JISI YMEHBIICHUS
BXXHBIX PHUCKOB, CBS3aHHBIX C NPUMEHEHHEM JIEKAapCTBEHHOIro mpemnapara. B mane
YIPaBJICHHUS PUCKaMU HEOOXOAMMO OTPa3UTh BIMSHHUE XOJa JACSITEILHOCTH U €€ PE3yIbTaToB
Ha IUIAaHUPOBaHWE MEP MUHUMM3AIMU pucka U (win) dapMmakoHaazopa. B nepuoanueckom
OOHOBJISIEMOM OTUYETE 0 O€30MACHOCTH JOJKHA HEOOXOAMMO MPOBECTH OIIEHKY BO3CHCTBUS
BBEJICHHBIX Mep Ha TNpoduiab 0e30MmacHOCTH W (WMJHU) COOTHOIIEHHE "mojiab3a — pHUCK"
JIEKapCTBEHHOTO Tpenapara. Heobxoammo 0co00 OTMETUTH JaHHBIE MTOTYUYEHHBIE B TIPOIECCE
OTYETHOTO MEPHUO/IA UM C MOMEHTA OCYUIECTBIICHHS HEAABHUX MEP MUHUMU3AIUU PUCKA.

1013. Pe3ynpTaThl onieHKH 3((PEKTUBHOCTH MEP MUHUMM3ALKUN PUCKA BO BCEX CIydasxX
MOJUIeKaT BKIIFOYEHUIO B TUIaH YNPABJIEHUS pUcKaMu. B pamkax mpoBeleHHs] KpUTUUECKOMN
OIIEHKHU JIep>KaTellb PErUCTPALIMOHHOTO YJIOCTOBEPEHUS JOJKEH cleiaTh HaOMI0JIeHUsS B
OTHONIEHUU (PAKTOPOB, CIOCOOCTBYIONIUX JOCTHMIKCHHUIO IIEJIM WU MPUBOIAIIUX K
HEJIOCTaTOYHOCTH WM HEIP(HEKTUBHOCTH MEP MUHUMM3ALMKM pUCKA. TakoW KpUTHUECKUU
aHaJiM3 MOKET BKJIIOYaTh B ce€0s CChUIKY Ha OMBIT 3a MpeJeaMHi roCcyJapCTB-4JIeHOB (Ipu
HaJIU4UN).



1014. Ouenka 3(pPeKTUBHOCTA MEp MUHUMHU3AINK PUCKA JOJIKHA OTPaXKaTh CTETICHb MX
3¢ ()EKTUBHOCTH B OTHOLIEHUH MUHUMHU3AIUU 1esieBoro pucka. Onenka 3(hpexKTuBHOCTH Mep
MUHUMHU3ALUN PUCKA BBITIOIHSAETCS AJ1 KOMOMHAIIMY TIoKa3aTeslel mpoliecca 1 rmokasareseit
pe3ynbTara B COOTBETCTBUU ¢ MyHKTaMu 953 — 983 nactosimux [IpaBun. Cnenyer cunenarb
pasrpaHUYEHHE MEXKJy MEpaMyd MUHHUMM3ALMU PUCKA, BBEICHHBIMM B MOMEHT BblJIauu
PETUCTPALIMOHHOTO YJIOCTOBEPEHHUSI, 1 TEMU MEpaMu, KOTOpble ObLIM BBEACHBI MO3/IHEE HA
MOCTPETUCTPALIMOHHOM JTarle.

1015. Ouenka 3(ppekTUBHOCTH MEp MUHUMU3AINH PUCKA JOJKHA OBITH TIPE/ICTABIICHA C
YYETOM CJEAYIOIINX PEKOMEHIALIHA:

1) onieHKa AOMKHA COAECPIKATH CIIEIYIOIINE MYHKTHI:

2) KpaTKoe ONMCcaHue BBEEHHBIX MEP MUHUMU3ALINY PUCKA;

3) omnpeneneHue ux 1eeu;

4) onucanue BEIOPAHHOTO poliecca U MoKazareyiel pe3ybTara;

5) olleHKa JOJDKHA BKJIIOYATh B ce0s aHAM3 XapaKTepa HEKENaTeNbHBIX PEeaKLHi,
BKJIIOYAsl CTETIEHb UX CEPhE3HOCTU U MPEA0TBPATUMOCTH ITHX peakuuid. [Ipu Heobxoaumoctu
, CIEIYyeT TakKKe YUMUTHIBaTh JIOTUCTUYECKUE (PAKTOpbI, KOTOpPhIE MOTYT MOBIMUATH Ha
KIIMHAYECKOE BBINIOJIHEHNE MEP MUHUMU3ALMH PUCKA,

6) olleHKa JOJKHA BKIJIIOYATh B ce0sl aHaM3 BBINOJIHEHUS MEP MUHUMU3AIUMU PUCKA B
PYTHHHOM KJIIMHUYECKOW MPAKTHKE, BKJIIOYAs BCE OTKIOHEHMS OT NMEPBOHAYAIBHOIO IUIAHA.
Takas oIleHKa MOXET CcOoJAepXKaTh pPE3yJbTaThl MCCIEIOBAHUN HCHOJIb30BAHUS
JIEKapCTBEHHOI'O IIpenapara;

7) mokazarenu pe3yibTaTa JOJKHBI SBISATHCS KIIOUEBBIMU KOHEYHBIMH TOYKAMHU TIPH
OLICHKE CTETEHH JOCTUKEHUS MOCTABJICHHBIX 33/1a4 B XOJ€ BBIIIOJHEHHUS] MEp MUHUMH3ALUU
pHUCKa.

1016. [IpennoxeHus 0 BHECEHUM U3MEHEHUH B IUIAH C LEJIBI0 COBEPILICHCTBOBAHUS MEP
yOpaBJieHUs PUCKAMHU JOJDKHBI OBITh TPEICTaBICHbl B COOTBETCTBYIOIEM pasjelie
MEPUOJANYECKOTO OOHOBJISIEMOro oTuera mo Oe3zonacHocTd. [lmaH MUHMMM3ALUU PUCKOB
cieayeT OOHOBISITH C YYeTOM MocTymaromeid uadpopMmanuu o0 3hPEeKTUBHOCTH Mep
MUHUMU3AIIHI pPUCKA.

1017. IleppoanyHOCT, OOHOBJIEHUS IJIAaHA YIPABICHUS PUCKAMHU JOJKHA OBITh
POMOPIMOHATILHON PHUCKaM, CBSI3aHHBIM C NPUMEHEHHMEM JIEKapCTBEHHOTO Iperapara.
OOHOBJIEHME TIIaHA YMPABJICHUS PHUCKAMH JIOJDKHO BKJIKOYATh OOHOBIIEHHE MPOrPAMMBI
MporpaMmMy MUHHUMH3AIUN PUCKa (TIpU HEOOXOIUMOCTH).

1018. ITpu BHECEHMM N3MEHEHHI B ONIPEACIICHHBIE PA3JEibl IUIAHA YIIPABICHUS PUCKaMU
UX HEOOXOAMMO yKa3aThb B CONPOBOJUTEIILHOM MUChME MPU MPECTABICHUN JOKYMEHTAIUH.
Ecnu mo pesynbraTaM BBINOJHEHUS MEp MHHUMM3ALMU PUCKA TpeOyeTcss BHECEHHE
W3MEHEHUI B OOIIYI0 XapaKTepUCTHKY JIEKAPCTBEHHOI'O IpenapaTta, HEOOXOJAHMMO BHECTH



M3MEHEHUs B MH(pOPMAIMIO O JeKapcTBEHHOM Impemapare. Ilo pesynpraTaM MOATOTOBKHU
MEePUOUYECKOTr0 OOHOBIISIEMOI0 OTUETa MO 0E30MacCHOCTH TaKKE MOXKET OBITh ONpejiesieHa
HE0OX0IMMOCTh OOHOBIIEHUS UH(OPMAITUHU O JIEKAPCTBEHHOM ITpernapare.

15. ITpo3pagHOCTS BBEZICHHA MEP MIHAMMI3AIMHA PACKA

1019. YnomHoMOUYeHHBIE OpraHbl O0ECIEUYHBAIOT MPO3PAYHOCTh U JOCTYIMHOCTH
uHpopManM O BBEACHHBIX MEpax MHUHHUMHU3ALMUM pPUCKAa TyTEM pa3MEIIeHUs Ha
MHTEpPHET-NOpTANIax: ACHCTBYIOIIEH pedakluHu OOIIel XapaKTEepUCTHKU JIEKapCTBEHHOIO
npenapara, pe3loMe IUIaHAa YNPAaBJIEHUS PUCKAMU C YKa3aHUEM BBEIEHHBIX MeEDP
MUHUMU3AIUU PUCKA.

1020. YionHOMOYEHHBIMH OpraHaMH Ha UHTEPHET-MOPTAJIE JICKAPCTBEHHBIX MPENapaToB
rocy/1apCTB-4JICHOB JOJDKEH OBITh NPEAOCTaBIE€H CBOOOJHBIA JOCTYN K CIEIyIoleH
uHbOopMaIuu:

1) ob1ias xapakTepUCTHKA JIEKAPCTBEHHOTO MpenapaTa U MHCTPYKIHS 0 METUIIUHCKOMY
MIPUMEHEHUIO (JIMCTOK-BKJIAIBIIII);

2) yCTaHOBJICHHbBIE YCIOBUSI PETHCTPAIMOHHOIO YJIOCTOBEPEHMS, BKIIOYAS CPOKU
BBITIOJIHEHHUS YCIIOBHIA;

3) pe3toMe MUIaHa YIpaBJIeHUS PUCKAMU, BKIIOYas TUIaH MO (apMakoOHAI30py H
MEpONPUSATHS 10 MUHUMHU3AIIUN PUCKA;

4) cBefieHUs O JIOTIOJTHUTEIbHBIX MEpaX MUHUMH3AIIUN PUCKA, HEOOXOUMBIX B KAUYECTBE
yCIOBUSL OJOOpEHUs pEerucTpaluy JIEKapCTBEHHOTo Tmpemnapara (Hampumep, eciu
uHpOpMHpPOBaHUE O pHUCKAX OCYUIECTBISETCA B (QopMe NEYaTHBIX MaTepHalos,
NPEIOCTABISAETCSA KOMUs, MIIM TIPEIOCTABISAETCS JIEKTPOHHBIN TOCTYT K 00pa30BaTeIbHOMY
Marepuaiy, NamMsaTKe i1 NalUueHTa, KOHTPOJIbHBIM CIUCKAM WU JPYTUM HHCTPYMEHTaM (
€CJIM BO3MOJKHO)).

XIII. JomoMHUTEIHHEL MOHHTOPHHT B paMKax HaJjIe)Kalleil MpakTHKH (papMaKoHAA30pa
1. O6mue moyoXeHus

1021. ®apmakoHaa30p SABISETCS HEOOXOAMMOUN (PYHKIMENH CUCTEMBI 3[paBOOXPAHEHUS U
HalpaBJeH Ha OBICTPOE BBIABICHHE W pEarupoBaHUWE Ha IMOTEHIMAJIbHBIE YIPO3bI
0€30I1aCHOCTH, CBSI3aHHBIE C UCIIOJB30BaHUEM JIEKAPCTBEHHOIO Npenapara.

1022. Perucrtpanus J€KapCTBEHHOTO Mpernapara OCYILIECTBISETCI HAa OCHOBAaHUU
IIOJIOKUTEJIBHOIO HA MOMEHT PETUCTPALMU COOTHOLIEHUS "T0JIb3a — PUCK" JIEKAPCTBEHHOTO
npenapara JUisi ONpeNeSIeHHbIA 1IeJIeBOM Tpynibl MalMEHTOB B Mpejaesiax OA00pPEHHBIX
MMOKa3aHUW U PEKOMEHAALNN 110 IPUMEHEHUIO.

1023. OnHako HE BCEe PUCKH MOTYT ObITh BBIABICHBI K MOMEHTY MEepBOHAYaIbHON
perucTpanyy, HEKOTOPBIE PHUCKU BBIABIAIOTCA HA MOCTPErMCTPALMOHHOM JTame IpH



IIMPOKOM IPUMEHEHHMH JIEKAapCTBEHHOrO Iperapara Ha NPOTSHKEHUM BCETO JKU3HEHHOIO
LMKJIA JIEKaPCTBEHHOT'0 Mpernapara.

1024. Jlns obGecrniedyeHUsT BO3MOXKHOCTH OCYIICCTBIICHUS KOHTPOJIS 0€30IacHOCTH
JIEKapCTBEHHBIX MPENapaToB B CTENEHU MPONOPIUOHAIBHON YPOBHIO PUCKA, CBA3AHHOTO C UX
NpUMEHEHUEM, [eJIeCcO00pa3HbIM SBIsAEeTCS (POPMUPOBAHUE MEPEUHs JIEKApCTBEHHBIX
npenapaToB, TpeOYIOIIMX pPacHIMPEeHHOT0 cOOpa JaHHBIX MO O€30MacHOCTHU TOCHE HUX
pPErucTpaly, 4TO0 03HAYaeT MPUMEHEHHE KOHIENUUU JOMOJHUTEIbHOIO MOHHUTOPUHIA B
OTHOILIEHUH HEKOTOPBIX JIEKAPCTBEHHBIX MPEMAPATOB.

1025. YoJTHOMOYEHHBIMH OpPTaHaMU FOCYIapCTB-YJIEHOB CO3/1A€TCs, aKTyaJIU3UPyETCs U
nyOonuKkyercss Ha O(UUUaNbHBIX CTpaHUIAX B ceTH WHTEpHET eIMHBIM CHUCOK
JIEKapCTBEHHBIX MpenapaToB, MOJUIeKAIINX JOMNOJIHUTEIbHOMY MOHUTOPUHTY (Hainee —
CIHCOK) Ha TEPPUTOPHUAX TOCYJapCTB-WICHOB. Takue JekapCTBEHHbIE Mpenaparsl B o0IIei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO MperapaTa U MHCTPYKIUU N0 MEIUIIMHCKOMY MPUMEHEHHUIO
0003HAYAIOTCS MEPEBEPHYTHIM YEPHBIM PABHOOEIPEHHBIM TPEYTOIBHUKOM (q), KOTOPBIA
COMPOBOXKAETCA cleayronieit napopmanueit: "JlanHblil iekapcTBEHHBIN MpenapaT MOIJICKHUT
JOTOJHUTENHBHOMY MOHUTOPUHTY. DTO TO3BOJUT OBICTPO BBISIBUTH HOBYIO MH(OPMALIMIO 110
6e3omacHOCTH. MBI oOpaiaeMcs K CHelruaaIucTaM CUCTEMbI 3JIpaBOOXPAHEHUS C MPOCKOO
cOOO0IIATh O JIFOOBIX MOJ03PEBAEMBIX HEXKENATEIbHBIX PeaKIUsIX.".

2. OCHOBaHMA 11 BKIIIOUCHHAA JICKapCTBCHHBIX ITPCIIapaTOB B CIIMCOK JICKAPCTBCHHBIX IIPCIIAPAaTOB
» IOAJICKAIIUX MOIIOJHUATCIIbBHOMY MOHUTOPHHIY

1026. Perucrpanus Bcex JEKAPCTBEHHBIX IPENAPATOB OCYIIECTBIAETCS HA OCHOBAHUU
OPU3HAHUSA COOTHOLICHHUS 'NOJIb3a — PUCK' TMOJIOKHUTEIBHBIM C YYETOM HMMEIOLIUXCS Ha
MOMEHT PErucTpaluy CBEACHUW (IAaHHBIX KIWHUYECKUX MCCIEIOBAHUN, KOTOpbHIE
IPOBOJMINCH MpPU pa3pabOTKe JeKapCTBEHHOro mnpenapara). OAHAKO HeXeJlaTesbHbIE
pEeaKIi, KOTOPhlEe BOZHUKAIOT PEJKO JMOO pa3BUBAIOTCS MPHU JJIUTEIbHOM NPUMEHEHUH,
MOTYT CTaThb OYEBHUJHBIMU TOJBKO IOCJIE NMPUMEHEHHs JIEKAPCTBEHHOrO Iperapara 0osee
IIUPOKUM KPYroM MAalUeHTOB M (Wiu) mocie [iuTenapHoro mnpuema. Kpome Ttoro,
IIPEUMYLIECTBA U PUCKH, CBSI3aHHBIE C IPUMEHEHUEM JIEKAPCTBEHHOIO MPEnapara, BO3MOXKHO,
OLICHMBAJIUCh B YCJIOBUSX, OTIMYAIOIIUXCSA OT YCIOBHH OOIIEN KIMHUYECKOW NMPaKTUKH,
HAaIpUMeEp, KIMHUYECKHE MCCIEN0BAHUS MOTYT HE IPOBOAUTHCS B OTHOLICHUH
OTIpE/IeTICHHBIX TUIIOB MAllMEHTOB, UMEIOIINX MHOKECTBEHHBIE COITyTCTBYIOLINE 3a00I€BaHUS
WM TPUHUMAIOIINE COMYTCTBYIOIIME JICKAPCTBEHHBIE MpenapaTsl. TakuM o0pa3om, mociie
BBIXOJIa JIEKAPCTBEHHOIO IIpemnapara Ha pPBIHOK €ro MCIOJb30BaHUE DPA3IUYHBIMU
NOMYJSALMOHHBIMUA TpynmaMu TpeOyeT MOCTOSIHHOrO MOHHUTOpHHTa. [lepxarenu
PETUCTPALIMOHHOTO yJOCTOBEPEHUS W YIOJHOMOYEHHBIE OpPraHbl OCYIIECTBISAIOT
IIOCTOSIHHBIM MOHHUTOPHUHI JIEKAPCTBEHHBIX IPENAPATOB JUISl MOJYyYECHHS IMOSBISIOIIEHCS
uH(popmanuu o 6€30NaCHOCTH, a TAKKE BBIMOJHSAIOT OLEHKY €€ BIMSIHUSA Ha COOTHOLIEHHUE "
10JIb3a — PUCK'" JIEKapCTBEHHOT O npenapara. OTHaKO HEKOTOPbIE JIEKAPCTBEHHBIE MPENapaThl



TpeOyIOT BBINIOJHEHUS OoJiee MHTEHCHUBHOTO cOOpa MaHHBIX O O€30MacHOCTH TOCIe
MIPOXOXK/ICHUSI TOCYAAPCTBEHHOM PEruCTpaliu C 11€JIbI0 OMEPATUBHOTO BBISIBICHUSI HOBBIX
3HAYUMBIX TPOOJIeM, CBSA3aHHBIX C OE30MacCHOCTHIO, W HEMENJICHHOTO TMPUMEHCHHS
Hajexxamux Mep. KoHuenmus JOMOJHUTEIbHOTO MOHUTOPHHTA NPUMEHSETCS IS
MOBBIICHUS d()(PEKTUBHOCTH MOHHTOPUHTA OE30MACHOCTH OMPEICIICHHBIX JICKAPCTBEHHBIX
penapaTroB U CTUMYJHUPOBAHUS MPEACTABICHUS CIIOHTAHHBIX COOOIEHUI O BBISBICHHBIX
HEXEeNaTeIbHbIX PEeaKIUIX.

1027. CraTyc A4ONOJHUTEIBHOTO MOHUTOPHUHIA MOKET ITPUCBANBATHCS JIEKAPCTBEHHOMY
npenapaTty BO BpeMs BbIJIaud YAOCTOBEPEHUS O TOCYJapCTBEHHON PErucTpaluy Uiu Ha 0osee
MO3THUX ATAIaX XU3HEHHOTO IMKJIA JICKAPCTBEHHOTO MperapaTa MpH BhISIBJICHUH B MIPOIIECCE
MOCTPETUCTPAIMOHHOTO MOHUTOPUHTA HOBOW MpoOJIeMbl, CBSA3aHHOM ¢ 0e30macHOCThIO. B
JaCTHOCTH, CTaTyC JIOMOJHUTEILHOTO MOHUTOPUHTA BAXXEH TIPH BBIJAYe PETUCTPAIIMOHHBIX
yIOCTOBEPEHUI Ha JIeKapCTBEHHBIE Mpenaparhl, CojiepkKalire HOBOE JEHCTBYIOIIEE BEIIECTBO
, JUISL BCEX JIEKapCTBEHHBIX IMpenapaToB OMOJOTMYECKOTO MPOUCXONKICHUS, KOTOPhIE
SBJISIFOTCSI IPUOPUTETAMHU JIJISI OCYILECTBIIEHUS (papMakoHaa30pa. Y TOJIHOMOYEHHBIE OPTraHbl
MOT'YT TaKXe MOTpeOoBaTh BBEJACHUE CTATyCa JOMOJHUTEILHOTO MOHUTOPUHTA B OTHOILICHUH
JIEKapCTBEHHOTO TMperapaTa IMpU OMNpPEeNeIeHHBIX O0OCTOSATENbCTBAX, HANpUMEp, 0
pe3yiibTataM MpPOBEAEHUSA MOCTPErMCTPALMOHHOIO HCCIEeA0BaHUA O€30MacHOCTU WU
OTPaHUYCHHI B OTHOIIEHUU 0€30MacHOT0 U 3PHEKTUBHOTO UCIIOJIb30BAHUS JIEKAPCTBEHHOTO
npernapara.

3. O6MeH JaHHBIMH ¥ IPO3PATHOCTH IPH AOIOIHATEIFHOM MOHUTOPHHTE

1028. CraTyc HOMOJTHUTEILHOTO MOHMTOPHHIA JOJKEH JOBOJMUTHCS JI0 CBEICHUS
CIELUAIIUCTOB CUCTEMBI 3/IPABOOXPAHEHUS U MAIUEHTOB TAKUM 00pa3oM, 4TOObI 0OECTIEYUTh
MOBBIIICHUE YHCIIa COOOIEHUN O MPENOoJIaraeMbIX HEXKENATEIbHBIX PEaKIUIX, HE co3/aBas
IpU 3TOM YPE3MEpPHBIX OMACEHH. DTO MOXHO JOCTUTHYTb, HampuUMep, MOJIUYEepKUBas
HEO0OXOAMMOCTD JTyUIIel XapaKTepUCTUKU POt 6€30MaCHOCTH HOBOTO JICKAPCTBEHHOTO
rpernapara MmyTeM BBISIBICHUS TOMOJHUTEIbHBIX PUCKOB, HO COOTHOCSI 3TH MOTEHIHAIbHBIC
PUCKH C JOKa3aHHBIMU MPEUMYIIECTBAMM U TEpPANEBTUUECKON TMOJb30UM JTaHHOTO
JeKapcTBEHHOro mnpenapara. OOIIeTOCTYHBIA CIHCOK JIEKAPCTBEHHBIX MpernapaToB CO
CTaTyCOM JOMOJHUTEIbHOTO MOHUTOPUHIA JIOJDKEH TOCTOSIHHO OOHOBIISITHCA
YIOJIHOMOYEHHBIM OpPraHOM TOCyJIapcTBa-uiieHa B cdepe oOpalieHus JIeKapCTBEHHBIX
cpeactB. KpoMe Toro, cenuanucTbl CUCTEMbI 3PaBOOXPAHEHUS U TTALIMEHTHI I0JKHBI UMETh
BO3MOKHOCTh JIETKO pPAaclO3HaBaTh 3TH JIEKAPCTBEHHBIE CPEACTBA MO UX MAapKHUPOBKE.
[lyGnukanus cHucka JIEKapCTBEHHBIX CPEACTB C MOSCHUTEIbHOW HHMOpManuein o
HEOOXOJIMMOCTH JOTIOJIHUTEIFHOTO MOHUTOPHWHTA JOJDKHA MOOYXKIaTh CIEIHATHUCTOB
CHUCTEMBI 3/IpaBOOXPAHEHHUS U MAIMEHTOB COOO0IIATh O BCEX MOJI03PEBAEMbIX HEXKeIaTeIbHbIX
peaKkuusaX, BO3HHUKAIOIIUX B XOJ€ NPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaTtoB, KOTOPbIE
NOJJIEKAT JOTIOJIHUTEIIbHOMY MOHUTOPHUHTY.



4. Kprrepru BKIIIOYCHHUS JIEKapPCTBEHHOTO Ipenapara B CIMCOK AOMOJHATEIFHOTO MOHUTOPHHTA
OO6s3aTenbHbIe KPATEPHH BKIIIOYEHUS

1029. B cnucok JI€KapCTBEHHBIX NPENApaTOB, IMOJJIEKAMMX IOMOJIHUTEIBHOMY
MOHHUTOPHUHTY, BKJIIOUAIOTCS CIEAYIOLIME KATETOPUU JIEKAPCTBEHHBIX IIPENIApaTOB:

1) nexapcTBEHHbIE MpenapaThl, PETUCTPUPYEMbIE HA TEPPUTOPHUAX T'OCYAAPCTB-UJIECHOB,
COZIEpIKAIIME HOBOE JEHCTBYIOLIEE BEIMIECTBO, KOTOPOE A0 BCTYIUICHUS B CHIIy HACTOSIIHAX
[IpaBun He OBLIO 3apErMCTPUPOBAHO HU B OJHOM M3 TOCYAApCTB-UJIEHOB B COCTaBE
KaKoro-ia10o0 JIEKapCTBEHHOTO IIpenapara;

2) IeKapCTBEHHBIE MpenapaTbl OMOJOTNYECKOT0 MPOUCXOXKIEHUS, pETUCTPUPYEMBIE Ha
TEPPUTOPHUU IOCYAAPCTBA-UICHA MOCIIE BCTYIUICHHS B CUITy HacTosux [Ipasu;

3) nexapCTBEHHBIE MpenapaTrbl, HAa KOTOPBIE YIOJHOMOYEHHBIM OPraHOM
rocyapcTBa-uieHa ObUIO 3aTpEOOBAHO BBINOJHEHUE OCTPETUCTPALIMOHHOTO UCCIIEOBAHMS
0€30MacHOCTH Ha MOMEHT BBIJAUM yJIOCTOBEPEHHUS O TOCYJAapCTBEHHOW PETrHUCTpallUd WU
NIOCJIE BBIIAYX YAOCTOBEPEHUS O TOCYAAPCTBEHHON PErUCTPALUU.

JonomavTenbabie (PaKyIbTaTHBHEIC) KPATEPHH BKIIOYCHUST

1030. Ilo 3ampocy ymoJHOMOYEHHOTO OpraHa rocyJapcTBa-ujeHa JEKapCTBEHHbIE
mpernapaTtbl MOTYT BKJIIOYATHCS B CIHCOK JIGKAPCTBEHHBIX MPEMApaToB, IMOJJIEKANTUX
JOTIOJTHUTEILHOMY MOHUTOPHUHTY, HA OCHOBAHUU CJIEIYIONMIUX TOTOJHUTEIBHBIX KPUTEPHUEB
BKJTFOUCHMS:

PEKOMEHJIAlUU TI0 TPUMEHEHUIO JIEKapCTBEHHOTO TIpernapara coiepkaT CyIlIeCTBEHHbIE
OTpaHUYCHUs, HEOOXOoaWMBbIe [Jsi oOecneueHuss ero Oe3omacHOro W 3G(PEKTUBHOTO
MIPUMEHEHUS;

YIOJIHOMOYEHHBIM OPTaHOM T'OCY/IapCTBa-4YJIEHA ONPEJEICHO UCIOIb30BAHUE UHBIX MEp
1o 00ecCTeYeHN 0 OE30MaCHOCTH JIGKAPCTBEHHOTO MpernapaTa B CUCTEME YIPABICHUS PUCKAMHU
5

YIIOJHOMOYEHHBIM OpPraHOM TOCYJapCTBa-4yj€Ha YCTAHOBIIEHO 0053aTENbCTBO s
JepKaTens PErucTpaliMoOHHOTO  YJIOCTOBEPEHUS MPOBECTH MOCTPETUCTPAIIMOHHOE
uccienoBanue 3P PEeKTUBHOCTH.

1031. Pemenure 1o BKJIIOYEHHUIO JIEKAPCTBEHHOTO MPEINapara B CIHUCOK JIEKAPCTBEHHBIX
MpenapaToB, IMOJUICKAIIUX JTOMOTHUTEILHOMY MOHUTOPHHTY JOJKHO TaKXe YYUTHIBATh
BONPOC O IEeJIeCO00pPa3HOCTH MPUCBOCHUSI JAHHOTO CTAaTyca C Y4Y€TOM MPOBEICHUS
JOTIOJHUTENbHBIX MEpPONpUATUN 1O (hapMaKOHAA30pPY, YKa3aHHBIX B IJIaHE YNPABICHUS
PUCKaAMH.

5. Kprrepnu onpeeneHus CPOKa JOMOMHUTEFHOIO MOHHTOPHHTA ITPH BKIIIOYEHUH B CITMCOK
JIEKapCTBEHHBIX IPENapaToB, OIIeKAIHX JOIIOTHUTSIFHOMY MOHUTOPHHTY



O0s3aTenpHbIE KPATEPHAH KOPPEKTAPOBKH

1032. [Ins nexkapCTBEHHBIX MpenapaToB, COJIECPKAIINX HOBBIE JICUCTBYIOIIME BEIECTBA, a
TaKXKe I BCEX JICKAPCTBEHHBIX IPENapaToB OMOJIOTHYECKOr0 MPOUCXOXKACHUS HadalbHbBIN
MEePUOJI UX BKJIFOYEHHS B CIIMCOK JICKAPCTBEHHBIX MPEINAPATOB, MOJICKAINIMX MOHUTOPUHTY,
COCTaBJISIET S JIET C AAThl PETUCTPALIMU HA TEPPUTOPUHU FOCYyAAPCTBA-WICHA.

JlomoHUTENbHBIC KPUTEPHH KOPPEKTHPOBKH

1033. [list mexapCTBEHHBIX MpPENapaToB, BKIKYEHHBIX CIHCOK HAa OCHOBaHUHU
YCTAHOBJICHUSI ONIPEACIIEHHBIX YCI0BUH (IPOBEACHNUE MOCTPErUCTPALIMOHHBIX HCCIIEI0BaHUN
06e3omacHoCcTH, 3(PEKTUBHOCTH, TPEOOBAHMN K CHCTEME YINPABICHUS PHUCKAMH), CPOK
BKJIIOUEHHUS B CIUCOK JIEKAPCTBEHHBIX MpPENapaToB, MOIJISKAIIUX MOHUTOPHUHTY, CBS3aH C
BBITIOTHEHUEM COOTBETCTBYIOIIUX YCIOBUH U 005S3aTEIHCTB, BO3JIOKCHHBIX Ha JCPiKATEINS
PErUCTPAIIMOHHOTO YJIOCTOBEPEHUS, W OMNPEAENAeTCS YINOJIHOMOYEHHBIM OpPraHOM
roCy/1apCTB-4JIEHOB B COOTBETCTBUM C TEMIIAMU BBINIOJIHEHMSI U MOIYYaeMbIMU pe3yJIbTaTaMH

1034. Ha MMPOTAXKCHUU ) KU3HCHHOI'O NUKJIIA JICKAPCTBCHHOI'O IIpCIIapara BO3MOKHO €TI0
HCOAHOKPATHOC BKIIYCHHNC B CIHCOK JICKAPCTBCHHLIX IIPCIIapaToB, ITOAJICKAININX
AOITOJTHUTCIIBHOMY MOHHUTOPHUHTIY.

6. O6s13aHHOCTH YIIOJTHOMOYECHHBIX OPraHOB I'OCYIapCTB-WICHOB

1035. YOTHOMOYEHHBIM OpraHaM rocyaapCTB-4JIEHOB CIETYET:

a) UH(OPMUPOBATH YIOJHOMOYEHHBIE OPTaHbl IPYTHX TOCYJAPCTB-UJIEHOB O MIPUHATOM
pELIEHUU MO BKJIIOYEHUIO PETUCTPUPYEMBIX (3apEruCTPUPOBAHHBIX) JIEKAPCTBEHHBIX
IOpEnaparoB B CIHUCOK JIEKAPCTBEHHBIX MPENApaToB, NOJIEKAIIUX JOMOJIHUTEIBHOMY
MOHUTOPHUHTY, 00ECIEUUTh MPEICTABICHUE FJIEKTPOHHON CCHUIKMA HAa CAalUT YIOJIHOMOYEHHOTO
opraHa rocyJapcTBa-4JieHa, IJi¢ OTKPBIT OOMIMI AOCTYM K MH(GOPMAIUU O JIEKAPCTBEHHOM
Ipernapare ¥ pe3roMe IJIaHa yIpaBiIeHUs pUCKaMU;

0) omyOnMKOBaTh Ha caiiTax B ceTH MHTepHET CIMCOK JIEKapCTBEHHBIX MPENapaTos,
3apETUCTPUPOBAHHBIX HAa TEPPUTOPUAX TOCYIAPCTB-UJIEHOB, KOTOpbBIE IMOMJIEKAT
JOIOJHUTEIbHOMY MOHUTOPUHTY. B CIMCKe yKa3blBaeTcsl 3JEKTPOHHAs CChUIKA HA CAWT
YIOJHOMOYEHHOTO OpraHa rocyapcTBa-uwieHa B ceTH MIHTepHeT, r/1e OTKPBIT OOIIHM 10CTyM
K uHGOpMAIKMU O JIEKApCTBEHHOM Ipernapare U pe3toMe IlaHa yIpaBiIeHUsl PUCKaMU;

B) MH(QOPMHUPOBATH YIOJIHOMOYEHHBIE OPTaHbl JIPYrUX TOCYAapCTB-UJIEHOB O
3apETUCTPUPOBAHHBIX B COOTBETCTBUM C 3aKOHOJATEIBCTBOM T'OCYJapCTBa-4JIeHA
JICKAPCTBEHHBIX Mpenaparax, BKJIYEHHBIX B CIHUCOK JIEKAPCTBEHHBIX IIPENapaTos,
MOJJIEKAIINUX JTOMOJIHUTEIIbHOMY MOHUTOPHHTY;



I') YYUTBIBaTh CIMCOK IOJJICKAIIMX JOMOJHUTESILHOMY MOHHUTOPHHTY JICKAPCTBEHHBIX
MpernapaToB MPH ONPEICICHUHA TIEPUOANYHOCTH U OCOOCHHOCTEH MPOBEACHUS MPOIIEIYp 10
0OHApPYKEHUIO CUTHAJIOB;

1) nHOOPMHPOBATH JIepPIKaTE/s PErUCTPAIMOHHOIO YIOCTOBEPEHUS O MIPUHITHH PEIICHHUS

0 BKJIIOYCHHUIO B CITUCOK JICKAPCTBEHHBIX IPENApaToB, MOJJICKAIINX JOMOJIHATEILHOMY
MOHHUTOPHUHTY;

€) IpPUHUMATh BCE HAJIC)KAIIME MEPBI I TOTO, YTOOBI CICIHAIHCTBI CHCTEMBI
3IpaBOOXPAHCHUS W IMAIMEHTHI COOOIAld O JIFOOBIX IOJ03PEBACMBIX HEXeIaTeIbHbIX
pCaKIusaX, BBI3BAHHBIX B PE3yJIbTaTe MPUMEHECHHUS JICKAPCTBCHHOTO MpernapaTa, BKIFOYSHHOTO
B CITHCOK JICKAPCTBEHHBIX MPEIapaToB, MOMICKAIIUX JOMOIHUTCIBHOMY MOHUTOPHHTY;

) BBIMTOJHATh CKEMECAYHOC OOHOBJICHHE CIHMCKA JICKAPCTBEHHBIX IPENapaToB,
TOJIJICIKAITUX JOMOJIHUTEIIBHOMY MOHUTOPHHTY.

7. O6s13aHHOCTH JeprKaTeneil periCTPalMOHHbIX yIOCTOBEPCHMIH

1036. Jlep>katenb perucTpalliOHHOTO yA0CTOBEPEHHS 00sI3aH:

IPEeayCMOTPETh BKIIIOUEHHE B OOIIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTO Mpenapara u
MHCTPYKLHIO 10 MEAUIMHCKOMY NPUMEHEHHIO, BKJIIOUYEHHBIX B CIHUCOK JIEKapCTBEHHBIX
[pernapaTtoB IMOJJIEKAIIUX JOMOJHUTEIBHOMY MOHMTOPUHIY, CHMBOJ YE€PHOIO
pPaBHOOEPEHHOTO TpeyrojibHUKa (), ¢ COMPOBOAUTENbHON HHMOpManueil o crartyce
JOTIOJTHUTEIBHOIO MOHUTOPHHTA;

1) BxItOUUTH MH(OPMALIUIO O CTAaTyCce JOMOJHUTEILHOIO MOHUTOPUHIA B MaTepual,
KOTOPBIM OyAeT pacnpoCTpaHAThCS CpPEeau CHELUAIMCTOB CHUCTEMBI 3/IpAaBOOXPAHEHUS U
NAIMEHTOB, a TAKXe CIIOCOOCTBOBATH PEMOPTUPOBAHUIO HEXKENATEIbHBIX PEAKIIMM, KaK 3TO
COIJIaCOBAHO € YIOJHOMOYEHHBIMU OpraHaMy I'OCy/1apCTB-YICHOB;

2) mpeACTaBUTh YMOJIHOMOUYEHHBIM OpPraHaM T'OCYJIapCTB-WJICHOB WH(OpPMAIUIO O
BBITIOJIHEHUH YCIIOBHM, ONIPEIETIEHHBIX UMU;

3) npencTaBUTh U3MEHEHHs B OOIIYIO XapaKTEPUCTHUKY JIEKAPCTBEHHOTO IpernapaTa U
MHCTPYKIHIO MO MEIUUMUHCKOMY MPUMEHEHUIO MO BKIIOUEHUIO WM YAAJICHUI0 CHUMBOJIA
YepHOTO TPEYroJbHUKA (q), 1 COMPOBOAUTEIHHON HHPOPMAIIUH O CTATyCe JONOIHUTEIHBHOTO
MOHUTOpPHUHIA B TOPSAKE, YCTAaHOBJIECHHOM I[IpaBuinamMu perucrpanum U 3KCHEPTU3BI U
TpeboBaHUAMH K MHCTPYKLHMH 110 MEJULIUHCKOMY IPUMEHEHUIO JIEKAPCTBEHHBIX MTPENapaToB
U O0IIel XapaKTepUCTHKE JEKAPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOrO MPUMEHEHMUS,
yTBepxkaeHHbIMUA Pemennem CoBetra EBpa3uiickoil 3KOHOMHUECKOW KOMHUCCHM OT 3 HOsIOps
2016 r. Ne 88.

8. Hcnonb30BaHMe CHMBOJIa YEPHOTO TPEYTOJIbHHUKA (q)

1037. Jlns nekapCTBEHHBIX MpPENapaToB, BKIIOYEHHBIX B CIUCOK JIEKAPCTBEHHBIX
MpenapaToB, MOMJICKAIIUX JOMOJTHUTEIPHOMY MOHHUTOPHUHTY, OOINas XapaKTepUCTHKa



JIEKapCTBEHHOI0 Mpenapara W UHCTPYKUHUS MO MEIUIIMHCKOMY NPUMEHEHHIO JOJIKHBI
coJiepKaTb 0003HAYEHUE CUMBOJIA IEPEBEPHYTOI0 YEPHOIO PABHOOEAPEHHOTO TPEYTOJIbHUKA
(q), KOTOpBIH COMpOBOXIACTCHA cieayromed uHpopmanuei: "Jl[aHHBIA JIeKapCTBEHHBIN
npernapar MmoJICKHUT JIOMOJHUTEIIbHOMY MOHHUTOPHUHTY. DTO TO3BOJMT OBICTPO BBISIBUTH
HOBYI0 HMH(oOpManui 1o 6e3omacHOCTH. Mbl oOpamaeMcsi K CHEIHAINCTaM CUCTEMBI
3IpaBOOXPAHEHUs] C MPOCHOOM coOoOIATh O JIFOOBIX MOAO3PEBAEMBIX HEKEIATEIbHBIX
peakuax’.

1038. Ilocime BKIIOUEHHUS JIEKAPCTBEHHOTO Ipemnapara B CIHCOK JEKapCTBEHHBIX
npenapaToB, MOJJIEKAIUX JOMOJHUTEILHOMY MOHUTOPUHTY WM yAaJ€HHUS U3 HEro,
JepKaTeab PETHCTPAIMOHHOTO YJIOCTOBEPEHHUS 00s3aH BHECTH COOTBETCTBYIOIINE
M3MEHEHHUSI B OOIIYI0 XapaKTEPUCTUKY JICKAPCTBEHHOTO IpenapaTa W UHCTPYKIHIO IO
MEJIUIIMHCKOMY TPUMEHEHHUIO.

1039. Ecnau peuieHne O BKJIIOYEHUM JIEKAPCTBEHHOTO IIperapara B CIHMCOK
JIEKapCTBEHHBIX MPENapaToB, MOJJICKANIUX JOMOJHUTSIBHOMY MOHUTOPUHTY WIH YIaJICHUH
U3 HEro MPUHUMAETCS B XOJI€ BBIMOJHEHMS MPOIIEAYPhl, YCTAHOBICHHOW aKTaMH OpPraHOB
Coro3a unaum 3aKOHOAATENBCTBOM TOCYJAPCTB-WICHOB (MPOLENYPhl PErUCTpaludUd WU
nepeperucTpanuy, BHECEHUS H3MEHEHUN B OOIIyI0 XapaKTEPHUCTUKY JEKapCTBEHHOTO
npenapara M Jp.), TO HEOOXOJMMO BHECTH HM3MEHEHHS B OOIIYI0 XapaKTEpUCTHUKY
JIEKapCTBEHHOIO IpernapaTa U UHCTPYKIUIO 110 METUIIMHCKOMY TPUMEHEHUIO 10 3aBEPILICHUS
IPOLEIYPHI, C LIETBI0 BKIIOYEHUS WM UCKIIOYEHUS U3 Hee CUMBOJIa YEPHOTO TPEYTroJbHUKA C
yKa3aHUEM TOSICHUTEIIbHON HH(OpMAIUu.

1040. Ecnu pemieHue O BKJIIOYEHUM JIEKAPCTBEHHOTO IIpenapara B CIHMCOK
JIEKApCTBEHHBIX MPENapaToB, MOIEKAIIUX JTOMOJHUTEILHOMY MOHUTOPUHTY WIH 00
yYIAJI€HUU U3 HEr0 MPUHUMAETCS HE3aBUCUMO OT MPOBEAECHUS MPOLEAYPhl, YCTAHOBICHHOMN
aktamu opraHoB Coro3a, WM 3aKOHOJATEICTBOM TOCYAAapCTB-WJICHOB, TO JepkKaTelb
PETUCTPAIMOHHOTO YJIOCTOBEpPEHHs 00si3aH B YCTAaHOBJICHHOM TOPSAKE BHECTH
COOTBETCTBYIOIINE M3MEHEHHUSI B OOIIYI0 XapaKTEPUCTUKY JIEKApCTBEHHOTO IpenapaTra U
MHCTPYKIIMIO 110 MEUIIMHCKOMY TPUMEHEHHIO.".
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