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OO0 yrBepxkneHIM TpeOOBaHUH K HHCTPYKIIUH II0 MEIUIIHHCKOMY ITPAMEHECHHUIO
JIEKapCTBEHHEIX IPEeNapaToB U 00mel XapaKTepUCTHUKE JIEKAPCTBEHHBIX IIPENapaToB IS
MEIUIIMHCKOTO IIPAMEHEHHS

Pemenne Coera EBpasuiickoii s5koHOMUYECKOM kKoMuccuu oT 3 Hosiops 2016 roma Ne 88.

CHocka. HanmeHOoBaHuE ¢ U3MEHEHHEM, BHECEHHBIM penieHnemM Coseta EBpasuiickoil
sKoHOMHUecKo koMmuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIy 1O UCTEUEHUU O MECSIIIEB C
JaThl €r0 O(UIIUATIBHOTO OITyOTMKOBAHUS ).

B cootBerctBuU co ctaThsimu 4 u § CoriaiieHusi 0 €JMHBIX MPUHIIMIAX U MpaBUIaX
oOpaleHus JIEKapCTBEHHBIX CPEACTB B paMkax EBpazuiickoro "KOHOMHUYECKOTO COr03a OT 23
nexabps 2014 roga, mynkrom 98 mpunoxenuss Ne 1 xk Permamenty padotel EBpasuiickoii
DKOHOMHYECKOM KOMHMCCHUHU, YTBEpkIAeHHOMY Pemenuem Breicmero EBpasuiickoro
AKOHOMMYECKOTO coBeTa oT 23 nekadpst 2014 r. Ne 98, u Pemenuem Briciiero EBpasuiickoro
sKOHOMHUYECKOro coBeta OT 23 nekabps 2014 r. Ne 108 "O peanuzanuu CornaimieHust o
€IMHBIX TPUHIMIIAX M TMpaBujax oOpalleHHus JEeKapCTBEHHBIX CPEJICTB B paMKax
EBpasuiickoro sxoHomuueckoro corsa" Coser EBpasnmiickoli 9KOHOMHUYECKONM KOMHCCHH
eI

CHocka. [lynkr 1 ¢ u3smeHenueM, BHeceHHbIM pelienueM Coseta EBpazuiickoi
sKoHOMHYeckoi komuccuu ot 19.05.2022 Ne 80 (BcTymaer B CHILy 110 UCTEUEHUU 6 MECAIIEB C
JaThl €r0 OUIIUAIBHOTO OIMyOIMKOBAHUS).

1. YTBepauTs npunaraembie TpeOOBaHMS K UHCTPYKIIUU IO MEIUIIMHCKOMY PUMEHECHUIO
JIEKApCTBEHHOTO TpemnapaTa M o0IIeill XapaKTepUCTHKE JEKapCTBEHHOTO Mpemnapara s
MEJIUIIMHCKOTO MPUMEHEHUS.

2. Hacrosimiee Pemienue Betynaer B cuily 1o uctedeHuu 10 kalleHAapHBIX THEH C AaThl
BCTymieHus: B cuity [lpoTokona, moanucanHoro 2 nekadops 2015 rona, o mpucoeIUHEHUN
PecnnyOnuku Apmenust k CornameHui0 O €IWHBIX MPUHITUIIAX U TpaBUiax oOpamieHus
JIEKApCTBEHHBIX CPEJCTB B paMKax EBpa3uiickoro SKOHOMHYECKOTO cOro3a OT 23 nexadps
2014 rona, HO He paHee YeM 1o ucredeHnu 10 KaJdeHTApHBIX THEHW ¢ JaThl O(QUIIHAITBHOTO
OImyOJIMKOBaHUs HAcTOsIIero Pemenus.

Unensl CoBera EBpasmiickoit SKOHOMHIECKOH KOMHCCHH:

Ot PecniyGnuku Ot PecniyOnuku Ot PecryOnuku Ot KsIpreizckoit Ot Poccuiickoit

ApmeHus Bbenapych Kazaxcran PecryGnuku Depnepanun

B. I'aGpuensa B. Marromesckuit A. Mamun O. ITankparos H. IllyBanos
YTBEPX/IEHbBI

Pemennem Cosera
EBpa3zuiickoii 3KOHOMUYECKOH KOMUCCUU

ot 3 HostOpst 2016 . Ne 88



[Tpumeuanue U3ITN!
TpebGoBanus npeaycMmarpuBaercsi B penakuuu pemieHuss Cosera EBpasuiickoit
skoHOMUYecKOrM Komuccun oT 21.02.2025 Ne 18 (Bctymaetr B cuiy no ucreuenuu 180
KaJICHJIApHBIX JIHEH C 1aThl OUIIMAIBHOTO OMYOJUKOBAHUSA).

TPEBOBAHUMA
K MHCTPYKIIHH IT0 MEAUIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOT'O IIpenapara u obmei
XapaKTEPHUCTHUKE JIEKAPCTBEHHOTO Ipenapara 411 MEAUIMHCKOr0 IPAUMEHEHHS

Cnocka. Pazgen 1 ¢ usmeHenueMm, BHeceHHbIM pemieHuem CoBera EBpasuiickoi
sKOHOMMUECcKO kKoMmuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHITy 110 UCTEUEHUU 6 MECSIIEB C
JaThl €ro O(PUIUATIBHOTO OIMYOIMKOBAHUS).

I. O0mue mosoxeHus

OO0mras xapakTepUuCTHKa JEKAPCTBEHHOIO Mpernapara Jyisi MEAUIIMHCKOTO MPUMEHEHUs (
nanee — OXJIII) conepxkut opunuanbHy0 UHPOPMALIUIO O JEKAPCTBEHHOM Ipemnapare s
MEIUIIMHCKOTO MPUMEHEHUSI, MPEeIHA3HAYCHHYIO Il MEIUIIMHCKUX PaOOTHHUKOB B IENSAX
MPaBUJIBHOTO HA3HAYEHHUS JIEKAPCTBEHHOI'O Mperapara U KOHTPOJA 3a €ro NPUMEHEHUEM.
Nudopmanus B OXJIII noaieskut coraacoBaHUIO YIOJIHOMOYEHHBIMU OpraHaMuy roCyapCTB
— wieHOB EBpa3uiickoro 3»KOHOMHYECKOTO COr03a (Jajee COOTBETCTBEHHO —
rocynapctBa-uienbl, Cow3) B cdepe oOpalieHHs JIEKapCTBEHHBIX CPEACTB B XOJE
pPETUCTpPAllUi W TOCIEAYIOMIETO OOpaIeHnus 3apeTHUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara Ha Tepputopuu Coroza. Conepxanne OXJIII moxeT ObITh U3MEHEHO TOJIBKO C
0100peHHs YIIOJTHOMOYEHHBIX OPTaHOB rOCyAapCTB-WICHOB B cepe 3ApaBOOXPAHECHUS WIH
[P HANpPaBJICHUU UM YBEJOMIICHUS B COOTBETCTBMHU C IMPAaBUJIAMHU PETUCTPALUU H
AKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB JJI MEIUIIMHCKOTO MPUMEHEHUS, YTBEPKIACMbIMU
EBpazuiickoit s5xoHOMHYEeCKOM KoMuccuen (nanee — Komuccus).

OXJIIT siBnsieTcst OCHOBHBIM UCTOUHMKOM MH(POPMAITUH TSI METUIIUHCKUX PAOOTHUKOB O
6e3omacHOM # 3 (PEKTUBHOM HCITOJIH30BAHUU JIEKAPCTBEHHOTO Tipemnapara. MHCTpyKIus 1o
MEIUIMHCKOMY MMPUMEHEHUI0 (JIMCTOK-BKIaAbI) (Hanee — JIB) nexkapcTBeHHOro mpernapara
cocrasisieTcs B coorBeTcTBuu ¢ OXJIIL.

OXJIIT ve mpeaHa3HaveHa JJisi yCTAHOBIEHUS OOIIMX PEKOMEHIAIMNA MO JICYCHUIO
OT/CIBHBIX 3a00JICBaHUMN, OJTHAKO B HEH JOKHBI ObITh yKa3aHbl KOHKPETHBIE aCIEKThI
JIEYECHHUSI W TIOCIENCTBUS NpPUMEHEHUs JiekapcTBeHHoro mnpemaparta. OXJII ne gomknHa
COJIepKaTh OOIIMX PEeKOMEHAIUM IO TIPOoIeAypaM BEJICHUS TE€X WM UHBIX MAIMEHTOB, HO B
Hel JIOJHKHBI TPUCYTCTBOBATH CIICIM(PUIHBIC aCTIEKTHI /JI1 HA3HAYEHUS COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO Iperapara.

Hacrtosmue TpeGoBanus coaepkaT yKa3aHHST OTHOCUTEIBHO IMPEICTaBICHUS
undopmanuu B OXJII1. Uudopmarus, npeactaBieHHas B kaxaoM pazaene OXJII, nomkHa



OBITH COOTBETCTBOBATH KaK JJOKYMEHTY B LI€JIOM, TaK M C 3ar0JIOBKY pa3jiesia, K KOTOpOMY OHa
oTHocHuTCsl. HekoTopbie BOpPOChl MOTYT OBITh PAacCMOTPEHBbI 0oJjiee YeM B OJIHOW 4acTu
OXJITI, m B Takux ciaydasix JomyckaeTcsa ccbuika Ha apyrue paszaensl OXJII, B KoTOpbix
IpeJiCTaB/IeHa COOTBETCTBYIOIIAS IONOJHUTEIbHAS HH(OpMAIHSI.

Hacrosimue TpeboBanus ciieqyer paccMaTpUBaTh B COYETAHHH CO CIeUU(PUUECKUMU
tpeboBanusiMu kK OXJIIl oTnenbHBIX TPYMNI JEKAPCTBEHHBIX MpernapaToB (Hampumep,
BAKIIUHBI, IATUIMPOBAHHBIE OCJIKU WJIU JIEKAPCTBEHHBIE TPenapaThl, MOJYYCHHBIC U3 MJIa3MbI
KpOBH, TOMEOIATUYECKUE JIEKAPCTBEHHBIE TTPEeNapaThl), yKa3aHHBIMU B MPUIOKEHUX Ne 2, 3,
13 u 19 x Hacrosiuum TpeGoBaHUsM.

Kak npaBuno, tpedyercs ornensHas OXJII nns kaxmoi nexapcTBeHHOU (POpMEI, a B
HEKOTOPBIX ciaydasx W s n03upoBku. [logroroBka eaunont OXJIII s HECKOTBKHX
JEeKapCTBEHHBIX (HOpM H (WIIM) JO3UPOBOK OCYIIECTBISIETCS B TEX Ciydasx, KOT/Ia cXema
npueMa JEKApCTBEHHOTO Mpernapara npeaycMaTpuBaeT U3MEHEHUE peKUMa JO3UPOBAHUS WIIN
cnoco0a NpUMEHEHHUs], HCIOIb3YEMOM JIEKApCTBEHHOU (POPMBI B IPOLECCE JICUEHUS.

OXJII nomxnHa OBITH pa3MellleHa Ha CaiiTe YMOJIHOMOYEHHOTO OpraHa
rocyjiapcTBa-ujiecHa B chepe oOpalieHuss  JEeKapCTBEHHBIX  CPEJCTB
MH()OpPMaAIIMOHHO-TEIEKOMMYHUKAITMOHHOW ceTu "MHTepHeT", a Takxke Ha odUIMaIbLHOM
caiite Coro3a B M”HPOPMALIMOHHO-TEJIEKOMMYHHUKAIIMOHHOM ceTu "UHTepHet".

II. ITprHOANEH DpeACTaBIeHAs HHGOPMALIUH O JIEKapCTBEHHOM Ipemnapare,
a TaKXKe BOIIPOCHI, KACAIOIHECs COCTaBICHUA (M3MEHEHHM), SKCIIEPTHU3EL H 0X00peHHA
AH(pOpMaHH 0 JIEKAPCTBEHHOM TIpernapaTe

1. Uadopmanus, conepxamiasics B OXJIII u JIB momkHa OBITH MpeicTaBlIeHA B YETKOW U
nakoHnyHout ¢popme. OXJIIIT u JIB BritouaroTcst B Mostynb 1 peructpaimonsoro aocke. [lpu
HEBBITIOJIHEHUU TpeOoBaHUMU, mpenbsBiasieMbix K coctaBieHuro OXJII u (umum) JIB,
YKa3aHHBIX B MyYHKTax 7—9 — i1 OpUrHHAIBHOIO JIEKAPCTBEHHOTO Mpenapara, B MyHKTax 7 U
8, moamynkTtax 10.1.1-10.1.3 — my1s BOCIIpOW3BEIEHHOTO, TUOPUIHOTO, OMOAHATIOTUYHOTO (
O0MONOoJ00HOTO) JIEKAPCTBEHHBIX IMpENapaToB, PETUCTPALMOHHOE JOChE TaKOro
JIEKapCTBEHHOTO Npenapara WA J0Che Ha BHECEHUE U3MEHEHNUN B PErMCTPALlMOHHOE JOChE
JIEKapCTBEHHOT'O IIperapara NpU3HaeTCsl HEKOMIUIEKTHBIM, U 3asABUTENIO ITPEIOCTABISAECTCS
MPEeIYyCMOTPEHHBIN MPaBUIaMH PETUCTPALMU M IKCIEPTU3bl JEKAPCTBEHHBIX CPENICTB IS
MEIULMHCKOTO TPUMEHEHHUs, yTBepxkaaembIMu Komuccuen, Cpok Ha MNpPEACTaABICHUE
HEJIOCTAIOIINUX MAaTEPUAJIOB PETUCTPALMOHHOIO JOChE B COOTBETCTBHM C 3aMEYaHUSIMHU
YIOJIHOMOYEHHOTO OpraHa (3KCMEPTHOU OpraHu3anuu) pehepeHTHOTO rOCy1apCcTRa.

2. Kaxnpiit pazjien JDOMKEH HAaUMHATBCA ¢ MH(OpMalMK, OTHOCSIIEHCS K OCHOBHOM
LIEJIEBOM TPYIINE MALMEHTOB, I KOTOPBIX MpPEIHA3HAYAETCs JICKAPCTBEHHBIN Mpenapar, u
npyu HEOOXOJAMMOCTH JIOJHKEH JOMOMHATHCS KOHKPETHOM WH(OpManueil 1mo OTAelbHBIM



rpynmnam (Haopumep, AE€TH WIM JIMIA IOXKHWJIOro Bo3pacTa). B ciaydae ecim mnpenapar
MIPEHAa3HAYEH Ui €AMHCTBEHHOM LIEJIEBOM I'PYMNIbI "B3pOCIBIE MAIMEHTHI', TO YKa3bIBaTh
3TO B KaXKIOM pa3jielie He 00s13aTeNIbHO.

3. B OXJIII nomkHa MCTOJIb30BaTHCS COOTBETCTBYIOIIAS MEIUIIUHCKAS] TEPMUHOJIOT UL

4. OXJIIT coaepkUT HHPOPMALIMIO O KOHKPETHOM JIEKAPCTBEHHOM IIpenapare, Ho3ToMy
OHa HE JOJDKHA BKJIIOYATh B ceO0sl CCHUIKM Ha JApPyrue JICKapCTBEHHbIE Mpernaparsbl, 3a
HCKJIIOYEHUEM CIIy4aeB, KOTJa OTO SBISAETCA NPENOCTEPEKEHUEM, PEKOMEHIYEMBIM
YIIOJIHOMOUYEHHBIM OPraHOM TOCYJAapCTBa-4jieHa, a TaKXKe B Ciydae, €ClIM Ipenapar
HEOOXOAMMO MPUHUMATH MO CXEME HCKIIOYUTEIbHO B COBOKYIHOCTH C JIPYTUMH
JIEKaPCTBEHHBIMU IIPENAapaTaAMHU.

5. IlpuHUUIIBI, YCTaHOBIIEHHBIE HAacTOSIUMMU TpeOoBaHUSMH, TPUMEHUMBI KO BCEM
JIEKapCTBEHHBIM IIpenaparaMm. lcronp3oBaHWe 3THUX HNPUHLMUIIOB U1 KOHKPETHOTO
JIEKapCTBEHHOr0 Mpenaparta OyJeT 3aBUCETh OT HAyYHBIX JAHHBIX O HEM U IPaBOBBIX
ocobeHHOCTEN ero peructpauuu. OTKIOHEHHE OT HacTosAUX TpeOoBaHUN JOKHO OBITh
000CHOBAHO B COOTBETCTBYIOIIEM 0030p€ WM PE3IOME PETUCTPAIIMOHHOTO JIOChE.

6. B OXJIII nonmxHa coaepxaThbCsi CChUIKA (B COOTBETCTBUU ¢ TpuiioxeHuem Ne 10 k
HacTosmMM TpeboBaHMSAM) Ha CalWT YNOJIHOMOYEHHOTO OpraHa rocyJapcTBa-dJieHa B
MH()OPMAIMOHHO-TEIEKOMMYHHUKAMOHHOM ceTu "MHTepHeT", Ha KOTOPOM OHa pa3MelleHa.

7. Qnsa npoBenenus skcneptusbl npoektsl OXJIII u JIB npencraBnsitorcsi, B 4ucie
npouero, B popmare MS Word ¢ BOBMOKHOCTBIO pellakTUpOoBaHUs. B xoae sKkcrepTussbl ¢
1eJIbI0 HanOoJiee TOTHOTO U MPABHIIBHOTO OTPAKEHUS 3aMEUaHH SKCIIEPTHI BIPaBe BHOCUTH
UCIIpaBJIeHUs1 B pexume peneHsupoBanus (dynkuus MS Word) B mpenctaBieHHbIE
3asButesieM npoektsl OXJII u JIB.

8. B cnyuae BHecenuss uzmenenuit B OXJIII u (wnm) JIB HEeoOXoaumMo TpeACTaBUTh
MOJIHBIE MPOeKTHI AercTByomux peaakiui OXJII u (wim) JIB, a Takxke moiHbIE MPOEKTHI
OXJII u (unu) JIB ¢ u3MeHEeHUsIMU, BHECEHHBIMU B pexxuMe pereHzupoBaHud. [lomHble
npoekTbl OXJIII u (unu) JIB ¢ u3MeHEeHUs MU, BHECEHHBIMU B PEKUME PEICH3UPOBAHMS,
IIPEHA3HAYEHBI JJIsI OTCIIC)KUBAHUS BCEX BHOCUMBIX M3MEHEHUN, YTBEPKIACHUIO ITOJIEKAT
UCKIIFOYUTEIbHO COTJIACOBAHHBIE MO PE3yJbTaTaM BHECEHUS] W3MEHEHUMN MOJIHBIE TTPOEKTHI
OXJIIT u (wmm) JIB. Bee Buocumbie B OXJIII u (unu) JIB usmeHnenust J0JKHBI ObITh HAYYHO
000CHOBaHBI, 32 UCKJIFOYEHHEM MPABOK PEIAKIIMOHHOTO XapaKTepa.

9. Ilpn BHecennn nsMeHeHni B Tekct OXJIII u JIB pep:katenb perucTpanimOHHOTO
YAOCTOBEPEHUSI OPUTMHAIIBHOTO JIEKAPCTBEHHOTO MpernapaTa JOJDKEH BKIFOUNUTh B MOIYJIb |
PErUCTPALlUOHHOTO JIOChE, B COOTBETCTBUU C TPEeOOBAHUSAMH IPABUI PETUCTPALUU U
DKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB I MEAULHUHCKOIO IPUMEHEHUS, YTBEPKIACHHBIX
Komuccueir, OXJIII u JIB, yTBepXaeHHbIE B CTpaHe—Tpou3BoauTENe, U (W)
CTpaHe—JepKaTeJe PEerucTpallMOHHOrO yaocToBepeHus, u (wim) apyrou crpane ICH, rae
3aperucTpUPOBAH JIEKAPCTBEHHBIN Mpemnapat (Mpu HAJTUYUH).



10. B oTHOIIEHNN BOCTTPOU3BEICHHBIX, THOPUIHBIX U OMOAHATIOTUYHBIX (OO0 JOOHBIX )
JIEKapCTBEHHBIX NpenapaTroB Npu BHeceHUM n3MeHeHur B Tekct OXJIII u JIB pelictBytror
CJIETYIONTUE JOTIOJTHUTEIbHBIE TPEOOBAHUS.

10.1. HdepxxaTenb perucTparmoOHHOTO YJIOCTOBEPEHHMS JEKAPCTBEHHOIO Ipemnapara
JIOJI’KEH MPEICTaBUTh:

10.1.1. Konum neiictByromux B pamkax Coroza OXIJIIl u JIB opururasbHOTO (
pedepeHTHOTrO) JeKapcTBEHHOro mpemnapara. Ecnu opurnHanbHbld  (pedepeHTHBIN)
JeKkapcTBeHHbIN npemnapaT B Coto3e He 3aperucTpupoBaH, HeoOxoaumo npeactaButsh OXJII
u JIB opurunanbHoro (pedepeHTHOro) JIEeKapCTBEHHOTO Ipenaparta (Mpu HaJIUYUH),
NEUCTBYIOIIME B CTpPaHE—IIPOU3BOAUTENE, U (WIU) CTpaHEe—Aep KaTele PErucTPaliOHHOIO
ynoctoBepeHus, u (win) crpane ICH Ha si3bike yTBEpAUBILEH UX CTPaHBI.

10.1.2. Jexnapauuto o ToM, uto B npoektax OXIJIII u JIB BoCHpou3BENEHHOTO WU
OroaHanoruyHoro (OMOMnoA0OHOTO) JEKAPCTBEHHOTO IMpenapaTa OTCYTCTBYIOT OTIMYHS OT
nerctByronmux OXJIII u JIB opurunansHoro (pedepeHTHOr0) IeKapCTBEHHOr0 IIpenapara, 3a
UCKIIFOUCHUEM OTJIUYHI, BBIIETIEHHBIX U OOOCHOBAHHBIX B COOTBETCTBUM C TPEOOBAHUSIMU,
IIpUBEICHHBIMU B noanyHkTe 10.1.3.

10.1.3. TlocTpouHoe (pacroyioKEHHOE MapaJUIeIbHO HAa OJIHOM JIMCTE) CPaBHEHUE
neiictBytouux OXJII u JIB opurunansHoro (pedepeHTHOr0) JeKapCTBEHHOTO MpernapaTa u
npoektoB OXJIIT u JIB BocmpousBeneHHOTO, THOPUIHOTO WM OHOAHATOTHYHOTO (
0100 A00HOT0) JIEKAPCTBEHHOTO Mpenapara ¢ BbleJIeHHEeM U 000OCHOBAaHUEM BCEX OTIMUUU.
K TUNIUYHBIM pa3nuyuusiM OTHOCATCS pa3inyus B MPOU3BOAUTENSAX, CPOKE TOJHOCTH, COCTaBe
BCIIOMOTaTEJIbHBIX BEIIECTB, HE3HAYUMBIE pa3Iuuusi B OHUOJOCTYHNHOCTH WIIH
(hapMaKkOKMHETHKE, a TAaKXKE pa3JIMuMs B CBSI3U C OTPAHUYEHUSIMU, MPEIyCMOTPEHHBIMU
3aKOHOJIATEIHCTBOM TOCYAAPCTB-WICHOB 00 OXpaHe aBTOPCKUX M CMEXKHBIX MpaB. Bo3MOKHBI
U JApYyrue HaydyHo OOOCHOBAHHbBIC paziuuusi. Pa3nuyus B HAJIMUUM PUCKHU, MO3BOJISIONICH
pa3aensaTh NENIUMYI0 JIeKapCTBEHHYI0 (OpMy Ha paBHBIE J0JM, HE Bceraa OyayT
HE3HAYUMBIMU, TTOCKOJBKY OHU MOTYT 3HAYUTEJIbHO MOBIUATH HA BOBMOKHOCTH JIOCTHUKEHUS
pexuMa no3upoBanus, npuBeaeHHoro B OXJIII pedepeHTHOr0 JIeKapCTBEHHOTO Mpenapara.

10.2. Ecau nocne peructpaii BOCIPOU3BEACHHOI0, THOPUTHOTO WIIH OMOaHAIOTUYHOTO
(6buononobOHoro) nekapcrteennoro mnpenapara B OXJII u (unu) JIB cooTBeTcTBYyIOIIETO
OpUTHUHAIBHOTO (pedepeHTHOr0) JIEKapCTBEHHOr0 MpenapaTa BHOCSTCS H3MEHEHUS, TO
JepKaTellb PEruCcTPallMOHHOIO YJIOCTOBEPEHHUsI BOCHPOM3BEAECHHOTO, TMOPUIHOIO WIH
OnoaHasioruyHoOro (6MOMoI00HOTO) JIEKApCTBEHHOTO Mpemnapara Jo/KeH B TeueHue 180
KaJICHIapHBIX JHEU co JHA, ykazaHHoro B paszaene 10 OXJIII u (wim) pasnene "JlaHHbIi
JTUCTOK-BKIABII TiepecMoTper" JIB pedepeHTHOTO NeKapcTBEHHOTO MpernapaTra, BHECTH
cooTBeTcTBYyIOIUEe u3MeHeHuss B OXJIIl u (unm) JIB Takoro BOCHpPOU3BEICHHOTO,
TUOPUTHOTO WM OMOAHAIOTUYHOTO (OMOMOI00HOT0) JIEKaPCTBEHHOTO Mpernapara ¢ yueToM
JOIYCTUMBIX OTIUYUHU, yka3zaHHbIX B noanyHkTe 10.1.3. Tlpu HeBbimosHeHun TpeOOBaHUM
HACTOSIIIET0 MOJAMYHKTa B OTHOIIEHWHU TAaKOT'O0 BOCHPOU3BEICHHOIO, THOPUIHOTO WU



OomoanamornyHoro (GUOMOMOOHOT0) JEKAPCTBEHHOrO Ipemapara MNPUMEHSIOTCA
COOTBETCTBYIOIINE MOJOXKEHUS IPABUJI PETUCTPALIMHU U SKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEJICTB
JUISL MEAMIIMHCKOIO MPUMEHEHUS, YTBEpKIaeMblx Komuccueil, 0 IpHOCTaHOBKE, OT3BIBE (
OTMEHE) PErUCTPALIMOHHOTO yIOCTOBEPEHHUS, MJIM OIPAaHUYEHUN TPUMEHEHUS, NI BHECEHUHU
WU3MEHEHUH B YCIOBUS PETUCTPALMOHHOTO YOCTOBEPEHUSI.

10.3. Eciiu B xo1e skcneptusbl OXJIII u (un) JIB Bocipon3BeneHHOT0, THOPUIHOTO UITH
OMoaHamOrnyHOro (OMONMOIOOHOr0) JEKAPCTBEHHOIO Mpenapara (B paMKax MOATBEPKIACHUS
peructpanuu (mepeperucTpaium), MpruBeIeHUs 10Che B COOTBETCTBUE, BHECCHHS] U3MECHEHHIM
B PETUCTPAIIMOHHOE JI0ChE) BBISBIICHO, YTO AEUCTBYIOMIas B pamMkax Coro3a Ui B OTHOM M3
rocynapctB-wieHoB OXJIII u (unm) JIB opuruHanbHOro (pedepeHTHOr0) JIEKapCTBEHHOTO
npenapara He COOTBETCTBYET COBPEMEHHBIM JaHHBIM MO 3G (HEKTUBHOCTU U OE€30MacCHOCTH
JEKapCTBEHHOI'0 TMpenapara (BKJIOYAs 3aKIIOYEHUS DHKCHEPTU3 M PEKOMEHJIAluu
YIOJHOMOYEHHBIX OpPTraHoB B cepe oOpalleHus: JeKapCTBEHHBIX CPEJCTB TPETbUX CTPaH)
unu He cootBeTcTBYeT OXIJIIl m (mnm) JIB, ogqoOpeHHBIM B CTpaHE—TIPOU3BOJIUTENE HIH
CTpaHE—JIepKATEJIE PETUCTPAIMOHHOIO YJIOCTOBEPEHUS Ha JIEKApPCTBEHHBIN Mpemnapar,
MPUMEHSIOTCS CIEAYIOIINE MOT0KEHUS.

10.3.1. YnonHoMOYEHHBI OpraH (3KCHEpTHAs OpraHu3aius) rocyaapcTBa-dJieHa
dbopMupyeT 3ampoc JepiKaTeNi0 PEerucTPallMOHHOTO YJIOCTOBEPEHHUS COOTBETCTBYIOILETO
OpUTHHAJIBHOTO (pedepeHTHOro) JIeKapCTBEHHOrO Ipernapara O HEoOXOAUMOCTH
uctpasienuss OXJII u (wm) JIB Takoro opuruHanbHOTO (pedepeHTHOr0) JEKapCTBEHHOTO
npernapaTta W HampaBisieT €ro yHOJHOMOUYEHHOMY OpraHy pedepeHTHOro TrocyJIapcTBa,
3apEeruCTPUPOBABILETO JaHHBIN JIEKaPCTBEHHBIN Mpenapar.

10.3.2. DkcnepTu3a 10Che COOTBETCTBYIOIIETO BOCIPOU3BEAEHHOIO, THOPUIHOTO WIIU
OroaHanoruyHoro (0MOMoI00HOT0) JEKAPCTBEHHOTO MpernapaTa MPHUOCTaHABINBACTCS.

10.3.3. YnosHOMOYEHHBI OpraH ToCyJapcTBa-ujieHa B TedeHUe 5 paboumx HHEH
HamnpaBJsieT NOJYYEHHBII OT S3KCHEPTHOM OpraHu3alud 3alpoc JAEpiKaTemro
PErUCTPAILIMOHHOTO YAOCTOBEPEHHSI COOTBETCTBYIOIIETO PE(EPEHTHOIrO JIEKAPCTBEHHOTO
npenapara.

10.3.4. [lepxaTeilb pPEruCTPAMOHHOIO YIOCTOBEPEHHS COOTBETCTBYIOLIETO
OpPUTHMHAIBHOTO (pedepeHTHOro) JIEKapCTBEHHOIO IMpemnapaTta JI0JKeH B TedeHue 60
KaJIEHJAapHBIX JHEH CO OHSA MOJYYEHHS 3ampoca IMOoJaTh B YIOJHOMOYEHHBIM OpraH
rocyJapcTBa-ujieHa, HalpaBUBUIETO yKa3aHHBINA 3a1pOC, 3asBJIEHUE O BHECEHUU U3MEHEHUH B
PErUCTPALIMOHHOE JIOChE€ TaKOr0 OPUTHHAIBHOIO (pedepeHTHOro) JeKapCTBEHHOTO
npenapara ¢ y4eToM TpeOOBaHUN U PEKOMEHJAlM, COAePKAIIMXCS B TOJIyYEHHOM 3aIpoce,
a100 MpeACTaBUTh MUCbMEHHOE 00OCHOBaHHE OTCYTCTBHSI HEOOXOIUMOCTH BHECEHHS TaKUX
U3MEHECHUM.

Ha ocHoBaHMM NHCBMEHHOr0 OOOCHOBaHUS, NPEACTABICHHOTO JepKaTeaeM
PETUCTPAlMOHHOTO YJIOCTOBEPEHHUS, YIOIHOMOYEHHBI OpraH JOJKeH B TeueHue 30
KaJICHJAPHBIX JHEHW CHATh WIM NOATBEPAUTH TpeOoBaHUE 0 BHeceHnU n3meHenui B OXJIII u



(wm) JIB. Ecnu ynmogHOMOUYEHHBIM OpPTaHOM TOJTBEPKIAIOTCS TpeOOBaHUS, yKa3aHHBIC B
MEPBUYHOM 3ampoce, JM00 OHU KOPPEKTUPYIOTCS C YYETOM MpPEACTaBICHHBIX JIepKaTeseM
PETHCTPALMOHHOTO yIOCTOBEPEHMSI Pa3bsICHEHUI, BHECEHHE U3MEHEHUI B PErUCTPALIMOHHOE
JI0ChE 3aPETUCTPUPOBAHHOIO OPUTHUHAIBHOTO (pedepeHTHOr0) JEKapCTBEHHOIO Mpenapara
OCYLIECTBJISIETCS B COOTBETCTBUU C MPABUJIAMH PETUCTPALIMHU U SKCIEPTHU3BI JIEKAPCTBEHHBIX
CPEACTB ISl MEAULIMHCKOTO MTPUMEHEHUS, yTBEpKAaeMbIMu Komuccuen.

10.3.5. Tlocne cornacoBanusa OXJIII u (wnm) JIB opurunaneHOoro (pedepeHTHoro)
JIEKapCTBEHHOT0 Ipernapara B COOTBETCTBUM C YKa3aHHOW MpOLEAYpOW, HKCIEpTHU3a
PETUCTPAIMOHHOTO JIOCh€ BOCHPOU3BEACHHOTO, TUOPUIHOTO WM OMOAHATIOTHYHOrO (
01ono100HOT0) JIEKAPCTBEHHOTO Mpenapara Bo300HoBseTcs. [Ipu 3TOM 3anpoc, yKka3aHHBIH
B noanyHkre 10.3.1, He paccmaTpuBaeTcs B KAUECTBE 3a1poca JAepKaTelisl perucTpalioOHHOIO
YAOCTOBEPEHHUS BOCTIPOU3BEACHHOTO, THOPUIHOTO MU OMOAHAIOTUYHOTO (OMOTMOI00HOTO)
JIEKapCTBEHHOTI'O MPEIAapara;

10.3.6. B cBsA3M ¢ BO3MOXHOCTHIO HMHHUIIMAIIMA YIOJHOMOYEHHBIM OPraHOM
rocyJ1apCcTBa-4J€Ha yYKa3aHHOM B HACTOSIIEM MOAIYHKTE MPOLIEAYPbl, BHECEHHE N3MEHEHUN B
nerctByronryro OXJIIT u (unu) JIIT Bocripon3BeA€HHOTO, THOPUIHOTO WJIM OMOAHATIOTUYHOTO
(Onono00HOT0) JIEKapCTBEHHOTO Mpernapara He peKOMEHAYeTCsl TpyNIUpoBaTh C IPYTUMHU
BUJIAMU U3MCHCHUM.

10.4. Ecnu pepxateib PETUCTPAIMOHHOTO YAOCTOBEPEHUS OPUTHHAIBHOTO (
pedepeHTHOro) JIeKapCcTBEHHOTO mpemnapata B TeueHue 60 KajdeHIapHBIX JHEW co JHS
MOJIy4YeHHUs 3ampoca, ykazanHoro B noanyHkre 10.3.4 nacrosmux TpeGoBanuii, He MoaeT B
YIOJHOMOYEHHBI OpraH 3asBJICHHE O BHECEHWHM WU3MEHEHUN B PErMCTPALIMOHHOE JOChE
TaKOr0 OPUTHMHAIBHOTO (peepeHTHOr0) JIEKapCTBEHHOTO Mpenapara Wil HE MPEeACTABISET
NUCbMEHHOE OOOCHOBAaHHWE OTCYTCTBHMSI HEOOXOJIMMOCTHM BHECEHHsS TaKUX H3MEHEHUH,
MPUMEHSIOTCS COOTBETCTBYIOLIME TIOJIOKEHHUS TPABUI PETUCTPALMM U IKCHEPTHU3BI
JIEKapCTBEHHBIX CPEACTB JJIsI MEAUIIMHCKOTO NMPUMEHEHUs, yTBepxkaaeMblx Komuccuen, o
MPUOCTAHOBKE, OT3bIBE (OTMEHE) PETUCTPALMOHHOTO YJIOCTOBEPEHUS, WM OTrpaHuYCHUU
MIPUMEHEHNS, UJIM BHECEHUU U3MEHEHUI B YCIOBHS PErHCTPALMOHHOTO yIOCTOBEpeHus. B
ATOM CiIy4yae dKCIEpTH3a JOChE BOCIPOU3BEACHHOT0, THOPUIHOTO MM OMOAHAIOTHYHOTO (
O0MonoA00HOr0) JIEKAPCTBEHHOTO TMpernapara OCYIIECTBIsAETCS 0€3 yueTa HEaKTyallbHBIX
OXJIIT u (unm) JIB opuruHanbHoro (peepeHTHOr0) JIeKapCTBEHHOTO Mpernapara.

10.5. Ecnu cutyanus, ykazanHasi B noanyHkre 10.3 nactosimux TpeOoBaHuii, BO3HUKAET
MIPU PETUCTPAIIMH BOCTIPOU3BEICHHOTO, THOPUIHOTO WIIM OMOAHAIOTHYHOTO (OHOIOA00HO0TO)
JIEKapCTBEHHOIO Tpenapara, TO SKCIepTU3a PErucCTPALMOHHOTO JOChe BOCIIPOU3BEIECHHOIO,
TUOPUIHOTO WKW OWOAHANOTUYHOTO (OMOMOMIOOHOTO) JIEKAPCTBEHHOTO TMpemapara He
PUOCTAaHABIIMBAETCS, U MMPUMEHSIOTCS TpeboBanus noanyHkra 10.1 HacTosimux TpeGoBanuii

OKcnepTHass OpraHu3alys HWHULUUPYET NPOUENYypy BHECEHHS H3MEHEHUU B



PErUCTPAllUOHHOE JIOChE COOTBETCTBYIOLIETO OPUTHHAJIBHOrO  (pedepeHTHOro)
JIEKapCTBEHHOI'O Ipenapara B COOTBETCTBUM C NMPOUEAYypOH, yKa3zaHHOW B myHkKTe 10.3
HacTosimmx TpeOoBaHU.

11. ITpu BeisiBieHun HecooTBeTcTBUS NercTByromerd OXJIII u (mnm) JIB nexapcTBEeHHOTO
Ipernapara, 3aperuCTPUPOBAHHOTO B OJHOM M3 I'OCYJIapCTB-4JICHOB, COBPEMEHHBIM JaHHBIM
o 3¢p¢deKTUBHOCTU U 0€30MaCHOCTH JIEKAPCTBEHHOTO Mpernapara (BKIIOYasl 3aKIIOYEHUS
AKCIIEPTU3 U PEKOMEHJAIIMU YIIOJTHOMOUYEHHBIX OPraHoB B cpepe oOpaleHus JeKapCTBEHHbIX
cpenctB Tperbux crpan), B ToM uyucie OXJII u (unu) JIB, yTBepkIaeHHBIM B
CTpaHE—TIPOM3BOJUTENIE WM CTpaHe—Aep KaTeje PErHCTPAMOHHOIO YIOCTOBEPEHHUS Ha
JIEKapCTBEHHBIM IpEnapar, OJKCIEPTHbIE OpraHu3allM, YIOJIHOMOYEHHBIE OpTraHbI
rocyJapCTB-WICHOB WM APYrUe JUla BOpaBe OOPAaTUTHCS K YIMOJTHOMOYEHHOMY OpraHy
rocy1apCcTBa-4jieHa, B KOTOPOM 3aperucTpUpOBAH TAKOW JIEKApCTBEHHOW Ipemapar, ¢
MHULIMATUBOM O HAIPaBJIIEHUU AEPKATEII0 PETrMCTPALlMOHHOTO YyAOCTOBEPEHHUS 3aIpoca O
HeoOxoaumoctu npuseaeHus aerctpyromiei OXJIII u (unu) JIB B cooTBETCTBUE.

12. Ilpu monydeHuu 3ampoca, ykazaHHoro B nmyHkTe 11 Hacrosmux TpebGoBanwii,
HayMHAETCs Mpolieaypa, ykazanHas B noanyHkrax 10.3.4. u 10.4 nactosimux TpeGoBanuii.

13. Ilpu HeBBIMOJHEHUH TPEOOBAHUMU, yKa3aHHBIX B IMYHKTE 12, MpUMEHSIOTCS
nosioxkeHust noanyHkra 10.4 nacrosmux TpeGoBanuii.

14. TpeboBanus nyHktoB 12 u 13 macrosmux TpeGoBaHMil pacnpoCTpaHSIOTCS Ha
JepHKaTeleldl PEerucTpaluOHHBIX YJAOCTOBEPEHUN BCEX JIEKAPCTBEHHBIX IpENapaTos,
3apEruCTPUPOBAHHBIX B COOTBETCTBMM C NPAaBUJIAMH PETUCTPALMH M DKCIIEPTU3BI
JIEKapCTBEHHBIX CPEJICTB U1 MEAUIIMHCKOTO IPUMEHEHHUSI, YTBEpK1aeMbIiMU KoMuccueil.

15. Ha o¢unuanbHOM cailiTeé YNOJHOMOYEHHOTO OpraHa rocyJapcTBa-djeHa B
MHPOPMAIMOHHO-TEICKOMMYHUKAIIMOHHON ceTu "UHTepHET" M B €JUHOM peecTpe
3aperuCTPUPOBAHHBIX JIEKApCTBEHHBIX cpeacTB Coro3a MmyOauKyroTcs 0J00pEHHbIE
YIOJTHOMOYEHHBIMU opranamu rocynapctB-wieHoB OXJII u JIB (B dopmare PDF ¢
Pacro3HaHHBIM TEKCTOM).

16. Jlns nexapCTBEHHBIX MPEMApaToOB, TPEOYIOMUX ITOMOTHUTEIFHOTO MOHHUTOPHUHTA

6e3onacHocty, niepen pasaenom 1 OXJII pasmeniaercs cnenraibHbI CUMBOIT (
v
), COITPOBOXKIAEMBIN clieayromieit popmymupoBkoi: "J[aHHBIN JTeKapCTBEHHBIN MpenapaT

MOJUIC)KUT JTOTIOTHUTEIEHOMY MOHHTOPHHTY. JTO IMO3BOJHUT OBICTPO BHIIBUTH HOBYIO
nH(opMmaiuio no 6e3onacHocTi. Mbl oOpaiaemcsi K pabOTHUKAM CUCTEMBI 3/IPaBOOXPAHECHUS
¢ Mpoch00it co00IIATh O JIFOOBIX TIOI03PEBAEMBIX HEXKEIIATEIbHBIX PEaKIusIX '

II1. Paznemsr OXJIII

1. HamMeHOBaHue JIEKAPCTBEHHOTO Mperapara



B manHOM pasznerne yka3pIBarOTCs TOPrOBO€ HAUMEHOBAHUE JIEKAPCTBEHHOIO Ipenapara,
CBEJICHUS O JIO3UPOBKE U JiekapcTBeHHOU ¢opme. [amee no tekcty OXJIII cBenenus o
JO3UPOBKE W JICKAPCTBEHHOW (opMe B HAMMEHOBAHHM JICKAPCTBEHHOTO IMpemnapara
JOITyCKaeTCsl HE yKa3bIBaTh. [Ipu onucanun A€iCTBYIONIETO BENIECTBA CIEAYET MOJIb30BATHCS
MEKIyHapOJAHBIM HENMATEHTOBAaHHLIM HauMeHoBaHueM (nanee — MHH), pexkoMeH10BaHHBIM
BcemupHoii opranuzamueit 3npaBooxpanenus (nanee — BO3), a nmpu orcyrcreun MHH —
OOIIETPUHATHIM, XUMHUYECKUM WU TPYNINUPOBOYHHIM HAUMEHOBAHHEM JCHCTBYIOIIETO
BeniecTBa. [Ipyn HEOOXOIMMOCTH PEKOMEHIYETCSI UCTIOIB30BaTh MECTOUMEHHS (Hampumep, "
oH").

1.1. JTozmpoBka

Jlo3upoBKa J0JKHA COOTBETCTBOBATh KOJMYECTBEHHO OMPEACIIEMOMY COICPKAHUIO U
MPUMEHEHUIO TIpernapaTa U COBIAJATh C KOJWYECTBOM, YKa3aHHBIM B KOJHWYECTBEHHOM
COCTaBE U pEXUME N03UpOoBaHMs. PazHble JO3UPOBKU OJHOTO U TOTO K€ JEKAPCTBEHHOTO
Ipernapara ciaeayeT ykKas3blBaTb OJWHAKOBO, Hampumep, 250 mr, 500 mr, 750 mr. Cuenyer
n30eraTh UCIOJIb30BAHUS JAECITUUHBIX pa3IeTuTeNeH, eciu npuMeHumo (Harpumep, 250 MKr,
a "He 0,25 wmr). OgHako ecnu JekapcTBeHHas (opma mpencTaBiieHa AByMst U Ooliee
J03UPOBKAaMU, BHIPAKEHHBIMH HECKOJIBKUMHU €IMHHUIIAMH U3Mepenust (Hanpumep, 250 Mkr, 1
MI 4 6 MT'), TO B HEKOTOPBIX CITydasix 1eJiecoo0pa3Hee YKa3bIBaTh JIOZUPOBKY B OJHUX U TE€X
XK€ eQUHMIAX B LENsX comnoctaBuMoctu (Hampumep, 0,25 mr, 1 mr u 6 mr). B memnsix
0€30MacHOCTH MUJUTMOHBI (Hampumep, €IUHUI]) BCerja CJIeAyeT MUcaTh MOJIHOCThIO, a HE
cokpamath. He cnengyet ykas3plBaTh He3HaUMMbIe HyNU (Hanpumep, 3,0 unu 2,500).

JIns TeKapCTBEHHBIX MPENapaToB, Y KOTOPBIX BBIPAKEHUE COAEPKAHUS IEUCTBYIOIINX
BEIIIECTB B €MHUIIAX MACChl HE MOXXET B MOJIHOW MEPE XapaKTepu30BaTh OMOJIOTUYECKYIO
aKTUBHOCTH (B YaCTHOCTH, JJIsi OMOJIOTUYECKUX U MMMYHOOMOJOTHUYECKUX JIEKAPCTBEHHBIX
MpenaparoB), 103UPOBKA MOXKET ObITh BHIPAKEHA:

B €JIMHUIIAX, UCTIOIB3YEMBIX B (hapMaKoIesx:

ME — mexayHapoHas eqrHuIa OMOJIOTHYECKON aKTUBHOCTH;

Lf — equaMIIa OMOTOTUYECKON aKTUBHOCTH TOKCHHA (AHATOKCHHA);

PFU — 6nsmikoo0Opa3yroniye e IMHUIIb;

Ph. Eur. U. — eqununa EBponelickoii (hapmakornen;

U APYTUX €AUHULAX, HallpuMep:

EJl — enuHUILBI ACHCTBHUS OMOJIOTHYECKON aKTUBHOCTH;

PNU — equnauiisr 6e1KoBoro a3ora.

Ecnu mexayHapoHas eMHuIa OMoJIoru4eckoi akTuBHOCTH Obliia onpeneneHa BO3, To
PEKOMEHAYETCSI IPUMEHSATh IaHHYIO €AUHUILY.

1.2. JlexapcTBerHas popMma



JlekapcTBeHHYI0 (HOPMY JIEKAPCTBEHHOTO Mpernapara HEOOXOAMMO YKa3biBaTh B
COOTBETCTBHHM C TOJIHBIM CTaHAAPTHBIM TepMuHOM Dapmakonen Coro3a, BO MHOKECTBEHHOM
qHCIIe, €CIM TPUMEHUMO (HarpuMep, Ta0JIeTKH) (B COOTBETCTBUH C MYHKTOM 3 HACTOSIIIETO
paznena). [Ipu OTCYTCTBUM MOIXOJAIIETO IOJHOTO CTAaHAAPTHOTO TEPMHHA, IYyTEM
KOMOWHHPOBAHHS CTAHIAAPTHBIX TEPMHUHOB B COOTBETCTBUUM C HOMEHKJIATYypOU
JIeKapCTBEHHBIX PopM, yTBepkaaemoit Komuccueit, MOkeT ObITh COCTaBJICH HOBBIN TEPMHUH.

Ecnu 5TO HEBO3MOXKHO, CIEAyET HampaBUTh OOpallleHUE B YIOJHOMOYEHHBIM OpraH
rocyJapcTBa-ujieHa 0 HeOOXOJIMMOCTH HOBOTO CTaHAApTHOTrO TepmuHa y dapmakoneitHoro
komutera Corosa. [IyTh BBeAeHUS U NepBUYHAs (BHYTPEHHSIS) YIIAKOBKA B OOpaIllEHUU HE
YKa3bIBAIOTCS, 3a HCKIIOYEHUE CJIy4yaeB, KOTJa 3TU DJIEMEHThl SABJIAIOTCS YacTbhIO
CTaHJApPTHOTO TEPMHUHA, WJIM HEOOXOIMMBI B IIEJSX O0€30MacHOCTH, WU MPU HATUYUU
UJICHTUYHBIX JIEKAPCTBEHHBIX IMPENapaToB, KOTOPHIE BO3MOXHO Pa3JIMYUTh TOJIBKO
MOCPEJICTBOM YKa3aHUs IMyTH BBEJICHUS WU IEPBUYHON (BHYTPEHHEH) YITAaKOBKH.

HaumeHoBaHMe M JO3UPOBKA PACTUTEIbHBIX JIEKAPCTBEHHBIX MPENAPATOB JOJKHBI
COOTBETCTBOBATH TPEOOBAHUSAM MIPABUII PETUCTPALIUU U IKCIIEPTHU3HI JIEKAPCTBEHHBIX CPEJICTB
JUTSL METUIIMHCKOTO IPUMEHEHUS, yTBepkaaeMbix Komuccuei.

2. KadecTBEHHEIH ¥ KOITMIECTBEHHEIN COCTaB

B nmannom paszgene OXJIII mpuBOAMTCS TOJHOE ONMHUCAHUE KAYECTBEHHOTO U
KOJIMYECTBEHHOI'O COCTaBa JIEMCTBYIOIIErO BEIIECTBA, a MPU HEOOXOAUMOCTH B paznaenax 4.3
u 4.4 OXJII npuBoauTcss ONHCAaHUE KAYECTBEHHOTO M KOJWYECTBEHHOIO COCTaBa
BCIIOMOTaTeJIbHBIX BellecTB. HampuMmep, KaueCTBEHHBIM M KOJUYECTBEHHBIA COCTaB
BCIIOMOTATENbHBIX BEIIECTB, YKa3aHHbIX B mpmioxeHuu Ne 10 k Hacrosiuium TpebGoBaHusIM,
NOKeH ObITh yKa3zaH B JaHHOM pasznene OXJII moa oTaenbHbIM 1M0A3aroj0BKOM
Bcnomorarenbnbie BemectBa". B xone paznena OXJIIT HeoOxonuMo yka3aTh CIEIyIOUTYIO
cTtangapTHyio hopmynupoBky: "IloqHbIN epedeHb BCIIOMOTaTeIbHbBIX BEIIECTB MPUBEJEH B
pazzaene 6.1.".

Ecnu pacTBopuTenb SBISETCS YacThIO JIGKAPCTBEHHOTO IMpenapaTa, CBEICHHUS O HEM
HE0OXOMMO BKJIIOYUTH B cooTBeTCTBYIOMIHE pazaens OXJIII (kak mpaBuio, pasaenst 3, 6.1,
6.5 1 6.6).

n

2.1. KagecTBEeHHEII COCTaB

HaumeHoBaHue NEWCTBYIONIETO BEMIECTBA MPUBOJUTCS COTJIACHO PEKOMEHIOBAHHOMY
BO3 MHH u npu He00X0IUMOCTH JIOMOJIHAETCA YKa3aHUEM COJIEBOUM WIJIM TUPaTHON (OPMBI.
IIpu orcyrctBun MHH cnenyer ucnosib3oBaTh HaMMEHOBaHUE, yYKa3aHHOe B Dapmakornee
Coro3a, a ecnu JEUCTBYIONIEE BEIIECTBO HE BKIIOYEHO B (hapMakorner — OOLIENPUHSATOE,
XMMUYECKOE WM TPYINIUPOBOYHOEC HAMMEHOBAaHWE JEUCTBYyrOUIEro BemiectBa. l[lpu
OTCYTCTBHUM OOIIEIPUHITOT0, XUMHUUYECKOTO WM TPYNIHPOBOYHOTO HAUMEHOBAHUS



HEOOXOMMO yKa3aTh TOYHOE HayuyHOoe oOo3HadueHue. JJisi NeMCTBYIOIMX BEIIECTB, HE
MMEIOIINX TOYHOTO HAyYHOTO 0003HAYCHUS, YKA3BhIBACTCS, KaK U U3 YETO OHU M3TOTOBJICHHBI.
He nomyckaercst BKItouaTh CChUTKH Ha (papMaKoIeifHOe KauecTBO.

Ecnu nexapcTBEHHBIN ITpenapar SBISETCS PaCTUTEIbLHBIM JICKapCTBEHHBIM MpPEIapaToM,
yKa3aHWEe KAadeCTBEHHOTO COCTaBa JOJKHO COOTBETCTBOBATH TMpPAaBUJIAM PETUCTPAIUH
AKCIEPTU3BI U JIEKAPCTBEHHBIX CPEJCTB JJI MEIUIIMHCKOTO MPUMEHEHHUSI, YTBEPKIaeMbIM
Komuccuern.

[Ipu ykazaHuu Ka4yeCTBEHHOTO COCTaBa JICKAPCTBEHHOTO IperapaTa, MpeACTaBIsIONEro
coboii paanodapMaleBTHYECKil HAbOp, HEOOXOAUMO YE€TKO 0003HAYUTh, YTO PATUOU3OTOI
HE SIBJISICTCS YaCThIO HAOopa.

2.2. KonmmgaecTBEHHEILHM COCTaB

KonnuecTBo elcTBYIOMIErO BENIECTBA HEOOXOAMMO BhIPAXKATH HA €UHUILY JO3UPOBAHUS
(103MpOBaHHBIE MHTATIALMOHHBIE TIPEMapaThl — HAa TOCTABISIEMYIO 03y U (UJIM) OTMEPEHHYIO
7103y ), Ha €AMHUILY 00beMa WUJIU €IUHUILY MACChl, © OHO JIOJBKHO COOTHOCUTBLCS C JIO3UPOBKOM
, YkazanHou B paznene 1 OXJIII.

KonnuecTBo neicTByrOIIEro BelIECTBA HEOOXOAMMO BBIpaXXaTh € MOMOIIbBIO
MEXIyHapOJHOTO MPU3HAHHOTO CTAHJIAPTHOTO TEPMHUHA, KOTOPBINA MpPU HEOOXOIUMOCTHU
JOTIOJIHSIFOT JPYTUM TEPMUHOM, €CJIM OH 00Jiee MOHATEH MEAUIIMHCKUM PAaOOTHUKAM.

2.2.1. Conu u TUAPATHI.

Ecnu nelicTByrolee BEIIEeCTBO SABISETCS COJIBIO WM THIPATOM, KOJTUYECTBEHHBIM COCTaB
CJIeyeT BhIPaXKaTh B €JMHUIIAX MACCHI (UJIK OMOJIOTUYECKON aKTUBHOCTH B MEXKIYHAPOAHBIX
(WII1 MHBIX) €IMHUIIAX, €CIIM IPUMEHUMO) IEUCTBYIONIETO Havalia (OCHOBAaHMUS, KUCIOThI WU
0e3BoAHOM conn), Hanpumep, "60 mr topumedena (B Buae mutparta)’ win "topumedena
IUTpPaT, SKBUBaJEHTHBIN 60 Mr Topumedena".

Ecnam B XxoAe mpUroToBJEHUsS TOTOBOTO MpemnapaTa B peakUMOHHOM cmecH (in situ)
oOpasyercs cosib (HampuMmep, MpU CMENIMBAHUUA PACTBOPUTENS U MOPOIIKA), HEOOXOIUMO
OTPa3UTh KOJIMUYECTBO aKTUBHON YaCTH MOJIEKYJIbI ICHCTBYIOIIETO BEIIECTBA C YKa3aHUEM Ha
oOpa3zoBaHue COMIH in situ.

B oTHOmIEeHMHM MIMPOKO NPUMEHSEMBIX JAEWCTBYIOIIUX BEIIECTB B COCTaBe
JIEKapCTBEHHOI0 IIpenapara, J03UpOBKa KOTOPBIX TPAAUIIMOHHO BBIPAXKAETCSA B COJIEBOM HIIH
rUApaTHoO (opme, KOJIMYECTBEHHBINM COCTaB JOMYCKAeTCs BbIpa)kaTh B BHUJE COJM WIIU
rugpara, Hanpumep, "60 Mr guiarunazemMa ruapoxiaopuaa’’. ITo MpaBUIO0 NPUMEHUMO, €CIIH
coJib 0Opasyercs in situ.

2.2.2. Ddupsl U NponeKapcTna.

Ecnu neticTByroiee BEIecTBO SBISIETCS 23PUPOM UITH TTPOJIEKAPCTBOM, KOJTUYECTBEHHBIN
COCTaB HEOOXOIMMO BBIpaXkaTh B BUJIE KOJIUYECTBA d(prpa WK MPOJIeKapCTBa.

JIsi IeKapCTBEHHOrO Mpernapara — MPOJEKapCcTBa, aKTUBHAS YacTh MOJIEKYJIbI
JEHUCTBYIOIIETO BEIIECTBA KOTOPOrO 3aperucTpUpoBaHa B BHUJE CaMOCTOSTEIBHOTO



JIEKapCTBEHHOTO IIpernapara, yKa3blBa€TCs TAKKE HKBHUBAJIEHTHOE KOJHWYECTBO AKTHUBHOMU
4acTH MOJEKYJbl JIeMcTByIolero BeuiectBa (Hampumep, "75 wmr ¢docpeHuTonHa
skBUBaICHTHBI 50 Mr ¢eHuTonHa").
2.2.3. Ilopomok Jyisi IPUTOTOBJICHUS paCTBOPA WIIN CYCIICH3UU JIsl TpUEMa BHYTPb.
KonuuecTBo NelCTBYIONIETO BEMIECTBA HEOOXOIUMO BBIPA3UTh HA €IUHUILY JO3bI, €CIIN
npenapar sBJISeTCS] OJTHO030BbIM, WU HA €AMHUILY OOBEMHOM 103bI MTOCJIE BOCCTAHOBIICHUS.
B HekoTOpBIX citydas 11e51eco00pa3Ho yKa3aTh MOJSIPHYIO KOHIIEHTPALUIO.
2.2.4. IlapeHTepasbHble NpenapaThl, 32 UCKJIIOUYEHHUEM BOCCTAHABIMBAEMbIX TOPOUIKOB.
Ecnu obmiee coaepxkumoe MEpBUYHON (BHYTPEHHEH) YMaKOBKH OJIHOJA030BBIX
MapeHTepaIbHbIX MPENapaToB BBOJUTCS B BHJAE OJHOW 103bl ("'MOJHOE HMCIOJIB30BAaHUE
COJICP’)KUMOTO TIEPBUYHON (BHYTPEHHEHN) yIAKOBKU'"), KOJMYECTBO JICUCTBYIOIIETO BEIIECTBA
CJIeIyeT BhIpakaTh Ha opMy BbIycka (Hanpumep, 20 Mr u T. 1.) 0€3 yKa3aHUs U3JTUIIKOB U
n30bITKa. HeoOxoIMMo Takke ykazaTh KOJMYECTBO HA 1 MIT U OOIIUIA 3asIBJICHHBIN 00bEM.
Ecnu konm4yecTBO OJHOM030BBIX MAPEHTEPAIBHBIX JIEKAPCTBEHHBIX IPENapaToB,
pacCUMTHIBAETCA HAa OCHOBAHUM MAacChl Tejla, IUIOMIAJM MOBEPXHOCTU Tejla WU WHOU
NepeMEHHON nanueHTa ("'YacTUYHOE MCIOIb30BAHUE COACPHKUMOTO MEPBUYHON YyHAKOBKHU"),
KOJIMYECTBO JICUCTBYIONIETO BEIIECTBA CIIEIyET BhIpaKaThb B MIILTWINTpax. Heobxomumo
TaKKe yKazaTh OOIIUIA 3asBJICHHBIA 00beM. M3IHIIIKY U N30BITOK HE YKa3bIBAOTCHI.
KonunuecTBo NelCTBYIOMIErO BEIIECTBA MHOTO030BbIX TapEHTEPATbHBIX JIEKAPCTBEHHBIX
penapaToB U MapeHTEPATbHBIX JIEKAPCTBEHHBIX MPENapaToB B OOJIBIINX 00bEMaxX CIEIyeT
BeIpaxath Ha 1 mu, HA 100 Mm, Ha 1000 M u T. A. cooOpa3HO OOCTOSITEILCTBAM, 3a
UCKIIFOYEHHEM MHOTOJI030BBIX BAKILIMH, COJIEpXKaUX "'n" oAMHAKOBBIX 103. B 3TOM ciyuae
JIO3UPOBKY CIIETYET BhIpaXKaTh HA 00ObEMHYIO 103Y. M3MUIIKKU 1 U30BITOK HE YKa3bIBAIOTCS.
Ecnu nmpumeHuMo, HanpuMep, B OTHOUIEHHH PEHTI€HOKOHTPACTHBIX MPENapaTtoB U
MapeHTEepalIbHbIX IpenapaToB, COAEPXKAIIUX HEOPTraHUYEeCKUE COJIH, KOJHUYECTBO
NENCTBYIOIIEr0 BEHIECTBAa CJIENYET TakXke YyKa3blBaTh B MWIIUMONIX. Jlng
PEHTTEHOKOHTPACTHBIX IMpenapaToB C HOACOAEpKAIIMMU JEUCTBYIOIMIMMHU BeEIIECTBAMU
MMOMUMO KOJIMYECTBA JICUCTBYIOIIETO BEUIECTBA CJIEIYET YKa3bIBaTh KOJUYECTBO oa Ha 1 mu

2.2.5. IToponok, moAJIeKamnuii BOCCTAHOBJIEHUIO MIEPE]T TAPEHTEPATILHBIM BBEICHHUEM.
Ecnu nekapcTBeHHBIN npenapar sSBISETCS MOPOILIKOM, MOJIEKAIIUM BOCCTAaHOBIICHUIO
nepen MapeHTepajbHbIM BBEJEHUEM, HEOOXOJMMO yKa3aTh oOOIllee KOJIUYECTBO
JCHCTBYIOLIErO BEIIEeCTBa, COJAEpXkalleecss B NEPBUYHON (BHYTpEHHEH) ymakoBke, 0e3
yKa3aHUs U3JIMIIKOB M M30BITKA, a TaKKe KOJMYECTBO Ha 1 MJI MOCiie BOCCTAHOBIIEHUS MIPU
YCJIIOBHM OTCYTCTBHSI HECKOJIBKHX BaPHAHTOB BOCCTAHOBIICHHS M PA3JIMYHBIX HCIOJIb3YEMBIX
KOJINYECTB, KOTOPBIE MPUBOJIAT K 00Pa30BaHUIO PA3JIMYHBIX KOHEUHBIX KOHIIEHTPALUH.
2.2.6. KonueHrtparsl.
KonunuectBo HE0OX0IMMO BBIPA3UTh KakK COJEp KaHME Ha | MJI KOHIEHTpaTa u olliee
coJiep KaHMe JAeUCTBYIOIIEro BenlecTBa. HeoOXoauMo Takke BKIIOYUTh CoepkaHue Ha 1 mi



[0CJIE PEKOMEHIYEMOTI'0 Pa3BEACHHUS IPU YCIOBUU OTCYTCTBUS Pa3BEACHUSI KOHLIEHTpATa 10
Pa3IMYHBIX KOHEUHBIX KOHIECHTPAIUH.
2.2.7. TpancnepMalibHbIE IIACTHIPH.
HeoOxonumo yka3aTh cleAylolihe KOJMYECTBEHHBbIE IaHHBIE: COJEpKaHUE
JNEHUCTBYIOLIETO BEUIECTBA B IJIACTHIPE, CPEIHIOIO JOCTABISAEMYIO 32 €IMHUILY BPEMEHHU 103y,

IIomaab BI)ICBO60)K,ZIaI-OIHGﬁ IMOBCPXHOCTHU, HAIIPUMCP:

"Kaxxap1ii macTsiphb miomaaso 10 cM?

24 yaca HOMHHAJIBHO 25 MKT 3CTpaanoia’.
2.2.8. MHOT0/1030BbI€ TBEP/IbIC U MATKHE JICKAPCTBEHHBIC (POPMBL.
KonnuecTBO NelCTBYIONIETO BEIIECTBA HEOOXOAMMO MO BO3MOXKHOCTH yKa3bIBaTh Ha

coaepkut 750 MKT 3CTpaanoia, BEICBOOOXK1as 3a

SAMHUITY TO3UPOBAHUS, B OCTAJIbHBIX ciydasx — Ha 1 1, Ha 100 1 win B mporieHTax cooOpazHo
00CTOSITENbCTBAM.

2.2.9. buonoruyeckue JeKapCTBEHHbIE MpenapaThl.

2.2.9.1. Yka3zanue J103UpOBKH.

KonnuecTBO OMOTOTMYECKHX JIEKAPCTBEHHBIX MPENapaToB CIEIyeT BbIpa)XkaTb B
€AMHUIIAX MACChl, EUHUIIAX OMOJOTUYECKON aKTUBHOCTH WJIM MEXIYHAPOIHBIX €TMHUIIAX B
3aBUCUMOCTH OT KOHKPETHOT'O MIpenapara U 0Tpakas B COOTBETCTBYIOLIUX CIIy4asiX MOPSAOK,
npuHAThI B @apmakonee Coro3a. B oTHOIIEHNWH MATHWIMPOBAHHBIX OEITKOB CIEIYET TaKXKe
yUUTHIBaTh Hpuiioxkenue Ne 2 k HacrosmuM TpeOoBaHUSIM B 4acTH OMMCAHUS COCTaBa
MITHIMPOBAHHBIX (KOHBIOTMPOBAaHHBIX) OenkoB B OXJIIL.

2.2.9.2. JleficTByIOIIME BEIIECTBA OMOIOTMUYECKOTO MPOUCXOKICHUSI.

Heo0xoanMo KpaTko onucaTth NPOUCXOXKACHUE ACHCTBYIOIIErO BELIECTBA, yKa3aTh
CBOICTBA BCEX HCMOJBb30BAHHBIX B IMPOU3BOACTBE KIETOUYHBIX CUCTEM M, €CIH IPUMEHHUMO,
UCIOJIb30BaHuEe TexHoJiorun pekomOuHanTHoM JIHK. ®pasza uzmaraerca B cieayroiiei
penakiuu: "IlomydeHo ¢ ucnonb3oBaHueM KJIeTOK XXX [[10 TEXHOJIOTHH PEKOMOWHAHTHOMN
JIHK].".

Hwuxe npuBeaeHbl NpUMeEpPbI, WIUTFOCTPUPYIOLIUE UCIIOIb30BaHUE JAHHOTO MPUHIINIA!

"MOJIy4EHO € UCIOJIb30BAaHUEM JAUIUIOUIHBIX KIeToK yenoBeka (MRC-5)";

"MOJIy4EeHO ¢ UCTIONBh30BaHuEeM KiieTok Escherichia coli o TeXHOJIOTHH peKOMOWHAHTHON
JAHK";

"[OJIyYEHO € UCITOJIb30BAHUEM KIIETOK KYPUHBIX YMOPHUOHOB";

"MOJTy4EHO M3 JOHOPCKOM IJIa3Mbl YeJIOBeKa';

"IMOJIYYEHO U3 MOYM YeIoBeKa';

"MOJTy4EHO U3 KPOBH [>KMBOTHBIX|";

"MMOYy4YEHO W3 TKAHU IOJHKETYTOYHOM KEJIe3bl CBUHEN

"MOJIy4EeHO U3 CIM3UCTON 000JIOUKH KUIIEUHUKA CBUHEH".

2.2.9.3. OcoOble TpeboBaHUSI K HOPMAJIbHBIM UMMYHOTJIOOYJIMHAM.



Heobxoanmo ykazaTe pacnpeneieHue HOpMalbHBIX HMMYHOIJIOOYJIMHOB T10 cyOKiIaccam
IgG B mpouenTax oT obuiero coaepxkanus IgG. 3arem yka3bIBaeTcsi BEpXHss TpaHHIlA
coaepkanus IgA.

2.2.9.4. OcoOble TpeOoBaHUs K BaKI[HTHAM.

Heo6xonumo yka3ath cojiep:KaHue JCHCTBYIOINIETO BEIIECTBA HA €IUHUILY T03UPOBaHUS (
Hanpumep, Ha 0,5 mn). [Ipu HanTu4YMKM aTbIOBAaHTOB HEOOXOIUMO yKa3aTh MX KAU€CTBEHHBIN U
KOJINYECTBEHHBIN COCTAB.

Heobxoaumo nepeynciuTh npuMecu, MPeACTaBIISIIONINE 0CO0YI0 3HAYUMOCTh (HampuMep,
OBaJILOYMUH B BaKIIMHAX, MOJTYUYCHHBIX U3 KyPUHBIX SIUII).

B npunoxennu Ne 3 k HactosiuuMm TpeOoBaHUAM coaep:KaTcs MOMOJTHUTEIbHbBIC
peKoMeHAaIuy 1o (papMarieBTUUECKUM aclieKTaM IpeACcTaBIeHUs] HHPOpMAIlUK O BaKIIMHAX
JUTSl MEUIIMHCKOTO MMPUMEHEHUSL.

2.2.10. PacTuTenbHbIC JICKAPCTBEHHBIC MPENAPATHI.

VYkazaHue KOJIMYECTBEHHOIO0 COCTaBa JOJKHO COOTBETCTBOBATH ITPaBUiIaM PETUCTPALIMH U
AKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB JJISI MEAULUHMHCKOTO MPUMEHEHUS, yTBEPKIaEMbIM
Komuccuern.

3. JlexapcTBeHHas popma

HanMeHoBaHue JiekapcTBEHHOU (POpMBI yKa3bIBA€TCSl B COOTBETCTBUM C HOMEHKJIATYPOil
JeKapCcTBeHHBIX (opm, yTBepxkmaemoii Kommccueir. DToT TepMHH JOJKEH COBIAJATH C
TepMUHOM, ykazaHHbIM B paznene 1 OXJIIl. Oanako, eciu Ha MepBUYHOU (BHYTpEHHEN)
YIIaKOBKE MCIOJIb3YETCSI COKPAIlEHHBIN CTaHAApTHBIA TepMuH, B naHHOM pazaene OXJIII
COKpAILIEHHBIN TEPMHUH OTIOJHUTEIHHO MPUBOAUTCS B CKOOKAX.

B otnenbHOM OT cTaHgapTHOrO TepMHUHA ad3alle HEOOXOJUMO MPUBECTU OMUCAHUE
BHEIIIHETO BHjaa mpemnaparta (1[BET, 3HAKW W T.[.), BKJIIOYas CBEJEHUS O (PaAKTHUYECKHUX
pa3Mepax TBEpJI0i JieKapCTBEHHOU (POPMBI /1Sl MpUeMa BHYTPb, HAIIPUMED:

"TabneTku

benble, kpyriabie TaONETKU C MIOCKUMHU CKOILIEHHBIMH KpPasiMU IUAMETPOM 5 MM CO
3HakoM "100" Ha onHOM cTopoHe"

Ecnun Ha TabneTkax mpeaycMOTpeHa pucka, He0OXOAMMO YKa3aTbh, MOJITBEPKICHO JIH
BOCIPOU3BOJIUMOE paznesieHue Tabnerok. Hampumep, "Pucka npegnasHaueHa Jullb s
pasnaMbIBaHUs C LETbI0 00JIETYeHHs TIPOTJIATHIBAHUS, @ HE JUIsl pa3/iefieHUs Ha paBHbIE 103b1"
, "TabJIETKy MO>KHO pa3JelUTh Ha paBHbIE TIOJIOBUHBI".

Cnenyer npencraBuTh cBefieHus 0 pH 1 ocMoisipHOCTH TpU HEOOXOUMOCTH.

Ecnu nekapCTBEHHBIN Ipenapar NOMJICKUT BOCCTAHOBIIEHUIO NEpe]l IPUMEHEHHUEM, B
nanaHoMm pasnaene OXJIII HeoOxoauMo ommcaTh BHEIIHUN BHJ IEPe] BOCCTAHOBICHHEM.
Bremnuil Buj JiekapcTBEHHOTO Mpenapara 1nocjie BOCCTAaHOBJIEHUSI HEOOXOAUMO yKa3aTh B
pazaenax 4.2 u 6.6 OXJIIL.



4. KiimHndgeckue JaHHEIe
4.1. TToxa3aEns K IPAUMEHEHHIO

[TokazaHus K NPUMEHEHUIO YKa3bIBAIOTCS YETKO M JAKOHUYHO, U JOJHKHBI OTpakaTh
neiaeBoe 3a0o0jeBaHUME UM COCTOSHME C YyKa3aHWEeM HalpaBlIEHHOCTH Tepanuu (
CUMIITOMATUYECKasi, ATHOTPOINHAS WJIM OKa3blBalollasi BJMSHUE HAa TEUCHUE WU
porpeccupoBaHue 3a0o0JieBaHuA), Uil TPOPUIAKTUKY (NMEPBUYHON WM BTOPUYHOUN) U
nuarHocTuku. Ecnu mpumMeHuMoO, ykasbiBaeTcsi MHPOpMalUs O LEJIEBOW MOMYJISIUH,
0COOEHHO MPHU HATMYUU OTPAHUYCHUH JIs1 OTAETBHBIX KATEeTOPUid MAIIMEHTOB.

Nudopmaiius 0 KOHEYHBIX TOYKAX UCCIETOBAHUS, KaK MPABUIIO, HE MIPUBOIUTCS.

[TokazaHus K NMPUMEHEHUIO C IEJIbI0 MPO(PMIAKTHKA ¥ WH(POpPMAIUIO O TIEIEBOU
NOMYJISIUU JOMYCKAETCs YKa3bIBaTh B OOILIUX yepTax.

Pe3ynbTaThl TMOCIEAYIONIUX WCCIAEIOBAHUMN, YTOUHSIOMUX (POPMYIUPOBKY
3apErUCTPUPOBAHHBIX MOKA3aHUM WJIM CBEIECHUN O HUX, MOXKHO BKJIOUMTH B pazzen 5.1
OXIJIII, ecnu OHU HE MPEANONAraloT BKIKOUYECHUE HOBOTO TOKA3aHUSI.

Heobxoaumo ykazats nndopmalmio 06 00s3aTeNIbHBIX YCIOBUSX MPUMEHEHHS TperapaTa
, €CJIM OHM JOJDKHBIM 00pa3oM He yrnoMuHaroTcs B Apyrux pazaenax OXJIIL, Ho aBistoTcs
3HAYMMBIMU, HAIPUMEP, O COMYTCTBYIOIIUX IUETUUYECKUX MEpax, U3MEHEHUAX 00pa3a sKU3HU
WJIU COMYTCTBYIOIIEH TepaIuu.

Heobxoanmo yka3zaTh BO3pacTHbIE TPYIIbI, KOTOPHIM MOKa3aH Mpenapar, ¢ yKa3aHUueM
BO3PACTHBIX T'PAHMUI], HAIPUMED:

"X moka3aH [B3pOCIbIM, HOBOPOKJICHHBIM, MIIQJICHIIAM, JETAM, MOJPOCTKaM| B BO3pacTe
oT X 1o y [ner, mecsnes].". g ueneit Hactosiuux TpeOoBaHuil neTrckas MOMyISIUS
pasjenieHa Ha BO3pPACTHBIE MOJTPYMIbI: HEJOHOIICHHbIE HOBOPOXKJIECHHBIE (C yKa3aHHEM
CpoOKa TecTalliM), IOHOIIEHHbIe HOBOpOXKaeHHbIe (0—27 mHeili), JeTH TPyAHOro BO3pacra u
MiaaeHusl (28 quei—23 mecsna); aetu (2—11 ner), moapoctku (ot 12—-18 ner).

Ecnu nokazanue Kk NpUMEHEHHIO IIpenapaTa 3aBUCUT OT OINPEICIEHHOTO T'€HOTHUIIA, WU
AKCIPECCUM TE€Ha, WM OINpeeTeHHOro (heHOTUIa, TaHHOE OOCTOSITENHCTBO HEOOXOAMMO
OTpPa3uTh B MOKA3aHUHU.

4.2. PexxuM IO3UpOBaHUS H CIIOCO0 IIPAMEHEHUS

B cnyudae Hanumuusi 0COOBIX MEAUIIMHCKUX MPEANUCAHUN MO MNPUMEHEHUIO
JIEKapCTBEHHOIO TMpenapara, B TOM YHUCJIE OrPaHUYEHHOI0 OTIyCKa, JaHHbIU pa3aen OXJIII
CJIeyeT HauaTh C ONMUCAHUS TAKUX YCIOBUHU.

[Ipy HAMMUMK O0COOBIX OIMACEHU B OTHOIIEHUH OC30IMACHOCTH CIAEAYET TaKXKE OTPA3HTh
PEKOMEHIyeMble OTPAaHUYCHHUS OTHOCUTEIBHO YCJIOBUN NMpUMEHEHUs (Harpumep, "TOJIBKO
JUIS  CTAallMOHAPHOTO TpUMEHEeHUs" WM "HEeoOXOAWMO pacmoyaraTh ITOJXOSIIUM
peaHuMaIMOHHBIM 000py10BaHHEM").



4.2.1. Pexxum 103UpOBAHMUSL.
CrnemyeT 4eTKo yKa3aTh PEKHUM JO3UPOBAHUS JIJIs KaXKI0TO criocoba (IyTH BBEJEHUS) U
JUTSL KaXKJIOTO MOKa3aHUs K IPUMEHEHUIO.
Ecau mpuMennmo, NpuBOASTCS CCHUIKA Ha OHUIIMATIbHBIC pEKOMEHIAIMU (HAPUMED, 110
MEPBUYHON BaKIIMHAIIMU U aHTUOMOTUKAM, a TaK)Ke PEBAKIIMHALINN).
Ecan nmpumeHnumo, 1si KakJ10M KaTeropuu (BBIACISIOTCS MOATPYMIbI MOMYISIUAN 110
BO3pacTy (Macce Tena, IUIOMaAM MOBEPXHOCTH TeJla) COOTBETCTBEHHO) YKa3bIBAIOTCS

pEKOMEHIyeMble J03bl (Hampumep, B ML, MI/KT, MF/M2) U1 MHTEpBAJIA JO3UPOBAHUS.
KpatHocTh mprMeHeHUs ciienyeT BhIpakaTh B €IMHULIAX BpeMeHu (Hampumep, | win 2 pas3a B
JeHb (CYTKM) WU KaxJple 6 4acoB), BO M30€KaHUE MyTAHUIbI HE CIEAYET MOJIb30BATHCS
COKpalleHussMu, Haripumep, "1 p/n, 2 p/a, 1 pas/cyr, 2 paza/cyt".

Ecnu npumMeHuMo, yKka3bIBatOTCS:

MaKCHMaJIbHasi pEKOMEHTyeMasi pa3oBasi, CyToUHas u (1iau) ob1rast (KypcoBasi) 103a;

HEO0OXOIMMOCTD MO00pa JT03HI;

CTaHJapTHAs JIUTEILHOCTh IPUMEHEHUS U BCE OTPAHUYECHUS TI0 €€ MPOJJOJKUTEIIBHOCTH,
a TakXke, €Cld MPUMEHHMO, HEOOXOJMMOCTb MOCTEINEHHOTO CHUXEHHS J03bl WU
pPEKOMEHAAIuU 10 OTMEHE TPUMEHEHHS;

peANpUHIMAEMbIE MEPHI MPHU MPOIMYCKE OJHOU WU Oojiee 703, WIH, HapuMep, Mpu
pBOTE MOCHe MpueMa npenapara (peKOMEHIAIUU T0HKHBI ObITh KaK MOKHO 00JIe€ TOUHBIMH,
YUYUTHIBAIOIIUMU PEKOMEHAYEMYIO KpaTHOCTh NPUMEHEHUSI W COOTBETCTBYIOIIUE
(apMaKOKMHETHYECKHE JIaHHbIE);

MIPEBEHTUBHBIE MEPHI BO M30€KaHUE PAa3BUTHUS HEKOTOPHIX HEXKEIATECIbHBIX PEAKIUN (
HanpuMmep, IpUMEHEHUE MPOTUBOPBOTHBIX MPENapaToB) co CChUIKOM Ha pazzaen 4.4 OXJIII;

CBSI3b IIpUEMA Ipenapara ¢ MIPUEeMOM KUIKOCTU U MUIIKN BMECTE CO CCHUIKOM Ha pa3ien
4.5 OXJIII, ecnu ©MeeT MECTO B3aUMO/ICHCTBUE, HATTPUMED, C ATKOTOJIEM, TperndpyToM Win
MOJIOKOM;

PEKOMEHIallUU TI0 TTOBTOPHOMY ITPUMEHEHHUIO0 BMeCTe ¢ MH(popmaImenn 0 He0OX0IMMbIX
WHTEpBAJIaX MEXKy KypcaMu JeUeHusl, €CJIU TPUMEHHUMO;

B3aMMO/ICHCTBUS, TPEOYIOIIKE CIIENNATbHON KOPPEKIIUHU 103bl, CO CCHUIKAMH Ha JIPYTrUe
npuMenumbie pazaensl OXJIII (manpumep, pazaenst 4.4, 4.5, 4.8, 5.1, 5.2);

IpU HEOOXOIUMOCTH — PEKOMEHIAIUU O HEIOMyCTUMOCTH JIOCPOYHOTO MPEKPaICHUS
Tepanuy Mpu BOZHUKHOBEHUHU HECEPHE3HOW HEXKEIATEIbHON peaKluu, SIBISIONIENCS YacTOM,
HO MPEXOAIIEH WIN YCTPaHsIEeMOM ¢ MOMOIIbIO TOA00pa O3bI.

JIJ1s1 KOHKpETHOTO TIpenapara, eciu JaHHas HHGopMaIus sSBIsSETCS 3HaYUMOH, CIeyeT
yKa3aTh Cllelytoliee:

"AKTUBHOCTb JIEKAPCTBEHHOTO Tpemnapara [ ToproBoe HaMMEHOBAaHUE JIEKAPCTBEHHOTO
npemnapara] BbIpaXkaeTcsd B [yKa3aTb HAaWMMEHOBAHUE| €IWHUIAX. OTH EIUHUIBI HE



B3aMMO3aMEHSEMbl C €IUHUILIAMHU, HCIOJIb3YEMbIMHU ISl BBIPAKEHUSI aKTUBHOCTU JIPYTHUX
IIpENnapaToB ¢ [HAaMMEHOBaHUE JENUCTBYIOIIETO BellecTnal.".

4.2.2. Oco0Obie TPYIIIIBI MAIIEHTOB.

[IpuBOASITCS CBEICHUS O KOPPEKIMH J103bl UM WHBIC CBEJACHUS, KacaIOIIHUeECs pekKuMa
JO3UPOBAHMS Yy OCOOBIX TPYNN TMAlMEHTOB B CHENHUAIBHO BBIACICHHBIX TMOJpa3aeiiax.
VYka3zaHHbIE CBEAECHUS PACIIONATAKOTCA 110 CTEIIEHU BaXKHOCTHU, HAIIPUMED, B OTHOIICHUU:

JIMI TIO’KUJIOr0 Bo3pacTa. YeTKo yKa3bIBaeTcsa HEOOXOAMMOCTh KOPPEKIIUU JT03bI Y JTHOOBIX
MOATPYIII JIUI MOKUIJIOr0 BO3pacTa cO CChUIKaMu Ha Apyrue pasaensl OXJII, cogepxkamme
YKa3aHHBIE CBeAEHUs, Harpumep, 4.4, 4.5, 4.8 unm 5.2;

MalKEeHTOB C MOYEYHON HEIOCTAaTOYHOCThIO. PekoMeHAauu o JO3UPOBAHUIO JOJIKHbI
KaK MOXXHO 00Jiee TOYHO COOTHOCUTBCSA C TMara30HaMU 3HAYCHU OMOXMMUYECKUX MapKEepOB
MMOYEYHOW HEJAOCTATOYHOCTH, HCIIOJIb30BAHHBIMU B KIWHUYECKUX HCCIECAOBAHUAX, U
pe3yJbTaTaMH 3TUX UCCIIEI0BAHUM;

MalUEHTOB C MEYEHOYHON HEJIOCTATOYHOCTHIO B COOTBETCTBUU C JJAHHBIMU O MAI[UEHTAX,
BKJIFOYEHHBIX B HMCCJEJOBaHUs (Hampumep, "aJlKOTOJbHBIA HUPPO3") U OMpenesieHUsIMH,
MCIIOJIB30BaHHBIMU B 3TUX UCCIEIOBAHUSX, HapuMep, 6amt (kiacc) no mkaine Yaitna-I1sto;

MalMEHTOB C ONPEAEICHHBIM T€HOTUIIOM CO CChUJIKaMu Ha apyrue paznaenst OXJIIII,
cojiepkaiie 0osiee moIpoOHBIE CBEACHUS, €CIU TPUMEHHUMO;

MPOYMX 3HAYUMBIX OCOOBIX TPYII MAIMEHTOB (HAampuMep, MAaIUEeHTHl C JIPYyTUM
COITYTCTBYIOIIUM 3a00JICBAHUEM WM MMALIMEHTHI C U30BITOYHOU Maccol Telna).

B HekoTOphIX ciydasix MPUBOASITCS PEKOMEHIAINU 110 KOPPEKIMH 103bl, HAIPUMEp, Ha
OCHOBAaHUM HAOIIOJAEHUM 3a KIMHUYECKUMHU CHUMITOMaMH M TpU3HAKaMU H (HJIH)
7a00paTOPHBIX JTAHHBIX, BKIIOUas KOHIIEHTPALMIO JEKaPCTBEHHOIO MpernapaTa B KPOBHU, CO
ccpuikaMu Ha nipyrue pazgenst OXJIII, eciu npumeHuMO.

4.2.3. Jletn.

B OXJIIIT nomken ObITh IpeaycMOTpeEH oTaenbHbIN noapaszaen "Jletu". [IpuBoaumblie
CBEJICHUS JOJKHBI OXBaThIBaTh BCE TOJITPYIIIIbI I€TEH, CIeIyeT COOOpa3HO 00CTOATENbCTBAM
MCIIOJIb30BaTh KOMOUHAIIMIO MOTEHIIMAIBHBIX CUTYallU, ONMCAHHBIX HUXKE.

Ecnu npenapar mokasaH AeTAM, pEKOMEHAALUH M0 PEXUMY JO3UPOBAHUS CIEAYET
yKa3aTh JJIsl KaKI0W 3HAUUMOU MOATrpynibl. Bo3pacTHble paMKu JTIOMKHBI OTPaXKaTh OI[EHKY
MOJIb3bI U PUCKOB, MPOBEICHHYIO IJIs KaXJA0W IMOATPYIIIIbIL.

Ecam pexxum 103upoBaHus y B3pOCIBIX U JAETEH COBHAAAET, TOCTATOYHO ATO YKa3aTh,
JIOTIOJTHUTENIBHO TTOBTOPATH PEXKUM JI03UPOBAHUS HE TpeOyeTCs.

Heobxonumo yka3ath peKOMEHJyeMble J103bl (HApuUMep, B MI, MI/KT, Mr/M2) 1S
WHTEpBaja JO3UPOBAHUS B OTHOIIICHUH BO3PACTHBIX MOATPYII, KOTOPBIM MMOKa3aH Mpemnapar.
B oTHOMmEeHNN pa3aMYHBIX TOATPYIIT MOXET MOTPEOOBATHCS YKa3aHUE PA3IUIHBIX CBEJICHUN



o no3upoBaHuu. [Ipu HEOOXOIUMOCTU ClIeyeT MPUBECTH PEKOMEHIAIUU OTHOCUTEIHHO
HEJIOHOIIEHHBIX HOBOPOXKJICHHBIX C yKa3aHHEM OoJjiee MOJXOJSIIEro BO3pacTa, HarpuMmep,
TECTAllMOHHBIN WA IIOCTMEHCTPY AJIbHBIM.

B 3aBucuMoCTH OT MOATPYIIIBI, KIMHUYECKUX JAHHBIX U JOCTYIHBIX JIEKAPCTBEHHBIX
dbopM 1032 BBIpAXKAETCS MCXOS W3 MAcChl WM IUIONIAAN TMOBEPXHOCTU Tella, Hampumep, "
JIETSM B Bo3pacte OT 2 110 4 jeT 1o 1 MI/Kr macchl Tena 2 pasa B JICHb'.

Ecnu nmpuMeHuMo, cBeleHUS O BPEMEHU NpUeMa Mpenapara JO0JKHbl YUYUTHIBATH
pacnopsIoK JHs peOeHKa, HapuMep, KO WA COH.

Ecnu npenapat mokaszaH JAETSM U HEBO3MOXKHO pa3padoTaTh MOAXOIAIIYIO JETCKYIO
JekapcTBeHHyIo popmy, B paznen 6.6 OXJIII co ccpuikoit Ha paznen 4.2 OXJI rHeo6xoaumo
BKJIIOUUTD MOJPOOHBIE HMHCTPYKIIMH 10 CIIOCO0Y MOJydeHus Mpernapara ex tempore.

J103bl ¥ CIIOCOO MPUMEHEHUS Y Pa3IUUYHbIX MOJATPYNI JIOMYyCKAETCs MPEACTaBIATh B
dhopme TaOIHITBI.

Ecnu npenapaT He moka3aH HEKOTOPBHIM WJIM BCEM BO3PACTHBIM TpyINaM JeTeu, mpu
HEBO3MOKHOCTH [1aTh PEKOMEHJAIMU MO PEKHUMY JI03UPOBAHMS, UMEIOIIUECS CBEICHHS
cieayeT 000OIIUTh C MCIOJIb30BAaHUEM CIEAYIOUIUX CTaHAAPTHBIX (GOPMYJIUPOBOK (OTHOMN
WM KOMOWHAITMY U3 HECKOIBKHUX UCXOMS U3 00CTOSTEILCTB):

"[be3onacHocTh U 3P pekTuBHOCTH| X y AeTel B BO3pACTE OT X /10 y [MECSIEB, JeT] [Uiau
y JIFOOBIX IPYTUX 3HAYUMBIX MOATPYIII, HAIPUMED, 10 MACCE TeJIa, MTOJIOBOM 3pEIOCTH, TIOITY |
Ha JaHHBI MOMEHT HE YCTAHOBJICHBI".

Heobxoanmo 106aBUTh OJIHY U3 CIEIYIONUX (OPMYITHPOBOK:

"JlaHHBIE OTCYTCTBYIOT".

"MMeromuecss Ha CErOHAIIHUN JI€Hb JAHHBIE NMPUBEAECHBI B paznene [4.8; 5.1; 5.2],
OJIHAKO HEBO3MOKHO JIaTh PEKOMEHAAIMH 10 PEXKUMY T03UpOBaHUs".

"X He clenyeT MPUMEHATh y JeTel B BO3pacTe OT X J0 Y [MecCAIeB, JIeT| [WIu y JIFOOBIX
JIPYTUX 3HAYMMBIX MOJICPYIIN, HATPUMED, IO MACCE Telia, MOJIOBOM 3pEJIOCTH, MOMY| B CBSI3U C
OMACeHUsIMU OTHOCUTENBHO [0e30MacHOCTH, 3PGEKTUBHOCTH ]| [IEPEUHUCIIAIOTCS OMACEHMUS |
MOAPOOHO M3TOKEHHBIMH B paszieliaX [yKas3bIBaIOTCSA pa3elibl, COJAEpIKaIlue MOAPOOHBIC
cBejieHus, Hanpumep, 4.8 unum 5.1]".

"ITo nokazanusaM [yka3aTh nokazanusa]| X y [aeTel, JeTer B BO3pacTe OT X J0 Y [MECSIEB,
JeT|, uau y JoObIX JPYTrUX 3HAYMMBIX MOATPYIMI, HANpUMEp, IO Macce Tela, MOJIOBON
3peJIOCTH, MOJIY | HE IPUMEHSIETCA .

"X MpOTUBOMOKAa3aH y JETeil B BO3pacTe OT X JI0 Y [MECSIIEB, JIET], W Y JIOOBIX IPYTUX
3HAYMMBIX MOJTPYII, HAPUMED, 0 MacCe Tea, MOJOBOM 3pesIOCTH, MOy ], [IIpH OKa3aHUU
[yka3aTh Ha3BaHuUeE MokazaHus | (cchlika Ha pazaen 4.3)]".

[Tpu Hanmuuu 6osee MOAXOASIIEH Il MPUMEHEHHUS T03UPOBKH U (W) JIEKApCTBEHHBIX
dbopM 1711 HEKOTOPBIX WK BCEX MOJATPYIII AeTeil (HampuMep, pacTBOp IS NIpUeMa BHYTPb
it eten), aTo gomyckaetcs yka3zath B OXJIII Ha npencraBiieHHy 0 (MeHee MOIXO0IAIIYI0)
JIO3UPOBKY U (KJIK) JIEKapCTBEHHYIO (hopMmy.



Hanpumep: "npyrue nexapcrBeHHble (GOpMBI U (KMIIM) JO3UPOBKH MOTYT JIydIlle

YAOBJIETBOPATH NOTPEOHOCTH JAHHOM rpymnmbl'.
4.2.4. Cnocob mpuMeHEHHS.

[Tox otnenbHbIM MOA3aronoBkoM ("Mepbl MpeaoCTOPOKHOCTH, TPUHUMAEMBIE MTEPET
MIPUMEHEHUEM Mpenapara Wid npu padore ¢ HUM") CcO CChUIKOM Ha paznen 6.6 (naum 12)
OXJIIT yka3siBatoTcs Bce 0COObIE MEPBI MPEAOCTOPOKHOCTH TIPU paboTe ¢ MpernapaToM Uiu
€ro MpPUMEHEHUH (Hampumep, [ LIUTOTOKCMYECKUX MPEenaparoB) MEAULUUHCKUMHU
paboTHUKaMH (BKJIOYas OEpeMEHHBIX MEIMUIIMHCKUX paOOTHHUKOB), NAlMEHTOM H
YXQKABAIOUIUMU JIMIIAMH.

VYKka3pIBaeTcsl MyTh BBEJICHUSA, U MPUBOJATCA HCUEPIBIBAIOIINE HUHCTPYKIUHU IO
NpPaBUIBHOMY BBEICHUIO M MNpUMEHEHUI0. MHCTpyKUMM MO MNPUTOTOBJICHUIO WU
BOCCTAHOBJICHUIO CIIeNyeT MpHUBECTH B paznene 6.6 wiu B pazgene 12 OXJIII (mpu
HEO0OXOMMOCTH) U JaTh CChUIKY Ha AaHHBIN pa3aen OXJIII.

[Ipy HanmuuuM MOATBEPKAAKOIIMX JAHHBIX HEOOXOJMMO MAaKCHMAJIbHO MOHSTHO
NPEACTaBUTh CBEJEHUS 00 allbTEPHATHBHBIX CHOCO0AX, YIY4IIAIONUX MPUMEHEHHUE WIIU
MPUEMJIEMOCTh TMPUMEHEHHS JIEKAPCTBEHHOTO Ipenapara (HampuMmep, BO3MOKHOCTh
pasiamMbIBaHUsl TAOJIETKU, pa3pe3aHuss TaOJETKH WIH TPAHCACPMAIBHOTO IIIACTHIPS,
pa3MmenbyeHus: TaOJETKH, BCKPBITUS KalcCyl, CMEIIMBAHUS HX COAEPKUMOTO C MNUUIEH,
pacTBOPEHMsI B HAIMUTKAX C YKa3aHUEM Ha BO3MOKHOCTh PUMEHEHHSI YaCTH JI03bI), 0COOCHHO
U BBEJCHUU MOCPEICTBOM 30HI0B JIJIsl HCKYCCTBEHHOTO BCKaApMJIMBAHMSL.

Heo6xonumo OOBACHUTH BCE CIEHHATbHbIE PEKOMEHAAIMU IO MPUMEHEHUIO,
00yCJIOBJIEHHBIE JIEKAPCTBEHHOU (DOPMOIA, HATTPUMED:

"B CBSI3U C HEMPUATHBIM BKYCOM >K€BATh TA0JETKHU, OKPBIThIE 00OJIOUKOM, HE cieayeT";

"He cienyeT pas3iaMblBaTh TAOJIETKH, MOKPHIThIE KUILIEYHO-PACTBOPUMOM 000JI0YKOA,
ITIOCKOJIbKY OHa npernArcTByeT [pH-3aBucuMOMy pacnany, pa3IpaXxeHUIO KAIICYHNKA]";

"He cleayeT pa3liaMbIiBaTh TaOJETKY, MOKPHITYI0 000JIOYKON, MOCKOJIBKY 000J04YKa
npeHa3HavYeHa JJisg 00ecreueHus MPOJIOHTUPOBAHHOTO BEICBOOOXKIEHUS (CM. pa3aen 5.2)".

HeoOxoaumo npeacTaBuTh CBEACHHS O CKOPOCTH BBEACHUS MMaPEHTEPAIbHBIX IIPENapaToB

[{enecooOpa3HO MPUBECTH CBEJACHUS O MAKCUMAJILHON KOHIICHTPAIMH TTapeHTEPATbHBIX
IperapaToB, KOTOPYK MOXHO 0€30MacHO BBOAWTH NETAM (€CIIH MPUMEHUMO), OCOOECHHO
HOBOPOJXKJICHHBIM, Y KOTOPBIX JOCTATOYHO YAaCTO HMMEIOTCS OTPAaHWYCHUS HAa BBEICHHE
KUAKOCTH (Harpumep, "He 6omee uem X Mr/Y mi pactBopa').

4.3. IIpoTHBOMOKa3aHUA

B nannom paznene OXJII yka3zpiBatoTCsi 00CTOSTENHCTBA, IPU KOTOPBIX JIEKAPCTBEHHBIN
npemnapatr He JOJDKEH MPUMEHSThCS U3 cooOpakeHHil Oe30MacHOCTH, TO €CTh
npoTuBonokazanus. K TakuM oOCTOSITENbCTBAM OTHOCSTCS OMNPEACIICHHbIE KIMHUYECKHUE
COCTOSIHMSI, COIYTCTBYIOIINE 3a00JeBaHus, AeMorpadudeckue (paxtopsl (Hampumep, Mo,



BO3pACT) WK MPEIPACIONIOKEHHOCTh (HAIpUMEp, METa00IMUYECKUE U UMMYHOJIOTHYECKUE
(haxkTophl, ONpPECICHHBIM T€HOTUIT U JICKAPCTBEHHBIC PEaKIMU Ha MpemnapaTr WIM Kiacc
mpenapaToB B aHaMHe3e). DTH 00CTOATENbCTBA HEOOXOIMMO yKa3aTh HEIABYCMBICICHHO,
MCYEPIBIBAIOIIE U YETKO.

HeobxonuMo ucxonst U3 (akTUYECKUX AAHHBIX UIU CTPOTUX TEOPETUUECKUX
OPEANOCHUIOK MEPEYUCIUTh JIpyrue MpenapaTbl WIM KIJIACChl IPENapaTtoB, KOTOPBIE HE
CleAyeT NMPUMEHSTh OJHOBPEMEHHO WJIM MOCIenoBaTebHO. Eciiu mpuMeHnuMo, NpUBOIUTCS
ccbuika Ha pasnen 4.5 OXJIIL.

[Tonynsiuuu mNanueHTOB, HE W3Y4YEHHbIE B paMKaX MPOrpaMMbl KIMHUYECKUX
HCCIIeIOBaHMi, ciaeayeT onuckiBath B pazaene 4.4 OXIJII, a He B maHHOM paszjaene, 3a
UCKJIIOYEHHEM CJydaeB HeONarompusiTHOrO MPOTHO3a B OTHOLIEHHH O€30MacHOCTH (
Hanmpumep, MPUMEHEHUE BEUIECTB C Y3KUM TEpaleBTUUYECKUM JUANAa30HOM, BBIBOJHUMBIX
NOYKaMH, y TMalMEHTOB C IMOYEYHON HEIOCTaTOYHOCThI0). ONHAKO, €clid Kakue-mnbo
MOMYJISILUY NAaMEHTOB UCKIIIOYAINCh U3 MCCIIEI0OBAaHUS U3 COOOpaKeHn 0€30MacHOCTH, UX
CleAyeT NEPEUHCINTh B JaHHOM pazzeiie. Eciiv npuMeHnMO, MPUBOJIUTCS CChUIKA Ha pa3ien
4.4 OXJIIL.

bepeMeHHOCTh U ITpyJHOE BCKapMIIMBAHHUE YKA3bIBAIOTCA B IAHHOM pa3felie, TOJIbKO €CIln
OHM SIBJIIFOTCS MPOTUBOIOKa3aHusAMU. [Ipr 3ToM HE0OX0IMMO yKa3aTh CCHUIKY Ha pasnen 4.6
OXJIII, B KOTOpOM cClIeyeT MpeJCTaBUTh 0oJiee T0IPOOHbIE CBEICHUSI.

CBezieHHs O TUTIEPUYBCTBUTEIBHOCTH K JEHCTBYIOIEMY BEIIECTBY (TPYMIE CXOXKHUX MO
XUMHYECKOMY CTPOCHHUIO BEIIECTB, €CJIM MPUMEHUMO) U J0OOMY BCIIOMOTaTelIbHOMY
BEIIECTBY, MPOU3BOJACTBEHHON MPHUMECH, a TAKXKE O MPOTHUBOIOKA3aHWUU, 00YCIOBICHHOM
HaJIMYMeM OMpPEACTICHHBIX BCIIOMOTATEIbHBIX BEIIECTB, HEOOXOAUMO BKJIIOUHUTH B JAHHBIN
paznen OXJIII (B coorBeTcTBUU ¢ ipriiokeHrneM Ne 1 k Hacrosium TpeboBaHusIM).

J{1s1 paCTUTENBHBIX JIGKAPCTBEHHBIX MPENapaTOB MPOTUBOMOKA3AaHUEM TAKKE SIBIISIETCS
TUNIEPUYYBCTBUTEIIBHOCTD K IPYTHM PACTEHUSAM TOTO K€ CEMEMCTBA U IPYTHM YacTsIM TOTO Ke
pacTeHus (eciid MPUMEHUMO).

HenocrarouHocTh MaHHBIX caMa Mo cebe He JOJDKHA SBISATHCS MPOTHBOMOKa3anueM. Eciu
U3 cooOpakeHUM O€30MacHOCTH MpemnapaT AOJKEH OBITh MPOTHUBOMOKA3aH y 0c000ii
MOMYJISIIIUU, HAIPUMED, Y ACTEH WU NOATPYIIIBI I€TEH, 3TO HEOOXOIUMO OTPa3UTh B JAHHOM
paznene OXJII u math cepuiky Ha pazgen OXJIII, B koTopoM MPUBOIATCS MOAPOOHBIE
cBeneHust 00 atom. [IpoTuBONOKa3aHue y IeTel ciaeayeT yKa3blBaTh 0€3 M0A3arojoBKa.

4.4. OcoObIe yka3aHHS U MEPHI IPEIOCTOPOKHOCTH IIPH IPUMEHEHHH

[Ipu BeIOOpE TOPSIAKA U3TT0KEHUSI OCOOBIX YKa3aHUN U MEP MPEIOCTOPOKHOCTH CIIEAYET
MPEKJI€ BCEr0 UCXOAUTh U3 BAXKHOCTH MPUBOJUMBIX CBEACHUM O 0€301IaCHOCTH.

KonkpeTtHoe coaepskanue ganHoro pasnaena OXJII 6yner oTauyaTbes B 3aBUCUMOCTH OT
npenapara u OoT nmokazanus. OgHako mpeanoaraercs, 4To B 3ToT pazaena OXJIII momkHbI
OBITH BKJIFOUECHBI CBEICHUS, 3HAUMMBIC JIJIT KOHKPETHOTO Tperapara.



Caenenust 00 OTJIETLHOM PHUCKE CIIeAyeT BKIOYATh B naHHbIN paznen OXJIII numrs Tom
cilydae, eciid pUCK TpeOyeT coO0IeHUSI Mep MPEAOCTOPOKHOCTH MPU MPUMEHEHUU, UITH TIPU
HEOOXOJMMOCTU TPEAYNPEKIACHUS MEIUIIMHCKOTO paboTHHKAa 00 3TOM pucke. ['pymiibl
NAIMEHTOB, Y KOTOPBIX MPUMEHEHHUE JIEKAPCTBEHHOTO TMperapara NpoTUBOIIOKA3aHO, CIEAYET
MepPeuIncInuTh TOJbKO B pasnene 4.3 OXJIII, ne nyOmupys B TaHHOM pasere.

Heob6xoaumo ykazaTh cienytomiee:

yCIIOBUS, MPU KOTOPHIX MPUMEHEHHUE JIEKAPCTBEHHOTO IMpernapaTta MOXKET ObITh
MIPUEMJIEMBIM, B YACTHOCTH, CJIEAYET OMUCATh CIEUaTbHbIE MEPHI IO MUHUMU3AIIMU PUCKOB,
HEO0OXOJIUMbIEC KaK YacTh IJIaHa YNPABJICHUS PUCKAMHU B IENSX oOecriedeHrs 0e30MacHoro u
s dexTuBHOrO MpuMeHenus (Hampumep, "[lepea HavaaoM Tepanmuu W Jajnee eXEMECSIHO
HEoOX0JAMMO  KOHTpoJupoBaTh  ¢GyHKHuio mnedenu", "llanmenToB creayer
MPOMHCTPYKTHPOBATH O HEOOXOIUMOCTH HEMEJICHHOTO COOOIIEHUS O JTIOOBIX CHMIITOMAaX
nernpeccuu U (WIM) CyMIIUIANbHBIX MBICISIX", "JKEHITUHBI ¢ IETOPOIHBIM MOTEHIIMAIOM
JIOJIKHBI UCTIOIB30BaTh KOHTpALECIUIO" U T. 11.);

0coObIe TPYNIBI MAIIMEHTOB, MOIBEP>KEHHbBIC MOBBIIIICHHOMY PUCKY WJIW SIBJISIFOLTUECS
€MHCTBEHHBIMU TPYyNIIaMU, MOJIBEPKEHHBIMU PUCKY PA3BUTHUSI HEXKEIATEIbHBIX PEAKIIUA Ha
npenapaTr Wid Kjiacc MpenapaTroB (Kak MPaBUIIO, CEPbE3HbIE WIJIM 4YacThi€), HAIpUMEp,
MOXKUJIbIE, JETH, MAIMEHThl ¢ MOYEYHOW WJIM MEYEHOYHOM HEIOCTAaTOYHOCTHIO (BKJIHOYAs
CTENEHb HEJIOCTATOYHOCTH, HAINpPUMEp, JIETKYI0, CPEIHIO U TSKEIYI0), MalUeHTHI,
M0JIBEpracMble aHECTE3UH, U MAILIMEHTHI C CEPJIEYHON HETOCTATOUYHOCTHIO (BKIIIOYAs B TAHHOM
ciydae KiaccH(HKAIMIO, HampuMep, 1o Knaccudukarmu Hplo-Mlopkckoil akageMuu Mo
uzyuenuto 3aboneBanuii cepana (NYHA)). IlpuBoautcs ceeuika Ha pasnen 4.8 OXJIII ¢
uenbto audpdepeHunanr 3GHEKTOB € MO3UIUA YACTOTHI U TKECTHU OMNPEACICHHOU
HEXEJATEeIbHOU pEaKInH;

Cephe3HbIC HEXKENATEIbHBIC PEAKIIUU, O KOTOPHIX HEOOXOAUMO OMOBECTUTH MEIUITMTHCKUX
pabOTHUKOB, CUTYaIlUH, IPU KOTOPBIX OHU MOTYT BO3HUKATh, U TPEOYEMbI€ MEPHI, HAIIPUMED,
HEOTJIOKHAS peaHUMAaIINS;

IpU HAJUYUU KOHKPETHBIX PUCKOB B Hadayie (Hampumep, 3PHeKThl NepBOM A03bI) WIH
npu TpekpamnieHuu (Hampumep, "pukomer”, peakiuu cuHApoMa "OTMEHBI") MPUMEHEHUs
JIEKapCTBEHHOTO Ipemnapara UX HEO0O0XOJAMMO NPUBECTH B JIAHHOM pa3jejiie BMECTE C
HEO0OXOIUMBIMU MEpaMU JJI UX MPEyIPEKICHUS;

Mephbl, KOTOPbIE MOKHO MPUHSTH JIJIsl BBISBJICHUS NMAIIUEHTOB, MOJIBEPKEHHBIX PUCKY, U
MPEIOTBPAIEHUS WM PAHHETO BBISBJICHHS Hadalla WM YCYTyOJICHHs OMACHBIX COCTOSTHUM.
Ecnu tpeOyetrcst onoBelieHre 0 CUMIITOMAaxX M MpU3HAKaX, SBJISIIOIIUXCS MPEIBECTHUKAMU
CEPBhE3HOM HEXKEIIaTeIbHOM peaKIuy, UX He0OX0IUMO OIHCaTh;

B Cilyyae He0OXOJIMMOCTH IIPOBEICHUS KAaKOTro-1100 crenuduyeckoro KIMHUYECKOro Uiln
71a60paTOPHOTO MOHUTOPUHTA PEKOMEHIAIIMN OTHOCUTEIIBHO TAKOTO MOHUTOPHHTA JTOKHBI
coJiep>KaTh MPUUUHY, BPEMS U CIIOCOO €ro OCYIIEeCTBICHUS B paMKaX KIMHUYECKOW MPaKTUKU
. Ecu pu Takux oOCTOATENBCTBAX WM COCTOSHUSX TpeOyeTcsl CHIXKEHUE JA03bl WK MHOU



pPEXUM TO3UPOBAHUS, CBEACHHUS 00 ATOM cieayeT BKIounTh B pasnen 4.2 OXJII u yka3atb
CCBUIKY Ha IAHHBIN pa3Jen;

HEO0OXOJAMMbIE YKa3aHHS B OTHOIIEHHHM BCIIOMOTAaTEJIbHBIX BEIIECTB MU OCTAaTOYHBIX
IPOU3BOJICTBEHHBIX TIPUMECEH;

CBEJICHUS O COJEP>KAHMH 3TaHOJA B JICKAPCTBEHHBIX MpeNaparax, CoAep Kallux aaKoroib,
NPUBOJATCS B COOTBETCTBUU ¢ TpmiioxkeHueM Ne 1 k Hacrosimum TpeboBaHusiM;

ykazanus o tpaHcMuccuBHbIX areHTax B OXJIII u JIB nexkapcTBEHHBIX IpeEnaparos,
MIOJIYYEHHBIX U3 IJ1a3MBbl;

CyOBEKThI U MALMEHTHI C OMPEIETECHHBIM T€HOTUIIOM UM (EHOTUIIOM MOTYT JIHMOO He
OTBEYATh HA JICYCHHE, TUOO OBITH MOJBEPKEHBI PUCKY YPE3MEPHOTO (DapMaKOIMHAMUYECKOTO
adpekTa WM HEXKENaTeNbHON pEeaKlIHH, YTO MOKET OBbITh OOYCIOBJIEHO aJleNsiMU
HEe(QYHKIIMOHUPYIOIUX (PEPMEHTOB, albTEPHATHBHBIMU META0OIMYECKUMU MYTIMH (
OMOCPEAYEeMbIMU ONPENCICHHBIMU AJUIETSIMU) WIH AeQUIMTOM TpaHcnopTepoB. [logo0OHbIe
CUTYALIMH, €CJIU O HUX U3BECTHO, HEOOXOIMMO YETKO OIUCATH;

YKa3bIBAIOTCS BCE PUCKH, OOYCIOBIICHHBIE HEIIPABUIBLHBIM IyTEM BBEJCHUS (HarpuMmep,
pUCK HEKpo3a IMpHU BHECOCYAUCTOM BBEJCHUM BHYTPUBEHHOrO IMpemnapara WiIu
HEBPOJIOTMYECKUX TOCIIEACTBUI IIPU BHYTPUBEHHOM BBEJACHUU BMECTO BHYTPUMBIIIEYHOTO),
C PEKOMEHIALUSIMU 10 BO3MOKHOCTH MX YCTPAHEHHUS.

B uckimounTenbHbIX Ciiydasx 0co00 BaXKHbIE CBEACHUS MO O€30MacHOCTH JIOMYCKaeTCs
BBIICJIUTH MOJIYKUPHBIM HIPUPTOM, 3aKITIOYUB UX B PAMKY.

Bce nexenarenpHble peaklid, YKa3aHHbIE B JaHHOM pa3feiie WiIH 00yCIOBICHHbBIE
COCTOSIHUSAIMH, MPETYCMOTPEHHBIMH JJAHHBIM Pa3/IeJIOM, CJIEAYET TAKKE BKIIOUUTH B pa3aei
4.8 OXJIIL.

Ecnu npuMeHnMo, yka3bIBaeTCsl BO3MOXKHOCTh UCKa)KEHUs PE3YJIbTaTOB J1a00paTOPHBIX
TECTOB, HapuUMep, Npu nposeaeHuH npodsl Kymoca Ha (oHe npuMeHeHus OeTa-I1aKTaMoB.
NXx HEeoO0XxoaumMo 4YEeTKO OmNucaTh, HUCIOJb3ys I0J3arojioBOK, Hampumep, "VckakeHue
CEpOJIOTUYECKUX TECTORB".

Omnucannie 0coObIX YKa3aHUI U Mep MPEJOCTOPOKHOCTH B OTHOLIEHUU OEPEMEHHOCTH U
KOPMJICHUS TPYJbIO, BIUSHUSA Ha CIIOCOOHOCThH YIPaBJISATh TPAHCIIOPTHBIMU CPEJICTBAMU U
paboTaTh ¢ MEXaHM3MaMU M NPOYUX AaCIEKTOB B3aWMOJICMCTBHII, B LIEJIOM, CIEIyeT
npuBoAUTH B paznenax 4.5-4.7 OXJIII coorBercTBeHHO. B ciiyyasix oco0oil KIuHUYECKOU
3HAYUMOCTHU OMPENIETICHHbIE MEPHI MPEIOCTOPOKHOCTH LIeIecO00pa3Hee ONUCaTh B JAHHOM
paszene, HalpuMep, Mepbl KOHTpAUEHUHUH WIH MPHU HEXKEIATEIbHOCTH COIYTCTBYIOIIETO
IIPUMEHEHHS IPYTOro Ipenapara ¢ MPUBEICHUEM CCBUIKM Ha pasnensl 4.5, 4.6 wim 4.7
OXJIIT.

4.4.1. letn.

Ecnu iekapcTBEHHBIN Npenapar Moka3aH 0JHOW Uin 0oJiee BO3PACTHBIM IPYIIAM JETeH
U HUMEIOTCS O0COOble YKa3aHHsi M MEpPhl MPEIOCTOPONKHOCTH IO €ro MNPUMEHEHHUIO,
ABJISIIOLIMECS CHeNU(DUUHBIMU JUJISl IeTed WIM KaKoW-TMOO BO3pAaCTHOM IpyMNIbl €T, MX



HE0OXOAMMO MPUBECTH TOJ] TaHHBIM MOA3arojoBKoM. ClieyeT onucath Bce HEOOXOIUMBIE
0COObIE YKa3aHUsI U MEPbI MPEIOCTOPOKHOCTH OTHOCUTEIBHO JIOJITOCPOUYHOM 6€30MacCHOCTH (
HampuMmep, IS POCTa, HEBPOJOTHYECKOTO, MOBEACHYECKOTO PAa3BUTHUS M TOJOBOTO
CO3pPEBaHMS) U CICHHUAIBHBIM MOHUTOPHHT (Hampumep, pocta) naereid. Ilpu orcyTcTBHH
HEOOXOMMBIX JOJITOCPOUYHBIX TAHHBIX MO 0€30MAaCHOCTH ATO YKA3bIBAETCS B TAHHOM pa3fee

[Ipy HaMMYUM MOTEHIUAIBHOTO CYIIECTBEHHOTO WJIM JUIUTEIbHOTO BIHSHHUS Ha
MOBCEIHEBHYIO aKTUBHOCTBIO JIETEH (HampuMmep, CoCOOHOCTh K O0YUEHUIO WIIH (PU3UUYECKYIO
AKTHUBHOCTb), WJW TP BIWSHUU Ha aIMNETUT WJIM COH MPUBOMISITCA COOTBETCTBYIOIIUE
yKa3aHUs.

[lepeuncnsarorcs Mepshl, cnenuduuHbIe U1 J1eTe, KOTOPBIM MOKa3aH mpemnapar (

HaIpuMep, KaK 9acTh IUIaHA YIIPABIICHUS PUCKAMH).

4.5. BzanMoAeHCcTBH® C IPYTUMH JIEKAPCTBECHHEIMH IIpenapaTaMu
¥ IpyTHE BUAEI B3aHMOACHCTBHA

B nannom pazzgene HE0OXOAUMO MPEACTABUTH CBEJCHUS O MOTEHIMAIBHO KIMHUYECKU
3HAYMMBIX B3aWMOJICUCTBUAX, OCHOBAaHHBIX Ha (apMaKOJUHAMHYECKMX CBOWCTBaX U
pe3yJiibTatax (papMaKOKMHETUUECKUX HMCCIIEAOBAaHUM In VIVO JIEKApCTBEHHOTrO IMpemnapara ¢
OT/IECJIbHBIM YKa3aHUEM B3aUMOJECHCTBUI, KOTOPbIE MPUBOJAT K U3MEHEHHUIO PEKOMEH TN
M0 TMPUMEHEHUIO JTaHHOTO JICKApCTBEHHOTro IpemapaTta. K HUM OTHOCSTCS pe3yjbTaThl
B3aMMOJICHCTBHUSA in Vivo, HEOOXOIHUMBIC I 3KcTpanoysiuu >ddekra Ha MapkepHoe ("
KOHTPOJIbHOE") BEIIECTBO Ha JPYTUe JEKapCTBEHHbIE penapathl, 001a1atoe OJMHAKOBBIM
¢ MapkepoM (hapMaKOKMHETUYECKUM CBONCTBOM.

CHauana ciefyeT onucaTh B3aUMOJEHCTBUS, BIUAIONIME HA MPUMEHEHHUE JTaHHOTO
JIEKapCTBEHHOTO Mpernapara, 3aTeéM yKa3aTh B3aUMOJICHCTBUSI, IPUBOJAIINE K KIMHUYECKU
3HAYMMBbIM U3MEHEHUSAM NPUMEHEHHUS IPYTUX JIEKapCTBEHHBIX IIPenapaTosB.

B nanHoM pasznenie HEOOXOAMMO OMUCATh B3aUMOJICUCTBUS, YKa3aHHbIC B JIPYTHX
paznenax OXJIII u B KOTOPBIX COEPIKATCS CCHIIKU Ha JAHHBIN pa3zen.

CHauvana NpUBOASTCA CBEACHUA O MPOTUBONOKA3aHHBIX KOMOMHAIUAX, 3aTEM O
KOMOMHAIIUSAX, OJJHOBPEMEHHOE MPUMEHEHHE KOTOPHIX HE PEKOMEHJyeTCs, 3aTeM — BCE
OCTaJIbHBIE.

[To kaxa0My KJIMHMYECKH 3HAUYUMOMY B3aUMOJIEUCTBUIO CIEAyET MPEACTABUTH
CJIEIyIOLUE CBEACHUS:

PexomeHnayuu, KOTOpbIE MOTYT 3aKII0YAThCS B:
MPOTUBONOKA3aHUU OJHOBPEMEHHOIO MPpUMEHEHUS (CO cChUIKOM Ha paznen 4.3 OXJIII);
HEXKeJIaTeTbHOCTH OJJHOBPEMEHHOT0 MMPUMEHEHHUs (co ccbUIKoi Ha pasnaen 4.4 OXJIII);

MPUMEHEHUE MEP MPEJAOCTOPOKHOCTH, BKIIHOYAs KOPPEKIHIO A03bI (CO CCHUIKOM Ha
pazaen 4.2 unu 4.4 OXJII ucxons U3 oOCTOATENBCTB) C MEPEUHCICHUEM KOHKPETHBIX
00CTOATENBCTB, TPEOYIOMINX TAKON KOPPEKIIUH;



A100bIe KJIMHUYECKUE MPOSBICHUS M BIUSHUE Ha IJIA3MEHHYIO KOHILIEHTPALMIO U
momaabs noja (papmakoknHeTnduecko kpuBoi "koHueHTparus—BpeMs" (AUC) UCXOTHBIX
COEIMHEHHH U aKTUBHBIX METabOIUTOB U (WJIH) J1a00paTOpHBIE TapaMETPHL;

MEXaHHU3M B3aMMOJICHCTBHS, €CIU U3BecTeH. HanpuMmep, B3auMOJIECTBHE BCIEACTBUE
MHTMOMPOBAHUA WU UHAYKIMHU [uToXpoMa P450 crnenyer npeacTaBuTh B JAHHOM pasiesie co
cceuikot Ha pazgen 5.2 OXIJII, B xoTopoM cieayeT 00OOIUTH in Vitro pe3yiabTaThl
MHTUOMPYIOLIEr0 WM HHAYLUUPYIOIIETO MOTEeHIMaia.

Heob6xoammo onucarh B3aMMOJICHCTBYSI, HE U3YUEHHBIE in VIVO, HO MMPOTHO3UPYEMBIE Ha
OCHOBAHUM HMCCJEIOBAHMI In VItro WJIM Ha OCHOBAHUU JPYTUX CUTYALMI M HCCIIEIOBAaHUH,
€CJIM OHU NPUBOJAT K U3MEHEHHUIO IPUMEHEHUS JIEKAPCTBEHHOIO IIpEIapara, co CCbIIIKOW Ha
pazaen 4.2 unu 4.4 OXJIIL.

B nanHoM pasznene HEOOXOAMMO yKa3aTh MPOIOJKUTENBHOCTh B3aUMOACHCTBHS MOCIIE
OTMEHBI JIEKAPCTBEHHOTO Mpernapara ¢ KIMHUYECKH 3HAUUMbIM B3aUMOJICCTBUEM (HAIIpUMED
, MHruouTopa wiaM UHAyKTOpa (epmeHToB). Kak creacteue, MoXeT MNOTpeOOBATHCS
KOPPEKIIUs pekuma 1o3upoBanusi. Ciieyer Takxke yka3aTh Ha HE0OXOAMMOCTh OTMBIBOYHOTO
IeproAa NpH MOCIE0BATEIbHOM IIPUMEHEHUH JIEKAPCTBEHHOTO MIPEIapara.

HeobxonuMo Takke MpeACcTaBUTh CBEACHUS O MPOYMX 3HAUYUMBIX B3aUMOJCHCTBUSX,
HaIpyuMep, ¢ PaCTUTEIbHBIMHU JIEKAPCTBEHHBIMU IPENapaTaMHy, MUIIEH, ATKOTOJIEM, KYpEHUEM
U (hapMaKoJIOTHYECKU aKTUBHBIMH BEIIECTBAMHU, HE UCIOJIB3YEMBIMU B MEIULIMHCKUX IIEIIAX.
Heo6xonumo omnucats (apmakoguHamuueckue 3PQGeKThl, KOTOpble MOTYT MPUBECTH K
KIMHUYECKH 3HAYMMOMY TOTEHIIMPOBAHUIO WM HEOIAroNnpUsSTHOMY alTUTUBHOMY 3(PPEKTy.

Pe3ynbTaThl, Moxy4eHHBIE in ViVO, CBUAETEIbCTBYIONINE 00 OTCYTCTBUU B3aMOICHCTBHS,
CIeAyeT MPUBOJUTH TOJBKO NPU HUX 3HAYUMOCTH JUISI MEIUIMHCKOTO pabOTHHKA,
HA3HAYAIOIIETO JIEKApCTBEHHBIN Mpenapar (HarpuMmep, B KIMHHYECKOW 0051acTu, B KOTOPOH
paHee 0OHaApYKMBAJIUCHh MOTEHIIMAIBHO OMACHBIE B3aUMOJEHCTBHS, HAIPUMEp, B CIydae C
AHTUPETPOBUPYCHBIMU IIpenapaTamMu).

Ecnu uccnenoBanusi B3aMMOJEUCTBUS HE MPOBOJUIUCH, HA 3TO HEOOXOAMMO YETKO
yKa3arhb.

4.5.1. lononHuTeNbHBIE CBEIEHUS 00 OCOOBIX Tpymmax.

Ecnu BbIABIEHBI TPYIIIBI MALIMEHTOB, HA KOTOPBIX BIUSHUE B3aUMOJIECHCTBHS Ooiee
BBIPAKEHO, WM OXKUJAETCs OOJbInasi CTENEeHb B3aUMOJICHCTBUSI, HAIPUMED, MALUEHTHI CO
CHM)KEHHOM (PYHKIMEN NoYeK (ecM OJHUM M3 MyTeH KCKPELUH SBIIAETCS MOYEUHbIN), I€TH,
MTO>KHJIBIE
U T. 1., 3TU CBEJCHUS CIEAYET NMPEICTaBUTh B JAHHOM MOApPA3IEIe.

Heobxoaumo omucaTe B3aUMOACHCTBUS C IPYTUMU JIEKAPCTBEHHBIMH IpenapaTaMu,
00yCJIOBJIEHHBIE MOTUMOPPU3MOM META0OIU3UPYIOMIUX (PEPMEHTOB WM OINPEACIICHHBIX
T€HOTHUIIOB, €CJIU TaKOBBIE HUMEIOTCH.

4.5.1.1. Jletn.



[Ipyu Hanuuny noka3zaHus K MPUMEHEHUIO ISl ONPEIECIICHHOM BO3PACTHOM IPYNIIbI AETEU
B JAaHHOM pa3Jiefie CeIyeT NPeCTaBUTh CBEJICHUS, Clieln(UUHbIE 1JIs1 Hee.

PesynpTupyromas 3KCro3uius U KIMHUYECKUE TOCIeACTBUS (HapMaKOKHHETHYECKOTO
B3aUMOJIEHCTBHS Y B3pOCIBIX U JETEH, a TAKKE Y JETEH Pa3IMYHbIX BO3PACTHBIX TPy MOTYT
pasnuyatbecs. BenencrBue vero:

HEOOXO0JIMMO OIKCATh BCE YCTAHOBJIEHHBIE PEKOMEHIAINH 110 JICUEHUIO, CBA3aHHBIE C
OJIHOBPEMEHHBIM NPHUMEHEHHEM B MOArpynmnax aered (Hampumep, KOpPpEeKIus 103bl,
JOTIOJIHUTEIbHBIA MOHUTOPUHI MapKepa KIMHUYECKUX 3((EKTOB U (MIIM) HEXelaTeabHbIX
peakinii, MOHUTOPUHT KOHIIEHTPALIUK MTpenapara);

€CJIM MCCIIEJOBaHMs B3aUMOJICHCTBHUS MPOBEJCHBI Y B3POCIBIX, HEOOXOAUMO BKIIOYHUTh
ykazanue "MccienoBanus B3auMOAENCTBHS IPOBEAECHBI TOJIBKO Y B3POCIBIX '

HEO0OXOIMMO yKa3aTbh, YTO CTENEHb B3aUMOJEWUCTBHS y JETeH aHaJIOrMYHa TaKOBOH Y
B3POCIJIBIX, €CIIU 3TO UMEET MECTO;

€CJIM NTOAOOHBIE TaHHBIE OTCYTCTBYIOT, Ha 3TO TaKXKE CIEIYET yKa3aThb.
Te xe mnpaBuia NPUMEHSAIOTCA K (papMakKoJAMHAMUUYECKUM JIEKAPCTBEHHBIM
B3aUMOJCHUCTBUSAM.

Ecau B3amMmopelicTBUE ¢ MUIIEH BIIeUeT 3a COOOM pEeKOMEHIAIIUH 10 OJTHOBPEMEHHOMY
MPUMEHEHHUIO C MUILEH UM ONpPEeeICHHBIMU MPOIYKTaMU MUTAHUS, HEOOXOJIMMO yKa3aTh,
NPUMEHHUMO JIA 3TO K JAeTAM (0COOEHHO HOBOPOXJACHHBIM M MJIaJICHLIaM), PAllMOH KOTOPBIX
otiauyaercs (100 npoueHTHast MOJIOYHAsI IMeTa Y HOBOPOXKAECHHBIX).

Paznen 4.5 cinepyer mpenctaBUTh B HanOoJiee MPOCTOM BHUIE C YKa3aHUEM
B3aUMOJECHCTBHUM, BIEKYUIMX NPAKTHUYECKHME PEKOMEHIALUH 10 IPHUMEHEHUIO
JeKapcTBeHHOro mnpemnaparta. llpm Hanuuuu OOJBIIOrO KOJIUYECTBA Pa3IMYHBIX
B3aUMOJICVCTBUN, KaK, HalpuMep, B Cily4ae C I[POTUBOBUPYCHBIMU IIpelnapaTami,
JOITYCKAeTCsl UCTIOIb30BaTh TAOIMYHBIN (POpMaT MPEACTABICHHUS.

4.6. ®epTHILHOCTD, OEPEMEHHOCTD H JIAKTAIAA

4.6.1. O0uMe NpUHIIKIIBL.

3asgBUTENb PETUCTPALINU U JIEPKATEIh PErHCTPAMOHHOTO YIOCTOBEPEHUS TOJDKHBI T10
BO3MOKHOCTH HPEJICTaBUTh OCHOBAHUS U PEKOMEHJIAINI MO MPUMEHEHUIO Mperapara y
OEpeMEeHHBIX, JKCHIIUH B MEPHO] T'PYJHOTO BCKAapMIIMBAHHUS W KEHIIUH C JETOPOIHBIM
HOTEHIUAIOM. DTH CBEIEHUSI HEOOXO UMbl MEUIIMHCKUM paOOTHUKAM JUIsl TOBEIECHUS UX JI0
MAIMEHTOB.

[IpoBoasi COBOKYIHYIO OLIEHKY, HEOOXOAMMO HCIIOJIb30BaTh BCE JOCTYIIHbIE JaHHBIE,
BKJIIOUAsl pe3yIbTaThl KIMHUYECKUX UCCIECIOBAaHUHN U MOCTPETUCTPAIIMOHHOTO HAOIIOCHMS,
(bapMaKoJIOTHYECKY0 aKTUBHOCTb, PE3YJIbTAThl JOKIMHUUYECKUX HCCIECIOBAHUM U 3HAHUA O
COEMHEHUSIX TOT0 JKe Kiacca.

[To Mepe HaKOIUJICHHS ONBbITa O OEPEMEHHBIX JKEHITUHAX, TOJBEPTIINXCS BO3/ICHCTBUIO
JIeKapCTBEHHOI'O Tpernapara, KOTOPBIA NepeKphIBaeT NOKIMHUYECKHE JaHHbIE Y KUBOTHBIX,



CIEAyeT 1O BO3MOXHOCTH OOHOBHTH PEKOMEHJAIMHU IO NMPUMEHEHUIO JICKApPCTBEHHOTO
npemnapara npu 6€peMeHHOCTH U B NEPUOJ] TPYAHOTO BCKapMIIMBaHMUS.

Ecnu yka3zaHHBIC COCTOSIHHS SIBIISIIOTCS TPOTHUBOIIOKAa3aHUEM, X HEOOXOIUMO BKIIOUHUTH
B pazaen 4.3 OXJIIL

Heo6xonumo npeacTaBuTh CAEAYIONIUE CBEICHMUS.
4.6.2. XKeHIMHBI ¢ AETOPOIHBIM MOTEHIIMAIOM (KOHTPAISIIIHS Y MY>KYHH U KEHIIKH).

[IpuBoasATCS peKOMEHJANU MO MPUMEHEHUIO JIEKAPCTBEHHOTO Tpenapara y *KEeHIIUH C
JIETOPOIHBIM MTOTEHIIUAJIOM, BKJTFOUYasi HEOOXOIMMOCTh MPOBEJICHUS TeCTa Ha OEPEMEHHOCTD U
KOHTparenuuu. Eciu nanueHTkam Wi MojJoBbIM MapTHEpIIaM MalMeHTOB B X0J/€ Teparnuu
WA B ONpEJICICHHBIA MPOMEXKYTOK BPEMEHHU J0 Haydajla WM TOCJIE 3aBEPIICHUS JICUCHUS
TpeOyercss 3¢d@eKkTuBHAs KOHTpaLCNIUs, OCHOBAHUS NPHUHATUS OSTOM MEpbl ClEayeT
BKJIIOUWTh B JaHHBIM pasnen. Eciaum pekomMeHAyeTcsi KOHTpalenuusi, HO HMEETCs
B3aMMO/JICUCTBUE C MEPOPATLHBIMU WM JPYTMMH KOHTpAIENITUBAMU, HEOOXOJAMMO TaKKe
JaTh CChUIKY Ha paszaein 4.5 (1 npu HeoOxoaumocTu Ha pazzgen 4.4) OXJIIIL.

4.6.3. bepeMeHHOCTb.

Cnauana, Kak NMpaBUJIO, TPUBOAATCS KIMHUYECKUE U JOKIMHUYECKHE TAHHBIE, 3aTEM —
PEKOMEHIAIUH.

B oTHOmEHUM JOKIMHUYECKUX JAHHBIX B JAHHBIM pa3ziesl CleAyeT BKIIOYHUTH JIUIIb
BBIBOJIBI HCCJICJIOBAHUN PENPOJYKTHUBHONH TOKCHYHOCTH. bojiee moapoOHBIE CBeIcHUS
CIEeayeT NMpeaCTaBuTh B pazaeine 5.3 OXJIII.

B oTHOmMEHNN KIMHUYECKUX JAHHBIX:

B pasjen ClIeAYeT BKIIOUUTh UCUEPIIBIBAIOIINE CBEACHUS O 3HAUMMBIX HEXKEIaTeIbHBIX
SIBJICHUSAX, BOZHUKIIKNX Y dIMOPHOHA, MJI0JIa, HOBOPOXKICHHBIX, OEPEMEHHBIX KEHITUH (eciau
npuMeHuMoO). [1o BO3MOKHOCTH ciieayeT 0003HAUYUTh YaCTOTY BO3HMKHOBEHUS IOJO0OHBIX
SIBJICHUM (HampuMep, 4aCTOTY BOSHUKHOBEHHUS BPOXKJIEHHBIX aHOMAJINI) COTJIAaCHO KPUTEPHUIM
BO3;

€CJIM HeXesaTeIbHbIC IBJICHUS TPU OEpEeMEHHOCTH HE BO3HUKAJIU, B pa3jesie HE0OX0AMMO
OmHUcaTh 00BEM OIIBITA MEAUITMHCKOTO IIPUMEHCHHS.
B oTHOLIEHUN peKOMEHAALINM:

MPUBOAATCS PEKOMEHAAINU 110 MTPUMEHECHUIO JIEKAPCTBEHHOTO MpEIapara B pa3jinyHbIe
NepPHUO/Ibl TECTAIlMU, BKJIIOUas MPUUHHY(BI) TAKUX PEKOMEH/IAIINM;

Ipu TPUMEHEHUHU JIEKAapCTBEHHOTO IIpemnapata BO BpeMs OEpEeMEHHOCTH B
COOTBETCTBYIOIIIUX CJIydYasx IPUBOAATCS PEKOMEHIAIMM 110 BEJCHUIO OCPEMEHHOCTH,
BKJIIOYass HEOOXOJUMBIA CHElNHaTbHBIM MOHUTOPHUHI, K MpPUMEPY, YJIbTPa3ByKOBOE
HCCIIeIOBaHUE TUIOJNA, OIPEACIICHHOS OHOJIOTHMYECKOe WIIM KIWHHYECKOe oOcIieoBaHue
J10/1a UM HOBOPOXJIEHHOTO.

B 3aBucumocTu 0T 00CTOSATENBCTB, JOMYCKAETCSl BKIIIOUNTh CChUIKU B pasaensl 4.3, 4.4 u
4.8 OXJIIL.



[Ipumepst GopMyIUPOBOK, TPUBOJAUMBIX B JAHHOM pPaselie, COACPIKATCSA B MIPUIOKECHUU
Ne 16 x nHacrosimum TpeGoBaHuUsIM.

4.6.4. JlakTamnus.

[Ipu HanWUUKM TPUBOAATCS KIMHUYECKUE JaHHBIC (MJIAJCHIIbI, HaXOJUBIIUECS Ha
IPYJHOM BCKapMJIMBaHUU, MOABEPIIINECS BO3ACHCTBUIO JIEKAPCTBEHHOIO Mpenapara) B BUJIE
3aKJIOYCHUN KWHETUYECKUX UCCleoBaHUN (IJ1a3MEeHHash KOHIEHTpalus Yy JeTeH,
HaXOJUBIIUXCSA HA TPYJHOM BCKapMJIMBAHHUH, MPOHUKHOBEHHE JIEUCTBYIOIIETO BEIIECTBA U (
WJIM) €ro MeTabOoJUTOB B TPyJHOE MOJIOKO). [Ipu Hamuyum mpeacTaBistoTCs CBEJACHUS O
HEXKeJNaTeNbHBIX PeaKIUIX y JeTel, HaXOASIINXCs Ha TPYJTHOM BCKapMJIMBAHUU, BO3MOXKHO
yKa3aHHE MEePEKPECTHOM CChUIKU Ha pa3nen "HexenarenbHble peakuuu'.

3akiIroueHUe JOKJIMHUYECKUX MCCIEIOBAaHUM O NMPOHUKHOBEHUHU JEUCTBYIOIIETO
BellleCTBA U (MJIM) €ro METa0OJIUTOB B MOJIOKO MPEJACTABISETCS TOJIBKO MPU OTCYTCTBHH
JAHHBIX Y YEJIOBEKA.

[IpuBOATCS TPUYMHBI U PEKOMEHAIIMU 10 MPEKPAIIECHUIO UK MPOJAOIIKEHUIO TPYIHOTO
BCKapMJIMBaHUA U (WJIM) TMPEKPAIMICHUIO WJIM TMPOJODKEHUIO Tepamuu C Y4YeTOM
MPEANOUYTUTEIIBHOCTH MPEKPaIICHUs TePANU WK TPYTHOTO BCKapMJIIMBaHUSI.

[Tpumepst GopMyIUPOBOK, TPUBOAUMBIX B JAHHOM pasjielie, COAEPKATCS B MPUIIOKEHUN
Ne 16 x nHacrosimum TpebGoBaHuUsIM.

4.6.5. ®epTUIIBLHOCTb.

B pazgen 4.6 OXJIII HeoOX0AUMO BKJIIOYUTH OCHOBHBIE CBEJIEHHS O BO3MOKHBIX
HEXeNnaTeJbHbIX 3 QeKkTax JIEeKapCTBEHHOTO Mpemnapara s MYXKCKOW U IKEHCKOU
(hepTUILHOCTH:

KJIIMHUYECKUE JaHHbIE (TIPY HAJIMYKH ),

COOTBETCTBYIOIIUE 3aKITIOYEHUS JOKIUHUYECKUX TOKCUKOJIOTHYECKUX UCCIEIOBAHUM (
npu Hajau4uu). bosiee noapoOHbIe CBEAEHUS ClEayeT BKIIOYUTE B paszaen 5.3 OXJIII;
pEKOMEHJallui MO0 MPUMEHEHUIO JEKApCTBEHHOIrO Ipenapara Npu I[UIAHUPOBAHUU
OEpEeMEHHOCTH U MTOTEHIIUAILHOM BJIMSIHUU TE€paruu Ha PepTHUIHLHOCTD.
Ecnu npumennmo, B pazaen 4.3 OXJIII MOKHO BKJIFOUUTH CCBHUIKH Ha APYTUE Pa3Jielibl
OXJIIL.
Ecnu nannbie no GpepTHIIBHOCTH OTCYTCTBYIOT, Ha 3TO CIEAYET YETKO YKa3aTh.

4.7. BmusaAe Ha COOCOOHOCTH YIPABIIATh TPAHCIOPTHEIME CPEACTBAMH H pab0TaTh C
MeXaHU3MaMHI

Ha ocnoBanmu QapmakogmHaMHU4ecKoro u (HapMaKOKHHETHYECKOTO Mpodus,
BBISIBJICHHBIX HEXKEIATCIbHBIX PEAKIMK U (MJIH) MPOBEACHHBIX CIEIIUATIbHBIX UCCIICTOBAHUNA B
COOTBETCTBYIOIICH MOMYJISAINHA, HATPABICHHBIX HA YCTAHOBIICHUE BIUSHUS JICKAPCTBEHHOTO
npemapara Ha CIIOCOOHOCTHh YNPABISITh TPAHCIOPTHBIMH CpPEICTBaAMH, O€30MacHOCTH
JOPOKHOTO JNBMXEHUS U pabOTy ¢ MEXaHW3MaMH, CJIeNyeT yKas3aTh, UYTO JIEKapCTBEHHBIN
nperapar:



HE OKa3bIBAET WUJIM OKa3bIBAET HECYLIECTBEHHOE BIUSHUE;
OKa3bIBaeT ci1aboe BIIMSHUE,
OKa3bIBAa€T YMEPEHHOE BIUSHUE;
OKa3bIBAET BBIPAXKEHHOE BIIUSHHUE.

HeoO6xoammo paccMOTpeTh APYTrHe€ Ba)XHBIE ACMEKThl BIUSHHS JICKAPCTBEHHOTO
nmpernapara Ha CIOCOOHOCTh YIPAaBIATh TPAHCIMOPTHBIMHU CpPEACTBAaMU U paboTy ¢
MEXaHU3MaMH, €CJIM HMMEIOTCA CBEJEHUS O TAKOBBIX, HApUMEp, MPOIOJLKUTEILHOCTh
HapYIIAONIETO BIUSHUS U PA3BUTHE TOJEPAHTHOCTH WJIM HEXKENATENbHBIX PEaKIUil TpH
JUTUTEIbHOM IPUMEHEHUH JIEKaPCTBEHHOIO Mpernapara.

B caydasx ecnu JieKapCTBEHHBIN MpemnapaT OKa3blBA€T YMEPEHHOE WIIM BBIPAKEHHOE
BIIUSIHUE CJIEAYET MPEICTaBUTh OCOOBbIC yKa3aHUs U (WJIM) MEPbl MPEIOCTOPOKHOCTH TPHU
npuMmeHeHun (a taxxke B paszaene 4.4 OXJIII, ecnu nekapCTBEHHBIN MpenapaT OKa3bIBaeT
BBIPAKEHHOE BIIUSHUE).

4.8. HexxenarensHbIE peaKkiuu

B nanHbBIN paznen BKIIOYAIOTCS BCE HEXKEJATEIbHbIE PEaKIUH, BbIIBICHHBIE B X0JI€
KJIIMHUYECKUX HMCCIIEI0BAHUM, MOCTPETUCTPAMOHHBIX HCCIIEIOBaHU 0€30MacHOCTH U MO
pe3ysbTaTaM CHOHTAHHBIX COOOIIEHUN, B OTHOLLIEHUU KOTOPBIX NMPUYMHHAS CBA3b MEXKIY
JIEKapCTBEHHBIM MPENAPAaTOM U HEXKEJIaTEIbHBIM SBJICHUEM IOCJIE MPOBENCHUS THIATEIbHON
OLICHKM HMeeT OOOCHOBAaHHYIO BEPOSITHOCTh, M MOATBEPXKIAETCA, K MNpUMEPYy, HX
CPaBHUTEJIbHON YacTOTOW BO3HUKHOBEHUS B KIMHUYECKUX HCCIEAOBAHUAX WIIU
pe3yibTaTaMH 3MHUIEMHOJIOTHYECKUX UCCIEIOBAHUI U (WJIN) OLICHKOM MPUYMHBI pa3BUTHUS Ha
OCHOBaHUM COOOLIEHUI 110 OTAEIBHBIM ciayyasiMm. HexxenarenbHble SIBICHUS, HE UMEIOLIHE T10
MEHBIIIEN MEPE MOI03PEBAEMYIO IPUUNHHYIO CBA3b, yKa3piBaTh B OXJIII He cnenyer.

CopnepxaHue JNaHHOTO paszziefia clielyeT 00OCHOBaTh B KJIMHUYECKOM 0030pe
PErUCTPAILMOHHOT0 JOChE, OCHOBBIBASICh HAa OLIEHKE HanOosee yOeIUTENbHbIX JaHHBIX B
OTHOUICHUU BBISBICHHBIX HEKEJIATENbHBIX SIBICHUN M (DAKTOB, 3HAUMMBIX JJISl OLIEHKHU
MPUYHHHO-CIIEACTBEHHON CBSI3U, TSKECTU M 4acTOThl. JIaHHBIN pa3zen claeAyeT peryJspHo
nepecMaTpuBaTh M HpPU HEOOXOAUMOCTH OOHOBIATH C LEJIBbI0 HAJJIEKAIIErO
MH(OPMUPOBAHUS MEIULUMHCKUX pPAOOTHUKOB B OTHOUIEHUM HpoQuist 0e30IacHOCTH
npenapata. Kpome Toro, Bechb pazzien MOXKET ObITh NEPECMOTPEH MPU NOATBEPKIACHUU
peructpauuu (IepeperucTpannn), koraa npopuib 6€30NacCHOCTH OOJNBIIMHCTBA IPENapaTos,
CKOpee BCEro, OyJeT XOpOLIO U3yUYeH, U JAajiee IPU MoJavye KaxXa0ro NepuoinyecKoro 0T4eTa
o 6e3onacHoctu (ITOOB).

Nudopmanuto cieyeT uznaratb KpaTKo, UCIOJIb3Ys CHIEHUAIbHYI0 TEPMUHOJIOTHIO, OHA
HE JOJDKHA COJEpKaTh TAaKUE CBEJICHMS, KaK yKa3aHUE Ha OTCYTCTBHE OIPEIEIECHHBIX
HEKeJIaTeNbHbIX PEaKIUi, TaHHbIE O CPABHUTEILHON YaCTOTe, 32 UCKIIOUCHUEM YKA3aHHBIX



HUKE, a TAK)Ke yKa3aHHs Ha OOLIYI0 XOPOIIYIO EPEHOCUMOCTh JIEKapCTBEHHOTO Ipernapara,
Kak "XOpOILIO MEpPEeHOCHUTCA', "HEXKENaTeNIbHbIE pEaKlUU, KaK NPaBWiIO, peaku'" U T. 1.
VYka3aHus Ha OTCYTCTBHE MOATBEPKACHUS IPUUUHHON CBA3U BKIIIOYATh HE JOITYCKAETCS.

B nensx nmpeacrtaBieHuss 4eTKON U nmoHsITHON nHbopMmanuu pazaen 4.8 OXJII nomken
HUMETH CIEAYIOLIYIO CTPYKTYpY:

pe3tome npoduiist 6€301MacCHOCTH;

pe3toMe B hopme TabJIUIIbI HeKENATeIbHBIX PEAKIINIA;

ONMUCAHUE OTAEIbHBIX HEKENATEIbHBIX PEAKIINIA;

NeTH;

IPOYHUE 0COOBIC MOMYJISIINH.

4.8.1. Pestome npoduist 6€301macHOCTH.

Pestome npoduiist 6e30macHOCTH JOHKHO COJIEPKaTh CBEJCHHS O HauboJjee Cephe3HbIX U
(WJ1K) 4acTO BO3HUKAIOIIUX HEKETATENbHBIX PEAKIUIX.

[Tpn HaIMYMK yKa3aHHBIX CBEJECHUN MIPUBOAATCS CPOKH BO3SHUKHOBEHHMS HEXKEIATEIbHBIX
peakuuii. Hanmpumep, B 1ensxX MpPEeIOTBPAILICHUS PAHHETO MPEKPAlICHUs] TEPAluh MOKET
NOTPeOOBaThCSl ONMHCAHUE HECEPbE3HBIX HEXKENATEIbHbIX PEAaKUHUM, KOTOpbIE YacTo
BO3HMKAIOT B HA4aJIe TEPAiui, HO MOTYT Pa3pelIUThCS 110 MEPE NPOAOJKEHUS JICUECHHUS, WU
ONMCAHUE HEXKEJIATEIbHOU PEeaKLUH, XapaKTEPHOU I JUIMTEIBLHOIO NpUuMeHeHus. Yacrory
MPUBOJUMBIX HEXKEIAaTEeIbHBIX pEaklUni cleAyeT yKa3aTh Kak MOXHO Oosiee TOUHO. Pe3tome
npoduisi 0€30MaCHOCTU JOJKHO COOTHOCHUTHCS C BaKHBIMHU BBISIBICHHBIMH PHUCKaMH,
ONMCAHHBIMU B crie[U(pUKaIMU 110 0€30MMaCHOCTH IJIaHa yrpaBieHus puckamu. CBeleHus He
JOJDKHBI MTPOTUBOPEUHTH pe3toMe B (hopMme TaONmuIlbl HeKelaTeabHbIX peakuuil. Ecnu B
pasgene 4.4 OXJIII mpuBeneHsl 3HAYMMBIE MEPHI 110 MUHHUMHU3ALHAU PHUCKOB, CIEAYET
MIPUBECTH CCHUIKY HA JIaHHBINA pa3iell.

Huxe npencraBieH npuMep BO3MOKHOTO YKa3aHMUS:

"B Hauase neueHus MO>KET BOSHUKATh dMUTACTpalibHas 00Jb, TOIIHOTA, TUapesi, TOJIOBHAS
00JIb WJIM TOJOBOKPYKEHHUE; 3T PEaKlMM, KaK MPaBUIIO, MPOXOJAT B TE€UYEHUE HECKOJIbKUX
THEH, naxe mpu npoaopKeHuH Tepanuu. K Hanbonee yacTo BOZHUKABIIMM HEKeIaTeIbHBIM
peaklMsIM MPH JICYSHUH OTHOCATCS TOJOBOKPYKEHHUE U TOJIOBHAS 00JIb, KaX/1asi U3 KOTOPBIX
BO3HMKAaa NPUOIU3UTENBHO Y 6 % manueHToB. PeaKo MOKeT BOZHHKATh OCTpas EYEHOYHAs
HEJIOCTAaTOYHOCTh U arpaHyJionuTo3 (pexe yeM 1 ciyuait Ha 1000 manueHTOB)."

4.8.2. Pestome B (hopme TaOIUIBI HEXKEIATEIbHBIX PEAKIIHi.

HexenarenpHble peakiuu ¢ COOTBETCTBYIOLIEH UM KaTETOPUEN YaCTOTHI CIEAYET 3aHECTH
B OJIHY TaOnuIly (MM CTPYKTYPUPOBAHHBIM CMHUCOK). B HEKOTOPBIX cilydasX B OTHOILIEHHUH
YaCThIX U OYEHb YACTBIX PEaKIMN U MPU HEOOXOAUMOCTH OoJiee sICHOM Mmoiauu HHPOpMAaIIH
B Ta0JIMIIE JOIMYCTUMO PUBECTH KOHKPETHBIE 3HAUEHUS YACTOTHI.

[Tpu BeIpa)KE€HHOM pa3au4UU MPOQPUICH HEXKENATETbHBIX PEaKIUil B 3aBUCUMOCTH OT
OpUMEHEHUs IIpenapara, HampuMep, B cllydyae NPUMEHEHUs Ipenapara MO0 pa3HbIM
MOKa3aHUSM (HanmpuMep, B OHKOJIOTMM U IO HEOHKOJOTHMYECKOMY MOKa3aHUI0) WIH MpH



Pa3IMYHBIX PEXKUMAX JO3UPOBAHUSA B MCKIIOUUTEIBHBIX CIIy4dasX JOMYCTUMBI OTAEJIbHBIE
TaOJIUILIBI.

ITepen Tabmuieir HEOOXOAMMO TPEACTABUTH CBEJACHUS 00 MCTOYHHUKE 0a3bl JaHHBIX (
HanmpuMmep, U3 KIMHUYECKUX MCCIAEIOBAaHUM, NOCTPETUCTPAIlMOHHBIX HCCIEI0BAaHUM
0€30MMacHOCTH WM 10 Pe3yIbTaTaM CIIOHTAHHBIX COOOIIECHUI).

Tabnuily cieayer cocTaBlATh B COOTBETCTBUM C CUCTEMHO-OPraHHOM Kiiaccudukaiue,
npeacraBieHHoN B npuiiokeHun Ne 4 k HactosimuM TpebGoBanusam. [locnenoBaTenbHOCTD
MPE/ICTABIICHUS CUCTEMHO-OPTaHHBIX KJIAcCOB JIOJDKHA COOTBETCTBOBATH MOPSJIKY,
npuBeeHHOMY B npuioxeHun Ne 4 k HacrosmuMm TpeOoBanusam. OH, Kak MpaBuio,
COOTBETCTBYET YPOBHIO MPEANOYTUTEILHOTO TEPMHUHA, OAHAKO B HEKOTOPBIX CIydasx
1esiecooOpa3Ho ykazaTh TEPMHUH HU3IIET0 YPOBHSA WM B MCKIIOUUTENIBHBIX CIIydasx
TPYIINIOBBIC TaKWe TEPMUHBI, KaK TEPMHUHBI BbICIIero ypoBHs. [lo obmemy mpaBmiry Bce
HE)KeJlaTeJIbHbIe PEAKINK CIIEYyEeT OTHECTH K HanboJiee MoAX0AAIIeMy CUCTEMHO-OPTaHHOMY
KJIACCy, COOTBETCTBYIOUIEMY OpraHy-muilieHu. Hampumep, mpeamnodyTUTenbHbll TEPMHUH
HapylieHne (YHKIIMOHAIBHBIX MPOO IMeYeHU" clielyeT OTHECTU K CUCTEMHO-OPTraHHOMY
Kjiaccy "HapylieHHs CO CTOPOHBI TEUEHHM U JKETYEBBIBOAAIIMX MyTel'", a He K
CUCTEMHO-OPTaHHOMY KJjaccy "1nadopaTopHble U HHCTPYMEHTAJIbHbIC TaHHbIE".

HexenarenbHble peakuu BHYTPHU KaXJOTO CHUCTEMHO-OPraHHOIO Kjacca CIeayeT
pPACToOJIOKHUTh B TOPSJAKE YOBIBAaHUS HX CEPhE3HOCTH C YKA3aHUEM 4YacTOThI HX
BO3HUKHOBEHUS (B paMKax OJHOW I'paJaluy 4acToThl). HauMeHoBaHuUs, UCTIONb3yEMbIE IS
KaXJOM KAaTeropuu YacTOThl, JOJDKHBI COOTBETCTBOBATh CTAHIAAPTHBIM TEPMUHAM B
COOTBETCTBHUH CO CICAYIOIIUM IPaBUIOM: O4eHb "acTo (>1/10), wacto (>1/100, Ho <1/10),
Heuacto (=>1/1 000, no <1/100), peaxo (=1/10 000, no <1/1 000), ouens penko (<1/10 000).

B uCKIIOUHMTENBHBIX CIy4yasX, €CIM Ha OCHOBAHUU HMMEKOUIUXCS JaHHBIX YacTOTY
ONpENEIUTh HEBO3MOXKHO, JOMYCKAETCs HCIOIb30BaTh JOMOJHUTEIbHYI KAaTErOpHUIO
4acTOThI — "dyacToTa Hem3BecTHa'. Ecnu ncnoiib3yeTcs BhIpakeHUe ''yacToTa HeU3BeCcTHA', B
nepeyeHb O0BSICHEHUSI KaTEropuil 4acTOTHI CIEAYeT T00aBUTh TEKCT 'JacTOTa HEeU3BECTHA (
Ha OCHOBAaHWU HMMEIOIINXCS JAaHHBIX OIIEHUTh HEBO3MOXHO)". He cieayer ucnonb3oBath
BBIPAYKEHUS U3 OTICIbHBIX COOOIICHUM (€TUHUYHBIX CIIy4aeB).

Ecnu B onucanuu OT/EIbHOM HEXENATeNbHON peakiui IPUBOISTCS JTOMOTHUTEIbHbBIC
CBEJICHUS, TAKYIO PEAKIMI0 HEOOXOAUMO BBIICIUTh, HAIPUMED, C MMOMOIIbIO 3BE30UYKH, a B
CHOCKE YKa3aTbh CChUIKY Ha COOTBETCTBYIOIIUI pa3ied.

PexomMeHanuu mo OIEHKE 4YacTOThl BO3HUKHOBEHUSI HEKEJNATEIbHBIX pPEaKIUid
NpuBOAATCS B moanyHkTe 4.8.6. Hactosumx TpedoBaHMil.

4.8.3. Onucanue OTAeIbHBIX HEXKEJIaTeIbHbBIX PeaKIui.

B nanublil moapasnen clienyeT BKIIOYHUTH CBEICHUS, XapaKTepU3ylolue 0CcoOyIo
HEXKEeJNaTeJbHYI0 PEaKIUI0, KOTOPhIE MOTYT OBITh MOJIE3HBI ISl MPEIOTBPAILCHUS, OLCHKU
WIM KyIIMPOBAaHMS BOZHUKIIEH HEKEIATEIbHON PEAKIINKU B KIMHUYECKON MTPAKTHKE.



VYKa3pIBalOTCA CBEJCHHUS, XapaKTePU3YIOIIUE OTAEIbHBIE CEpbE3HBbIE U (HMJIM) YacTO
BO3HUKAIOIIUE HEXeIaTeIbHbIE PEaKIUU WM T€ U3 HUX, B OTHOIICHUU KOTOPBIX MOCTyIaIu
cooOmieHust 06 mx ocobom TedeHuu. CremyeT MPeACTaBUTHh CBEACHUS O 4YacToTe (TpH
HEOOXOJUMOCTH C ONUCAaHWEM OOpaTUMOCTH), BpPEMEHHM Hadala, TIKECTH,
MPOJAOTIKUTEILHOCTH, MEXaHU3ME PA3BUTHUS (€CIIU OH KIMHUYECKHA 3HAYUM), 3aBUCUMOCTH OT
J103bI, TIPOJIOKUTEIBHOCTH BO3JIEUCTBUS JIEKAPCTBEHHOIO MpemnapaTta U (pakrtopax pucka.
Mepsbl, HanmpaBlICHHbIE Ha HEIOMYIICHUE Pa3BUTUS WM MPUHUMAaeMble MPU Pa3BUTUU
ONPEJICJICHHBIX HEXKENaTeJbHbIX peakiui, clieAyeT omnuchiBath B pazuene 4.4 OXIJIII c
YKa3aHUEM CCBHUIKU Ha JaHHBIN pa3fer.

CBeneHusa 0 BOBHUKHOBEHUH PEAKIMi CUHIpPOMA "OTMEHbI" JOMYyCKaeTCs NPeACTaBUTh B
JaHHOM ToApa3zjesne BMecTe co cchuUiko Ha paszpen 4.2 OXJII (mpu HEOOXOAMMOCTH
MOCTENIEHHOTO CHUKEHUS J103bl UM PEKOMEHIAlIMK IO OTMEHE JIEKAPCTBEHHOTO Ipernapara).

Cnenyer omnucaTh BC€ pa3jiMuusi B Npoduiie HexKeIaTelbHbIX PEeaKUHil MexIy
Pa3IMYHBIMU JIEKAPCTBEHHBIMU (PopMamMH.

Crneayer Takke BKIIOUYHTH CBEIEHUS O KOMOMHHUPOBAHHBIX IMpernaparax,
XapaKTEepPU3YIOIIME HEXKeNaTeJdbHble peakiuu, OOYyCIOBJICHHbIE TOW WJIM HHOU
(dhapmareBTUYECKON KOMOMHAIMEN AEHUCTBYIOIINX BEIIECTB (IIPU HATUYHUH ).

Bce HexenarenbHbIe peakiiuu, HaIpsIMy0 00YCIIOBIICHHbIC B3aUMOJICHCTBUEM, CIICAYET
MpeJICTaBUTh B JAHHOM TOopa3jielie co cchlikoi Ha pazaen 4.5 OXJIII.

Heo0xoanmo Takke MpecTaBUTh CBEICHUS O HEXENAaTeNIbHbIX PEaKIUsIX C OYEHb HU3ZKOM
YacTOTOW BO3HUKHOBEHMS WM C 3aM03AaI0i MaHU(ecTalell CHMIITOMOB, CBEJICHHUS O CBSI3U
KOTOPBIX C MPEnapaToM MOTYT OTCYTCTBOBATh, HO KOTOPbIE XapaKTEPHBI JIJIsl JTI€KAPCTBEHHBIX
MpernapaToB TOTO K€ TEPaneBTUYECKOr0, XUMUUYECKOTO WK (DapMaKOJIOTHUYECKOIo Kiacca.
Heobxoaumo ykasaTh, 4TO 3TO XapaKTepUCTUKA KJ1acca.

Heob6xonuMo omnucaTth BC€ HEXKeaTelbHbIE pPEakIuu, OO0YyCIOBJICHHBIC
BCIIOMOTaTEIbHBIMU BEIIECTBAMH U MPOU3BOJACTBEHHBIMU PUMECSIMH.

4.8.4. letn.

Heobxoammo BO Bcex ciydasx MpeayCcMaTpyuBaTh MOAPa3ies Mo ASTsIM (€CIU TOJIBKO OH
HE SIBJISIETCS. HE3HAYMMBIM).

HeoOxoauMo omnucaTh 00beM M BO3PACTHbIE XapaKTEPUCTUKU 0a3bl JaHHBIX IO
0e30macHOCTH y JeTeil (Hampumep, NaHHble KIMHUYECKUX HCCIEIOBAHUM WM JaHHBIX
dbapmakonaazopa). HeoOxoauMo ykazaTh Ha HEONPEACICHHOCTh HMEIOIIMXCS JAaHHBIX
BCJIEJICTBUE UX OTPAaHUYEHHOCTH.

Ecnu BeIsiBIeHHBIN Tpoduiis 6€30MaCHOCTH Yy JIeTeN U B3POCIIBIX COBIIA/IAET, TOMYCKACTCS
MpuBeCTU TeKCT: "HacToTa, BUI U TSKECTh HEKEJATEIbHBIX PEAKIU y JeTel U B3POCIHbIX |
OJIMHAKOBBI, 0)KUIAETCS, YTO OYyT OJUHAKOBHI|". AHAIOTUYHO HAJICKUT yKa3aTh, UMEIOTCS
JU pa3nuuus B MPOPUIISIX 0€30MAaCHOCTH B Pa3IMUHBIX BO3PACTHBIX TPYIIAX JICTEH.

Bce xnnHMuYecku 3HAUMMBbIE pa3nuyus (T. €. MO XapakTepy, 4acToTe, CEPbEe3HOCTH U
00paTUMOCTH HEXENATEIbHbIX peakiivil) B mpoduie Oe30MacHOCTH y B3POCIBIX U JIETEH, a



TaKXKe MEXIy pa3IUYHBIMU BO3PACTHBIMU TPYyIMaMu JAeTed HEOOXOJMMO ONHucaTh M
MpPEJACTaBUTh MO KaXJI0M Bo3pacTHOW rpynme. I[lpu HE0OXOAMMOCTH CHEUHATbHOTO
MOHHUTOPHHTA CJEAyeT JaTh cChUIKy Ha pazzen 4.4 OXJII. J{ns KIMHUYECKH 3HAUYMMBIX
pa3IMYuil MOKHO TPEACTaBUTh OTJIENIbHOE pe3toMe B (Gopme TaOIHUIbl HEeXeTaTeIbHBIX
peaknuii 10 dYacToTe€ MO0 COOTBETCTBYIONIMM BO3PACTHBIM TpyIIaM CO0Opa3HO
oOcrosiTenbcTBaM. Eciin HEKOTOpbIEe HeXKeNaTelIbHbIE PEaKUU y AETeH SBISIIOTCS YaCThIMU (>
1/100, o <1/10) nnu ouens yacteiMu (=>1/10), B ckoOkax HE0OX0IUMO yKa3aTh yactoTy. [Ipu
HaJTU4Yuu OONBIINX pa3Nuyuil B mpoduiie 6€30MacHOCTU MO CPABHEHUIO CO B3POCIBIMU C
LEJIbI0 YI000YUTaEMOCTH HWHGPOPMAIIMU JIOMYCKAETCS] MPUBECTH pe3toMe MTpoduiis
O0esomacHocTH y aerei. HeoOxomuMo Takke 0O0OOIIHMTH MMEIOIIUECS CBEJASCHHUS U3 BCEX
JIOCTOBEPHBIX HAYYHBIX UCTOUHHMKOB O JIOJITOCPOYHOM 0€30MacHOCTH y JeTel (Hampumep, B
OTHOILIEHUHU POCTA, YMCTBEHHOI'O Pa3BUTHUS U MOJOBOIO CO3PEBAHMS) CO CCHUIKOM Ha pa3aen
5.1 OXJIII, ecnu mpumenumo. Heob6xoaumo oroBopuTh Bce (akTOpbl pUCKa (HampuMmep,
MPOJOKUTEIBLHOCTh TEPANIUU UITU TIEPUOJ HACTYTUICHUS] PUCKA).

CuMmnToMbl cHuHApOMa "OTMEHBI" y HOBOPOXAEHHBIX (€CIM 3HAUYMMO) CIEIYET
MEPEYUCIIUTh B OTACIBLHOM ab3aiie co cchulkoM Ha paznen 4.6 OXJIIL.

4.8.5. IIpoune ocoObie MOMyJISAIUH.

JlaHHBIA pa3ziesl MOXKET COJIePKaTh CBEACHUSI O KAKUX-IMOO KIMHUYECKH 3HAYUMBIX
paznuyusax (HampuMmep, IO XapakTepy, YacTOTEe, CEPbE3HOCTH U HEOOPATUMOCTH
HE)KeJIaTeIbHBIX PeaKkluii, a TAaKKe 0 HEOOXOUMOCTH MOHUTOPHUHTA), BBISIBICHHBIX B APYTHX
0COOBIX Tpymmax (HampuMmep, Kak MOXKUJIbIE, MAIMEHTHI ¢ MOYEUYHONH HEJO0CTAaTOYHOCTHIO,
MAIMEHThI ¢ IEYCHOYHON HEJI0CTaTOYHOCTHIO, MAIIMEHTHI C IPYTUMHU 3a001€BaHUSAMH UITU C
OmnpeAeiICHHbIM TeHOTUIIOM). [Ipu HEOOXOIUMOCTH IOMYyCKaeTcsl MPUBECTU CCHUIKU Ha
npyrue pasznensl OXJIIL, nanpumep, 4.3, 4.4 unu 4.5.

[IprunHON BOZHUKHOBEHUS HEXKENATEIbHBIX PEAKIIUA MOXKET ObITh TAaK)KE FT€HETUUECKU
0o0yCIOBIIGHHBIM MeTa0oNu3M mpemnapata. Y CyOBEKTOB W MAIMEHTOB C JePUIIUTOM
ompenesieHHOro epMeHTa 4acToTa U TSHKECTh HEeXKeNaTeIbHBIX PEaKIMi MOXKET ObITh IpyTron
. Ha »T0 HEoO6xomuMo yka3aThb W, €CIM 3HAYMMO, COOTHECTH C JAHHBIMH KIWHUYECKUX
HUCCJICJOBAHUMN.

4.8.6. JIOoMOJHUTENBbHBIE PEKOMEHAAIMUA IO OLIEHKE YacCTOThl BO3HUKHOBEHHS
HE)KeJIaTeTbHBIX PEaKIUi.

OneHka 4acTOThl BOSHUKHOBEHUSI HEXKEJATEJIbHBIX PEaKIUi 3aBUCUT OT UCTOUYHHKA
JAHHBIX (HApuUMep, KIMHUYECKOE HCCIEAOBAHUE, MOCTPETUCTPALMOHHOE HUCCIEIOBAHUE
0€30IacHOCTH WJM CIIOHTaHHOE COOOIIeHue), KadecTBa cOopa JaHHBIX U OIEHKHU
MPUYUHHO-CJICICTBEHHOM CBsI3HU. Eciy BBIOOp KATErOPUHU YacTOTHI OCHOBBIBACTCS HA Pa3HBIX
UCTOYHUKAX, CJEAyeT BbIOpAaTh KaTeTOpUI0, OTPaXKAIOIyI0 HAaUOOJBIIYI0O YaCTOTY
BO3HHKHOBEHUS, €CJIM TOJIBKO HE UCIIOIB30BaJICS OoJiee Crienu(pUIHbIN METO, B CBSI3H C YEM
noJydyeHHas OlLleHKa o0jagaer sBHO 0OoJiee BBICOKOW BaJIMAHOCTHIO, HAMpUMED,
00bEIMHEHHBIN aHAIN3 MOAXOAIIUX UCCIETOBAHUM.



HNcTOYHMKOM AaHHBIX JOJKHA CIYXWUTh MOMYJSLMS, MOJBEPTIIASCA BO3ACHCTBUIO
JIEKapCTBEHHOTIO Mpenapara B A03aX U € MPOJA0HKUTENIbHOCTHIO JIEUEHUS, PEKOMEHI0BAHHBIX
OXJIIL.

Peakuuu, xoTopsie B COOOIIEHUAX 0003HAYAIUCh PA3TUYHBIMU TEPMUHAMHU, HO
MpEeJICTaBISIIOIIME COO0M OJTHO U TO K€ SIBJICHHE (HAaIpUMep, BSUIOCTh, COHIIUBOCTD, IPEMOTA),
cleyeT, Kak MpaBwio, O0BEAMHUTH B OJIHY HEXKENATEeNbHYI0 PEaKIMI0, YTOOhl M30€KaTh
s¢pdexra "pazmpiBaHHA" HMCTUHHOTO CMbICHA SIBJICHHUS. AHAJIOTUYHO pPEaKIUH,
MPEACTABIISIONINE CO00M CHHAPOMO-KOMILIEKC, CIIEAyeT, KaK MpaBuiio, TPyHIUPOBaTh MO
COOTBETCTBYIOIIMM 3arojOBKOM, YTOObI M30€XKaTh "pa3MbIBaHUA" €ro CMbICIIA BCIEICTBUE
MHOT000pa3usi COCTABIISIOIIUX €r0 CUMIITOMOB.

4.8.7. HexxenaTenbHble peaklliy, BbISIBICHHBIE B KIMHUYECKUX UCCIEIOBAHUSX.

B uensx moOBBIIEHHS TOYHOCTH NPU YCTAHOBJIECHUM YAaCTOThl BO3HUKHOBEHMS
HEKeJIaTeNbHBIX Peaklnii HEOOX0UMO OOBEAMHUTH JIaHHbIE IO OE30MACHOCTH HECKOJIBKUX
ucciaeqoBaHuil 0e3 MPUBHECEHUS CHCTEMATUYECKHX OLIMOOK (HampuMep, CyUIECTBEHHbIE
pa3Inuus MEXAY XapaKTePUCTUKAMHU MOIMYJISIAN HIIA SKCIIO3ULINH ).

YacToTy BOSHUKHOBEHUS HEXKEIATEIbHBIX PEAKIUH CIEAYET ONpeAeNsiTh, 00bEINHUB
JaHHBIE TU1A1e00-KOHTPOIUPYEMBIX UCCIIENOBAaHUM (IIPU HATMYUU TaKUX JIAHHBIX ), TIPH ITOM
0a3bl TaHHBIX JIOJKHBI OBITH IOCTATOYHO OOBEMHBIMU, UTOOBI ObITH MHGOPMATUBHBIMU. [Ipu
OTCYTCTBHH ITUX JAHHBIX WM HEIOCTATOYHOW MX WH()DOPMATUBHOCTH /IS OIICHKU YaCTOTHI
MOXHO BOCIOJIb30BaThCAd 0a3aMu JAaHHBIX AKTUBHO-KOHTPOJIUPYEMBIX, WU HE
CPaBHUTENBHBIX WIIA JOTIOJHUTENBHBIX (add-on) uccnenoBanmii.

YacToTa JOJDKHA OTPakaTh OOIIYIO YacTOTY BO3HUKHOBEHHUs (a HE pa3HUILy WU
OTHOCUTEIbHBIE PUCKH 110 OTHOUIEHUIO K IJIAE00 UM APYTOMY KOHTPOJIIO).

Ecnu yacTasi, oueHb yacTas WK Cepbe3Hasi HeXenaTelbHas peakuus (HanpuMep, CyUII)
TaK)ke BO3HHMKAET B Ipynre Iuanedo co 3HAYMMOM 4acTOTOH, JOIMYCKaeTcs yka3aTb 00e
YaCTOThl BOBHUKHOBEHMSI, YTOOBI JTyUllle 0XapaKTepU30BaTh PUCK (HAIIpUMeEp, B MOJIpa3eiie ¢
OMKMCAHUEM OTIEJbHBIX HEXKENATEeIbHbIX PEaKnii).

4.8.8. HexenarenbHble PEAKIMU, BBISBICHHBIE NIPU MPOBEICHUU HCCICIOBAHUMN 10
0€30MacHOCTH.

Br10op kaTeropuu 4acToThl BOZHHUKHOBEHHUS, KOTOpas OyJeT MpHUCBOEHA KaxKI0H
HEXXeJlaTeJIbHOW peakIuu, OCHOBBIBAETCS Ha TOYEYHOM OIleHKEe OOIIeil YacToThl
BO3HUKHOBEHHMSI, PACCUMTAHHOM MO pe3yjbTaTaM HCCIEIOBAaHMS, CIUIAHUPOBAHHOTO TAKUM
o0pa3om, 4TOOBI OT/AENIbHBIC HEXKENaTeIbHbIC SBICHHS, BO3HUKAIOUIME Y TAIMEHTOB B
3aJJaHHBIA TIEpUOJ] HAOIIOJACHUS, MOIJIM OBITh BBISIBICHBI U OTHECEHBI K MPHUMEHEHHIO
JIEKapCTBEHHOIO Mpemnapara. B 3Toil cuTyaluu I0MyCKaeTcss pacCYUTaTh TOUCUHYIO OLICHKY
oO11el YacTOThl BOSHUKHOBEHUS C UCTIOJIb30BAHUEM CTAHIAPTHBIX CTATUCTUYECKUX METOOB.
Ecou ucxomnas wHbOpMaIus BBIpaKEHA B BHUJE TUIOTHOCTH YaCTOThI BO3HUKHOBEHHS (
3HAMEHATEeIb BBIPAXKEH B €JUWHMUIIAX "4EJIOBEK — BpeMs', HampuMmep, ''namnueHto-iet”, "
MalMeHTo-AHen"), 11 BbIOOpa KaTeropuu 4acTOThl BOSHUKHOBEHUS HEOOXOAMMO MPOBECTH



HaJIexaliee mpeodpasoBaHrue B OTHOIIEHUE (MPOMOPIMIO) YaCTOThl BOSHUKHOBEHHUA. B
HOpME JUIsl ONpEACICHUs] KAaTerOpMU YacTOThl BO3ZHUKHOBEHUS CJEAyEeT HCIOJIb30BaTh
OTHOIIEHUSI YaCTOThl BOZHUKHOBEHUS HauOOJIee PEMPE3CHTATUBHOTO MEepUoja BO3ACHCTBUS
JeKapCTBEHHOI0 Tpemaparta (Hampumep, | Hexmens, 3 Mecsamna, 1 rox). OgHako 31O
HEBO3MOYHO, €CJIM BPEIHOCTh MIPUMEHEHUS JIEKAPCTBEHHOIO MpernapaTa yBEIUUUBACTCS CO
BpeEMEHEM. B 3TOM cilyuae HEKENaTeIbHYIO PEAKINI0 U XapaKTEP YaCTOThI €€ BOSHUKHOBEHUS
, €CIIM OHW KJIMHHUYECKH 3HAYUMBI, ClIeyeT IOJDKHBIM 00pa3oM OmucaTh B pasjene ¢
OMMCAHUEM OTJEIbHBIX HEXKEIATEIIbHBIX PEAKIIUIA.

Kareropust 4acToThl BOSBHUKHOBEHUS, PUCBaMBacMas KaXKJ1I0M HEXKeJIaTeIbHOW peakinu
JI0JIKHA OCHOBBIBAThCA Ha pa3HUIIE C KOHTposieM. Eciu JaHHbIE OYUY€HbI U3 UCCIEA0BaHUS
C y4acTHEM T'PYMIIbl, HE TIOABEPTIICHCS BO3ICHCTBUIO JIEKAPCTBEHHOTO Mpernapara, a pa3Hulia
B YAaCTOT€ BO3HMKHOBEHUS, OTHECEHHAs] K MIPUMEHEHHIO JIEKAPCTBEHHOI0 IIpenapara, MEeHbIIIE
UCXOJHOW WM (POHOBOM 4YACTOTHI BO3HUKHOBEHHMS, NMPU HTOM HEXKeJlaTelbHas peaKius
SBJISIETCSI BaKHOM, JIOMYCKAaeTCs yKa3aTh (JOHOBYIO YAaCTOTY BO3HMKHOBEHUS (Hampumep, B
pazzesie ¢ ONMCAaHUEM OTIEIIbHBIX HEXKENATEIbHBIX PEAKIUN).

4.8.9. HexenaTenbHbIE peaKlUK MO pe3yJbTaTaM CIIOHTAHHBIX COOOIICHUA.

Uwuciio COHTaHHBIX COOOIIEHUH YKa3bIBaTh HE CIEAYET, OCKOJIbKY ATH JJAHHBIE MOTYT
OBICTpO ycTapeBaTh. YacTOTy BO3ZHMKHOBEHHUSI, OCHOBAHHYIO Ha KOJIMYECTBE COOOIICHUI,
W3BJICUCHHBIX M3 CHUCTEMBI cOOpa CIIOHTAHHBIX COOOIIEHUMN, JJIS OMpPENeNCHUs KaTerOpuu
4acTOThl BO3HUKHOBEHHS MCIIOJb30BaTh HE cieayer. Ecau ¢ mOMOIIBIO CIIOHTaHHBIX
COOOIIICHU BBISABICHA HEOXHWJIAHHASA HEXKeJaTelbHasl peakius, B LEJSIX ONpeaeiCHUs
KaTeropyuy 4acTOThl BOBHUKHOBEHUSI HEOOXOIMMO MPOAHAIU3UPOBATh KaXK0€ HAJICKAITUM
00pa3oM CIIaHUPOBAHHOE MCCIIEIOBAaHKE, B KOTOPOM MOTJIa OBITh BBISIBIICHA JJaHHAs PeaKIus
. Ecnu HexenarenbHas peakuusi B KIMHUYECKUX HCCIEIOBAaHUSIX HHUKOT/Aa HE BO3HHKAIA,
TOTla BEpXHsIsl rpaHuIla 95-NpoIeHTHOTrO UHTEpBaja He mpeBbimaet 3/X, rae X — o0uui
pa3Mep BBIOOPKM BO BCEX 3HAYUMBIX KIMHUYECKHX MCCIENOBaHUAX (HAIpUMEpP, C
JUTUTEIFHBIM TIEPUOOM TTOCIIEAYIOIIET0 HAOIIOACHUS, TOCTATOYHBIM JJIs1 OOHAPYKEHUSI ITOU
HeKenaTenbHOU peakuun). Hanmpumep, ecnu onpeneneHHasi HexenaTenabHas peakuus y 3600
CyOBEKTOB, MOABEPTIIUXCS BO3ACHCTBHUIO JIEKAPCTBEHHOTO Mpenapara B KIMHUYECKUX
MCCIICIOBAHUSAX, HE BBISBISIIACH, TO BEPXHSS TpaHHIa 95-MPOLIEHTHOTO JTIOBEPUTEITHHOTO
uHTepBana s ToueuyHor omeHku 1/1 200, 9To COOTBETCTBYET KaTteropuu "penko" — mpu
MIPUHSTUU XYAIIETO 3HAYEHUs TOUYeUHOU olleHKU. OCHOBaHMS BhIOOpA KaTErOPUM YaCTOTHI
TaKOM peaklMy MOXKHO IMPUBECTU B paszjelie C OMUCAHUEM OTAECIbHBIX HEXKeIaTelbHBIX
peaKIuu.

4.9. llepeno3npoBka

B nmanHOM paszgene cienyer OomucaTh OCTPbIE CHUMIITOMBI U NMPU3HAKH, A TAKKE
MOTEHIMAIbHBIE MOCIEICTBUS MPUMEHEHHUS PA3JIMYHBIX J03 JIEKAPCTBEHHOIO Mpernapara Ha
OCHOBE UMEIOIIMXCS CBEJEHUN (BKJIIOYAs CIy4YallHBIM MpuUeM, OMUOKH U CYHUIIMAAIbHBIC
MONBITKU MAIIUEHTOB).



Heobxoaumo ¢ y4eToM BceX 3HAUMMBIX ONMUCATh TAKTHKY YCTPAHEHHUS CUMITOMOB
Nepeo3UPOBKHU Y UYENIOBEKa, HAlpUMEp, MOHUTOPHUHI WJIM NPUMEHEHUE crnerupuuecKux
aroHUCTOB (AHTAarOHUCTOB), AHTHJOTOB W METOJOB, NOBBIIAIINX 3JIUMHHALHIO
JIEKapCTBEHHOTO mpemnaparta (Hampumep, auanui). OJIHAKO HE CcleAyeT NPUBOJUTH
PEKOMEHJAMKU [0 JIO3UPOBAHMIO JIPYIMX JIEKapCTBEHHBIX NpenaparoB (Hampumep,
aHTHJIOTOB), MOCKOJIbKY MOTYT BO3HUKaTh npotuBopeuns ¢ OXJIII 3Tux nexapcTBEHHBIX
npenapatoB. HeoOxoauMo onucaTe NPEBEHTUBHBIE MEPbI, OCHOBAHHbIE HA T'€HETHYECKUX
dakTopax, eciau MPUMEHHMO.

4.9.1. JononHuTeNbHBIE CBEIEHU 00 OCOOBIX TPYIIAX NAIUEHTOB.

[TpuBoasTCs cBeieHUs 00 OCOOBIX TPYMIIaX MAlMEHTOB (HApUMED, MOKUIIbIE, MAllUeHTHI
C MOYEYHOW HEIOCTATOYHOCTHIO, MAIMEHTHl C NMEYEHOUYHONW HEJOCTATOYHOCTHIO, MPOUYUMHU
COITYTCTBYIOIIMMH 3a00JI€BaHUSIMH U T. 11.).

4.9.2. letn.

Ecnu nMeroTcst ocoOble yKa3aHHsl B OTHOLUIEHUU €T, UX HEOOXOAUMO IPEICTABUTH B
JaHHOM TOJpas3/ere.

Heo6xoauMo oTaenbHO yKas3aTh T€ JIEKapCTBEHHBIE IMpenapaThl (JI03UPOBKHU), IPUEM
JETBMH KOTOPBIX JIMIIb B OJHOW €IWHMIE AO3UPOBAHUS MOKET NPHUBECTU K JIETAIHBHOM
UCXOIY.

5. ®apMakoIOrHIECKHE CBOMCTBA

B pazpenax 5.1-5.3 OXJIII cnenyer npuBOAUTH CBEJACHUSA, 3HAUMMBIE JJI Bpaua,
Ha3HAYaloIEero JIEKapCTBEHHBIN Mpenapar, U ApYyrux MEAUIMHCKUX PaOOTHUKOB, MPUHUMAs
BO BHUMAaHHE YTBEPKJICHHBIC MOKa3aHUsI K MPUMEHEHUIO U MOTEHI[MANbHbIC HEKETaTeIbHbIC
peakiuu. CBefieHUs TOJKHBI ObITh KPATKUMU U TOYHBIMHU.

ITo mepe mosiBICHUS HOBBIX CBEJICHUN, OCOOCHHO B OTHOIIEHUM ACTEH, 3TH pa3Jielibl
MOJJICKAT PETYJISIPHOMY OOHOBJICHUIO.
5.1. ®apmakoIMHAMHUYECKHE CBOMCTBA
Heo6xonumo yka3athb:
ko1 ATX u (dapmakoTepaneBTUUECKYIO TPYIIY C UCIOJIb30BAHUEM TEPANEBTUUECKON
noarpynisl (2-it ypoBenb ATX-kiaccudukanuu BO3) Bmecte ¢ 3-m (dapmakosornueckas
MOArpYIIa) WiKk 4-M (XUMHUYECKasi HOArPYIIa) YPOBHEM.
Ecim xon ATX 1oka He MPUCBOEH, YKa3bIBaeTCs (popMyIupoBKa "Moka He MPUCBOCH".

Ecnu nexapcTBeHHBIN mpenapaT 3aperucTpUpoOBaH B KaueCTBE OMOAHATIOTMYHOIO (

61010 00HOT0) JIEKAPCTBEHHOTO Mpernapara, yka3piBaeTcs: OpMyIUpOBKa:
"[Vka3atrh (TOproBoe) HauMEHOBaHHE| SBIsSETCS OuoaHanorom (OHUOIMOI00HBIM
npemnaparom)";
MEXaHU3M JIEHCTBHUS (€CJIM U3BECTEH);
dapmakoguHamMudeckue 3G HEKTHI;
KJIIMHUYECKYI0 3(PPEeKTUBHOCTD U 0€30MacHOCTb.



[lenecooOpa3HO mMpeacTaBUTh OTPaHUYEHHBIE CBEJICHMs, 3HAYMMBbIE MJIs Bpaua,
Ha3HAYaIOMIeTO JIGKApCTBEHHBIM TMpemapar (HampuMep, OCHOBHBIE pe3yabTaThl (
CTaTUCTUYECKHU JJOCTOBEPHBIE U KIIMHMYECKH 3HAUYMMBIE) TI0 3apaHee BHIOPAHHBIM KOHEYHBIM
TOYKaM WJIM KJIMHUYECKUM MCXOJaM B OCHOBHBIX UCCIICIOBaHMSX), C YKa3aHUEM OCHOBHBIX
XapaKTepUCTUK TPYIIbl ManueHToB. [lomoOHbIe JaHHBIE O KIMHHUYECKHX HCCIIEIOBAaHUAX
JOJDKHBI OBITh KPAaTKUMH, YETKUMHU, 3HAYMMBIMU M B3BEIICHHBIMU U JOJKHBI 0000IIAThH
pe3ynbTaThl OCHOBHBIX HCCIEIOBAaHUN, OOOCHOBBIBAIOIIMX IMOKAa3aHWE K MPUMEHEHHUIO.
Bennuuny »¢¢dexToB creayer ONMMChIBAaTH € MOMOIIBIO a0COTIOTHBIX 3HA4YEHUM (
OTHOCHUTEIIbHbIE PUCKU WJIM OTHOIICHHE IIAaHCOB 0€3 aOCOMIOTHBIX 3HAYCHUI MPEICTaBIATh
HE CIIEIyeT).

B HCKITIOUUTENBHBIX CIIyYasiX MPHU MPEICTaBICHIH KIMHUYECKU 3HAYUMBIX CBEICHUH IO
pe3yabTaTaM aHajin3a MOATPYII WM PETPOCHEKTHBHOTO aHajdu3a, 3TO yKa3bIBaeTCs Ha
OCHOBE cOaaHCUPOBAHHOTO MOJX0/a, YTOOBl OTPA3UTh OIPAHUYEHHYIO JTOCTOBEPHOCThH KaK
MOJIOKUTENBHBIX, TAK U OTPHUIATEIHHBIX BTOPUYHBIX HAOIIOICHUIA.

JlomyckaeTcs mpe/icTaBlIeHnEe 3HAUUMBIX (papMaKOT€HETUUECKUX CBEJICHUM, MOTYyYEHHBIX
o pe3yibTaTaM KIMHHUYECKUX HucchegoBaHuil. OHHM JOJKHBI BKIIOYATh BCE JaHHBIC,
CBUETEIBCTBYIOIINE O PAa3INUMIX B MOJIb3€ WIM PUCKAX B 3aBUCUMOCTH OT OIPEIEICHHOIO
reHOTHUIA Wiu (EHOTHUIIA.

5.1.1. Jletn.

Heo0xoauMo mpeacTaBUTh pe3yibTaThl BceX (apMaKOJIMHAMUYECKUX (KIMHUYECKU
3HaYUMBIX ) UCCIIEIOBAaHUM U UccienoBaHui 3()(PeKTUBHOCTH, MPOBEICHHBIX Y JETEH.

[To mepe mosiBIIeHUs HOBBIX CBEACHHM MH(pOpMaIIUs MOJUICKUT OOHOBIICHUIO. Pe3ynbrarsl
CJIeTyeT MPECTABIATh [0 BO3PACTaM MM 3HAYMMBIM TOATPYTIIIaM.

[Ipu ogHOBpEMEHHOM HANMYMK JAHHBIX U OTCYTCTBHUU YTBEP>KICHHBIX MOKAa3aHUU K
IIPUMEHEHUIO Y JIETEW, NX BCEr/Aa CIEAYET MPEICTABIATE CO CChUIKaMM Ha pasnen 4.2 OXJIII
u, eciia Tpedyercs, Ha pazaen 4.3 OXJIIL.

[Tpu mpexacTaBieHnn pe3yIbTaTOB UCCIEI0BAaHUN 0c000€ BHUMAaHUE CIEIyeT YACNIATh
BKJIFOUEHHUIO 3HAUYMMBIX JaHHBIX MO 0€30MacHOCTU. Pe3ynbTaThl MOMCKOBBIX MCCIIEI0BAaHUMN
JOJDKHBL COJIEPKaTh OCHOBHBIE KOHEUYHBIE TOYKH C OCHOBHBIMU XapaKTepUCTUKaMU
MCCJICIOBAaHHOM TOIMYJIAIINY U UCCIEIOBAHHBIMH JI03aMHU.

Ecnu cBegenus u pe3ynbTaThl MOATBEPKAAIONINX UCCIEAOBAHUMN TOCTYIHBI, OHU JIOJKHBI
KaK MPaBUJIO TIEPEKPBIBATH U 3aMECTUThH CBEJICHUS U PE3yIbTaThl TOMCKOBBIX HCCIEIOBAHUN.
Heobxonumo mnpencTtaBuTh LEdd, MPOJOJIKUTENBHOCTh, H3Y4YEHHBbIE MO03bI (a Takke
WCIIOJIb30BAaHHBI COCTaB, €CIM OH OTJIMYAeTCA OT HAXOJAMIETOCs B 00OPOTE), OCHOBHBIE
XapaKTePUCTUKHA HWCCIEIOBAHHOW TMOMYJISIUK IMAaIlMeHTOB (BKJIIOYas BO3PACT M YHUCIIO
NAlMEeHTOB), & TaK)K€ OCHOBHBIE XapaKTEPUCTHUKU 3apaHee BbIOPAHHBIX KOHEYHBIX TOYEK
HE3aBUCHMO OT MX MOJOKUTEIHHOW HIIM OTPHUIATENIbHON HampaBieHHOCTU. Eciau naHHbIe
MPEJICTABIISIOTCS COMHUTEIBHBIMU, 3TO YKa3bIBAE€TCS JOTMOJIHUTENBHO.



Heo6xonumo Takxke MpeAcTaBUTH I1€JIb, OCHOBHBIE PE3YJIbTaThl U BBIBOJ KaXKJIOTO
KJIIMHWYECKOT'0 UCCIIe0BaHMSI 0€30MacCHOCTH.

Ecnm ynmomHOMOYeHHBIE OpraHbl TOCYIapCTB-YJICHOB OCBOOOIMIIM JICKAPCTBEHHBIH
npenapar oT HeOOXOAMMOCTH KJIMHUYECKUX MCCIEAOBaHUMN B MEIUATPUUECKON MOMYJIAINH
WJIM OTJIOKUJIN MX, HEOOXOIMMO yKa3aTh CISAYIOMIHE POPMYyITUPOBKH:

B OTHOIIEHUH OCBOOOXKJIEHHUSI OT HEOOXOIUMOCTH KIMHUYECKUX UCCIEOBAaHUN BO BCEX
MOATpYyIIax:

"[HaumeHoBaHME yMOJHOMOYEHHOIO OpraHa TocyJapcTBa-ujieHa] 0CcBOOOJUIIO OT
00S3aHHOCTH TPEJCTABIATh PE3yJIbTaThl UCCIEIOBAHUN [HAMMEHOBAaHUE JIEKAPCTBEHHOTO
npenapara) BO BCEX MOATrpynnax AETEH NpH [COCTOSHHE, COOTBETCTBYIOUIEE PEIICHUIO I10
IJIaHy MCCIEIOBAaHUS y JAETe MO yTBEPKIECHHOMY MOKa3aHUIO K MpuMeHeHnuio |. CM. pazzaen
4.2 OXJIIT no npuMeHEeHHUIo y ieTei";

B OTHOILIEHUHU OTJIOKEHHBIX 003aTENbCTB, PACIIPOCTPAHSIIONIMXCS, IO MEHBIIIEH Mepe, Ha
1 moarpymnmy:

"V IOJIHOMOYEHHBIE OPTaHbl TOCYAAPCTB-WICHOB OTIOKUIN 003aTEIHCTBO MPECTABISATh
pe3ynbTaThl UCCIEAOBAHUN [HAMMEHOBAHHE JIEKAPCTBEHHOTO MpernapaTa] B OHOM uiH Oosee
MOATPYIIAX AETEN NPH [COCTOSHHUE, COOTBETCTBYIOLIEE PELICHHUIO 10 IIJIaHy MCCIE0BAaHUS Y
JETEN N0 YTBEPKICHHOMY MMOKa3aHUIO K MpUMEHEHUIO |. CM. pa3aen 4.2 no NnpuMEHEHUIO y
meren';

B OTHOILIECHUHU JIEKAPCTBEHHBIX IPENapaToB, 3apETUCTPUPOBAHHBIX IO Mpoueaype "
perucTpanus Ha yCcJaoBHsIX'" HEOOXOIUMO yKa3aTh CIEAYIOLIEe YTBEPKICHHE:

"JlaHHBIN JE€KAPCTBEHHBIN IIpenapaT 3aperucTpUpPOBaH Mo Mpoueaype "perucrpamnus Ha
yCIoBUAX" M N0 HEMY OXHUIAETCA IMPEJICTaBICHUE JONOJHUTENbHBIX MJaHHBIX. |
HanMeHnoBaHue ynoJIHOMOYEHHOTO opraHa pedepeHTHOro rocynapcrsal OyaeT mpoBOIUTH
€XKEroJIHO DKCIEPTU3Y HOBBIX CBeNIeHUI 0 mpenapate, a AanHas OXJIII OyaeT oOHOBISATHCS
o Mepe HeoObxoaAuMOoCTH. "

Wi

"JlaHHBIA JEKApCTBEHHBIN MpernapaT 3aperucTPUPOBAH MO "HCKIHOUHUTEIbHBIM
oOcTosiTenbcTBaM" B CBSI3U C [peAKUM 3a00JieBaHMEM, HAyUYHBIMH COOOpaKECHUSIMH,
ATUYECKUMHU COOOpaKEHUSIMHU| BCE HEOOXOJMMBIE CBEACHUS O JAHHOM JIEKAPCTBEHHOM
npemnapare IOJy4YduTh HEBO3MOXHO. [HanmmeHoBaHME yNOJIHOMOYEHHOTO OpraHa
rocyjapcrBa-ujieHa] OyaeT NpOBOJUTHh AKCHEPTHU3Y HOBBIX CBEICHUM, KOTOPHIE MOTYT
MOSBIISATHCA exeroHo, a ganHass OXJIIT 6yaeT 0oOHOBIATHCS IO Mepe HE0OX0IUMOCTH."

5.2. ®apMaKOKMHETHIECKHE CBOMCTBA

OmnuceiBaloT (hapMaKOKMHETHYECKHE CBOMCTBA JIEHCTBYIONIETO BEIIECTB, 3HAUUMBIC IS
PEKOMEHTyeMOW J103bl 3apPETrUCTPUPOBAHHON JO3UPOBKU U JieKapCTBEHHOUH (Gopmbl. Eciau
TAKHE JAHHBIE OTCYTCTBYIOT, B KQUECTBE AJIbTEPHATUBBI MOKHO MPEICTABUTH PE3YJIbTATHI,
MOJIy4eHHbIC B OTHOLIEHUU APYTHUX MyTeH BBEJACHUS, JICKAPCTBEHHBIX (DOPM UITU J103.



Heob6xonumo mpeacTaBUTh CpeHUME 3HAYCHHS OCHOBHBIX (PapMaKOKHHETHUECKUX
MapaMeTpoB M HMX BapuadeIbHOCTh, HApUMEp, OMOJOCTYIMHOCTH, KJIMpPEHCAa W Tepuoja
MTOJTYBBIBEJICHUS.

dapMaKOKHHETUUECKUE aCIIEKThI, KOTOPhIE MOKHO ONKCATh B JAHHOM pasjielie, eClu OHU
3HAYMMBI, BKJIFOUAIOT B ce0s Cleayroniee:

oO1iee BBEJEHHE, CBEICHUS O TOM, SIBISETCS JIM JIEKApCTBEHHBIM Mpemnapar
MPOJICKAPCTBOM WJIU €CTh JIU Y HEro akTUBHBIE META0OJIUTHI, XUPATbHOCTh, PACTBOPUMOCTb,
CBEJICHUS O TIOMYJISIIIUHU, Y KOTOPOU MOJTy4YeHbI OCHOBHBIE (DAPMAaKOKHHETUYECKUE JJAHHBIE U T
I PN

0011IMe XapaKTepUCTUKHU JIEHCTBYIOIIETO BEUIECTBA MOCJE TPUMEHEHUS JIEKAPCTBEHHOTO
npenapara ¢ COCTaBOM, 3asIBJICHHOTO Ha PErUCTPaLIUIO:

abcopOmws: momHOTa abcopOIHK, adCoMOTHAS U (WJIH) OTHOCHTENIbHAS OUOJOCTYITHOCT,
3ddexT "mepBUYHOIO MPOXOXKIAEHHUA'", BpeMsl JOCTHXKEHHMS MaKCUMaJIbHOW IIa3MEHHOU
KoHieHTpanuu (Tmax), BIusHUE NUIIK, & TAKKE B OTHOIICHUU JICKAPCTBEHHOTO Mpernapara
JUIsl MECTHOTO TNPUMEHEHUSI — CUCTeMHasi OUOJOCTYNMHOCTh, BOBJICUEHUE TPAHCIOPTHBIX
O0enkoB. Ilpu HanWuuu JaHHBIX HEOOXOJUMO OTpa3uTh MecTo abcopOuuu B
KEITYIOYHO-KUIIIEYHOM TPaKTe (MOCKOJIBKY 3TO MOKET UMETh 3HAUEHUE MPU BBEJCHUHU YEpe3
30H/]1 JJISl SHTEPATHHOTO TTUTAHMUS);

pacrpeniesieHre: CBsi3b C OelKaMu IUIa3Mbl, KOKYIIUKACS 00BbeM pacmpeiesieHus Ha
KWJIOTpaMM Macchl Teja (HampuMmep, JI/KT), KOHIIEHTpalus B TKaHAX W (WJIM) IjIa3Mme,
CBEICHUS O MHOTOKAaMEpPHOM pAaCTIpPEJCIICHUU, BOBJICYCHUHU TPAHCIOPTHBIX OECIIKOB,
IPOHUKHOBEHHUE Yepe3 reMarodHIedaInyeckuii bapbep, MPOHUKHOBEHUE Yepe3 IUIALICHTY U B
MOJIOKO;

ouotpanchopmanus: cTerneHb MeTaboan3Ma, METa0OIUThI, AKTUBHOCTh META0OJIUTOB U
UX BKJIaJI B 3(PPEKTUBHOCTh U TOKCHUYHOCTb, (DEPMEHTHI, YUYACTBYIOLIME B METa0OIU3ME,
OpraHbl, B KOTOPBIX MIPOUCXOIUT META00IU3M, PE3YIbTAThl UCCIECIOBAHUN B3aUMOICHCTBUS
in vitro, KOTOpbIE CBHUIETEIHCTBYIOT O CIOCOOHOCTH COEIUHEHHUS HMHIYUHPOBATh (
MHTUOMPOBATh) META00INYECKHE (PEPMEHTHI;

SIMMUHAIMA: TEPUOJbl TMOJYBBIBEACHUS, OOIIMI KIUPEHC, MeX- H (WIIn)
BHYTPUMHJUBUAYATbHAsE BapuaOEIbHOCTh OOIIETO0 KJIWpPEHCAa, MYyTH BBIBEACHUS
HEU3MEHEHHOTO BEIIECTBA U METa0OJIMTOB, BKJIIOYAsi OTHOCUTENbHBIN BKJIa/l MEYCHOUHON U
MOYEYHOU STMMUHAIINY, BOBJICYEHNE TPAHCIIOPTHBIX OEJIKOB;

JUHEWHOCTh (HENMHEWHOCTHh) (HapMaKOKMHETHKH JACHCTBYIOIIETO BEIIECTBA IO
OTHOUIEHUIO K J103€ U (WiIK) BpeMeHu. Ecnu papMakoKMHETHKA HEIUMHEHA IO OTHOILICHUIO K
7103€ U (WJIM) BpEMEHHU, HEOOX0AUMO OTPa3UTh NPUUUHBI HETUHEHHOCTH.

B sToM ke paznene cienyeT MPUBECTU CIENYIOMIME JOMOJHUTENIbHBIE 3HAYUMBIE
CBEJICHUS.

XapaKTepUCTUKHU OTIEJbHBIX IPYNN CyObEKTOB WJIM MALlMEHTOB: M3MEHUYHBOCTH B
3aBUCUMOCTH OT TaKuX (PaKTOPOB, KaK BO3pacCT, Macca Tena, MoJj, KypeHHue, MoIuMoppu3m



I€HOB, KOAMPYIOIUX (EepMEHTOB MeTabosiu3Ma, U COMYTCTBYIOIIMX MaTOJIOTHYECKUX
COCTOSIHUM, TAKUX KaK MOYeYHasi HeI0OCTaTOYHOCTh, IEYEHOYHAs! HEJ0OCTaTOYHOCTh (BKJIIOYast
cTeneHb HapymieHus). Ecnu BinusHue Ha (apMaKOKMHETUKY paccMaTpuBaeTCs Kak
KJIMHUYECKU 3HAYUMOE, €ro He0OX0AMMO 0XapaKTepU30BaTh KOJIMYECTBEHHO CO CChUIKAMU Ha
paznen 4.2 OXJIII (ecau npruMEeHUMO);

(apMaKkoKMHETHYECKasA-PapMaKOJMHAMUYECKAsl 3aBUCUMOCTb;

3aBUCUMOCTb MEXAY 10301 (KOHLEHTpalKel, papMaKOKNHETUYECKUMH NTapaMeTpaMu) 1
¢ ¢dekToM (MCTUHHAsT KOHEYHAsl TOUKa, BAJIMUPOBAHHAs CypporaTHasi KOHeYHasl TOUuKa WIH
HEeXeNaTenbHas peakius);

ONMCAHUE MCCIECAOBAHHON MOITYJISLINH.

5.2.1. letn.

Heob6xoauMo 00600mmTh pe3ynbTaThl (papMaKOKMHETHUECKUX HCCICIOBAHHUIN B
pa3IMUYHBIX BO3PACTHBIX rpynnax aeteil. Mo>KHO OTpa3uTh A03bl, IPUBOASIINE K SKCIIO3ULIUU
npemnapara, CXO0XeH CO B3pOCIbIMHU, €cli 3TO 3Hauumo. HeoOxomumo ykazaThk
JIEKapCTBEHHYIO (DOpPMY HCIOJIb30BaHHYIO B (DApMAaKOKHHETUYECKUX UCCIIEIOBAaHUAX Y AETEH.
HeoOxonumo yka3zaTh Ha HEONPEAEIEHHOCTh UMEIOIIMXCA JaHHbIX B Ciydae
HEJOCTATOYHOCTH OIBITA.

5.3. JlanHbBIC TOKIIMHUYECKON OC30I1aCHOCTH

HeoOxoaumo npeacTaBuTh Bce pe3yaIbTaThl JOKIMHUYECKUX UCIBITAHUHN, KOTOPHIE MOTYT
ObITh 3HAYMMBI JUIS Bpaya, HAa3HAYyaloIllEero Ipenapar HpU YCTAHOBIECHUU Npoduis
0e30MmacHOCTH JIEKApCTBEHHOT'O TMpenapara, MNpU TNPUMEHEHUU [0 YTBEPKIACHHBIM
NOKAa3aHUAM K NMPUMEHEHUIO, KOTOpble HEe ObUIM BKJIIOYEHBI B JAPYrHe€ 3HAYUMBbIEC pa3/ieiibl
OXJIIL.

Ecnu pe3ynbrarsl JOKJIMHAYECKUX MCCIIETOBAHNN HE JAIOT JONOJHUTEIBHBIX CBEICHUN
Bpady, Ha3HayalUleMy JIEKapCTBEHHbIM IMpenapar, TO TaKHe pPe3yJbTaThl (Kak
MOJIOKUTENbHBIE, TAK U OTPULIATENIbHBIE) AyOJINPOBATh HE TpeOyeTcs.

Heo6xoauMo kpaTko onucarh pe3ysibTaThl JOKIMHUYECKUX UCHBITAHUN C yKa3aHUEM
KOJIMYECTBEHHBIX XaPAKTEPUCTUK B COOTBETCTBUHU CO CIECTYIOUIMMU IPUMEPAMHU:

B JIOKJIMHUYECKUX JIaHHBIX, MOJIYYEHHBIX 10 PE3yJIbTaTaM CTaHJAPTHBIX UCCIIEJOBaHUIMI
(apMaKoIOrH4ecKo 0€30MacCHOCTH, TOKCUYHOCTH IPU MHOTOKPAaTHOM BBEJICHUH,
T€HOTOKCUYHOCTH, KaHLIEPOreHHOr0 MOTEHIUaNa U PEeNpOIyKTUBHOM M OHTOT€HETUYECKOM
TOKCUYHOCTH, OCOOBII Bpe JUIsl UEJIOBEKA HE BBISBIICH;

B JIOKJIMHUYECKUX HCCIEAOBAHUAX HAOMI0AaNUCh 3P PEKThl JUIIb NPU BO3IEHCTBUU
JIEKapCTBEHHOT0 MpernapaTa B J1033aX, CYHIECTBEHHO MPEBOCXOSAUIUX MAaKCUMAJIbHYIO, YTO
ABJISIETCS] KIIMHUYECKU HE3HAYMMBIM;

UMEIOTCS HEXKeIaTeNIbHbIE PEAKINY, HE OOHAPYKEHHbIE B KIIMHUYECKUX HUCCIIEI0BAHUSAX,
HO BBISIBJICHHBIE Y )KUBOTHBIX IIPH BO3ACHCTBUU JEKAPCTBEHHOTO IIpenapara B 103axX, CXOKUX
C J103aMU, IPUMEHEHHBIMU B KIIMHUYECKUX UCCIIEIOBAHUIX, YTO MOKET UMETh KIIMHUYECKYIO
3HAYUMOCTb.



Crnenyer mpu HEOOXOAUMOCTH MPEACTABUTh 3HAYUMBIC ISl JETEH pe3ysIbTaThbl
JTOKJIIMHUYECKUX HCCIIEIOBAHUM, BKJIOYAas HCCIEJOBAHUSA, TMPOBEICHHBIE Y MOJIOJBIX
KUBOTHBIX W TEPHU- WU TOCTHATAJbHBIX MCCIECIOBAHUN C aHAIU30M HX KIWHUYECKOUN
3HAYMMOCTH, TI0JT OTJACIBHBIM 10/13aT0JIOBKOM.

5.3.1. Onenka puckoB st okpysxkaromieit cpeast (OPOC)

Crnenyer mpencTaBUTh BBIBOJBI OLIEHKM PUCKOB JIEKAPCTBEHHOTO Mpemnapara s
OKPYXaKOUIEN CPEJIbl, ECIIU 3TO 3HAYUMO, CO CCBUIKOM
Ha pazzaen 6.6 OXIJIII.

6. ®apManieBTHIECKHE CBOICTBA
6.1. IlepeueHp BCIOMOTaTENbHBIX BEMIECTB

[IpuBoauTCS MepeyeHb BCceX BCIIOMOTaTeIbHbBIX BEIIECTB (KaU€CTBEHHBIM COCTAB), AaKe
€CIIM OHM COJEpPKATCA B JIEKAPCTBEHHOM IIpernapaTe B HE3HAYHUTENbHBIX KOJHWYECTBAX,
HampuMep, 4depHmia. boiee moapoOHbIE CBEOEHHS O BCIOMOTaTEIbHBIX BEIIECTBAX,
MOJISKAINX YKAa3aHUI0, TpUBEAEHbl B npuioxkeHun Ne 1 k HacTosmum TpeOoBaHUAM.
HeoOxoamMo ykazaTh BCE HMHTPEAUEHTHI TpaHCIECPMAJIbHBIX IUIACThIpEl (BKItOYAs
aJIr€3MBHYI0 OCHOBY, BBICBOOOXKAAOIIYIO MOJJIOKKY U HAPYKHYIO TUICHKY ).

He cnenyer Bkirouars AEHCTBYIOLIEE BEIIECTBO, OCTATOYHBIE IPUMECH BEILECTB,
MCIIOJIb30BAHHBIX B MPOU3BOJACTBE T'OTOBOTO Ipemnapara (HarmpuMmep, pacTBOPUTENH, ra3 B
CBOOOJHOM HaJl NpenapaToM MPOCTPAHCTBE M AHTUOMOTHKM, HCIOJIb30BAaHHBIE B
OPOU3BOJCTBE BAKIMH), JYOPUKAHTHI MpPEABAPUTEIBHO 3alOJIHEHHBIX MINPULIEB U
KOMITOHEHTHI 000JI0UEK KamCyJl MOPOIIKOB /AJs WHTAIAIHN, HEe MpeAHa3HAUCHHBIX s
IpUeMa BHYTPb.

OpnHako onpeneseHHbIe OCTaTOYHbIE IPUMECH (HAapUMeEp, NPUMECH aHTUOMOTUKOB UJTU
IPOYUX MIPOTHUBOMUKPOOHBIX AareHTOB, HCIOJb30BAHHBIX B IpOIlECCe IPOU3BOJACTBA),
M3BECTHBIE CBOMM AJUIEPr€HHBIM MOTEHLUHUAIOM U CIIOCOOHBIE BBI3BIBATH HEXKEIATEIbHBIC
peakiuu, cieayer yka3athb B pazzaene 4.3 win 4.4 OXJIIT cooTBETCTBEHHO.

Jlna BcriomoraTenbHBIX BEILIECTB CIEAYET yKa3blBaTh pekomeHayemoe MHH, npu ero
OTCYTCTBUM — HaMMEHOBaHUE, yka3zaHHoe B Papmakornee Coro3a, MpU €ro OTCYTCTBUU —
HAaMMEHOBaHUE, yKa3aHHOE B (papmakornesx rocyaapcTB-4JIEHOB, MPH €ro OTCYTCTBUU —
HauMeHoBaHue corinacHo EBporneiickoit @apMakornee, MpU €ero OTCYTCTBUU — OOIIEITPUHATOE
rPpyNIUPOBOYHOE HaWMMeHOBaHWEe. He [omyckaeTcss HCIOJIb30BaTh IMaTEHTOBAHHBIE
HauMEHOBaHHs. KOMIIOHEHTBI CMECH BCIOMOTAaTEIbHBIX BELIECTB CJIEAYET YKa3bIBaTh
Mo-oTAeabHOCTH. ECiu TOUHBIN cocTaB BKYCOBOM 00aBKHM HIIM apoMaTH3aTopa 3asBUTEIIO
HEU3BECTEH WJIM OH JIOCTATOYHO CIJIOXKHBIM, €ro JOMycKaercs yKaszaThb B 0OIIMX yepTax (
HarpuMmep, "anenbCUHOBAsI BKycoBas no0aBka', "muTpycoBas otaymka"). OqHako cieayer
BKJIFOUUTH BCE KOMIIOHEHTHI, U3BECTHBIE CBOMM JIEUCTBUEM WK d(DPEKTOM.



[Tocne MHrpeaMEeHTOB, KOTOPBIE MOTYT J00ABIATHCS NI Koppekiuu pH, B ckoOkax
cieayer yka3biBath (st koppekuuu pH)".

ToproBbie HAUMEHOBAHMSI WJIM OOIIEONMCATEIbHbIC HANMEHOBAHUS (Hampumep, ""depHuia
") He cleayeT UCIOIb30BaTh BMECTO OOUICNPUHSATOIO HAMMEHOBAHMS WHIPEAHEHTa WU
CMECH HHIPEJUEHTOB, HO JONYCKAeTCAd MCI0JIb30BaTh BMECTE C HAUMEHOBAHHIMHU
UHTPEIMEHTOB, €CJIM TOYHO H3BECTHO, KaKW€ MHTPEIMEHTHI OMUCHIBAIOTCS C MOMOIIBIO
CBOETr0 HAUMEHOBAHUS.

XUMHUECKH MOAU(PUITMPOBAHHBIE BCIOMOTATEIbHBIEC BEIIECTBA CIIEIYET OMUCHIBATh TaK,
9TOOBl HE AOMYCTHTh NMyTaHWUIBI C HEMOAUGUIIMPOBAHHBIMU aHaJoraMu, Hampumep, '
MpeXeTaTUHU3UPOBAHHBIN Kpaxman'.

Ecnau nekapcTBeHHBIM mpenapar B LENAX KOHTPOJIS ABUKEHHS, OTCIEKUBAHUA U
ayTeHTU(DHUKAIIMA COJIEPKUT CKPBITYIO METKY, B TEPEUYCHb BCIIOMOTATEIbHBIX BEIIECTB
cleyeT BKIIOUMUTH oOliee ykazanue "dakrtop ayreHTuduUkanuu', a HE HaUMEHOBAHHE
BCIIOMOTaTEJIbHOIO BEIIECTBA, €CJIM TOJBKO OHO HE HM3BECTHO CBOMM JAEHCTBUEM HWIIU
s pexTom.

Kaxnoe BcriomorarenbHOE BELIECTBO PEKOMEHYETCS YKa3bIBaTh OTAEIBHOW CTPOKOA.
[lenecooOpa3HO MepeunucisiTh BCIOMOTaTeIbHbIE BEIIECTB B COOTBETCTBUM C PA3TMUYHBIMU
4acTsAMM Ipernapara, Harnpumep, "a1po — obosouka" TabseTku, "coaep:kumMoe — 000y10uKa"
KarcyJsbel U T. 1. BcmoMmoraTenpHbIe BEIIECTBA MpEnapaToB, MPEICTaBICHHBIX Oojee yem 1
NEPBUYHON (BHYTpPEHHEW) yNaKOBKOM WJIM COAEp Kaluecs B JBYXKaMEpPHBIX NMEPBUYHBIX (
BHYTPEHHUX) yMAKOBKaxX, CIEAYET NMEPEUHCIATh HA TIEPBUYHYIO (BHYTPEHHIOI) YIIaKOBKY
WIK Ha Kamepy.

AOOGpeBHaTypbl BCIIOMOTaTEIbHBIX BELIECTB MEPEUUCIITh HEe ciaeayeT. OaHako u3
COOOpaXeHUN HKOHOMHUHM MecTa abOpeBHATyphl BCIOMOTAaTEIbHBIX BEIIECTB MOTYT
MPUCYTCTBOBATh B MAapKUPOBKE MPH YCIOBUHU TOrO, YTO OHM pacuiudpoBaHbl B paznene 6.1
OXJIII.

6.2. HecoBMecTHMOCTBH

Heobxoammo npeactaBuTh cBeeHUs O (GU3UIECKON I XUMUYECKONH HECOBMECTUMOCTHU
JIEKapCTBEHHOIO Ipernapara ¢ APYTMMH JIEKAPCTBEHHBIMU MpenapaTaMH, ¢ KOTOPbIMHU €CTh
BEPOSITHOCTh CMEIIMBAHUS WM OJHOBPEMEHHOI'O BBEJCHHUS. JTO OCOOCHHO Ba)KHO ISt
JIEKapCTBEHHOTO Tperapara, MoJJIekKalliero BOCCTAHOBICHUIO U (M) pa3BEICHUIO Tepe/]
MapeHTepaibHbIM BBeAecHHEM. HeoOXoauMo mnepeyuciuTh CYLIECTBEHHBIE MOCIEICTBUS
B3aMMOJICHCTBUSL (HAmpuMep, COpOIUs JIEKapCTBEHHOTO Ipenapara HJIM KOMIIOHEHTOB
MpernapaToB B HITMPHUIIAX, MEPBUYHBIX YIAKOBKaX MapeHTEPAIbHBIX MpernapaToB OOIBITUX
00BEMOB, 30HaX, BCTPOCHHBIX (QUIbTPax, HAOOpax /UIsi BBEJACHUS U T. I1.).

VYkazaHusi 0 COBMECTUMOCTH TIpernapara ¢ ApyruMu JICKapCTBECHHBIMU TIperapaTaMu Uiiu
M3CNUSIMU B JAHHOM pa3jielie MPUBOJNTH HE CIIEyeT, UX BKIIOYAIOT B paszaen 6.6 OXJIIL.
VYKka3aHusi OTHOCHUTEIBHO (apMakoIOTHYECKOW U  XUMHYECKOW ((pu3ndeckoil)



HECOBMECTUMOCTH C MHUILIEH ciieyeT npuBoauTh B pazzaene 4.5 OXJIII. Ecnu He npuMenumo,
ykasbiBaeTcsi popmynupoBka: "He npumenumo".

B oTHOmIeHNN OmpeeneHHbIX JIeKapCTBEHHBIX (OPM, HApUMEp, MapeHTEPATbHBIX,
clenyeT yka3ath | u3 cienyromux GopMyIupoBOK:

"B cBsI3M C OTCYTCTBHEM HCCIIEIOBAaHUM COBMECTUMOCTH, JIAHHBIN JIEKAPCTBEHHBIN
npenapar He CJIeIyeT CMEIINBATh C APYTMMH JIEKAPCTBEHHBIMU Mpenaparamu’.

" JlaHHBIN JTEKaApPCTBEHHBIM IIPENapaT He CIEAYEeT CMEIIMBATh C IPYTUMU JIEKAPCTBEHHBIMU

npenapaTaMi, 3a UICKJIIFOUEHUEM YIOMSIHYThIX B pazzaene [6.6 u 12] OXJIIT".

6.3. Cpok rogHoCTH (CPOK XpaHCHHA)

Cpok TomHOCTH (CPOK XpaHEHHs) HEOOXOIWMO YKas3bIBaTh JJIS JICKAPCTBEHHOTO
npernapara BO BTOPUYHOM (MOTpEeOUTEILCKOM) YIMaKOBKe, a TakKXkKe, €CIU 3HA4MMO, TOCJIe
pa3BeeHUs, BOCCTAHOBJIEHUS, UJIU TIOCJIE MEPBOTO BCKPBITHSI.

Cpok rogHoCTH (CpOK XpaHEHUs) HEOOXOJMMO yKa3zaTh YETKO C HCIOJIb30BaHUEM
HAJIJIC)KAIIECH €IMHUIBI BPEMEHU.

[Toanexaniue BKIIOYEHUIO YKA3aHUS OTHOCUTENIBHO CPOKA TOJHOCTH (CpoOKa XpaHEHUS)
FOTOBBIX K MPUMEHEHUIO CTEPUIBHBIX MpENnapaToB MPUBEICHbI B MPHIOKEeHUU No 6 K
HactosmuM TpebGoBanusiM. Eciu B ipu mpoBeieHUH UCCIIEIOBaHUS 10 pa3pabOTKe BBISABICHA
HEOOXOJAUMOCTh yKa3aHHUsl CpOKa TOJHOCTH (CpOKa XpaHEHWs) IPYTHX JICKApCTBEHHBIX
MpenapaToB, TOTOBBIX K IPUMEHEHUIO, CPOK TOAHOCTH YKa3bIBAIOT U VISl HUX.

Kpome Toro, eciu TpeOyeTcsi IPUTroTOBICHUE PA3JIMUHBIX KOHIICHTPAIIWMI, HAIpUMED, s
MIPUMEHEHUS y JIeTeil, HEOOXOIUMO yKa3aTh Ha (PU3MKO-XMMHUYECKYIO CTAOMIBHOCTH IS
BCETO JMamna3oHa KOHIeHTpanui, Hampumep: "CTaOWIbHOCTH MOJTBEPXKACHA s
KOHIIEHTpaIuii B IMana3oHe X — y MI/MJI B TeueHue t yacoB (qHel) npu temneparype 25°C u
2-8°C".

Ecnu mpenapar nokaszaH JIeTsM, HO OTCYTCTBYIOT MOJXOJSIINE JETCKOMY BO3pPacTy
nekapcTBeHHas Gopma U (WIM) JO3UPOBKA, OJIHAKO MOXKHO TMPHUTOTOBHUTH MpEmapar ex
tempore W3 UMEKIIETOCA JIEKAPCTBEHHOrO IMpernapara, COOTBETCTBYIOIIUE
(UBUKO-XUMUYECKUE JaHHBIC M0 XPAHCHHWIO M CTAOMIBHOCTH HEOOXOIMMO TMPUBECTH B
JAHHOM pasJielie co CChlIKaMU Ha paszjenbl 6.4 u 6.6 OXJIII.

Ecnu ans meguuuHCKUX paOOTHUKOB WJIM MAIMEHTOB TPeOyeTcsl yKa3zaHHE OCOOBbIX
BPEMEHHBIX YCIIOBUN XpaHEHMUsI, HAIPUMED, B 1IEJIIX aMOYyJIATOPHOTO MTPUMEHEHUs (HaIpuMep
, CPOK TOIHOCTH cocTaBisieT 24 mecsana npu 2—-8°C, U3 KOTOPBIX 3 Mecsla JOIMyCKAETCs
XpaHuTh npu Temmepatype Huxke 25°C), Heo0X0oAUMO JaTh COOTBETCTBYIOIIHE
JOTIOJIHUTENIbHBIE pekoMeHaanuu. [lono0HbIe cBefieHUs BCerja JOKHBI OCHOBBIBATHCS HA
JaHHBIX 1O cTabunbHOCTH. HeoOXoamMo yka3aTh PEKOMEHIYEMBIN TeMIlepaTypHbIN
JMarna3oH M MaKCUMaJbHYIO MPOJOJDKUTEIBHOCTh BPEMEHHOTO xpaHeHus. [logoOHbie



PEKOMEH/IAIIMM MOTYT TaK)Xe BKJIIOUATh B Ce0s CBEICHUS O Mepax, MPUMEHSEMBIX IMOCTe
XpaHEHHs JICKAPCTBEHHOTO Ipernapara BO BPEMEHHBIX YCJIOBUSX XpaHEHHs (Halpumep,
HEMEIJICHHOE YHUUYTOXECHUE).

He cnenyer mpencraBisiTh Takue yKa3aHus, Kak: "OTH JaHHBIC HE SIBISIOTCS
PEKOMEHAAIUSMHU 110 XPaHEHUIO".

Ecnu B OTHOIIEHUH pa3HBIX MEPBUYHBIX YIIAKOBOK CPOKU MOJTHOCTH (CPOKM XpaHEHHUs ) HE
pazInyvaroTcs, yNOMUHATH 3TH YHAKOBKH HE ciedyeT. [[puBoauTh yclioBUSI XpaHEHUs HE
CleIyeT, 3a MUCKIIOYEHHUEM YCIOBUN XPAaHEHHS IOCJIE€ BCKPBITHS B COOTBETCTBUM C
npuioxkeHrueM Ne 7 k HactosmumM TpedoBanusiM. He crenyeT nmpeacTaBiasTh TaKue yKa3aHusl,
kak "He mpuMeHsITh 0 UICTEYEHUN CPOKA FTOJAHOCTH".

Ecnau BMecTe ¢ neKapCTBEHHBIM IpENapaToM MOCTABISETCS U3JeNne, HEO0X0IUMO
yKa3zaTh CpPOK TOJHOCTH (CPOK XpaHEHHUs])) TOTOBOrO K MNPUMEHEHHIO H3JeNusl (eciu
IIPUMEHHMO).

6.4. Ocobsre MephI IPEIOCTOPOKHOCTH IIPH XPaHEHUH

[Ipu ykazaHuu Mep NpegoCTOPOKHOCTH MIPU XPAHEHUHU CIIETYET UCIIOIb30BaTh OJHY WU
HECKOJIbKO CTAaHAApPTHBIX (pa3, MPUBEAEHHBIX B MNPHIOKEHMU No 6 K HacTOSUIUM
TpeboBaHusiM, KOTOpble HEOOXOAMMO JIOMOJHUTH MOSICHEHHEM OTHOCHUTEIBHO
YyBCTBUTEJIBHOCTHU MIpenapara K CBeTy U (WJIM) BIare.

B oTHOmIEHNN XpaHEHUsI BCKPBITHIX, Pa3BEICHHBIX I BOCCTAHOBJIEHHBIX CTEPHUIIbHBIX
IpernapaToB CIEIYET cenaTh CChUIKY Ha pazzaen 6.3 OXJIIL.

Ecnu tpebyroTcss ocoOble Mepbl MPEAOCTOPOKHOCTH MPH XPAaHEHUU, OHU JOJDKHA
cooTHOocUThCs Mexay OXJIII, mapkupoBkoii u JIB.

B OXIJIII ne cnexyeT BKIOUYATh ONPEAyNPEkKICHUE O HEOOXOIUMOCTU XpaHEHUS
JIEKapCTBEHHOTO Mpernapara B HEAOCTYITHOM JUIsl IGTe MecTe Tak, 4TOObl OHU HE MOTJIU €ro
BUJICTh.

6.5. Xapakrep U cozepxxaHue IEPBUIHOMN YIIaKOBKH

Heo0xoaumo yka3aTh IEPBUYHYIO (BHYTPEHHIOI) YITAKOBKY, MCIIOJB3YsI CTaHIAPTHBIH
tepMuH @apmakomnen Coro3a, MaTepuai, U3 KOTOPOro U3rOTOBJIEHA MepBUYHAS (BHYTPEHHSIS)
ynakoBka (Hanpumep, "ctexisHHbie Guiakonsl”, "IIBX u (unu) anroMmuHueBbie oucteps”, "
OYTBIIKM W3 TOJHUATHJICHA BBICOKOW TUIOTHOCTH'"), a TaKXKe€ IMEPEUUCIUTh BCE MPOUNC
KOMITOHEHTHI TIpenapara (HanpuMep, Uria, moMa3ok, MepHasl J0XKKa, PaCTbUIUTENb U3IeTUl
TUTSL MHT ISR, OCyIHTeNb). Heo0X01umMo mosICHUTE TPalyupPOBKY Ha MEPHBIX H3CIHSX, a
TaK)Xe OMHUCATh MEPBUYHYIO YMAKOBKY JIIOOOTO PacTBOPUTENS, MOCTaBISIEMOT0 BMECTE C
JIEKapCTBEHHBIM TipernapatoM. M30bITOUHYIO AeTanu3aluio (Hampumep, IBET MPOOKH,



CBOIICTBAa TepMOJaKa) YKa3blBaThb Kak MpaBuiao He cieayer. Ilpu wucnosb3oBaHuu
pa3lleTUTENBHOr0 1BETA IS pa3indyeHus (opM BbIMyCKa MapeHTEPAIbHBIX NpenapaToB 00
9TOM CIIE[yeT yKa3aTh B JAHHOM pa3Jiele.

Ecnu mpumennMo, HeoOX0UMO yKa3aTh, 00J1aJIaeT JI YKYNOpKa NEPBUYHON YITaKOBKH
(yHKIHEH 3aIUTHI OT BCKPBITUS JETHMHU.

[Tpumeps! GopMyITHPOBOK, YKa3bIBAEMBIX B JAHHOM pa3Jelie:

"Cycnensus o0beMoM [00beM]| MJI B MpeABAPUTEIbHO 3aMOJTHEHHOM MINpUIe (
CTEKJIIHHOM) C yIUIOTHUTENEM (XJIOpOYyTUIIKay4dyK) C UTJI0N min 0e3 Hee B yMaKoBKE 1O 5
uimm 10";

"ByTBUIKM M3 TIOJMATUIIEHA BBICOKOM TJIOTHOCTU C YKYMOPKOM ¢ GyHKIIMEH 3alUThl OT
BCKPBITUSL JE€TbMHU M CUJIMKArelIleM B KadecTBe ocymuTens. B ymakoBkax nmo 30, 60 umu 90
Ta0JIETOK, MOKPBITHIX TNICHOYHON 0007109KOM".

Heo6xoauMo nepeyucinTh Bce pa3Mepbl YIIAKOBOK C YKa3aHUEM YHKCIIa €IUHMIL, YHCIIa
103 (HarpuMep, Jisi MHOT'0JI030BBIX BaKIIMH, HHTAJIATOPOB U T.1.), OOIIEH MacChl WK 00beMa
NEPBUYHON (BHYTPEHHEH) YIIaKOBKH, a TAK)KE YUCIIO MEPBUYHBIX (BHYTPEHHHX) YITAKOBOK BO
BTOPUYHOUN (TOTpeOUTENbCKON) KApTOHHOM ymakoBke. Eciu mpuMeHHMO, HEOO0XOIUMO
IPUBECTH CTaHJapTHOE yka3aHue: "He Bce pasmepbl yIakOBOK MOTYT OBITh JOCTYIIHBI JJIS
peanuzauuu", 4yTOOBl MNPEAYNPEIUTh MEIUIMHCKUX PAaOOTHHUKOB O TOM, YTO HE BCE
MEPEYUCIIEHHBIE pa3Mephl YIIAKOBOK MOTYT OBITh IOCTYITHBI JJIsI HA3HAYEHHUSI WM OTITyCKa.

VYakoBKH, MpeHa3HAYEHHbIE UCKIIOUUTENBHO NI JUCTPUOBIOTOPCKUX LN, He
ABJISIFOTCS. HOBOW YIIAKOBKOM ISl pealu3aliu JIEKApCTBEHHOrO Ipenapara, IM03TOMY
BKJIIOYATh UX B JAHHBINA pa3jien He TpeOyeTcs.

6.6. Oco6r1e MepEI MPeIOCTOPOKHOCTH IPH YHHITOKESHHUH HCIIOJIb30BAHHOTO JIEKAPCTBEHHOTO
Ipemnapara Wik OTXO0Z0B, IOTy9IeHHHIX I0CIIe IPUMEHEHH JIeKapCTBEHHOTO Ipenapara, ! Jpyrae
MaHMITYJIOUH C IpenapaToM

Heo0xonumo npeacTaBUTh HHCTPYKIMK MO0 YHUUYTOXKEHUIO Mpenapara, eciiv IPUMEHUMO.

Ecnu umeroTcs ocobble Mepbl MPEeIOCTOPOKHOCTH MpHU padOTe WIM YHUUTOXKEHUH
npenapaToB (IUTOTOKCUYECKUE UM HEKOTOPbIE OMOJIOTHYECKHE TTpenapaThl WK UX OTXO/IbI),
a TaKXe €CJIM TpernapaThl COAepKaT JKHUBBIE OPTraHU3Mbl, UX HEOOXOIUMO BKIIOYHTH B
JAHHBIN pa3/en, a TaKXKe, €CIA 3HAYMMO, IPU YHUUTOKEHUM MPEIMETOB, BCTYIABIIUX B
KOHTaKT C JIEKAPCTBEHHBIM MpPENapaToM (Harpumep, MEIECHKU WIIU JIOKKH, UCIOJIb3yEMbIE
JUIs. BBEJICHUS BaKIUH s npuema BHYTph). Eciu 3HauMMO, HEOOXOIUMO MPEACTABUTH
CCBUIKY HAa 3aKJIIOUCHHUE IO OL[EHKE PUCKOB Ha OKPY’KAIOLIYIO CPENY, OMMMCAHHOM B pa3ielie
5.3 OXJIIIL.

Ecnu npumenumo (Hampumep, B OTHOIIEHHHM IUTOTOKCUYECKHX JIEKAPCTBEHHBIX
npenaparoB) HEOOXOAMMO BKIIOYHUTH CIEAYIONIYIO0 CTaHIApTHYIO (opMyiaupoBky: "Bech
OCTaBIIMKCS JIEKAPCTBEHHBIN MpenapaT U OTXOJbI CIEIYEeT YHUUTOXKUTh B COOTBETCTBUU C
YCTaHOBJICHHBIMU HAIlMOHAIBHBIM 3aKOHOIATEILCTBOM TpeOOBaHUAMHU' .



[Ipu oTcyTCcTBHMU 0OCOOBIX MEp MO MPUMEHEHUIO WJIM WHCTPYKIIUU IO padoTe ais
pabOTHUKA alTeKHu U JIPYTUX MEIUIUHCKUX PAOOTHUKOB, CIEAYET MPUBECTH CTAHJIAPTHYIO
dbopmynupoBky: "Ocobbie TpeOOBaHUS OTCYTCTBYIOT".

[IpuBoasAT BCe peKOMEHIAIMH, HEOOXOIUMBIE MJISI MPABUIBHOTO MPUTOTOBIICHUS
ONpEeCICHHBIX MpenapaToB (HampuMep, HUTOTOKCUYECKUE JIEKApCTBEHHBIE MpenapaTrhl U
HEKOTOpbIe OMOJIOTUYECKHE MpernapaThl, U (UJIM) HEOOXOIUMbIE IS 3alIUTHI JIMII, BKIIOYAs
poauTeNel U yXaXUBAIOIIUX JIHI, 3aHUMAIONIUXCA MNPUTOTOBICHHEM IMpernapara WiIu
paboTarOMINUX C HUM.

B pazgen 4.2 OXJIII HeoOX0AMMO BKJIIOYUTh MHCTPYKUMH ISl Bpaya, MPOUYHUX
METUIIMHCKUX PAOOTHUKOB M MAIIMEHTOB 0 pabO0Te C MpernapaToMm, a TAKKe 00IIHUe CBEICHUS
O BBEJICHUM mpenapaTta (IIpy BBEJACHUU MallMEHTAMH WJIM MEIUIIMHCKUMH PaOOTHUKAMM).
Ecnu TpeOyroTcs WHCTPYKIMU IO TPUMEHEHHIO (paboTe) C MEeNbl0 MPHUTOTOBICHUS
JIEKapCTBEHHOT0 IIperapara mepea BBEJACHUEM, HampuMmep, MPU HEOOXOJAUMOCTH €ro
CYCIIEHIMPOBAHUSI WM Pa3BEICHUsS, dTH CBEACHUS HEOOXOAMMO MPEJCTaBUTh B JAaHHOM
paznene. s obecnedenust mydimero nonumanus paszzaen 4.2 OXJIII moxeTr copepkarhb
MEPEKPECTHYIO CCHUIKY Ha COOTBETCTBYIOIIYIO HH(popmanuio B pazaene 6.6 OXJIII,
Hanpumep, "MHCTPYKLUHMHU O Pa3BEACHUIO Ipernapara nepej BBEICHUEM IPE/ICTaBICHBI B
pazgene 6.6 OXJIIT".

B nmanHOM pasjgene peKOMEHIyeTcs MPUBOIUTH JUIIL CBEICHUS, HEOOXOIMMBIC
pabOTHHKY anTeKu U APYTUM MEAMIIMHCKUM paOOTHHUKAM JJisi NMPUTOTOBJIEHUS Mperapara
nepes] BBeJICHUEM MalUeHTY.

CBeneHuss 0 MPUTOTOBIIEHUHU JIEKAPCTBEHHOIO IpenapaTra (HalpuMmep, CyCHEH3UU
MOPOIIIKA JIJI1 UHBEKIIUN WM IPUTOTOBJIICHUU Pa3BENICHUS) CIEIyET BKIIOUUTH B pa3nuel 6.6
OXJIIT He3aBUCHMO OT TOTO, KTO TOTOBUT Mpenapar (Hampumep, pabOTHUK anTeKu, Bpad,
Ipyrue MEIUIIMHCKUE PaOOTHUKH, MAIMEHT, POJUTENIM WIN yXaxkuBatomue yuia). Ecnu
npenapar MOJJICKUT BOCCTAHOBJICHHIO, HEOOXOJUMO OIMHCATh €r0 BHEIIHWUN BUJ MOCTE
BOCCTAHOBJICHHS.

B nanHoM pazzene MOKHO MPUBECTH YKa3aHUS OTHOCUTEILHO COBMECTUMOCTH IIpenapara
C OpYyTMMH JIEKAPCTBEHHBIMU IpenaparaMd W HU3ACIUSIMH IPU YCIOBUU HaJIU4us B
PETUCTPAIMOHHOM J0ChE JIEKAPCTBEHHOTO IIpenapaTa COOTBETCTBYIOIIMUX JAHHBIX.

B uckimounTenbHbIX clydasix, €ClM Mpernapar moka3aH JeTsM U HEBO3MOKHO pa3padoTaTh
JIEKapCTBEHHYIO (POpMy, MOAXOJAIIYIO AETAM (UTO MOATBEPKICHO COOTBETCTBYIOIIUMH
HAay4YHBIMA OOOCHOBAHHUSMHM), CBEJCHUS O MPUTOTOBJIICHUH Tpernapara €x tempore cieayer
MPUBECTH TOJ Noa3arojioBkoM "[Ipumenenne y nereid" co ccebuikoit Ha pasaen 4.2 OXJIIL
Heo6xomuMo mpeacTaBUTh MOAPOOHBIE MHCTPYKIIMU IO TMPUTOTOBJICHHUIO Tperapara ex
tempore u3 moaxoisuiel "B3pocio" uiau apyrou "AeTckoil Gopmbl A AeTe cTapiieit
BO3PACTHOHM Tpymmbl" JEKaApCTBEHHOW (POPMBI, a TaKKe JOMOTHUTEIbHBIC CBEIACHUS O



npemnaparax €x tempore Ijis NPUMEHEHHUs Yy MaJICHbKUX JEeTeld MU, €CIU MNPUMEHUMO,
MaKCHUMaJbHOE BpEeMs XPaHCHHS TaKUX MpenapaToB, KOTJa OHU COOTBETCTBYIOT CBOMM
crienu(pUKAITUSIM.

Oco0bie MePBI MPEIOCTOPOIKHOCTHU MPU pabOTe C IpenapaToM CIeAYeT yKa3aTh B pasjelie
4.4 OXJIIL.

CBeneHust 0 pUCKax BCJIEICTBHE BO3JACHCTBUS HA pad04YeM MeCTe HEOOXOIMMO MPUBOIUTH
B JAHHOM paszzene co ccbuUikord Ha pasnen 4.4 wim 4.8 OXJIII, ecnu B 3TnxX pasgenax
MMEIOTCSA COOTBETCTBYIOLINE CBEICHUSI.

7. lepxaTeisb peruCTPallHOHHOTO YAOCTOBEPEHHS

B naHHOM paszpene ykaspIBarOTCS HAaMMEHOBAaHUME WM MOCTOSIHHBIM aApec WU
3apETUCTPUPOBAHHOE MECTO BEACHUS JICSATEIBHOCTU JIEPKATENsl PETUCTPALMOHHOTO
yaoctoBepenusi. Jlomyckaercs ykazaTh HoMep TenedoHa, dakca WM aapec dIEKTPOHHON
nouThl (HO HE caiiTa B MH(POPMALIMOHHO-TEIEKOMMYHUKAIMOHHON ceTn "UHTepHer" wim
AIEKTPOHHOM MOYTHI, CBSI3bIBAIOIICHCS C YKa3aHHBIM CAUTOM).

77.1. IlpencraBuTens AepkaTelId PErHCTPAAOHHOIO yIOCTOBEpeHH Ha Tepputopun Coro3a.

Heobxonumo ykazaTh HaMMEHOBaHUE U Iopuanyeckuil (haktuyeckuil) aapec, TenedoH u
aJpec IEKTPOHHOM MOYTHI MPEACTABUTENS JAEPHKATENS PErUCTPALMOHHOIO yI0CTOBEPEHUS (
HO He caiTa B HHPOPMALMOHHO-TEIEKOMMYHHKAIIMOHHONW cetn "WHTepHer" wim
AJIEKTPOHHON MOYTHI, CBS3BIBAIONICHCS C YKa3aHHBIM CaiiToM). BO3MOXKHO [OMOJHHUTH
ykazanuewm, "[IpereH3zun norpedutesneil ciieyeT HampaBsITh 10 aapecy [yKa3bIBaeTcs aapec]
, TenedoH [yka3piBaeTcs TenedoH]".

8. HoMep perncTpanOHHOTO yAOCTOBEPEHHUS

Pa3pen, 3anonHseMbIil yIIOJTHOMOYEHHBIM OPraHOM rOCY1apCTBa-4IEHA UK JepKaTeIeM
PErUCTPAIMOHHOTO YIOCTOBEPEHUSI IMOCJTE PETHCTPAIlMd B COOTBETCTBUU C IMpaBHIAMHU
PETUCTpAIIMU U DKCIEPTU3bI JEKAPCTBEHHBIX CPEJCTB JISI MEAUIMHCKOTO MPUMEHEHUS,
yTBepkaaeMbIMU Komuccuei.

9. JlaTa nepBHYHO# peruCTpamyy (HOATBEPKICHHA PETHCTPAIHMH, IEPEPETHCTPAIINH)

Pa3znen, 3anonHseMblil yIIOJTHOMOYEHHBIM OpPraHOM rOCyAapCTBa-4JIeHa WIH JepKaTelieM
PETUCTPAIMOHHOIO yIOCTOBEPEHHUS MOCIIE PETUCTPALIMY UK TOATBEPXKACHUS perucTpanud (
nepepeructpanuu). Jlaty nepBUYHON perucTpanuu, U AaTy MNOJATBEPKACHUSI perucTpauuu (
NepeperucTpalvm) ciaeayeT yKa3blBaTh B CIEAYIOIIeM GopMmare:

"Jlata nepBuuHOM peructpauuu: 3 anpenst 1985 r.

JlaTa mmocieaHero MoATBEPkKACHU peructpaiuu (nepepeructpamuun): 3 anpens 2000 r."

10. Jlara mepecMoTpa TeKCTa



[Ipu nepBUYHON PETUCTPALIMU HE 3aIIOJHSIETCS.

B oTHOIEHNN TEKapCTBEHHBIX MPENAPATOB, IO KOTOPHIM YIIOTHOMOYEHHBIMU OpraHamMu
roCyJIapCTB-YJIEHOB OBbUIA YTBEPKIAEHBI U3MEHEHUSI PETUCTPALMOHHOTO J0ChE, YKA3bIBACTCS
naTta oJ00peHUs TOCIEIHET0 W3MEHEHHUs, HampuMmep, MOCJeIHEE PElIeHHUE O BHECEHUU
n3meHenuit B OXJIII, wim mara peanusarii CpOYHOTO OTPAHUYCHHS 110 0€30MTaCHOCTH, WU
Jata yBEJOMJIEHHS O BHECEHMM H3MEHEHUl Tumna [B B perucTpanmoHHOE [O0ChE
JIEKapCTBEHHOTO Iperapara.

Paznen 3anonHseTCs yNOJHOMOYEHHBIM OPraHOM TOCyAapCTBa-ujieHa MPU BHECEHUU
CBEJICHUM O JIEKAPCTBEHHOM IIpemnapare B €IUHBIA PEECTP 3apEruCTPUPOBAHHBIX
neKapcTBEHHbIX cpeactB Coro3a u (WIK) AepKaTeleM pEerucTpaliMOHHOTO YI0CTOBEPEHUS B
MoMmeHT nedatu OXJIIT.

11. Josumerpus (ecimi IpAMEHHMO)

B otHomennu paanodapMaiieBTUUECKUX MPEnapaToB B JaHHOM paszjiesie He00X0a1uMO
yKa3aTh IOJHBIC JAHHBIE O BHYTPECHHEW PaJWAIllMOHHOW TO3UMETPUU. B OTHOLIEHUU BCEX
OCTAJIBHBIX IIPENapaToOB JAHHBIN pa3feil CICAYET UCKIIOYUTD.

12. VHCTpYKIHMA N0 MPUTOTOBJICHUIO paarodapMalieBTHIECKIX IPENapaToB (3aI0IHASTCS IpH
HE00XOAUMOCTH)

B oTHomenun pagunodapmaneBTUUECKUX MPEnapaToB COCTABISIOTCS JOMOJIHUTEIbHbIE
MOJIpOOHBIE HMHCTPYKUHMU MO MPUTOTOBICHUIO €X tempore M KOHTPOJIKO KadyecTBa
IPUTOTOBJIEHHOTO Mpernapara ¢ yka3aHueM NpHU HEOOXOJIMMOCTH MAaKCUMAaJbHOTO BPEMEHH
XpaHEHUs, B TEUCHUE KOTOPOTro JIFDOOUW MPOMEKYTOUHBIN mpenapaT (HanmpuMmep, dJI0aT Win
TOTOBBIA K MPUMEHEHUIO paanodapMaiieBTUYECKU IMpernapar) OyleT COOTBETCTBOBATH
CBOMM CHEU(PUKALMIM.

HeoOxoanmo Takxke MpeACcTaBUTh CHENHUAIbHBIE MHCTPYKIUHU MO YHHUYTOXKECHHUIO
NEePBUYHBIX YIIAKOBOK U OCTaBIIErocs mnpemnapara. Jlomyckaercs UCIoiab30BaHUE CAEAYIOIIEH
dbopmynupoBku: "OOmas xapaKTEpUCTHKa JIEKAPCTBEHHOT'O TMpemnapara [TOpPTroBoOe
HauMEHOBaHHE| JOCTyIHa Ha OQUUHAIBHOM calTe YINOJHOMOYEHHOrO OpraHa
rocyJapcTBa-4wieHa B WH(OPMAIMOHHO-TEIEKOMMYHHUKAIMOHHON ceTn "MHTepHeT" [caifT

ynoJIJHoMoueHHoro oprana], u (unu) Coro3a [cait Coro3a]".

IMPUJIOKEHMUE Ne 1
K TpeOGoBaHUAM K HHCTPYKIIUU
10 MEAULUHCKOMY MTPUMEHEHUIO
JIEKapCTBEHHOT'O Mpemnapara
1 o0mIel XapaKTepHCTHKE
JIEKapCTBEHHOTO TIpenapaTa At
MEIUIMHCKOTO TPUMEHEHHS



ITEPEYEHD

BCIIOMOT'aTeJIbHEIX BEIECTB M CBEI€HMH, YKa3hIBaeMbIX B 00mIei XapaKTepHUCTHKE
JIEKapCTBEHHOTI'O pernapara, HHCTPYKIMH IT0 MEJUITMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOT'O
mpemnapara (JIMCTKe-BKIIaIbIIIe)

IpenensHoe Ceenenus,
Ne HaumenoBanue  IlyTh BBeneHUs coAcprratie gompme AOTHEEE Kommenrtapun

BcrioMoOrartepHor ObITh yYKa3aHbl B
0 BelmecTBa JB! u OXJIIT?

A3zokpacuTenu:

1) Taprtpasun

E102;

2) JKeNnThIi 3aKaT

(FCF) E110;

3) azopyOums, E102, E110,

kapmyasuH E122; E122 3anpemeHsl

MOXCT BBI3bIBATH
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Acnapram E951  nepopanbHbIit *
odTamEMOIOTHIe
CKHUE «
JIEKapCTBEHHBIE
(opMEI
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XJIOPHIL
MECTHBII *
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He00X0qNMO
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Bponomnon

Bytunrunpoxcua
Huzox E320

Byrunruznpokcur
onyon E321

pH 03¢
90 mr/kr/cyT
u Oosee
MECTHEIN *
MECTHBIN *
MECTHBIN *

MapeHTepaIbHBIA  *
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BBEJICHUU
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10. l'anakTo3a

NepopanbHbIA *

NepopabHBIA U

., Sr
TIapeHTepAIbHBIA
lemapun (B
Ka4ecTBE o |
11. NapeHTepalbHbII
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rnepes NprueMoM
JaHHOTO
JIEKapCTBEHHOTO
npenapara

comepxur "X" T
ragakTo3bl Ha
03y, 4TO
HEOOXOIUMO
YUYUTHIBATH
manueHTaM ¢
caxapHbIM
IuadeToM

MOKET BEI3BIBAThH
aJIIepTHYECKUe
peakuum U
YMEHBIIATh
YqUCIIO KpOBHHI)IX
KJIETOK, YTO
MOXET CKa3aThCs
Ha CHCTEMeE
CBEPTHIBAHUS
KPOBH.
ITamuentam ¢
MepEeHEeCEHHBIMHU
AJIICPrHYCCKUMHE
peakIusIMH Ha
TeIapuH CIeayeT
nzberaTs
MPUMEHCHUS
Mpemnaparos,
coJiepKaIux
rernapuH

MOXET BBI3bIBAThH
TOJIOBHYIO OOJIb,
paccTpoicTBO
Kenynaka U
nuapero (ImoHoc)

MOKET OKa3bIBaTh
cnaboe
cl1aduTeNIbHOE
JIEeUCTBHE

ecau  Bpad
€o00ImunI, 9T0 y

penko
BCTpeyarouencs
HACJIEICTBEHHOU
HENEePEeHOCHMOCT
b0 TaJaKTO3blI,
HampuMmep,
rajlakTo3eMHeH
I H
[JIFOKO30-TaJIaKTO
3HO#
ManbabcopOnuei,
HE CcIeayer
MPUHUMAThH TOT
npenapar



13.

14.

15.

I'mroko3a

Jumetnncynsgo
KCH]

Kanwuii

NIEPOPaJIbHBII

MEepPOpaNbHBIL U
TIapeHTEPATbHBIA

pacTBOPHI IS
npreMa BHYTpPb
cocaTelIlbHbIe
’)KeBaTeNIbLHbIE
TaOIeTKH

MECTHBIN

MIapeHTePAIbHBIA

KaJns MeHee
1 MMOIB
pa3oBoii 1o3e

B

Bac
HETEePeHOCUMOCT
b HEKOTOPBIX
caxapos,
obparuTech K
JevaiieMy Bpady
nepen MpUeMoM
JaHHOTO
JICKApCTBEHHOT'O
npenapara

cogepxut "x" r
[JIIOKO3BI Ha JI03Y
, 4TO0
HE00X0UMO
YUYUTHIBATH
manueHTaM ¢
caxapHBIM
nuraberomM

MOXET
MTOBPEIUTH 3yObI

MOXET
pazapaxkarth KoKy

OaHHBIH
npemapar
COIEPKUT KajuH,
MeHee 1 MMOJIb
(39 wmr) Ha ... (
yKazaTb J103y), TO
€CTb 110 CYTH "HE
COepKUT Kanus"

nns  OXJIII:
mamueHTaM ¢
penko
BCTpeyarouencs
[JIFOKO30-TaJIaKTO
3HOMH
ManpabcopOouueit
HE CcIeayer
MPUHUMATH STOT
mperapar

CBEJEHUS
ciaeayer
BKJIIOYATh,
TOJNIBKO  €CIIH
JIEKapCTBEHHBIN
nmpemapar
peaHa3HAYCH
JUISL JTTUTENILHOTO
MPUMEHEHUS,
Hampumep, 2
Henenu u Ooee

CBCACHUSA
OTHOCATCSA K
mopory,
paccYUTaHHOMY
mo obmemy
COZICPIKAHHIO
Kalnda B
JIEKapCTBEHHOM
mpernapare.
Oco0eHHO Ba)kKHO
OCBEIOMHTH
Ha3HAYAIOUX
mpernapar Jui
YBEPHUTH
poauTened B
HU3KOM
COoJlepKaHUH
Kanus B
npemnaparax,
MPUMEHSIEMBIX B
JIETCKUX 103aX



16.

17.

18.

Kucnora
OeH30lHAI W
OEH30aTHI:

1) xwuciora
Oensoiinas E210
2) Harpug
oenzoar E211

3) xamus O6eHzoar

E212

Kucaora

Kanusa 1 MMoJib U
napeHTepalibHbIi, Oosee B pa3oBoi
NepopaIbHbIN Jo3e
BHYTpUBEHHBIH 30 MMoOIb/n
MECTHBIN *

MapeHTepaIbHBIA  *

COpOMHOBAs U €€ MECTHBIN *

COJIM

Kcunuron

NIEPOPaJIbHBII 10r

MaHHBI I
npemapar
COICPKHAT
Mois (i "y" MT
) xamus Ha ... (
yKazaTh J03Y).
Heobxoaumo
YUYHUTHIBATH
ManueHTaM Cco
CHU)KEHHOU

nyn

X

(hyHKIEEH ToYeK
U TalHeHTaM,
HaXO/JISIIMCS Ha
JHEeTe c
OrpaHHYCHHEM
MOCTYTUICHUS
KISt

MOJKET BbI3bBIBATH
0O0JIE3HEHHOCTD B
MECTE BBEIECHUS

cnab6o
pasapaxkaeT KOxy
, Trjiasza H
CIIU3UCTEIE
000JI0UKH.

cnabo
pasapaxkaet Koxy
, Trjasza H
CIHM3HUCTEIE
000JIOYKH.
MoxerT
MOBBIIIATH PUCK

pa3BUTHA
KEATYXH Yy
HOBOPOXKJICHHBIX

MOXET BBI3bIBAThH
MECTHBIE KOJKHBIE
peakmuu (
HaImpumep,
KOHTAKTHBIN
JIepMaTuT)

MOKET OKa3bIBaTh

cl1aduTeNIbHOC

JIEUCTBHE.

Kcunuron

COJIEPKUT

2,4  kkan/r

npenapara
mng  OXJIIT:
MalmueHTaM C

penxo
BCTpeyaroencs



19.

20.

21.

JlaxTut E966

JlakTo3a

Jlanonun
IIEPCTSIHOM KHP)

(

NepopasbHbII

NIepOpasIbHBII

MECTHEBIN

10T

eciu 'y Bac
HENepeHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JeyalieMy Bpady
nepes IpueMoM
JaHHOTO
JIEKapCTBEHHOT'O
npernapara

MOJKET OKa3bIBaTh
cnaboe
cl1aduTEeNIbHOC
JICHCTBHE.
JlakTtuT
COJICPKUT

2,1  kkan/r
mpernapara

eciu y Bac
HENepeHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JeyalieMy Bpaudy
nepea MpHUeMoM
JAHHOTO
JIEKapCTBEHHOT'O
npernapara

CONEPKUT X T
JMaKTO3bl (X/2 T
TJTFOKO3bI M X/2 T
raJaKTo3bl) Ha
03y, 4TO
HEOOXO0IUMO
YUYUTHIBATH
manueHTaM ¢
caxapHbBIM
IuadeToM

MOJKET BBI3bIBATH
MECTHBIE KO>KHBIE
peakmuu (
HaIpuMmep,
KOHTAaKTHBIN
JIEpMaTHT)

HacJIeICTBEHHON
HETIEPEeHOCUMOCT
b0  (PYKTO3HI,
HETIEPEHOCUMOCT
BI0 TaNaKTO3bl,
rajakToemMuen
uIu
TIIIOK030-TaJIaKTO
3HOH
ManbabcopOoIen
He clenyer
MMpUHUMAThL 3TOT
npenapar

ms OXJIII:
MamueHTaM ¢
penko
BCTpeyarouiecs
HacJIeICTBEHHON
HEMEePEHOCHMOCT
BI0O TallaKTO3HI,
nehuIuTOM
JIaKTa3bl Jionapeu
uIu
TIIIOK030-TaJIaKTO
3HOH
ManbabcopOIen
He cuenyeT
MIPUHUMATH 3TOT
npenapar



22.

23.

24.

25.

26.

Jlarexkc,
HaTypalbHbIN
Kay4yK

Manstut E965,
M30MaJbTUTON
E953,

MAJIbTUT KUIKUHN
(cupon
TUAPOTEHU3UPOBA
HHOM TJTFOKO3bI)

MaHHUTOI (
MaHHUT) E421

Macuno
Oepramora,
OepramnTeH

Macinuo
KacTopoBoe
MOJIMITOKCUITUPO
BaHHOE,

Maciuo
KacTopoBOE
MOTUITOKCHIIAPO
BaHHOEC
THIIPOTEHU3NPOBA
HHOE

BCC

NepopabHbIHA

NepopabHbIA

MECTHBIN

TIapeHTepaIbHBIHA

NepopabHbIA

MECTHBIN

10r

10r

KOHTEHHEep
JaHHOTO
JIEKapCTBEHHOTO
mpemapara
COIEPXKHUT
JIATEKCHBIN
Kaydyk. Moxet
BBI3BIBATH
TSKEIBIe
aJIepTUYecKue
peaximu

eciu 'y Bac
HENepeHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JeqaliemMy Bpady
nepez NprueMoM
JaHHOTO
JIeKapCTBEHHOTO
npenapara

MOJKET OKa3hIBaTh
cnaboe
cl1a0uTeNbHOE
IEUCTBHE.
MaiabTHT (
HA30MaJIbTUTOIT)
comepxur 2,3
KKaJI/T Tperapara

MOKET OKa3bIBaTh
cnaboe
cl1aduTeNbHOE
JIEUCTBHE

MOJKET MOBBIIIATh
YyBCTBUTEIBHOCT
b K YO mygam (
€CTECTBEHHBIN U
HMCKYCCTBEHHBIN
COJIHEUHBIH CBET)

MOXET BBI3bIBATh
TSKEIIbIe
aJiepruueckue
peaknuu

MOXET BBI3bIBAThH
paccTpoiicTBO
Kemyaka |
napero (MmoHoc)

MOXXECT BBI3bIBATH
KOXXHBIC pCAaKIINHN

MOXKET H3peaKa
BBI3BIBATH

BCIIOMOTATEIBHOE
BEIM[ECTBO
BCTpEYaeTCs
HEYacTo, HO
TpebyeTcs
MpeaynpexKacHIe

nna  OXJIII:
mamueHTaM ¢
enKO
BCTpeYarouencs
HaCJIEICTBEHHOMN
HEeTMepeHOCUMOCT
13)
(GpyKTO3Bl HE
cleayeT
MPUHUMATE STOT
mpernapar.

HEMPUMEHUMO,
€CIIi TI0Ka3aHo,
4TO OepramnTeH B
Macie  He
COJICPIKUTCS



27.

28.

29.

Macuno
KYH)XYTHO® (
JILHAHOE)

Macno coeBoe,
Maclio COeBOe
THUIPOTCHU3UPOBA
HHOE

Hatpuit

BCC

BCE *

HaTpus MeHee 1
MapeHTepabHbIH MMOJIB B Pa3OBOM
J03¢ mperapara

NapeHTepalIbHblil  HaTpust | MMOJIb

MepOpPaTTbHBIN B pa3oBoii 03¢

odranbmonoruue
ckre GOpMEI

ES

TSAXKeJIble
aJIIepTHYECKUe
peaxmmn

JIEKapCTBEHHBIHN
npenapar (
yKazaTh Ha3BaHUE
) COAEepXHUT
apaxnucoBoe
Macio. Ecim y
Bac aJuIeprus Ha
apaxiuc Wi CoIo,
HE IpUMCEHSNTE
3TOT
JIEKapCTBEHHBII
npenapar

OaHHBIH
npemapar
COIICPKUT MEHee
1 MMob (23 Mr)
HaTpus Ha ... (
yKa3ath J103y), TO
€CTh TI0 CyTH HE
COJICPKUT HATPHS

OaHHBIH
npemnapar
cogepxutr "x"
Mois (i "y" mr
) HaTpus Ha ... (
yKazaTrh J03Yy).
Heobxomumo
YUYUTHIBATH
MalueHTam,
HaXO/ISIIMCS Ha
JHUEeTe c
OTpaHUYCHHUEM
MOCTYILICHHS
HATpHUs

MOXET BBI3bIBATh
aIJIePTHIECKHUE
peakiuu

AHAJIOTHYHO
KOMMEHTAPHIO
big B
apaxmcoBOOTO
Macia.

B OXIJII:
MIPOTHBOIIOKA3aH
ne

CBCACHUSA
OTHOCATCSA K
mopory,
paccYUTaHHOMY
mo obmemy
COJIEPIKAHUIO
HaTpHUs B
JIEKaPCTBEHHOM
mpernapare.
Oco0eHHO BaXKHO
OCBEJIOMHUTH
Ha3HAYAIOAX
mpernapar Jui
YBEpHUTH
poauTened B
HU3KOM
COJlepKaHUH
HATpHS B
npemnaparax,
MPUMEHSIEMBIX B
JIETCKUX 103aX



30.

31.

OpraHuueckue
COeUHCHUS
pTyTH:

1) THOMepcait;
2) ¢deHUAPTYTH
HUTPAT;

3) ¢enmnpryTH
arerar;

4) ¢erunpryTn
Gopar

[Maparuapokcude
H30aThl U WX
3¢upsL:

L)
STHATUAPOKCUOE
u3oat E214;

2 )
MPOTHITHIPOKCH
oensoat E216;

3) Harpus
NIPONUITUAPOKCH
6ensoar E217;

4 )
METHITHIPOKCUO
enzoar E218;

MECTHBIN *

MapeHTepabHbI | *

IlepopanbHblii,
o TaIBEMOJIOTHYE
ckue hopMmbl,

MECTHBIN

TIapeHTePAIbHBIA
WHTJIAIIMOHHBIN

MOXET BBI3bIBATh
MECTHBIE KOJKHBIC
peakmuu (
Halpumep,
KOHTAaKTHBIN
JepMaTUT) H
U3MEHEHHE I[BeTa
KOXXH

NaHHBIHI
JIEKapCTBEHHBIN
npenapaTr B
Ka4ecTBe
KOHCEpBaHTa
COEpPXKUT (
THOMEpcal), eCTh
BEPOSITHOCTD
BO3HHKHOBEHUS Y
Bac (Bamero
pebeHka)
aJIepPruyecKou
peakuuu. Ilpu
Hanu4yuu y Bac (
BaIllero peoeHkKa)
KaKo#-1100
aNNepruu
coobOmure 00
9TOM JleHameMy

Bpavy
eciu  mocie
MPEAbIAYIIEero
BBEJCHHUS

TpebyeTcs
BaKIIMHBI Y Bac (

yKa3aTh
BaIlero peoeHka)

JIOTIOJTHUTEITbHBIC
BO3HHUKAJIHU

CBENEHHUS O
HapyIlIeHus,

BaKI[HAX

coobmure 00
9TOM JiedamieMy
Bpady

MOKET BbI3bIBATh
aIJIeprUYeCcKue
peakuuu (B TOM
qyucie,
OTCPOYCHHBIC)

MOJKET BBI3HIBATH
aJIepTUYecKue
peaximu

(B TOoM u4mcre,
OTCPOYCHHEIE)
u, B
HUCKIIFOYHUTECIIbHBI



32.

33.

34.

5) Harpus
METHITHAPOKCUO
ensoat E219

Ilepyanckuii .
MECTHBIN
Oanp3am
MECTHBIH
IIponunenrnukon

b U €ro 9QUPLl  pepopanbHbIl

napenTepanbHeiid | 200 Mr/kr — ans
Jereit

ITmenuyHBIN

NIepOpasIbHBII
Kpaxmal

NIEPOPaAJILHBII

400 mr/kr — mis
B3POCIBIX

*

X  ciaydasx,
OponxocmasmM

MOXCT BBI3bIBATH

KOXXHbBIC pCAKIINN

MOXCET

pazapaxkarh KoKy

MOXKCT BBI3bIBATH
CUMIITOMBEI,
CXO0XHC C
npueMom
AJIKOTI'OJIA

MO X HO
NPUMEHSATH
IO TSAM c
eJInaKuen.
[Taruentam ¢
ajyieprueil Ha

HNIIEHUIY (

OTIHMYHOH OT
HeJMakuu) He
ciuenyer
MPUHUMATH 3TOT
npenapar

ecau  Bpad
€o00Imui, 9T0 y
Bac
HEIEPEHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JevaiieMy Bpady
nepes MpHeMoM
IaHHOTO
JICKaPCTBEHHOTO
nmpemnapara

cogepxkut "x" r
cMecu (hpyKTO3BI

NIIeHUYHBIN
Kpaxmall MOKeT
COJEepIKATh
TCIIIOTCH, HO
TONBKO B
CIEJOBBIX
KOJIMYECTBAX,
MO3TOMY
CUMTACTCS, YTO
OH Oe30IaceH s
JIUIL C LIeTUaKuei
(ra1roTeH B
INIICHUYHOM
Kpaxmale
HOPMHPYETCS
HCIBITAHUEM Ha
obmee
colepkaHue
Oenka,
OIIMCAaHHBIM

B CTaThe
®apmakoneu
Coroza)

s OXJIII:
HalueHTaM ¢
penko
BCTpeuarouieics
HacJIeICTBEHHON
HEMePEeHOCHMOCT
b0  (PYKTO3HI
uIau
TIIIOK030-TalIaKTO
3HOH
MababcopOIuen
He cieayer
NPUHAMATE 3TOT
npernapar



35.

36.

Caxap
WHBEPTHBIN

Caxapo3za

pacTBOpHI s
npreMa BHYTPb,
cocaTenbHBIE,
JKE€BATEIbHEIE
TaOJIeTKH

NIEPOPaJIbHBII

pacTBOpBI ISt
npueMa BHYTpPb,
cocaTebHBIE,
JKE€BATEIbHEIE
TaOJIEeTKH

U TIIOKO3BLl Ha
03y,  4TO
HEO0OXOANMO
YUYHUTHIBATH
manueHTaM ¢
caxapHBIM
nrabeToM

MOXET
MIOBPEUTH 3yObl

eciM y Bac
HETEPEHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JevaiieMy Bpady
nepen IpUeMOM
JaHHOTO
JIEKapCTBEHHOTO
npemnapara

comepxur "X" r
caxapo3sl Ha
o3y, 9TO
HE00X0ANMO
y‘-II/ITI)IBaTB
InmangueHTam C
caxapHBIM
nrabeToM

MOXET
MIOBPEUTH 3YObl

CBEJIEHUS
ciaeayer
BKJIFOYATh,
TONBKO €CIIH
JIEKapCTBEHHBIH
npemnapar
npeaHa3HauYeH
JUISL JTATENBHOTO
HpI/IMCHeHI/IH,
Hampumep 2
HeJeNu U 0osee

mng  OXJIIT:
HNalueHTaM ¢
penko
BCTpeuaronieics
HacJIeICTBEHHON
HEMePEeHOCHMOCT
b0  (PYKTO3HI,
TJIFOKO30-TAJIAKTO
3HOH
MainbabcopOouueit
Wi 1epUIUTOM
caxapasbl-M30Mall
BTa3bl HE CIEoyeT
[NPUHAMATE 3TOT
npernapar

CBEIEHUSN
ciaeayer
BKJII0YaTh,
TONBKO €CIIH
JIeKapCTBEHHBIH
mpemapar
npeaHa3HauYCH
JUIS JUTMTENBHOIO
HpI/IMeHeHI/Iﬂ,
HApUMeEp JBE
Henxenu u 6oiee



37.

38.

39.

40.

NepOpaIbHbIA
MapeHTePaIbHBIN

Cop6urton E420

NIepOpaJIbHBII

Cnuprt

. MECTHBIN
CTEapUIIOBBINA

Conuprt

I[ETOCTEAPUIOBBI

i, MECTHBII
Cnuprt

LIETHJIOBBIHA

CynbduTsl,
BKIIOYas
MeTaOUCYTb(PHUTHI

1) cepbl IHOKCH
E220;

2)  HaTpus
cynbdur E221;
3) wHarpus#
oucynbdur E222;
4) HaTpus
MeTaouCyIbOUT
E223;

5) kanus
MeTabucynpdur
E224;

6) Kaus
oucynbput E228;

NepOpaIbHBIH,

UHTaIAIHOHHBINA

10T

MapeHTePAIbHBIN, *

eciu 'y Bac
HENepeHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JeyalieMy Bpady
nepes IpueMoM
JaHHOTO
JIEKapCTBEHHOT'O
npernapara

MOJKET OKa3hIBaTh
cnaboe
clabuTeNnbHOE
JeHCTBHE.
copbuton
COJICPIKUT

2,6  Kkal/r
KaJopui

MOXET BBI3BIBATH
MECTHBIE KOKHEIE
peaknuu (
HaImpumep,
KOHTaKTHEIN
JIEPMaTHT)

MOXET BBI3bIBATh
MECTHBIE KO>KHBIE
peakmuu (
Halpumep,
KOHTaKTHBIHI
JIEpMaTHT)

MOXET H3pe/Ka
BBI3BIBATH
TAXKEIBIE
peaKkmuu
TUTIEPYYBCTBUTEI
BHOCTH u
OpoHxoCmasM

TaHHBIH
npemnapar
CONEPKHUT

nna  OXJIII:
ITanuenram ¢
penxo
BCTpeYarouencs
HaCJIEICTBEHHOMN
HEeTMepeHOCUMOCT
bI0 (PPYKTO3HI HE
cleayeT
MPUHAMATE STOT
mpernapar



41.

42.

43.

44.

dennnananuH

Dopmanbaeruy

®pykTO3a

XIopKpe30a

MECTHBII
NepopabHbIHA
MapeHTepaIbHBIN

MECTHEIN

NepopasbHbII

IIEPOPaJIbHBII

NapeHTepanbHbII

KHUJKHE
JIeKapCTBEHHBIC
dbopMBl  miA
npueMa BHYTPb,
TabneTKHu
JKEBaTeIIbHbIC

MECTHBIH,

NapeHTepanbHbII

(eHmnanaHuH.
Moxer oka3aTbcs
BPEOHBIM IS
Noaen [¢
(heHUIKETOHypHe

n

MOJKET BBI3BIBATh
MECTHBIEC KOXKHBIC
peakuuu (
Hampumep,
KOHTAKTHEIH
JIepMaTuT)

MOXET BBI3bIBATh
paccTpoicTBo
Kenyaka u
Japero (IToOHOC)

eciam  Bpad
€o00ImuI, 9T0 y
B ac
HETepeHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JeyaliemMy Bpady
nepesa MpHeMoM
JAaHHOTO
JIEKapCTBEHHOT'0
npenapara

comepxur "X" T
bpyKkTO3Bl Ha
03y, 4TO
HEOOXOIUMO
YUYUTHIBATH
malydeHTaM ¢
caxapHbBIM
IuadeToM

MOXET
MOBPEANUTH 3yOBI

MOJKET BBI3LIBATH
aJIIepTUYecKue
peaxmmn

JIeKapCTBCHHBIE
npenaparsl,

nas OXJIII:
MarueHTaM ¢
penko
BCTpeuaronieics
HACJIEICTBEHHOMN
HETIEPEHOCUMOCT
bI0 PPYKTO3HI HE
ciaeayer
MPUHUMATH ITOT
mpenapar

CBEACHUS
cleayeT
BKJIIOYATh,
TOJILKO €CJIH
JIEKapCTBEHHbIN
npemnapar
NpeHa3HaAuYeH
JUIS TUTEITLHOTO
NPUMEHEHUS,
HampuMmep [JBe
HeIeIn U Oomee



45.

46.

Opurposun E127 mepopanbHbIit

NepOpaIbHBIH,
TIapeHTePAIbHBIA

DTaHon

0-0,1 mr/kr

menee 100 mr B
pa3oBoii no3e

or 100 Mr o 3 r
B Pa30BOM J03€

coliepxKalue
SPUTPO3HH,
HeJIb3s Ha3HAYaTh
U TPHUMEHSITH
marueHTaM ¢
MaToJIOTUEH
IIUTOBUAHOU
JKEJe3bl

NaHHBIHI
JIEKapCTBEHHBIN
npemapar
CONCPKHUT
HeOOoIbIIOe
KOJIMYECTBO
3TaHOIa (
aJIKOTOJISI), MEHEee
yem 100 mr Ha ...
(ykasatb 103y)

OaHHBIHI
JIEKapCTBEHHBIH
npemapar
COJICPXKHUT ... 00.
% osraHoma (
aJkoToJIsg), TO
€CTb JIO ... MT Ha
JI03Y, YTO PaBHO
. MJI TIMBA,
MJI BUHA Ha J103y.
Bpenen s nun
C aJIKOTOJIU3MOM.
Heobxoaumo
YUYHUTHIBATH
OCpEeMECHHBIM |
KOPMSI[UM
Tpyabio
KEHIMHAM,
JACTSIM U TaKuUM
rpymnmam
BBICOKOT'O PHUCKa,
KaK MalUeHTHI C
3a00eBaHUAMHA
Me4YeHu
SNuUJencuen

OaHHBIH
JIEKapCTBEHHBIN
npemnapar
COJIEPKHT ... 00.
% oranoma (
aJKoroiisg), TO
€CTb /10 ... MT Ha
JI03y, 9TO PaBHO
. MJI TIUBa,
MJI BUHA Ha J103Y.

3ampeuieH B
cocTaBe
JIEKapCTBEHHBIX
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Bpenen mnst mung
C aJIKOTOJIU3MOM.
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B - UHCTPYKILHS 110 MEIUIIMHCKOMY MPUMEHEHUIO JEKapCTBEHHOTO Tpemnaparta (
JIMCTOK BKJIAJIBIIII).

2 OXJI — obmas XapaKTEPUCTHKA JIEKAPCTBEHHOIO IMpemnapara sl MEAUIIMHCKOTO
IIPUMEHEHUS.

[Ipumeuanue. [lox 3HakOM "*" moHMMaETCs HEOOXOIUMOCTh YKa3aHUsI COOTBETCTBYIOIICH
uH(popManuy B OOLIEH XapaKTepUCTUKE JIEKAPCTBEHHOIO IMpemnapara JJisi MEAUIIMHCKOTO
MPUMEHEHUS, UHCTPYKIMH IJI1 METUIIMHCKOTO MPUMEHEHHUS (JTMCTKE-BKIIA/IBIIIE) HE3aBUCUMO
OT KOJMYECTBEHHOTO COJEpKaHUs BCIOMOrATENbHBIX BemecTB. He momyckaercs
UCIIOJIb30BaTh MUIIEBbIE KPACUTENIM B COCTABE JIEKAPCTBEHHOUW (OpMBI, HE BOIIEIIINE B
TEXHUYECKUH peraaMeHT EBpa3uiickoro sakoHoMuueckoro coro3a "TpeboBaHus 0€301acHOCTH
MUIIEBBIX 100aBOK, apOMaTHU3aTOPOB M TEXHOJOTUUYECKUX BCIIOMOTaTeNbHbIX cpeactB" TP
029/2012, yrBepxnennbiii Pemiennem Coseta EBpa3uiickoil 5KOHOMUYECKON KOMUCCUU OT 22
utoinst 2012 r. Ne 58 wnm 3anpelieHHbIe UM.

[TosicHenus



Hacrosmuii nepedeHb CoIepKUT MPEayIPEeIUTENbHbIE YKa3aHUSI OTHOCUTEIBHO HATUYHS
ONPENIEIICHHBIX BCIOMOTaTENIbHBIX BEMIECTB B COCTABE JIEKAPCTBEHHOTO MpENapara, KOTOpbIe
JIOJKHBI OBITh TIPUBEJICHBI B OOIEH XapaKTePUCTHUKE JICKAPCTBEHHOTO Tpemnaparta (Janee —
OXIJIII), MHCTPYKIUMKU TO MEIUIMHCKOMY TPUMEHEHHUIO JICKapCTBEHHOTO Tpemnapara (
nucTke-Bkaaaeime) (manee — JIB). Hacrtosimuili mepedeHb HE pacnpoCTpaHSAETCS Ha
rOMEOINAaTHYECKUE JIEKAPCTBEHHBIE MpenapaThbl, 3apEerUCTPUPOBAHHBIE IO CIEUUAIBHOM
YIPOIIEHHOW NPOLEAYype, IOCKOIBKY [ TaKMX TIOMEONAaTHYECKUX NpernapaToB
MPETYCMOTPEHBI 0COOBIE TPEOOBAHUS K MAPKUPOBKE.

Hacrosmuii nepeyeHb NpeaHa3HAdYeH I YIOJHOMOYEHHBIX OPraHOB rOCYJapCTB —
yj1eHOB EBpasuiickoro SKOHOMMYECKOro CcoOr3a (Jajgee COOTBETCTBEHHO —
rocyaapctBa-uieHsl, Coro3), 3asiBUTENEH U AepiKaTeneil perucTpalMOHHbIX YIOCTOBEPEHHUM U
BKJTIOYAET B ce0s MHPOpPMAIHMIO O BCIIOMOTATEIbHBIX BEIIECTBaX, KOTOPYI HEOOXOIUMO
OTpa3uTh B MapKUPOBKE, a TAKXKE CBEJICHUA, KOTOpbIe cienyeT BKiIounTh B OXJIIT u JIB B
OTHOIIIEHUU TaKUX BCIIOMOTATENbHBIX BellecTB. HacTosimuii nepeyeHb HEe MPUMEHSAETCS K
BEIIECTBAM, UCIOJIb3yEMbIM B KQU€CTBE aKTUBHBIX (DapMalieBTHUECKUX CYOCTaHIIHIA.

[Tox BcmoMoraTenbHbIMU BEMIECTBAMHU, YKA3aHHBIMH B HACTOSIIIEM MEPEYHE, TOHUMAIOTCS
KOMIIOHEHTHI JIEKApCTBEHHOW (POpMBI HE SBIAIONIUECS JCHCTBYIOIIMMHU BeEIIECTBAMH,
KOTOpPBIC MPUHUMAIOTCS TTAIIUEHTOM HWJIU BBOJSTCS €MY.

K TakuM KOMIIOHEHTaM OTHOCSATCSI B TOM YHCIIE:

KpPacCUTENH, KOHCEPBAHTBHI, aIbIOBAHThI, CTA0MIN3ATOPHI, 3aTyCTUTENH, SMYJIbCU(PUKATOPHI
, BKyCOBBIE€ U apOMaTH4YeCKue J00aBKHU U T. [I.;

KOMIIOHEHTBI, IPEHA3HAYEHHBIE JI POTJIATHIBAHUS WM UHOTO BBEJCHUS MAI[UEHTY;

KOMITIOHEHTBI HAPY>KHON 000JIOUKHU JIEKAPCTBEHHBIX ITpenapaToB (KarcyJibl, )KeJIaTHHOBBIC
KarCyJibl, pEKTaJbHbIE KAICYJIbI U T.1.);

CMECH BCIIOMOTATENIBHBIX BEIIECTB, HAIIPUMED, UCITOJIB3YEMBIE JUISl IPSIMOTO MPECCOBAHUS
, WIN B COCTaB€ IUICHOYHOW OOOJOYKH, WIJIM [JIS TOJUPOBKH TMPOTIATHIBAEMOM
JIEKapCTBEHHOMN (OPMBI;

KoppekTopsl pH;

KOMIIOHEHTBI YEPHUJI, UCTOJIb3YEMBIX [IJIi MAPKUPOBKU JEKAPCTBEHHBIX (QOpM st
MEpOPaTBLHOrO MPUMEHEHUS;

pPacTBOPUTENH, COJEpPKALIUECS, K MPUMEPY, B PACTUTEIbHBIX SKCTPAKTaX WIHU
KOHIIEHTpaTaX BUTAMUHOB;

KOMIIOHEHTBI, COJIEpKALIMECS B CMECU XUMHUUYECKH POJICTBEHHBIX BEILIECTB (HAIpUMED,
KOHCEPBAHTHI).

OcrtaTo4yHble TPOU3BOJICTBEHHBIE NMPUMECH, MPUMECH JICHCTBYIOIIETO BENIECTBA,
OCTaTOYHBIE PACTBOPUTENH, IPOIYKTHI JETPAJALMH U T. JI. HE OTHOCATCS K BCIIOMOTaTEIbHBIM
BEILIECTBAM.

BcromoraTtenbHble BEILIECTBAa B LEJIOM CUYHUTAKOTCA MHEPTHBIMU. HecMmoTpsi Ha
KENAaTeJbHOCTh  OTCYTCTBUS Yy  BCIOMOTrATElbHBIX BEHIECTB COOCTBEHHOIO



(hapMaKoJIOTUYECKOTO EHCTBUS WM €ro He3HAYUTEIbHOCTh, HEKOTOPHIE U3 HUX 00JIaat0T
MpU3HAHHBIM JelcTBUeM WM 3(PEeKTOM, BO3HUKAIONIUM TMPU ONPEJeSICHHBIX
oOCTOSITeNbCTBAX. 3asBUTENH TPU PETUCTPAMA M JEpXKaTeld PETHCTPAIMOHHBIX
yAOCTOBEPEHUI JOJKHBI O0ECNEeUnuTh HaAJIeKallee HCIOJIb30BaHUE BCIOMOTATENbHBIX
BEILIECTB B COCTABE JIEKAPCTBEHHBIX IPENAapaToB, C YYETOM CBEICHUM, CONEPKAIIMXCS B
HACTOSIIEM MEPEYHE.

HanmeHOBaHME BCIIOMOTaTeNbHOIO BEIIECTBA, YKA3aHHOI'O B HACTOSIIEM IIEPEUHE,
IOJKHO compoBoxaaTbess HomepoMm "E", eciam TakoBoil mpucBoeH. B MapkupoBke
NOCTAaTOYHO yKa3aTh JUIIb HOMep "E" mpu yclIOBHUM TOTO, YTO IMOJHOE HANMEHOBAHUE U
Homep "E" ykazanbel B OXJII u JIB B paszmene, B KOTOPOM MEPEUMCICH MOJHBIN
Ka4yeCTBEHHBINA COCTaB.

[TaTreHTOBaHHBIE BKYCOBBIC TOOABKHA M apOMaTHU3AaTOPHI JOMYCKAETCS yKa3bIBaTh OOIICH
dbpazoit (Hanpumep, "amenbCHHOBas BKycoBas jo0aBka", "IUTPYyCOBBIM apomatu3atop (
OTAyIIKa)"), BCE HM3BECTHHIE OCHOBHBIE KOMIIOHEHTHI M KOMIIOHEHTHI, OO0JaJaroliue
NPU3HAHHBIM JecTBUEM WK 3D PEKTOM, HEOOXOUMO YKa3bIBaTh OTIEIBHO.

XUMUYECKH MOIUDUITUPOBAHHBIE BCIIOMOTaTEIbHbIE BEIIECTBA HEOOXOAUMO YKa3bIBATh
TaK, 4TOObI U30€XKaTh MyTAHUIIBI ¢ HEMOAU(PUIIUPOBAHHBIM BCTIOMOTATEIbHBIM BEIIECTBOM (
Harpumep, "mpexkeTaTHHU3UPOBAHHBIN Kpaxman').

Heo6xomuMo yka3piBaTh HAMMEHOBAHUS KOPPEKTOPOB pH, a Taxke ux (QyHKIUIO MPU
HEO0OXO0IMMOCTH, HapUMep, "XJI0POBOIOPOIHAS KUCIOTa Il Koppekiuu pH".

Heo0xoammo yka3aTh Bce KOMIIOHEHTBI CJIOKHBIX BCIIOMOTaTEIbHBIX BEIIECTB U CMECEI,
npenBapss ux oOIIel onucaTebHON XapaKTepUCTUKON, HAaTpUMeD, ""UepHuIa, CoAepKaliue X
, Y, Z". B MapkupoBKe J0IMycKaeTcs UCIOIb30BaTh OOIIYI0 ONMKUCATEIbHYIO XapaKTEPUCTHUKY,
ectu B OXJIIl u JIB mpuBeaenbr Oosiee moapoOHBIE CBENCHHS. YKa3bIBAIOTCA BCE
KOMIOHEHTBI, 00JIaIatolue MPU3HAHHBIM JAeHCTBHEM WK 3P (HEKTOM.

B rpade 4 tabnuiel HacTOsIIEro MepedyHs MpuBeneHa WHGOPMALHS O KaKIOM
BCIIOMOTaTeILHOM BeEIIeCTBE, KOTOpas JoJKHA ObITh yKazaHa B JIB. YkaszeiBaemas B OXJIII u
JIB undopmarus momxkHa OBITH SCHOW W TMOHSATHOW MalMeHTy. B cBs3u ¢ Tem, 4TO y
3asiBUTENIe MOTryT OBITh paznuunbie Gupmenubie ctmm OXJII u JIB, He Tpebyetcs
nocioBHo Bkiaroudarh B OXJIII u JIB mHpopmanuio ykazaHHyioo B rpade 4 TaOauiibl
HACTOSIIIIETO MepeyHs. 3asiBUTENH BIIPAaBE BHIOPATh CBOM COOCTBEHHBIN CTUIIb MIPEICTABIICHUS
ATUX CBEJCHUH MAILMEHTAM, HAIPUMEP, B BUJIE NPSIMbBIX WA KOCBEHHBIX yKa3aHUU. I3MEHATH
CyTh U 3HaUY€HHE UH(POPMAIIUU HE JTOMYCKACTCH.

Ecnu B cootBercTBHM ¢ HacTosiuuM nepeunem B OXJIII u JIB HeoOxonumo npuBectu
peaynpexaeHne uinm nHGopMamoHHoe ykazanue, To rnpu npoureHuu JIB u OXJIIT gomxHO
OBITh MOHATHO, YTO ATO YKa3aHHe OOYCJIOBJIEHO HAJTUYHEM KOHKPETHOT'O BCIIOMOTaTeIbHOTO
BEIIECTBA. Y MAUMEHTAa HE JOJDKHO BO3HMKATH HEJONOHHMAHMS OTHOCUTEIBHO TOTO,
OTHOCHUTCSI JU TPENYNPEKACHUE K BCIIOMOTaTEIbHOMY BEIIECTBY WM JECUCTBYIOIIEMY
BEILIECTBY.



Nudopmaniust 06 OTAEIBHBIX BCIIOMOTATEIbHBIX BEIIECTBAX, YKA3aHHBIX B HACTOSIIIEM
nepeune, nojiexaimas BkiatodeHuo B OXJIIT u JIB, MOXET OTHOCUTHCS K HECKOJIbKUM
pazaenam OXJIIT u JIB (Hanpumep, BIUSIHUE HAa CIOCOOHOCTh YIPaBJISATh TPAHCIOPTHBIMU
CpeAcTBaMH M paboTy ¢ MEXaHU3MaMHu, OEPEMEHHOCTh U JIaKTaIlusl, HeXKeJlaTeIbHbIC PEeaKIuu
). B nensax ynpoienust uadopmanuu B OXJIII u JIB He cnenyer 1y0oiupoBaTh 3TH CBEACHUS.
Onnako, 4TOOBl TAIMEHT HE MPOIMYCTUJ BaXKHbIE U 3HAYMMBIC CBEJICHHUS, U MOXET
noTpeOoBaThCAd YKa3aHHE CCBHUIOK Ha pa3fiesl ¢ MOpeAylnpekICHUSIMU OTHOCUTEIbHO
BCIIOMOTaTeNIbHBIX BenlecTB B Apyrux pasaenax OXJIII u JIB. Hanpumep, npu Hanu4uu B
COCTaBe JICKaPCTBEHHOT'O Mpernapara 3TaHoJa MOTPpeOyeTcsl COOTBETCTBYIONIAs CChIJIKA Ha
paszien ¢ mpeaynpekKISHUSIMU B pa3/iefiaX, KacaloluXcsl BIUSHUSA Ha CIIOCOOHOCTh yIPABIISThH
TPAHCIIOPTHBIMU CpPEACTBAMU U paboTaTh ¢ MEXaHU3MaMH, OEpPEeMEHHOCTH U JIaKTalluu,
CBEJICHUU O JETSIX H T.J.

Tabnuia HaCTOSIIETO MEePEeUHs COASPXKUT CIICAYIONINE rpadbl:

HauMeHOBaHue. HamMeHOBaHME BCIIOMOTATEIBHOTO BEIIECTBA YKAa3bIBACTCS Ha
ocHoBaHuu HoMeHkJIatypel MHH unu ®apmakonen Coro3za (ecid BO3MOXKHO), BKIIFOYas
Homep "E" (mpu HE0OX0AMMOCTH);

NyTh BBEJCHHUS. YKa3aHUE MyTH BBEACHUS HEOOXOAMMO, TOCKOIbKY HHGOPMAIU O
0€30MacHOCTH BCIIOMOTATEILHOI'O BEIIECTBA 3aBHUCHUT OT IYTH €T0 BBEJICHHS (Harpumep,
CBeJleHHs 0 OpoHXOcTa3Me, 00yCIIOBIEHHOM OCH3AJIKOHMS XJIOPHUIOM, 3HAYUMBI JIUIIh JJIs
PECIIUPATOPHOTO MyTH);

MPEICIIbHOE COJIEPIKAHNE BCIIOMOTATEIBbHOIO BENIECTBA. BenomorarenbHble BEMIECTBA
MPOSIBIISIIOT CBOE JCUCTBUE JIUIIIL ITPU MIPEBBIIIEHUNA HEKOTOPOH JO3HI.

Ecnu He yka3zaHo MHOE, TO MPEAEIbHOE COACPIKAHUE BCIIOMOTATEIBHOI'O BEIECTBA
BBIPAXEHO B MAaKCHUMAaJIbHOW CYTOYHOW J03€ paccMarpuBaeMoro BCIOMOIATEIbHOIO
BEIIECTBA B COCTABE JIEKAPCTBEHHOTO Ipemnapara. [Ipu 3Tom 1o npenenbHbIM COJIEpKaHuEM
BCIIOMOTATEJIbHOT'O BEIIECTBA MOHUMAETCA 3HAYEHUE, PABHOE WJIM MPEBBIMIAIONIEE TO,
KOTOpOe HeoOXoaumo sl BKJIOYeHHs ykazaHHbIX cBeneHuit B OXJIII u JIB. Hynesoe
MPEEIbHOE COJIEP/KAHME BCIIOMOTATEIBHOIO BEIIECTBA O3HAYAET, YTO CBEICHUS CIEAYET
yKa3plBaTh BO BCEX CJIydasx HAJIW4YMUS 3TOTO BCIIOMOTATEJIbHOIO BEIECTBA B COCTABE
JIEKapCTBEHHOIO MPenapara;

undopmarnus gt OXJII u JIB. IlpuBoaumbie cBeACHUS NOMKHBI ObITh U3JI0KEHBI B
npocToi (hopme, 4YETKO U MOHATHO [ nanuenTa. [Ipu aTom noa cioBocoyeTaHueM "Ha 103y
" moapazymeBaeTcsi 103a JIEKapCTBEHHOro npenapata. [[ockoyibKy 03Bl JE€KapCTBEHHOTO
npernapara MOT'yT CHJIBHO BapbUPOBATh, 3asIBUTEIIIM HEOOXOUMO YUUTHIBATH MAKCUMAJIbHYIO
Pa30BYIO 7103y JIEKAPCTBEHHOIO Mpenapara, ykazaHnHyio B pazaeine 4.2 OXJIII. B yactHbIX
ClIydasiX IPUBOJUTCS BbIpakeHue "710 x mr Ha ao3y". B ciydae ecnu iekapcTBeHHas ¢opma
ABJISICTCSL TBEPJIOM, HAmpumep, TablieTKa, Karcyjia, CYNIO3UTOpPHil, MOPOUIOK B calle,
1ejaecooOpa3Hee yKa3blBaTh KOJIMYECTBO BCIIOMOTATEIbHOTO BEIleCTBa HA TaOJETKY, KaICyly
U T. I. COOTBETCTBEHHO;



KOMMeHTapuu. TekcT B 3Toi rpade Tabaulbl HE MpeaHa3HauyeH A nanueHTta. OH
COJIEPKUT TOSICHEHUSI TEKCTa B MPEILIECTBYIONIEH rpade, He0OX0AUMbIE ISl KOPPEKTHOTO
yKa3aHUsl 3TOr0 TEeKCTa. B HEKOTOPBIX cCilydasx KOMMEHTapHuH, cQOpMYyJIHpPOBAaHHBIE B

AOJDKHOM CTHJIC, MOT'YT OBITH MCIIOJIB30BAaHbI B KAYSCTBE HpOTI/IBOHOKaBaHI/Iﬁ B OXJIII.

IMMPUJIOXKEHUE Ne 2
k TpeOoBaHMSIM K HHCTPYKLUH
10 MEJUIMHCKOMY ITPUMEHEHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEPHUCTUKE JIEKAPCTBEHHOTO
npernapara Juisi MeJULIHCKOTO
NPUMEHEHUSA

TPEBOBAHIA

K OIIMCaHUIO COCTaBa MATAINPOBAHHBIX (KOHBIOTHPOBAHHEIX) 0€IKOB B 00MIEH XapaKTepUCTHKE
JIEKapCTBEHHOrO IpenapaTa, HHCTPYKIWH 10 MEAUIIMHCKOMY IIPUMEHEHHUIO (JINCTKE-BKIIA IIIIIE)

st obecrieueHus: ICHOCTH M €IMHOOOpa3usi B yKa3aHWHM COCTaBa JIEKAPCTBEHHBIX
IpenapaToB, JEUCTBYIOUIMM BEIIECTBOM KOTOPBIX SBISAIOTCS MATWIUPOBAHHBIE (
KOHBIOTUPOBAHHbBIE) OEJIKH, CJIEAYET UCIIOIb30BATh CIEAYIOIINE TEPMUHBL:
"creneHb MoAUGUKAIINA" — CpeIHEE YUCIIO (C) MOJIEKYJI TTOJIMMEpPa, CBA3aHHBIX ¢ OCITKOM;
OnpeeeHHs] MOJIEKYISIPHOU MacChl:
"GenkoBasi 4acTh JEMCTBYIOIIEro BemiecTBa (X)" — MoJeKkyisipHas macca Oelnka,
coJiepKallerocsi B 0IKOBOM KOHBIOTATE;
"O6enkoBbIi KOHBIOTAT (Y)" — cpeHss o01as MOJISKYJIsIpHast Macca KOHBIOTUPOBAHHOTO
0€JIKOBO-IMTOJIMMEPHOTO JACHCTBYIOIIETO BEIIECTBA;
"cBOOOAHBIN Oen0K" — Macca HEKOHBbIOTUPOBAHHOTO OeKa.

Omnpenenenre A03UPOBKU U (PACOBKH JIEKAPCTBEHHBIX MPENapaToB MATUIUPOBAHHBIX (
KOHBIOTHPOBAHHBIX) OEJIKOB OCYIIECTBISETCS HAa OCHOBE COAEpKaHUS Oelika, C y4eTOM
oO0IIel CTPYKTYPBI MOJIEKYJI.

B nensx HenomymieHuss MyTaHUIbl B OTHOLIEHUH COJEp>KaHHsI CBOOOJHOTO Oenka B
oO1ell XapaKTepUCTHKE JICKAPCTBEHHOT'O Tpemnapara CiaeAyeT TOYHO OMHCHIBATH COCTaB U
neiicTBrEe OEIKOBOT0 KOHBIOTATA.

1. Pazgen 2 ("KomaecTBeHHBIH 1 Ka9€CTBEHHEIH cOcTaB") 00meii XapakTepuCTHKH
JICKapCTBEeHHOT'O IIpemapara

Pa3gen moimkeH BKIIOYATD:
ONHMCAaHME COCTaBa B COOTBETCTBUM C JIO3UPOBKOM, OMpPEJECICHHOWM HAa OCHOBAaHUU
KOJINYECTBEHHOTO OINPENCIICHUs, C YETKUM yKa3aHHWEeM Ha TO, UYTO YKa3aHHbIC 3HAUYCHUS
OTHOCSITCSI TOJIBKO K COJEpKaHUI0 Oeka; U



omucaHue OENKOBOr0 KOHBIOTaTa B cienymlieil hopmynupoBke: <JlecTBytomiee
BEILIECTBO SIBJISICTCSI KOBAJICHTHBIM KOHBIOTATOM [THUII O€JiKa, TPOU3BOJICTBEHHON CUCTEMBI]| C
[Ha3BaHKE MOJMMMEPA, COAECPIKAIIETOCS B KOHBIOTATE |>.
AKTHUBHOCTB U 3()(PEKTUBHOCTH JICKAPCTBEHHOT'O MpernapaTa He CleayeT CPaBHUBATH C
JIPYTUMU TITAIUPOBAHHBIMA WIIH HETIATHIIMPOBAHHBIMU OEITKaMH, OTHOCSIIIUMHUCS K TOM ke
(dapmakoTepaneBTUUYECKOH rpyrre (moApoOoHy0 HH(POPMaIIUIO CM. B pazaene 5.1).

2. Pazgnen 5.1 ("®apmakoguHaMUIecKue CBOMCTBA") 00Imel XapaKTepUCTHKH JIEKAPCTBEHHOTO
mpemnapara.

CtpykTypy Oelika ciieyeT OnucaTth CIeayIoIUM 00pa3oM:

<[Tun 6enka] KOHBIOTUPOBAHHBIN C [Ha3BaHUE TOJIUMEPA, COJEPIKAIIETOCS B KOHBIOTATE |
pU 3TOM CTENEeHb 3aMEIIEHUs] COCTaBIAET [n MoJiel moiaumepa Ha Moib Oernkal]. OOmas
MOJIEKYJISIpHAsi Macca COCTaBIsAeT HNpUMepHO [Y], U3 KOTOpBIX A0Js OEIKOBOM YacTu
COCTaBJIICT OKOJIO [ X]>.

Jlanee B 3aBUCHMOCTH OT KOHKPETHOTO CIy4dasl MOTYT OBITh JaHbl OUCaHuEe U30(opM,
CpaBHEHUE MOJSPHOM aKTHMBHOCTH KOHBIOTaTa M HE3aMEIEHHOIro Oeiika, pa3iudus B
AKTUBHOCTHU B 3aBUCUMOCTH OT U30()OpM H T. 1.

3. Pazpnen 5.2 ("®apmMakokuHETHIECKHE CBOMCTBA") 00MIEH XapaKTepUCTHKH JIEKapCTBEHHOTO
mpemnapara.

[Tpr HE0OXOIUMOCTH JOMyCKaeTCsl MPEeACTaBUTh CpaBHEHUE (PapMaKOKMHETHUYECKUX
CBOMCTB C HEKOHBIOTHPOBAHHBIM OEJIKOM C MOCIEAYIOIIHUM MOJPOOHBIM OINHUCAHUEM
(bapMaKOKMHETHYECKMX CBOWCTB KOHbIorara. [Ipyu Hanuunu 000CHOBAHMI ClIEyeT PUBECTH
1o/ipoOHOE OINUCaHuE MOBEACHUS U30(OPM U CTAOUIBHOCTU KOHBIOTATOB B €CTECTBEHHBIX
YCJIOBHSIX.

IMPUJIOXKEHUE Ne 3
Kk TpeOoBaHUSIM K HHCTPYKILIUH
0 MEUIIMHCKOMY ITPUMEHEHHIO
JIEKapCTBEHHOTO TIperapara u oouiei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara Jyuisi MeJULIUHCKOTO
MIPUMECHEHHS

TPEBOBAHUA
K OTHCaHMIO (papManeBTHUECKAX CBOMCTB BaKIMH B 00MmIei XapaKTEePHCTHKE JIEKAPCTBEHHOTO

IpenapaTta H HHCTPYKIMH 10 MEAUIMHCKOMY IPAMEHEHHUIO
(JmacTKE-BKIAABIIIE) TEKAPCTBEHHOTO Ipenapara

I. Beeneane u 061acTh IPAMEHEHAS



Hacrosiee npunokeHue coAaepKUT TpeOOBaHUS IO COJECPKAHUIO U MPECTABICHUIO
(dapmalneBTUUYECKUX JaHHBIX B HHpopManuu o mnpemnapare (oOmed XapaKTepuCTHKE
JEKapCTBEHHOT'0 IMpemnapara), €ro MapKUPOBKE M JIMCTKE-BKIAJBINIE Y BaKIUH IS
MEJIUIIMHCKOTO TpuMeHeHus. HeoOXoauMocTh OTIAETbHOTO MPUIOKEHUS OOBSICHACTCS
CJI0’KHOCTBbIO MHOTHX aCIIEKTOB COCTaBa U KOMIIOHEHTOB BakIMH. KpoMe TOro, 0HO COIEpKUT
TpeboBaHus 1o (opmaTy M COCTaBJICHUIO (GOPMYJIUPOBOK B mojapasnenax pasnenoB 4 ("
Knununueckue nannwie") u 5 ("dapmakonmoruyeckue cBoiicTBa") oOuiel XapakTEpUCTHKE
JIEKapCTBEHHOTO TIpernapara, KOTOpble UMEIOT HEKOTOpPbIe OCOOCHHOCTH, XapaKTepHBIC IS
BaKIIMH.

OcHoBHBIE TpeOOBaHMS K JAaHHBIM O JICKAPCTBEHHBIX Iperaparax COJAEpPKaTcs B
OCTAJIBHBIX pazzeniax HacTosumx TpeOoBaHMil.
3asBUTENAM CJENYET YYUTHIBATH HACTOSIIEE NPUIOKEHUE MpH Mojaue
PETUCTPALIMOHHOTO JI0ChE€ Ha HOBBIC BAaKIMHBI, a TAKXKE MPHU MOATBEPKICHUHM PErucTpanuu (
MepeperucTpaliu) 3aperucTpUPOBAHHBIX BaKIIUH.
CrennanbHble pEKOMEH AU 110 MHPOPMAIIMK O BaKIIMHAX AJisi MPOPUIAKTUKU TPUIITA
OyIyT PUBEJIEHBI OTAENBHO.

1. O6mas xapaKTepUCTHKA JIEKapCTBEHHOTO IIpenapaTa

dapmaleBTUYECKUMU pa3jiesiaMu o0Iel XapaKTepUCTUKH JICKAPCTBEHHOTO Tpernapara
ABJISIIOTCS pazaenst 1 — 3, 6.1 — 6.6.

K dapmakonrornyeckuM M KIMHUYECKUM pasjeiaM, PaCCMOTPEHHBIM B HACTOSIIEM
MPUIOKEHUHU, OTHOCITCS pa3aensl 4.1 — 4.9 u 5.1 o0mieit XxapaKTEPUCTUKH JICKAPCTBEHHOTO
npenapara.

1. HanmeHoBaHuME NTE€KapCTBEHHOIO Mpenapara

Caenenus B paznene 1 o01ieit XxapakTepruCTUKH JIGKAPCTBEHHOTO TIpernapara Ha BaKIIMHbI
JOJKHBI pacroiaraTbCs B CICIYIOMIEM MOPSJIKE:

TOPrOBOE HAUMEHOBAHUE;

[To3upoBKa;

JexapcTBeHHas (hopma;

oOLIEeNpUHATOC HAMMEHOBAHKE MIpernapara.

1.1. ToproBoe HaMMEHOBaHHUE JIEKAPCTBEHHOTO TTpEMnapara.

Jlo pa3paboTku cooTBeTCTBYIOMIEro akTa Cor3a HEOOXO0IUMO ClIeI0BAaTh TPeOOBAHUSIM
3aKOHOJIaTeJIbCTBA TOCyapcTB — uwieHoB Coro3a mo BBIOOPY TOPTOBBIX HAUMEHOBAHMI
JIEKapCTBEHHBIX IIPEIApPaTOB.

1.2. lo3upoBKa.

Jlommyckaercs He yKa3blBaTh JO3UPOBKY, €CIIM OHA HEOUYEBU/IHA.

1.3. JIekapcTBeHHas popma.

HecMoTtps Ha To uT0 HacTosmue TpeGoBaHUs TOMYCKAIOT HEBKITIOUEHUE JIEKAPCTBECHHON
(dbopmbI, eciii OHAa HEOYEBMJIHA, JIJISl BCEX BAKIIMH PEKOMEHIYETCSl €€ yKa3bIBaTb. B memsix



yKa3aHHs JEKapCTBEHHON (POPMBI CIIeyeT MCIOIb30BaTh COOTBETCTBYIOIIMM CTaHIAPTHBIN
TEPMUH WK KOMOWHAIIMIO CTAHIAPTHBIX TEPMUHOB U3 HOMEHKJIATYPhI JIEKAPCTBEHHBIX (HOPM,
yTBepxkaaeMon Komuccuen.

Ecnu popma BeImycka mpeacTaBisieT cOO0M MpeaBapUTENIbHO 3aOJHEHHBIN IIITPUIL C
BaKITMHOM, KOTOpas MPOIa€TCs B PA3IMYHBIX TIEPBUYHBIX YITAKOBKAX, JICKAPCTBEHHYIO (hOopMy
(bopmbl) BBITIyCKAa '"MpeABApPUTENIFHO 3alOJHEHHBIM MIMIpHUI" CIEAYET BbIpAXaTh
UCKJIIOUUTENILHO B clenyronieit GopmynupoBke <[PactBop, cycneH3usi| sl UHbEKIHUI B
MPEeABAPUTEIILHO 3aMOJHEHHOM IInpuiie™>. Bo BCeX OCTaJIbHBIX Clydasix yKa3biBaTh
MIEPBUYHYIO YITAKOBKY B COCTaBe JIEKAPCTBEHHOMN (hOPMBI HE JOMYCKACTCH.

1.4. O6menpuHATOEC HAUMEHOBAHNE BaKIIMHBI.

[Ton oOmenpUHATHIM HAMMEHOBAHUEM CIIEyET MMOHUMATh 3ar0J0BOK COOTBETCTBYIOIICH
crtatbu @apmakonen Coro3a, yrBep:xkaaemon Komuccuei, ecnu takoBas cyuiectsyer. Ecnu
cratbss B ®apmakomnee Coro3a OTCYTCTBYeT, HEOOXOIHWMO CJeOBaTh CTHJIMCTUKE U
MpeUueJeHTaM COCTaBJIEHHUSI 3arojioBkoB cratein ®apmakomen Coro3a, BKIOYas
UCIIOJIb30BaHUE TaKHMX CJIOB, Kak "xkuBas", "ajacopOupoBaHHas" u "Bupocoma', B CKOOKax,
€CJIM TPUMEHUMO.

2. KadecTBEHHEIH ¥ KOITMIECTBEHHEIN COCTaB

OcHOBHBIE CBEICHUS B pazjeiie 2 o0mel XapaKTepUCTHKHY JICKAPCTBEHHOTO Tpernapara
JIOJIKHBI PACIIONIaraThCsl B CIEAYIOMIEM MTOPSIIKE:
KaueCTBEHHOE M KOJIMUYECTBCHHOE COJIepKaHUE Kaxa0u (papMalieBTHUECKON CyOCTaHIINH;
KauyeCTBEHHOE M KOJIMYECTBEHHOE COJIEPKaHNE KaXI0T0 aIbIOBaHTA WK aJICOPOCHTA;
CChUJIKAa Ha NIEPEUYEHb BCIIOMOTATEIbHBIX BEIIECTB B pazene 6.1 o01eil XxapakTepucTUKU
JIEKapCTBEHHOTO Ipernapara.
CBenieHUs PUBOISTCS C YUYETOM CIIEAYIOIINX TPEOOBAHMIA:
2.1. ®apmarieBTHYECKHE CYOCTaHIINH.
KadecTBeHHBIN M KOJWYECTBEHHBIN COCTAaB MO COJACPKAHUIO (hapMarleBTHUYECKUX
cyOcTaHIIUi CIeayeT, Kak MPaBUJIO, BRIpAKaTh HA €IUHUITY JTO3HI.
dapmareBTHIECKHE CyOCTaHIINY MOTUBAJICHTHBIX BaKIIMH JOJKHBI B H/I€alie CIeI0BaTh B
NOpsIAKE COOTBETCTBYIOLIEro 3arojioBka cratbu ®apmakonen Coro3za, eciu TakoBas
cymectByeT. OmHaKo, ecinu (popma BBITyCKa COCTOUT U3 HECKOJIBKHUX MEPBUYHBIX YITAKOBOK
WK KaMep, COCTaB CJIeyeT YKa3bIBaTh HA IEPBUYHON yIaKOBKe (Kamepe).
B o0mieit xapakTeprcTUKe JIGKaPCTBEHHOTO TIpenapara He JOMYCKAeTCs MCII0Ib30BaTh
COKpaIlleHHbIE HAUMEHOBaHUs (hapMalleBTUUECKUX CyOCTaHIIMM (BKITIOYasi OETOK-HOCHUTEIb).
B pasnmene 2 o0mieit XxapakKTepUCTHKH JICKAPCTBEHHOTO Tperaparta (hapMareBTHICCKHE
cyOCcTaHIIMM HEOOXOIUMO YKa3blBaTh B COOTBETCTBHHM C HMX OOBIYHBIM OOIIECTIPUHSITHIM
HAaUMEHOBAaHUEM MJIUM XMMHYECKUM onrcaHueM. [10CKoIbKY BaKIIMHHBIC aHTUTCHBI HE UMEIOT
MHH, nHanmeHoBaHue Kakmod (hapMameBTUYECKOW CYOCTaHIIMU JOJDKHO, HACKOJIBKO 3TO
BO3MO>KHO, COOTBETCTBOBaTh TepMHUHOJOTUM cTaTeil dapmakonen Coro3a Ha BaKIIMHHBIC



anTurensl. HaumeHnoBanve HepapMakoneHbIx GapMarieBTHIeCKux cyOCcTaHIIui HE0OX0AMMO
B HJealie YKa3blBaTb B COOTBETCTBUM C €ro (QopmaibHbIM JATUHCKUM (TPEUYECKUM)
HAaVMEHOBAaHWEM WJIM B COOTBETCTBHH C 3a00J€BaHHMEM, TOMJICKANTUM MPOPUIAKTHKE, C
y4ETOM MCTOPUYECKUX U (PapMaKOINEHHBIX MPEIENICHTOB MPUCBOCHUS HAWMEHOBAHUU
aHAJIOTUYHBIM BaKIIMHHBIM aHTUTCHAM.

TakcoHOMHUYECKME HAUMEHOBAHUSI KJIETOYHBIX MUKPOOPTAaHU3MOB CIEIAYET BBIACIATH
KypcuBoM. Ha3BaHusi MUKPOOHBIX POJIOB COKpAILaTh HE cleayeT. B HanMeHOBaHHUE KaXa0ro
aHTUTEeHa OaKTepuil U BUPYCOB, €CIIM MPUMEHHUMO, CJIEAyeT, KaK MPABUIIO, BKJIIOYATh IIITAMM,
CEpPOTHMN WJIX UHOW MOJIXOASIINI MOABUIAOBOM KiIaccudukarop.

Heo6xoauMo yka3aTh CBOMCTBa BCEX MCIOJIB30BAHHBIX B MPOHM3BOJICTBE KIETOYHBIX
CUCTEM U, €ClId MPUMEHHUMO, Ha UCIOJIb30BaHue TexHoJoruu pekomObunantHo JJHK. Texct
B 00IlIe¥ XapaKTepUCTUKE JIEKAPCTBEHHOTO IIpenapaTa U3jaaraloT B ClAeAYIONEH pelakiuu: <
noJiyueHa oT KjaeTok XXX [mo TexHojoruu pekomonHantaon JJHK]>.

Hanpumep: <nosydena u3 aumionaHbIX KiaeTok deiaoBeka (MRC-5)>, <mosiydeHa u3
kaerok Escherichia coli mo texHonoruu pexombuHaHTHoH JIHK>, <mosydueHa W3 KIETOK
KYPHHBIX SMOPHOHOB>.

CBeneHus 0 KIIETOYHBIX CUCTEMAX, UCIIOIb30BAHHBIX JIJISl IPOU3BO/ICTBA MOJIUBAJIEHTHBIX
BaKI[MH, MOKHO MPEJCTAaBUTh B BUJE CHOCOK B Ipenenax pasjena 2. B ocTraibHbIX ciiyyasx
YIOMUHAHUE TPOIecca MPOU3BOJICTBA B HAMMEHOBAHUH (hapMalleBTUUYECKON CyOCTaHITUU
BaKIIMHbBI, KaK MPABUIIO, TOKHO OBITh OTPAHUYEHO KCIIOIB30BAHUEM CIIEAYIOIIUX TEPMHUHOB:

">KHBas aTTeHyHpoBaHHas" (€CIIA BAKUMHBI COAEPKAT KUBbIE MUKPOOPTAHU3MBI)

"uHaKTHBHPOBaHHAA" (€CJIM BaKIIMHBI COJIepKaT yOUThIE MUKPOOPTaHU3MBI).

Caenenus o cioco0ax aTTeHyallMUH WM MHAKTUBALMK (papMaleBTUYECKON CyOCTaHIIMN
MPUBOJUTH HE CJIEAYET, €CIU TOJbKO ATU CBEICHHUS HE TPEOYIOTCS NI XapaKTEePUCTUKHU
CBOMCTB (hapMalleBTUUECKOW CyOCTaHIIMHM, HAalpUMEp, B CIy4ae XOJEPHOTO BAKIIMHHOTO
aHTUTeHa, 00paboTaHHOTO (QOpPMAIBAECTUIOM (IIOJBEPTHYTOTO BO3JECUCTBUIO BBICOKOU
TEMIIepaTyphl).

2.2. AnpIoBaHTHI U (W) aJICOPOSHTHI.

Ecnu BakuMHa COAEPKUT aIbIOBAHT WK aJICOPOEHT, €ro HeoOX0AUMO yKa3aTh B pasjerne
2 ("KauecTBeHHBI M KOJWYECTBEHHBINH cOCTaB'") 0OIEH XapaKTePUCTUKU JIEKAPCTBEHHOTO
npenapara. [1o BO3MOXKHOCTH ClielyeT UCI0JIb30BaTh HOMeHKIaTypy Papmakoneu Corosa, 3a
UCKJIFOYEHHEM TOTr0, YTO BMECTO "alFOMUHUS THAPOKCU, THIPATUPOBAHHBIN, ISl a1COPOLIMU
" momyckaercs yKa3blBaTh "allFOMUHUS TUIPOKCUT, TUAPATUPOBAHHBIN".

CoenuHeHus amOMUHUA, KaK MPaBUIIo, SABISIOTCA ajcopOeHtamu. KonnuecTBeHHOE
coJiepKaHUE COCITMHECHUM aTIOMHHHS HEOOXOJIMMO YKa3bIBaTh M0 KOJIMYECTBY ATIOMUHUS B
703€.

JI1st moNMBaJIEHTHBIX BAKIIUH B OCOOEHHOCTH, a TAKXK€ JIJI1 MOHOBAJICHTHBIX BAaKIIMH, €CIU
TO YIOOHO, KAa4yeCTBEHHbIE M KOJWYECTBEHHBbIE [aHHbIE 00 aabloBaHTax U (WJH)



afcopOeHTaX MOXKHO TPENICTaBUTh B BHUJIE€ CHOCKHU(OK) B Tpejenax paszaena 2 oOmien
XapaKTEePUCTUKU JICKAPCTBEHHOTO TIpernapara.

B o01mieit xapakTepucTuke JIEKapCTBEHHOTO MpernapaTa 1 JIMCTKEe-BKIIAbINIE HE CICTYET
UCIIOJIb30BaTh COKpAIllCcHHbIE HAaWMMEHOBAaHHS aJIbIOBAaHTOB (a7COpPOCHTOB), COKpalICHHS
JIOTYCKAIOTCS HA MapKUPOBKE TMPH HEXBATKE MECTa MPU TOM YCJIOBHUH, UTO JII0O0OE Takoe
COKpalieHue O0yner pacuudpoBaHO B pasjenie 2 o0IIell XapaKTEpUCTUKU JIEKAPCTBEHHOTO
npernapara.

2.3. MHOr0/103HbI€ MPENAPaTHI.

J{1st MHOTOJIO3HOTO TpenapaTa HEOOXO0AUMO MPETyCMOTPETh CEeAyolee yKazaHue: "
Komnretinep apnsercs mHOrono3HeIM. KonaecTBo 103 BO (takoHe ykazaHo B pazaene 6.5".

2.4. CcpUika Ha TIepEeYeHb BCIOMOTATEIbHBIX BEIIECTB.

B xon1ie paznena He0OX0UMO TIPEAYCMOTPETh CIACAYIOMNMA TEKCT: <IIOJTHBIH TepedcHb
BCIIOMOTraTeJIbHBIX BELIECTB IMPHUBEJIEH B pazjaeie 6.1>.

3. JlexapcTBenHas popma

VYkazanue nekapcTBeHHOU (PopMBbI B pazfene 3 o0Iieil XapaKTepruCTUKH JIEKaPCTBEHHOTO
npemnapara JOJKHO COBHAaJaTh C TakOBbIM B pazjgene 1 oOmeld XapaKTepUCTUKH
JIEKapCTBEHHOTO Ipernapara.

DTOT pa3jziel JOJKEH COAepKaTh OMUCaHUE MpernapaTa, KOTOPhIA MOCTYIUT B MPOJAXKY.

4. KnuHuuyeckue JaHHbIe

4.1. ITokazaHusi K TPUMEHEHUIO.

[Tokazanue K MPUMEHEHUIO JIOJKHO, KaK MPaBUIIO, OXBATHIBATH:

3a0oseBaHus, moaJiexanme npoduiiakTuke (BKIOYasi KOHKPETHBIE BUIbl OPTaHU3MOB,
€CJIM IPUMEHHUMO);
MUHHUMAaJIbHBIN TOMYCTUMBINA JUIsl MPUMEHEHUsI BO3pacT (HampuMmep, MIIAJCHIIBI ¢ 2-
MECSIYHOTO BO3pAaCTa);
COOTBETCTBYIOIINE BO3PACTHBIE KAaTEropuu (HApUMeEpP, HOBOPOKICHHBIE, MIIAJCHIIbL,
JIETH, TIOJAPOCTKH, B3POCIIBIC);

MaKCUMAaJIbHO JOIYCTUMBIN BO3PACT, €CIIM TAKOE OTPaHUYEHUE TIeIeCO00pa3HO, HCXOIS

U3 TakuX (PaKkToOpoOB, KaK AMUIEMHUOJIOTHS 3a00JIEBaHUS WIH COJEPKaHUE AaHTUI€HA B BaKIIMHE

MoskeT Takke MOoTpeOOBaThCS yKa3aHHE KOHKPETHBIX MOMYJISIUN MAllUeHTOB, IS
KOTOPBIX MNOAXOAUT BaKIUHA (HampuUMep, HEBAKIMHUPOBAHHbIC, MEPBUYHO
BAKLMHUPOBAHHbBIC, HaXOJAIMecsd B rpynne pucka). [lomynsnuu, KOTOpbIM BakIMHA HE
MOJAXO/MT, KaK PABUIIO, CIIEIYET MEPEUUCIISITh B IPYTUX pa3zeliax.

4.2. Pexxuim 103UpOBaHUA U CIOCOO TPUMEHEHHSI.

4.2.1. PexxuMm 103UpOBAHUS.

Ecnu npumMeHuMo, B JaHHOM paszesie HE0OOXOIUMO YETKO ONMCATh U Pa3/ieIuTh 1036l U
CXEeMbI IEPBUYHON M OyCTepHON BakIMHAIM. PexoMeHaaum B 1ejaoM JOJKHBI COIEPKATh



uH(pOpMAaII0O 0 MUHUMAJIBHOM BO3pPAcTe B MOMEHT BBEJICHUS MIEPBOM J103bI, MUHUMAJIbHBIN
VHTEPBAJI JO3UPOBAHUSA U MUHUMAJbHBIA UHTEPBAJ MEXY ITOCIECIHEN 10301 U3 IIEPBUYHOU
CepuH U MepBOr (U, BO3MOXKHO, TIOCIEAYIONNX) OyCTepHOI 710301, KOTOPhIE U3y4aliCh B
KJIMHUYECKUX UCCIICIOBAHUSIX.

Jlyist GONMBITMHCTBA BaKIWH, NMPEIHA3HAYCHHBIX JIJIT MJIAJEHIICB, W JJIsI OOJBITHHCTBA
OyCTepHBIX AHTHUT€HOB, PYTUHHO BBOJMUMBIX B MJIAJEHYECKOM BO3pacTe, MOTpedyeTcs
BKJIIOYUTH OOIlEee yKa3aHUE OTHOCHUTEIbHO HEOOXOIUMOCTH CIIEIOBAHMS O(PHUIUATBHBIM
PEKOMEHIAIUSAM IO KOHKPETHOMY CPOKY BBEJICHUS.

MoryTt notpeboBaTbcsl OTAENIbHbBIE PEKOMEHJAIMU 10 J103aM U CXEME BBEACHUS IS
PA3JIMYHBIX BO3PACTHBIX TPYMI WIM MOMYJISLUUM, ONPEAEISIEMbIX M0 IPYTUM mapamerpam (
HaIrpuMep, UMMYHO/ISTIPECCUBHBIX JIUIL).

[{enecooOpa3HO yKa3bIBaTh HA BOBMOKHYIO B3aMMO3aMEHSEMOCTb BAaKIIMH BHYTPHU CXEMBI.
4.2.2. IlyTts BBEACHUS.
Heobxonumo yka3ath myTh BBeJIeHUs (HAPUMED, BHYTPb, B/M).
Heobxoaumo ykazaTh MyTh BBEJICHUS MHBEKIIMOHHBIX BAaKIMH, JKEJIATEIbHO C YKa3aHUEM
MecTa MPEeNOYTUTEIHLHOTO BBEJICHUS (HapuMep, JeIbTOBU/IHASI MBIIIIIIA).
K Ba)XHBIM OTHOCSITCS CIEAYIOIINE YKA3aHUS:
<ToJipKO A1 IpHeMa BHYTPb, HE 11 HHbEKIIHOHHOT'O BBEJCHHA™;
<He BBOIHUTH B COCYJIUCTOE PYCJIO™>;
<IloakoxKHO€ BBEIEHHE JOIYCKAECTCAd B HCKJIKOYHUTEIbHBIX CIYyYasX MALHUEHTAM C
TPOMOOIUTONEHHEeH HJIH HAPYIIeHHAIMH remocrtasa. JIrobple qaHHbIE 10 0€30MacCHOCTH H
HMMYHHOMY OTBETY IIPU TAKOM BBEJCHHH CJICAYET IPUBECTH B pazneiie 4.4.>.
4.3. IIpoTuBONOKa3aHUS.
[IpoTuBomoka3anusi, Kak TMpPaBUIO0, OTPAHUYMBAIOTCS aOCOITIOTHBIMU
MPOTHUBOMOKA3aHUSIMH, KOTOPHIE UMEIOT MECTO HA MOMEHT BBEICHMUSI.
Heobxoammo, kak MUHUMYM, YKa3aTh CJIeAyIOIIee:
<[ToproBoe HaMME€HOBaHUE| HE CIEAyEeT BBOJUTH JHUIAM C H3BECTHOM
TUTEPUYyBCTBUTEIHLHOCTHIO K TIOOOMY KOMIIOHEHTY BaKIIMHBL>;
<Ilomo6HO APYrUM BaKlIMHAM, BBEJICHHE [TOProBO€ HAUMEHOBAHUE | JUIAM C OCTPHIMU
TSDKEJIBIMU JIUXOPAI0YHBIMU 3a00JI€BAHUSIMU CIEAYET OTIOXKUTH>,
4.4. OcoOble yka3zaHusi U MEphI MPEJOCTOPOKHOCTH MPU MTPUMEHEHUH.
Ecnu 3T0 NpuMEHUMO, NPUBOISTCS CIAEAYIOIIUE YaCTO BCTPEUAOIIMECA YKA3aHUS:
<lloqo6HO BceM HHBEKIITHOHHBIM BAKI[MHAM, IPH BO3HHKHOBEHHH DEIKO
BCTPEYAarolIerocs 1Mocje BBEAC€HHS BAaKIHHbI aHAQHUIAKTHYECKOrO SABJEHHSA HEOOXOJUMO
BCerja pacroyaratb BO3MOXHOCTBIO OKA3aHHA MEQHLHUHCKOH MOMOIIH U OCYIECTBJICHHUS
HaOJIroneHu™>;
<[ToproBoe HauMeHOBaHHE€| HH MPH KAKHUX CJIy4asdX HE JOMYCKaeTcsi BBOJHUTH B
COCYIUCTOE PyCI0>;



<B mporecce NpoH3BOACTBA JAHHOI'O MPENapara UCIoJIb30Bajics THOMEPCal, B TOTOBOM
rnpenapatre MOTyT COXPaHAThCS €ro OCTATOYHOE COJIEPKAHHE, BCJECACTBHE YEro MOIYT
BO3HHKATh PEAKI[HH CCHCHOHUTH3AI[HH>;

<I[lo06HO OCTa/TbHBIM BAKIIHHAM, 3aI[UHTHBIH HMMYHHBIH OTBET MOKET BO3HHKATh HE Y
BCeX BAKITHHHUPYEMBIX JIUI[>.

B nanHom pazzerne Takke JOIyCKaeTcsl ONMUCHIBATH:

HEJIOCTATOYHYI0 MNPOPUIAKTHYECKYI 3(PPEKTUBHOCTh UM OTPAHUYECHHYIO
MEePEKPECTHYIO MPOoPriIakTHIECKY O A ()PEKTUBHOCTH B OTHOIICHHUH IIITAMMOB HJIA CEPOTHUIIOB
, HE BKJIFOUCHHBIX B BaKIIMHY;

CUTyaIliu, HAl[pUMeEp, BBEACHHE JIMIAM, HAXOIAIIUMCS B UHKYOAIIMOHHOW (aze, uiu
MOMYJISAIUU (HAIpUMeEp, MOXKUIIbIE), Y KOTOPHIX 3P(HEKTUBHOCTh BAaKIIMHBI HE U3ydyallach U B
LIEJIOM HE 0’KMJIaeTCs;

(bakTophl, KOTOPHIE XapaKTEPHBI JIJIs1 HAPYIIEHHOTO UMMYHHOT'O OTBETA.

B oTHOIIIEHNM KUBBIX ATTEHYUPOBAHHBIX BAKIMH HEOOXOJAUMO OMHUCATh BO3MOXKHOCTb
nepefadyd BaKIMHHBIX MITAMMOB, a Tak)Ke€ BO3MOXHOCTh PEBEPCHH BUPYJICHTHOCTH WIIU
peaccopTaluu ¢ ITaMMaMH IUKOrO THIA.

4.5. B3auMojielicTBHE C NPYTHUMU JIEKAPCTBEHHBIMU TIpenapaTtaMu U Japyrue GopMbl
B3aUMOJIEUCTBUSL.

B nmanHOoM pasznene HE0OXOAMMO YETKO pasrpaHUYUTh YKa3aHUsS MO OJHOBPEMEHHOMY
BBE/ICHUIO, OCHOBAaHHbIE HA KJIMHMYECKUX JAHHBIX, OT TAKUX YKa3aHUH, OCHOBaHHBIX Ha
oO0mux mpuHOuNnax. B 1e1oM yaoBIeTBOpUTENbHBIE JaHHbBIC, TOJYUYEHHbBIE 110 pPe3yabTaTaM
OJIHOBPEMEHHOT'0 BBEJICHUS PENPE3CHTATUBHON BaKIIMHBI OMPEIEICHHOTO THMA (HarpuMmep,
KOMOMHUPOBAHUE BaKIMHBI I NPOPUIAKTUKU TU(TEpUH, CTOJOHAKA, KOKJTIONIA U BAKIIMHBI
C IPYTMMU aHTUTEHAMHU C OJTHOM M3 HaXOJSIIMXCS HAa PHIHKE BAKIMH ISl TPOPUIAKTUKU
KOPH, SMUJEMUYECKOTO MapOTUTa U KPACHYXH), TOJKHBI CITYKUTh B KAYECTBE 00OCHOBAHUS
OO0IIero yKa3aHus 1o OJHOBPEMEHHOMY BBEACHHUIO.

Heo0xoauMo onucath KIMHUYECKHA BAaXKHYIO M MOTEHUIUAIBbHO KIMHUYECKH BAKHYIO
UMMYHHYIO HHTEp(EepeHINH.

Heo6xoqumMo yka3aTh Ha OTCYTCTBHE JAHHBIX 00 OJHOBPEMEHHOM BBEJICHUM BMECTE C
BAKLIMHOW ONPEAEICHHOTO THUIIA, €CJIU BEPOSATHOCTH OAHOBPEMEHHOI'O BBEJIECHHS C HEH
BBICOKA.

[Toaxoasiiye 4acTo BCTpEYAIOUIUECS YKA3AHUS:

<V nanmeHTOB, MOJIy4arolIHX HUMMYHOJECHPECCUBHYIO TEPAIHIO, U MAallHEHTOB C

HMMYHOAEQHUIIHTOM MOYKET HE PA3BUTHCS JJOCTATOYHBIH HMMYHHBIH OTBET>;

<Bwmecre ¢ [ToproBoe HAaHMEHOBaHHE | He JOITYCKAETCS BBOAUTH HMMYHOTJIOOYTHH>;

<[Ipu He0OXOAUMOCTH HEMEJIEHHOIO 00€eclIeYeHHA 3aIlUThI, [TOproBoe HAUMEHOBAaHHE |
JOIyCKaeTcs BBOJHTb BMECTE C [HOPMAJIbHBIM, X-CHELH(QUYHBIM| UMMYHOITIOOYJTHHOM.
BBenenue [ToproBoe HAHMEHOBaHHE | H HMMYHOIJTIOOYJIHHA CJIEJYET OCYIIECTBJIATh B pa3HbIe
KOHCYHOCTH~.



4.6. ®epTUIBLHOCTD, OEPEMEHHOCTh U KOPMJICHHE TPYIBIO.
JI1s1 BakiH, KOTOpbIe OYyyT BBOAUTHLCSA UCKIIOYUTEIBLHO B MPEmyOepTaTHOM BO3pacTe,
JIOCTaTOYHO yKa3aTh:
<[ToproBoe HaUMEHOBaHUE]| HE MPETHA3HAYCHO JIJIs1 B3POCIbIX. J[aHHBIE O TPUMEHEHUHU
BO BpeMs OEPEMEHHOCTH U JIAKTAIlMU Y YEJOBEKA, a TAKXKe PE3yJbTaThl PEHPOYKTUBHBIX
UCCJIEOBAHUMN Y )KUBOTHBIX OTCYTCTBYIOT>.
JInst BakiuH, NpeIHa3HAYeHHBIX JJIs UL IETOPOJHOTO BO3pacTa, B IAHHOM pasjelie
HEOOXOIUMO OIMKUCATh UMEIOIINICS TOKINHUYECKUNA U KIIMHUYECKUM OIIBIT.
JI71s1 ”HAKTUBUPOBAHHBIX BAKIIMH 11€JI€CO00PAa3HO MPUBECTH CIIETYIONIYI0 PEKOMEHIAIUIO:
<I[logo6HO ApyruM HHAKTHBHPOBAHHBIM BAaKI[HHAM, BPEI JUIS IIOJAA HE OXKHIAETCH.
OnHako, [ToproBoe HaHMEHOBaHHE]| caeayeT NMPUMEHATh BO BpeMsA 0epeMEeHHOCTH TOJIbKO
MpH SBHOM PHCKE HH(PHITUPOBAHHSI ™.

JKuBble aTTEHYMpPOBAaHHBIE BAKIMHBI, KaK MPaBUJIO, MPOTUBONOKA3aHbl BO BpEMs
oepeMenHocTu. OJHAKO €CJIM BaKIIMHA SIBIISIETCS XOPOIIO HM3YYEHHBIM IpemnapaTtoM, B
OTHOILIEHUH KOTOPOTO HAKOIUIEH JOKYMEHTHPOBAHHBIN OMBIT, MHOTIa I0CTAaTOYHO yKa3aTh O
HEeIeaecO00pa3HOCTH BaKIIMHAIIMU BO BpeMs OEpEeMEHHOCTHU B OTCYTCTBUHU SIBHOM
HEOOXOMMOCTH.

JIJ1s1 MTHAKTUBUPOBAHHBIX BAaKIIMH B OTHOIIECHUH JIAKTALIUM TIPU OTCYTCTBUM JAHHBIX, KaK
MPaBUIIO, YKA3bIBAIOT:

<BaugHue Ha JeTeH, HAXOALIUXCA HA TPYJHOM BCKapMJINBAHHH, BBEJCHHE [TOProBoe
HauMEHOBaHHUeE| HX MaTepsM, He H3Y4aa0Ch>.

PexoMmengannm B OTHOIIEHUH >KUBBIX aTTEHYUPOBAHHBIX BAaKLIHMH COCTaBISIOTCA B
WHJIMBUAYAJILHOM MOPSIKE.

4.7. BnusHue Ha CIOCOOHOCTH YMPABIATh TPAHCIIOPTHBIMHU CPEJICTBAMU U pabOTaTh C
MEXaHU3MaMH.

J1yist BakIuH, KOTOpBIe OYyT BBOJAUTHCA UCKIIOUUTEIHHO B IIPEyOepTaTHOM BO3pacTe,
JIOCTaTOYHO yKa3aTh:

<[ToproBoe HauMeHOBaHHE| HE NMPEIHA3ZHAYCHO /I B3POCIBIX>,

[IpuBonATCS CTaHAAPTHBIE PEKOMEHIAIIMHN, €CIIM BAKIIMHA MPEIHa3HAYEHA B3POCIIBIM.

4.8. HexxenarenpHble peakiuu.

Hekotopsie ocoObie pekOMeH Ay AJIs BaKIUH:

JTAHHBIE O MECTHBIX U CUCTEMHBIX PEaKIUIX;

ocoOble 3aMeuaHusi 00 OMPENEIICHHBIX HEXENTaTeIbHBIX JEKAPCTBEHHBIX PEAKIUAX (
HarpuMep, Juxopajaka, GeOpuiibHbIE CYOPOTH);

HE)KeJlaTeJIbHbIE JICKAPCTBEHHBIE PEAKIIMM M YacTOTA UX BOSHUKHOBEHHUS, pa30uTas mo
BO3PAacCTHBIM TpyIIIaM, YUCIO J03, aHAMHE3 BaKUMHALWHM, BO3HUKIIME B KIMHUYECKUX
MCCIIEIOBAHUSIX U M0 PE3YIbTaTaM MOCTPETUCTPAIIMOHHOTO HAOIIOICHHUS;



ocoOble yKa3aHHs O JIIOOOM TOBBIIIEHUHA YaCTOThl BOZHHUKHOBEHHS HEXKEJIATEIbHBIX
JIEKApCTBEHHBIX PEAKIMH, OTMEUABIIUXCSA MPU OJHOBPEMEHHOM BBEJCHHUHU C JIPYyTUMU
BAaKIIMHAMU.
4.9. Ilepeno3upoBka.
HeoOxoaumo onucath BeCh MMEIOLIHIICS OMBIT Mepeno3upoBku. LlerecooOpa3Ho ykas3arsb,
4YTO TMepedo3UpOBKa MajoBEepOsSTHA TpU JaHHOW ¢opMe BbIIIycKa (Hampumep,
MpeBAPUTEIBLHO 3aMOJHEHHBIN MITIPUILL).

5. ®apMaKkOIOrHIECKHE CBOMCTBA

5.1. ®apmakoIMHAMHUYECKHUE CBOMCTBA.

B nmanHOM paszgerne HEoOXOAMMO KpaTKO 00O0ONIUTH (HampuMep, B BHJIE TAOJIHIIHI)
HanOojiee 3HAYMMBIE WMMYHOJIOTHYECKHE JaHHBIE (UCIOJIB3Yys HaumOoyiee 3HAYMMBIC
nmapaMeTphl) U BC€ BaJIMIHBIC OICHKH JKCIEepUMEHTalbHOU 3(dexktuBHOCTH (efficacy) u
peansHOM d(pdexkTuBHOCTHU (effectiveness) (¢ yueToM HEOCTATKOB OTHOCUTENIBHO MOMYJISIIUH
, Y KOTOpOW oHU ompeaeisiauch). [Ipu HE0OXOAMMOCTH AaHHBIE CIEAyeT pa3OuTh Ha
NEPBUYHBIE CEPUU BaKIMHAIMK U OyCTEPHYIO BaKI[MHAIIMIO, IO BO3PACTHBIM I'PYIIAM HIIUA
Apyrum pakTopam (Harmpumep, MIMMYHOIEIPECCHS).

B pasnen nomyckaercst BKIIOYUThH CBEJIEHUS 00 yCTAaHOBICHHOM WIIM TPEANOIaraeMom
UMMYHOJIOTHYECKOM KOPPENISITE MPOPUITAKTHKH.

6. @apMalleBTHIECKHO CBEICHHSA

6.1. [Tepeyenb BCrioMOraTebHbIX BEUIECTB.

BcnomorarenbHbie BenecTBa HEOOXOUMO MEPEUUCTUTh B COOTBETCTBUM C HACTOSAIIUMU
TpeOGoBanusiMU, UCIIONB3YSI COOTBETCTBYIOIIUE OOIIENPUHAThIE HauMeHoBaHus. [lomo6HO
BCEM BCIIOMOTATEIbHBIM BEIIECTBAM KOHCEPBAHTHI B paznene 6.1 ciemyeT yka3blBaTh
KauyeCTBEHHO, a HE KOJMYECTBEHHO.

B pasngene 6.1 He ciegyeT mepeyuclATh OCTATOYHOE COJEpPKAHHE pPEaKTHBOB,
HCIMOJIb30BAaHHBIX MPH MPOU3BOJACTBE. OIHAKO OMNpEEICHHbIE OCTATOYHBIE MPUMECH,
HampuMep, MPUMECH aHTUOMOTHUKOB WJIM HWHBIX HPOTHUBOMUKPOOHBIX MpEnapaTos,
HCIOJIb30BAaHHBIX B TMPOU3BOJICTBE M M3BECTHBIX CBOMMHU aJUIEPT€HHBIMU CBOMCTBAaMHU,
CIIOCOOHBIMU BBI3BIBATh HEXKENATEIbHBIE PEaKLIUU, JOIYCKAeTCsl YKa3bIBaTh B paszzeine 4.3.

BcnomoraTenpHbIe BemecTBa BakIuH, (POPMOIT BBIITyCKa KOTOPHIX SBISIETCS HECKOJIBKO
NEePBUYHBIX YNAKOBOK WJM IIMPHUIBI C ABOWHOW KaMepoW, HEoOXOJAMMO YyKa3aTh Ha
MEPBUYHYIO YITAKOBKY WJIM HA KaMepy.

B o0mieit xapakTepucTuke JTE€KapCTBEHHOTO IMpernapara U JUCTKEe-BKJIAJbIIIE HE
JIOTyCKAETCA HCIOJb30BaTh COKpAIIEHHbIE HAWMMEHOBAHHUS BCIIOMOTATENIbHBIX BEIIECTB.
OnHako MpU HEXBATKE MECTa COKpAIlEHHbIE HAMMEHOBAHUSI BCIIOMOTATEIbHBIX BEIIECTB
JIOTTyCKaeTCsl YKa3blBaTh B MAPKUPOBKE MPHU YCIOBUH, UTO OHU paciirdpoBaHbl B pazene 6.1.



B paznene 6.1 He cienyeT yka3bBaTh albIOBAHTHI U afcopOeHThl. OHAKO, €Clu ATU
MaTepuayibl MPUCYTCTBYIOT B BaKI[MHE, IAHHBIM pa3/iesl IOHKEH COJepk aTh CChUIKY Ha HUX
yKa3aHHE B pazjene 2.

6.2. HecoBMeCTUMOCT®.

B pasnmene 6.2 cinemyer yka3sIBaTh JIUINL CBEJACHUS O (papmarieBTHYECKON (TO €CTh
(bU3HYECKOM, XUMUYECKON 1 OMOJIOrMYECKOI ) HECOBMECTUMOCTH.

HeoOxoauMo mpuBecTH COOTBETCTBYIOIIEE CTAHIAPTHOE yKazaHue, a UMeHHO: <He
NpUMEHUMO>, <B OTCYTCTBHH pE€3YJIbTATOB HCCJIEOBAHHH COBMECTHMOCTH BAaKIIHHY HE
CJIeyeT CMEIIUBATh C PYTUMH JICKapCTBEHHBIMH TperapataMu™> U <BakluHy He CJIeayeT
CMEIIUBATh C APYTHMH JIEKAPCTBEHHBIMH MPEHAPATAMH, 34 HUCKIIOYCHHEM YIMOMSHYTBIX B
paszaeie 6.6>.

dapMaKoJIOrMIeCKyI0 HECOBMECTUMOCTh BAaKITWHBI, HATIPUMED, 1N ViV0, B3aUMOICUCTBUS
C IPYyTUMH JIEKAPCTBEHHBIMU MIpenapaTaMy UM MUIIEH, ONUChIBATh B pa3zene 6.2 He claeayeT
, TOCKOJIbKY OHAa OTHOCHUTCS K KJIIMHUYECKON 4acTu O0IIeH XapaKTepPUCTUKH JIEKAPCTBEHHOTO
npernapara.

6.3. CpoK rogHOCTH.

VYkazaHue cpoka roJJHOCTH JIOJDKHO COOTBETCTBOBATh HACTOSIINM TpeOoBaHUSAM U aKTaM,
BxojsmuM B mnpaBo Coro3a, MO YKa3aHHIO CPOKOB TOJHOCTH HEBOCCTAaHOBJICHHBIX U
BOCCTAaHOBJICHHBIX BaKIIMH (TP HEOOXOIUMOCTH).

6.4. OcoOble yKa3zaHHs IO XPAHECHHUIO.

VYkazanue Mep npeloCTOPOKHOCTH MO0 XPAHEHUIO JOJKHO COOTBETCTBOBATH HACTOSIIIUM
TpeOGoBanusiMu U JpyruM CcBsi3aHHBIM TpeboBanusM Coro3a.

6.5. Xapaktep v COAEPKUMOE MTEPBUYHON YITAKOBKHU

VYkazaHue xapakrepa U COACPKUMOT0 NEPBUYHON YINAKOBKH JIOJKHO COOTBETCTBOBATh
HacTosAmuM TpeOoBaHMSIM U APYTUM aKTaM, BXOASIIMM B rpaBo Coro3a.

Heobxoammo ykazaTh KOJIHYECTBO 703 MHOTOIO3HBIX MPEMapaToB BO (IaKOHE.

6.6. IHCTpyKIIMH IO MPUMEHEHUI0, paboTe < YHUUYTOXKCHUIO™,

Ecnu BakuuHa MOAJIEKUT BOCCTAHOBJICHHUIO, OMHUCAHHE €€ BHEIIHEro BHUJA 10
BOCCTAHOBJICHUSI MPUBOJUTCS B paszzesie 3, TOTJa Kak ONMMCAaHUE €€ BHEIIHEro BHUja Mocie
BOCCTAHOBIICHUS — B paszzaene 6.6.

Jyist Bcex BakIMH HEOOXOJIUMO TaKke MPUBECTU YKa3aHHE O HEOOXOAUMOCTU MPOBEPKH
BHEIIHEr0 BHUJa MpenapaTta mnepej BBeaeHUeM. [Ipu HE0OXOAUMOCTH clienyeT MPUBECTH
JOTIOJIHUTENIbHBIE UHCTPYKITUU.

B paznene 6.6 He0O6X0UMO NMPUBECTU CBEICHUS, HEOOXOAUMBIE NI paOOTHHUKA alTEeKH
UM WHOTO MEIUIMHCKOTO0 pPabOTHWUKA IO MPUTOTOBICHHUIO TpenapaTta K BBEICHUIO
BakUMHUpYyeMoMy Juily. OJHako CBeleHUs, HEOOXOAUWMbIE [Ji1 Bpadya HJIM HHOTO
MEJIUIIMHCKOTO pabOTHUKA JIJIsl BBEICHUS MpenapaTa BaKIIMHUPYEMOMY JIUILy, B pasnaeine 6.6

YKa3bIBaTh HE JIOMYCKAETCs, TOCKOJIbKY 3TH CBEJACHHUS JODKHBI COACPKATHCSA B KIMHUYECKUX
paznenax OXJIIL.



B oTHOmIeHNN XKUBBIX BaKIIMH HEOOXOIMMO 1O MEHbIIIEH Mepe MPUBECTH YKa3aHHUE Ha
HEOOXOJIUMOCTh YHUUYTOXXEHUS TMperapara, MaTEpUaTOB, BCTYIMABIIUX B KOHTaKT C
npenapaTtom u (Wim) OTXOA0B, B COOTBETCTBUU C TPEOOBAaHUAMM TOCyaapcTB — wieHoB Coro3a
0 HA/JISKAIEMY YHUUTOXXEHUIO TAKUX MaTEPUAJIOB.

B oTHOmEHUN MHAKTUBUPOBAHHBIX BAKIIMH HEOOXOAMMO, KAK MUHHMYM, NIPUBECTH
yKa3aHHE O TOM, YTO CIIEyeT YTHUJIU3UPOBATH HEUCHOJb30BAHHYIO BAaKIMHY U OTXOJbI,
COTJIACHO TpeOOBaHMSM 3aKOHOJATENbCTBA TOCYJApPCTB — 4IEHOB EBpasuiickoro
AKOHOMHYECKOTO COH03a.

1. CnenansaEIe TpeCOBaHMS K MAPKHUPOBKE BAKIUH

Hactossmue TpeGoBanus u mabIoHBI, a Takke TpeOOBaHUS K MapKHUPOBKE
JIEKapCTBEHHBIX CPEJICTB COMepkKaT YKa3aHUs 110 MapkupoBke. O HAKO B OTHOIIEHUN BaKITUH
HE0OXOMMO MTPUHUMATH BO BHUMAHHUE CIIEAYIONINE JOTOTHUTEIbHBIE TPEOOBAHUS.

1. Bropu4Has ymakoBKka

B nensax ykazanus papmaneBTuyeckux cyOcTtaHiui GpapManeBTUYECKue CyOCTaHIIMKA U
aAbIOBAHT WJIM aJACcOpPOEHT (NpU HaJM4YUM) HEOOXOAMMO OTpPa3UTh Kaue€CTBEHHO W
KOJINYECTBEHHO Ha €AMHUILY J03bI B COOTBETCTBHUM € paszaesioM 2 OXIJIII, 3a nckntoueHnem
CJIy4aeB HEJOCTATOYHOCTH MECTA, IPU KOTOPBIX JOIYCKAETCS UCIOIb30BATh COKPALIEHHBIE
HAaVMEHOBAaHUS OMNPEJEICHHBIX abIOBAHTOB U aJCOPOEHTOB, €CJIM OHU pacli(poBaHbI B
OXJIIT.

Heo6xonumo yka3piBaTh KOJMYECTBO J03 MHOTOJO3HBIX NMPENAPATOB B MEPBHUYHBIX
ynakoBKax (KoHTelHepax). Ha BTOpuyHOI yrakoBKe JOMYCKAEeTCsl HE YKa3bIBATh CBEACHUS O
KJIETOYHBIX CUCTEMaX, UCIOJIb30BaHHBIX B KaU€CTBE MIPOU3BOJICTBEHHBIX cyOcTpaTroB. Ci1oBO
"MUKpOTrpaMMBbI', Kak NIpPaBUIO, CIEAYET YKa3blBaThb B MAapKHUPOBKE IIOJHOCTBHIO, 3a
UCKJIFOUCHHEM CIIy4YaeB 3HAYUTEIbHOM HEAOCTAaTOYHOCTH MECTA, TP KOTOPBIX JOILYCTHMO
yKa3blBaTh "MKr", ecim 3TO0 OOOCHOBAHO M OTCYTCTBYIOT OINHMCAHHS CO CTOPOHBI
0€30I1aCHOCTH.

Ha BTOpHYHOIN ynakoBKe CleAyeT yKa3blBaTh NEPEUYCHb BCIIOMOTaTEIbHbBIX BEIIECTB B
COOTBETCTBHHM C pazfenoM 6.1 oOiell XxapakTepUCTHKHU JIEKApCTBEHHOTO MpemnapaTta. OqHako
OIpU HEXBaTKE MeCTa [JOIIyCKaeTCsl HCIOJIb30BaTh COKpAIEHHbIE HAaWMMEHOBAaHUS
OTpPENIEICHHBIX BCIIOMOTAaTEIbHBIX BEIIECTB, €CIM OHU pacmupoBaHbl B OOmIEH
XapaKTEPUCTHKE JIEKAPCTBEHHOIO IIpernapara.

Ecnu BTOpHMYHAs ynakoBKa COJEPKHUT AONOJHUTENIbHBIE MaTepualbl, (Halmpumep,
TaMIIOHBI, UIJIBI U T. /1.), Ha HEH HEOOXOAUMO MEPEUUCIUTh 00IIee COIEPKUMOE YIAaKOBKH.

Ha BTOpHuYHOI ymakoBke HEOOXOAMMO MPHUBECTU MOJHOE MPEAYNPEKICHUE MO
YHHAUYTOKEHHUIO HEUCIIOJb30BAHHOIO Ipenapara M (WiId) OTXOJOB, €CIM 3TOMY HE



NpCIATCTBYCT HEXBATKAa MCCTA, B 3THUX CJIy4dasdX AOCTATOYHO YKa3aTb CCBLUIKY HAa HAJIWYHC
I/IHCTPYKL[I/Iﬁ 10 YHUYTOXKCHUIO B JIMCTKC-BKJIA/IbILIC.

2. IlepBugHas ymakoBKa HEGOBIIOTO pa3Mepa

Ha nepBuuHO# ynakoBke HeOOJbIIOr0 pa3mepa (o01asi miomaab TEKCTOBOTO MO
KOTOpoOi coctaBisieT MeHee 5 — 10 cM2) nomycKaeTcsi UCTIOb30BaTh COKPAIIEHHBIE TEPMUHBI
JIEKapCTBEHHBIX ()OPM B COOTBETCTBUU ¢ JiekicTByomuM "[lepeuynemM craHIapTHBIX TEPMUHOB
") HO MPHU YCJIOBUU MPEEMCTBEHHOT'O HMX MCIOJb30BaHUS BO BCEX S3BIKOBBIX BEPCHUSIX
MapkupoBKH. Ha nmepBuuYHON ynakoBKe Masioro pasmepa (oO1ias miolaib TEKCTOBOTO MO

KOTOPOM HE MPEBBIIIAET 5 CM2) JIEKAPCTBEHHYIO (POPMY JOIMyCKAETCSA HE YKa3bIBATh.

3. OTpEIBHAA MapKHUPOBKa

Jlepxartenu perucTpalMoOHHOrO YJIOCTOBEPEHHUS BIPABE MPUKIEHUTh K IEPBUYHOU
YIaKOBKE OTPHIBHYIO ATHKETKY, KOTOPYIO MOXXHO MCIIOJIb30BaTh JJIi BHECEHUS JaHHBIX 00
UMMYHU3aLUHA B JOKYMEHTALIUIO [TALMCHTA.

IV. JIucTok-BKJIaqBIII

JIucTOK-BKIABIINT HEOOXOIMMO COCTABJISATh HA OCHOBAaHUM OOIIEH XapaKTEPUCTUKHU
JIEKapCTBEHHOI'0 Mpemnapara ¢ HCMOJIb30BAaHUEM UYETKUX W TMOHSTHBIX IJI1 MOTPEeOUTENs
TepMuHOB. [1o100HO OO0IIEl XapaKTEpUCTHUKE JECKApCTBEHHOrO Iperapara, COKpalleHHbIS
TEPMUHBI UCTIOJIB30BATh HE JIOMYCKAETCsl, TOCKOJIBbKY MECTO B JIMCTKE HE OrPAHUYEHO.

B mmctke-BKIagpime HEOOXOIMMO OIMMCHIBATH CBOMCTBA BCEX KJICTOYHBIX CHCTEM,
HCTIOJb30BaHHBIX MPU MPOU3BOACTBE, M, €CIU 3HAYUMO, HMCIIOJIb30BAHUE TEXHOJOTUHU
pekomOunantHoit JIHK, B coorBeTcTBuu ¢ ykazanusmu B CXII, Bkitoyas MCHoyib30BaHUE
TaKOTO BBIpAXEHUs, KaK <moJrydeHa oT kjaeTok XXX [rmo TexHosoruu pekombuaanTHoi /IHK
>

B nucrke-Bkiampiiie HEOOXOAWMO BKJIIOYUTH HWCUEPIBIBAIOIINE YKa3aHUsS IS
MOTPEOUTENSI OTHOCUTEIIBHO UMHCTPYKIUHN MO MPUMEHEHHIO, Pa00TE U YHUUTOXKECHUIO.
Bwmecto cokpanienus "MKr" cioBo "MHKpOrpaMMbl” ClIEAYET yKa3bIBaTh MOJHOCTHIO.

Ecnu BakimHa CONEPKUT aabIOBAHT WM aJCOPOEHT, B JINCTKE CJIEAYET MPUBECTH
CIIeAyIOIIee WIIM YKBUBAJICHTHOE yKa3aHue: <B BaKI[HHY B Ka4eCTBE [aqbIOBAHTA, a/1COPOCHTA
| aobaBneno BemectBo [X]. [AabroBaHThI, aacopOEHTHI] — ATO BemllecTBa, A00aBseMble B
COCTaB HEKOTOPBIX BAKIIHUH B I[€JIAX YCKOPEHHA, YIYYIIEeHHU U (MJIH) YITHHEHHUS 3aI[UTHOIO
JIEHCTBHSA BAKITHHBI>.

V. Ilepedens mpumMepoB
1. IIpumepsl 0OmMEnpHHATHIX HANMEHOBAHAH MHOTOKOMIIOHSHTHIX BaKI[MH

Baxkuuna st npodunaktuku nudrepun, CTOIOHIKA U KOKITIOIIA (aACOpOMpPOBaHHAS).



Bakuuna qis npodunaktuku audrepun, CTONOHSIKA M Kokimtoma (OeckieTodHas,
cyobenuHuYHas) (acopOupoBaHHas).

Baknuna mis nmpodumaktuku gudrepuu, cToiOHsSIKA, KOkitoma (OeckieTodHas,
cyorenunuunas) u renatuta B (p/IHK) (ancopbupoBannas).

Baxnuna s npodunaktuku renatuta A (mHakTuBupoBanHas) u remaruta B (p/IHK) (
azicopOMpOBaHHAs ).

Bakuuna mist npodunaktuku qudrepuu, CTOJOHSIKA, KOKJoma (OecKieTodHas,
cyowenunuyuHasi) u Haemophilus tTuna b koHbrorupoBanHas (acoporpoBaHHas).

Bakuuna mns npodunaktuku gudrepuu, cToJIOHSIKA, KOKIoma (OeckieTodHas,
cyobenquunuHas), renatuta B (pJAHK) u mnomuommenura (umHakTuBHpoBaHHAs) (
azicopOMpOBaHHAs ).

Bakmuna mis mpodwmaktuku gudrepun, cToOHSIKA, KOKoma (OeckieTodHas,
cyobenuanyHas), renatura B (p/IHK), nonrmomuenura (nnaktuBupoBanHasi) u Haemophilus
Tumna b KOHbIOrUpoBaHHas (aacopOUpoBaHHAs).

2. ITpumeps! mpeacranieHns pasaeia 2 ("KadecTBeHHBIN B KOJMYECTBEHHEIH cOCTaB") 00mieit
XapaKTEepHCTHKH JICKAPCTBEHHOT'O Ipemapara

Baxnmna mia npodmiakTaku Audrepun, cToa0HAKa, KoKioma (6eckierounas, cyorefuHAYHAT) K
renaruta B (pTHK) (ancopOupoBannas)

1 no3za (0,5 mur) comepxuT:
JudrepuitHprii AHATOKCHH | He meHee X ME
CTONOSYHBIH AHATOKCHH He MeHee x ME

Bordetella pelrtussis1 <mTamM (THIT) arrIFTHHOTEHA™> (
He MeHee x ME

WHAaKTHBUPOBAHHAS)

IToBepXHOCTHBIN aHTUTEH renaTuTa B23 X MKT'

I AncopOupoBaHHBIN HA ATIOMUHUS THAPOKCU]IC THAPATUPOBAHHOM (X Mr Al).
2 [TonydeH W3 IpOXKEBBIX KIETOK (Saccharomyces cerevisiae) MO TEXHOJIOTHUH
pekomOunanTHoi JIHK.
3 AncopOupoBHHas Ha amoMuHUS docdate (x mr Al).

[TostHBII IEpEeYEHb BCIIOMOTATEbHBIX BEIIECTB IIPUBEIEH B pa3aeine 6.1.
Bakuuna ayig npoduinaktuku renatuta A (mHaktuBupoBanHas) u renaruta B (pIHK) (

a7copOUpOBaHHA)

1 no3a (1 mit) comeput:

Bupyc renarita A <tHIr> (HHAKTHBHDOBAHHIA) > 2 x NUDA-eanauI
IloBepXHOCTHBIN aHTUTEH renaTUTa B4 X MKT

! [Tonyyen u3 auruionaHbIX KiaeTok yenoBeka (MRC-5).



2 AncopOupoBaHHbBIN HA ATIOMUHUSA TUAPOKCH]IE THAPATUPOBAHHOM (X Mr Al).

3 [TonyyeH U3 IpOXKKEBBIX KIETOK (Saccharomyces cerevisiae) Mo TEXHOJIOTUH
pekomOuHanTHOM JIHK.

4 AncopbupoBanHas Ha amoMuHus Gocdare (x mr Al).
[TonHblil mEepeYeHb BCIIOMOTaTEIbHBIX BEMIECTB IPUBEAEH B pazaene 6.1.
Baknuna nns npodunaktuku Haemophilus Tuna b koHblorupoBanHas u renatuta B (

pAHK)

1 mo3a (0,5 M) COmepIKHT:

[ommcaxapux Haemophilus tuma b
X MKT
(mosmmmpudo3unpuduTondocdar)

KOHBIOTHpOBaHHEIM ¢ Neisseria meningitidis
ceporpynnsl B <mramm>

. . Y—Z MKT
OCTKOBBIM KOMILIEKC HapyXHOW MeMOpaHsl — B

Ka4yCCTBC HOCUTCIIA

IToBepxHOCTHBIN aHTUTEH renaTuTa B 1,2 X MKT

! [Tonyden u3 nmpoxokeBBIX KiIeTOK (Saccharomyces cerevisiae) Mo TEXHOJIOTHUU
pekomOuHanTHOM JIHK.

2 AncopbupoBHHas Ha amtomMuHusa Gocdare (X mr Al).
[TonHbIi mEpeYeHb BCIIOMOTaTEIbHBIX BEMIECTB IPUBEAEH B pazaene 6.1.
Bakmnaa my1st nporiiakTHKH pOTaBUPYCHON HHQEKITNH

Iocne Boccranosmenus 1 mo3a (2,5 MiT) COTEPIKHUT:

Peaccoprant poraBupyca pesyca/yenoBeka ceporumna 1
PTaHT poTaBupyca pesy p 105 EOE!

(>xuBOM, aTTeHYHPOBAHHBII)

PeaccopranT poraBupyca pe3yca/denoBeka ceporuna 2

o y x 10° BOE!
(>KMBOI1, aTTEHYMPOBAHHBIN )

PeaccopranT poraBupyca pesyca/denoBeka ceporumna 42

" y x 10° BOE!
(>KUBO, aTTEeHYHPOBAHHBII)

PoraBupyc pesyca ceporuna 3 3 (5kuBOi,

V x 10° BOE!
aTTEHYHPOBAHHBIN)

I brsmkoobpasyromue eTuHUIIb.
[TonHbIl IepedeHb BCIOMOTaTEIbHBIX BEMIECTB IPUBEICH B paszene 6.1.

Bakmuna mist mpodunaktuku nudrepuu, cTonOHsIKa, KOKIoma (O0ecKIeTOUHas,
cyosenunnynas), renatura B (p/IHK), nonmmomuenura (nnakTusuposannas) u Haemophilus
TUMa b KOHBIOTMPOBaHHAA (aCOPOMPOBAHHAS)

[Tocne BoccranoBnenus 1 no3a (0,5 mut) conepxut:

M3HayanpbHO B BUJE CYCIICH3UM:
1

JudTrepuifHbIif aHATOKCHH He MeHee X ME

CTONGHAYHBIIH AHATOKCHH He MeHee X ME



Anturensl Bordetella pertussis <mramm (THn
arrIIOTHHOT€HA)>

1

KokmronHeIi aHaTOKCHH X MKT

DuIaMeHTHBIH reMarroTHH X MKT
HepTaKTI/IHl X MKT
IloBepXHOCTHBIN AaHTUTE€H renaTuTa BZ3 X MKI'

[MomuoBupyc (MHAKTUBHPOBAHHBIN)

Tumn 1 "mramm"” X D-aHTureH-e auHMUIL
UM 2 "mramMm" X D-aHTHUTeH-eIUHUIL
THII 3 <mTaMm> X D-aHTuren-e auHMUIL

N3HavyanbHO B BUJE MOPOIIKA:

Ionucaxapun Haemophilus tuma b
X MKT
(r[0J11/1p1/16031/1J1p1/161/IT0J1(1)0C(baT)3

KOH’B}OFHpOBaHHI:Jﬁ C CTOJ'I6HH‘-IHBIM AHATOKCUHOM —
y—Z MKT
B KayecTBe OeIKa-HOCUTEIS

! AncopOMpoBaHHBIN Ha aTIOMUHMS TUIPOKCHUAE TUAPATUPOBAHHOM (X MUJUTUTpaMMoB Al

2 [TonyyeH W3 OpOXKIKEBBIX KJIETOK (Saccharomyces cerevisiae) Mo TEXHOJIOTHUH
pekomOunanTHol JIHK.

3 AncopOupoBHHas Ha amoMUHUS docdaTe (X MuuUrpammoB Al).
[TostHBIM IEpeYEHb BCIIOMOTATEbHBIX BEIIECTB IIPUBEIEH B pa3aeine 6.1.
Baxuuna st npodunaktuku renatuta B (p/IHK)

1 no3a (1,0 M) coepkur:
[ToBepXHOCTHBIN aHTUTEH renatura B

(6enkoBBIe MOHOMEDHI S, Tipe-S1 u Hpe-S2)1’ 2 X MKT

! [Tomyuen n3 merimmanx (C1271) knetok mo Texaonoruu pekomoumHanTHou JJTHK.

2 AncopOupoBaHHBIN HA ATFOMUHUS OKCHJIE THAPATUPOBAHHOM (X Mr Al).

[TonHbI nEpedYeHb BCIIOMOTaTENbHBIX BEIIECTB MIPUBEIEH B pa3aene 6.1.

Baxkiuuna aj1st nporIakTHKY KOPH, SUAEMUYECKOr0 NapOTUTA U KpacHYXH (JKrBasi)
[Tocne BoccranoBnenus 1 no3a (0,5 mur) conepxut:

Bupyc KOpI/Il <mTaMM> (JKUBOW, aTTEHYHPOBAHHEIH) ne menee 1103 HHKK5OZ

1

Bupyc simmaemuueckoro maporura "mramMm"
py p

ne menee 110° MJIKK 2
(>kuBOM, aTTeHYHPOBaHHBII)

1 n n
Bupyc kpacayxu "mramm e menee 1103 I/U_-[KKSOZ

(>xuBOM, aTTeHYHPOBaHHBII)

! [TonydeH u3 KIETOK "KJIIETOYHAs CUCTEMA, UCITOIb30BAHHAS B IIPOU3BOACTBE" .



2 Cratucrnuecku onpenesieMoe KOJIMYeCTBO BUPYCa, KOTOPOE JOJKHO MH(DUITMPOBATH
50 % KIETOYHOM KYJbTYPBI.
[TonHbIl IepedeHb BCIOMOTaTEIbHBIX BEMIECTB IPUBEICH B paszene 6.1.
Bakmuna a1 npoduiaakTUKM THEBMOKOKKOBOW HHGMEKINU mosrcaxapuaHas (

renTaBaJICHTHAs, aIcCOpOMPOBAHHAs)
1 no3a (0,5 Mi1) COIEPKUT:

Streptococcus pneumoniae, cepoTHit 4, nonncaxapmll X MKT
Streptococcus pneumoniae, cepoTuil 6B, Homzlcaxapym1 X MKT

Streptococcus pneumoniae, cepotut 9V, Homzlcaxapmzl1 X MKT
Streptococcus pneumoniae, ceporun 14, monmcaxapunl X MKT

Streptococcus  pneumoniae, ceporun  18C,

X MKT
onurocaxapunl

Streptococcus  pneumoniae, ceporun  19F,
X MKT
nonucaxapu l

Streptococcus  pneumoniae, cepotun  23F,
nonucaxapunl

X MKI'

! KonstorupoBanusiii ¢ 6enkom CRM197 B kauecTBe HOCUTENS (BCErO y—Z MKT Ha JI03Y)
1 aJIcOpOMPOBAHHBINA HA AIFOMUHUS TUAPOKCH]IE TUApaTUpoBaHHOM (Bcero 0,5 mr Al Ha 103y
).
[TonHbIl IEepedYeHb BCIOMOTaTEIbHBIX BEMIECTB IPUBEIEH B pasjeine 6.1.
3. [lpumepsl ykazaHus cBeleHU B pazjene ("XapakTep U COAEPKUMOE MEPBUUHOM
yHakoBKH (KOHTeWHepa)") oO1el XapaKTepruCTUKH JIEKApCTBEHHOTO Mpenapara
[Tpumep 1.
<Ilo 0,5 mi cycneH3uu B IMpEeABAPUTEILHO 3aMOJHEHHOM MImpulie (ctexio | tuma) ¢
YIUIOTHUTEIEM MOPIIHS (XJIOpOYTUIIKAYUYK) B KOMILIEKTE C UTJIONW UK O€3 UTJIbI B YIIAKOBKE
o 5 wiu 10 mwryk.>.
<B nponake MOTyT HaXOJUTHCSI HE BCE pa3Mepbl YITAKOBOK™.
[Tpumep 2.
<ITo 1 mn cycnen3uu Bo (puakoHe (cTexsio I Tuma) ¢ ymiaoTHUTEIEeM MOpIIHS (
XJIOpPOYTHIIKAYy4yK) B KOMIUIEKTE C UIJIOM B yIakoOBKe 1o | mryke.>.
[Tpumep 3.
<IIo 0,5 ma cycnensuu u 0,5 M1 pacTBopa B IPEABAPUTEIHHOM 3aIIOJIHEHHOM LIITPUIE (
cTekiio | Tuna) ¢ qBOMHON KaMepoi, yIUIOTHUTENEM MOPIIHA (CMeCh XJIOPOYTHUIKaydyKOB),
KOJIMAYKOM HaKOHEe4YHUKa (OpoMOyTMiKaydykK) H OOXOJHBIM  yIJOTHHUTENEM  (
OpoMOYTHUIIKaydyK) B YIIAaKOBKE 10 1 mITyKe.>.
[Ipumep 4.
<ITo 10 mx (20 x 0,5 mut 103) cycrnien3uu Bo ¢uiakone (cTekso [ Tumna) ¢ yrotHurenem (
OpoMOYTHIIKay4YyK) B YIIAKOBKE IO 1 ImITyKe.>.



IMMPUJIOXKEHUE Ne 4
k TpeboBaHUSIM K HHCTPYKIHH TI0
MEUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIperapaTa u oouiei
XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara Juisi MeJUIUHCKOTO
MPUMEHEHHS

CHocka. [Ipunoxenue 4 ¢ n3MEHEHUsIMU, BHECEHHBIMU penieHneM Cosera EBpasuiickoi
sKoHOMHUYECKOM kKomuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIY IO UCTEYECHUH 6 MECSIIEB C
JaThl €ro 0(UIUATBLHOTO OIYOJIMKOBAHUS).

VKA3AHUA

IO MCIIOIE3yEMEIM TEPMHHOIOTHIECKHM CIIOBapsAM IIPH ONMHMCAHUH He)KeIaTeNbHEIX PeaKIuii B
HHCTPYKIIMH 10 MEUIMHCKOMY IPMMEHEHHUIO JIEKAPCTBEHHOTO IIPenapaTa 1 oomeit
XapaKTEePUCTHUKE JIEKAPCTBEHHOTO Ipenapara 111 MEAUIMHCKOTO IPUMEHESHHS

Bce HexenarenbHbIE JIEKAPCTBEHHBIE PEAKIIMUM HEOOXOJAMMO CTPYNIUPOBATH B
COOTBETCTBHHU CO CIJIEIYIOIIUM MOPSAJIKOM Ha OCHOBAHUM CUCTEMHO-OpraHHbIX KjaaccoB (COK)

YtoObl MpoBEeCTH MACHTU(PHUKALNIO HEXKENATeNbHbIX peakiuil Hauboyiee MPOCTHIM U
KJIMHUYECKU MOAXOIALIMM JJis YWUTATeNss CHOCOOOM, K pAacIOJIOKEHHI0 TEPMUHOB
HE00X0AMMO NMPUMEHATH MparMaTUUHbINA Moaxo . Hanpumep, B HEKOTOPBIX Caydasx MOJIE3HO
UCKJIIOUUTEIBHO B OOLIEH XapakTEepUCTHKE JIEKapCTBEHHOrO Ipenapara HCIO0JIb30BaTh
BropuuHoe COK-pacrnonoxeHrne HEKOTOPBIX MPEANOUYTUTENbHBIX TepMHUHOB (nanee — I1T).
Hanpumep, eciiu B 00111e#i XapaKTepUCTHUKE JIEKAPCTBEHHOTO Mpenapara HaUIeKUT BKIIOYUTh
[IT "Hapymenue ¢yHkunoHanpueix mnpod mneuenu", "l'ematut" u "lleyeHounas
sHIedamonaTus", Bce OHU MOTYT ObITh yKazanbl B COK "HapyieHnus co CTOpOHBI ITeYeHU U
KETUEBBIBOAAIIMX MyTei", a He pacnpenenaTs ux no COK "HapymieHust co CTOpOHBI ITEYEHU

U KemdeBmIBOIsMX mnyTei", "HapymieHuss co CcTOpOHBI HEPBHOM cucTeMbl" u "
JlabopaTopHble 1 MHCTpYMEHTAJIbHBIC JaHHbIE" .
[Iepeuens COK:

WH(EKIMY 1 MTHBA3WU;
T00pOKAaYECTBEHHBIE, 3JI0KAaYeCTBEHHBIC U HEYyTOUYHEHHBIE HOBOOOPa30BaHUs (BKITIOYAS

KHUCTBI U MOJIUIIbI);

HApYIICHUS CO CTOPOHBI KPOBHU M IMM(PATHUESCKOW CHCTEMBI;

HAPYIIEHUS CO CTOPOHBI UMMYHHOU CHCTEMBI;

SHJIOKPHUHHBIC HAPYIICHUS;

HApYIICHUS META00M3Ma U MUTAHNUS,

NICUXWYECKUE HAPYIICHHUS;

HApYIIECHUS CO CTOPOHBI HEPBHOM CHCTEMEI;



HapYIIEHUS! CO CTOPOHBI OpraHa 3pEHHUS;

HapyLIEHUsl CO CTOPOHBI OpraHa ciiyxa v JaOUpUHTA;

HapyLIEHUs1 CO CTOPOHBI CEPAILIA;

HapyLIEHUsI CO CTOPOHBI COCYIOB;

HApPYIICHUSI CO CTOPOHBI ABIXaTEIbHOM CHUCTEMBI, OPraHOB TPYAHOW KIETKH M
CPENOCTEHUS;

KTy I0YHO-KUIIICUHbIE HAPYIIICHHUS;

HapYILIEHUS! CO CTOPOHBI IEYEHU U JKEITUYEBBIBOSIINX MTyTEH;

HapYIICHUSI CO CTOPOHBI KOXKHU U TTOJAKOXKHBIX TKaHEH;

HapyUIEHHS CO CTOPOHBI MBIIIIEYHOM, CKEJIETHOM U COCIMHUTEIIBHON TKAHU;

HapYIICHUS CO CTOPOHBI MOYEK U MOYEBBIBOASIINX MMYTEH;

OEpEMEHHOCTbD, OCAEPOAOBBIN IEPUOJI U TEPUHATAIBHBIE COCTOSHHUS;

HapyILIEHUS! CO CTOPOHBI PENPOAYKTUBHOM CUCTEMBI M MOJIOYHBIX JKEJIE3;

BPOJKJICHHbIE, CEMEMHbBIE U TEHETUYECKHE HAPYILICHHUS;

oOlue HapyIIEeHUsI U PeaKkIuu B MECTE BBEJICHUS,

71ab0paTOpHbIE U UHCTPYMEHTAJIbHBIE JAHHBIE;

TpPaBMbl, UTHTOKCUKAILIMHU U OCIIOKHEHUS MPOLEYD;

XUPYPrudecKre U MEAUIIMHCKUE TTPOLIECAYPHI;

collMajbHbIe OOCTOATEILCTBA.

Ornucanue HeXelaTeIbHON peaklnK JOJKHO OCHOBBIBATHCS HA HAaMOOJee MOIXOSAIIEM
tepmuHe. Kak npaBuiio, 3To ypoBeHb IIT, oHaKo B HEKOTOPBIX Clydasx LEIecOo00pa3HO
UCIIOJIb30BaTh TEPMHUHBI HU3IIETO ypoBHs (nmanee — THY) unu rpynmnoBble TEpMHUHBI,
Hanpumep, BbICOKOro ypoBHs (nanee — TBY). Jlomyckaercs agantupoBaTh HAMMEHOBAHUS
IPYNIOBBIX TEPMHUHOB, €CIM J3TO JeNaeT HX O0oyiee MOHSATHBIMM YUTATEIIO0 OOIIeH
XapaKTepUCTUKH JIEKApCTBEHHOTO IIpernapara, Hamnpumep, abOpeBuatypst HBJIP (He
BKJIIOUCHHBIM B japyrue pyopuku) u HY (HeyTouHeHHBIN) B OOIIEeH XapaKTEpUCTHKE
JIEKapCTBEHHOr0 Tpernapara MCIoJib30BaTh He cienyeT. [lopsIok cioB Npu yKa3zaHHUH
HEXENATeIbHOW PEaKIuu JOJDKEH OBITh €CTECTBEHHBIM ISl MPUHATON MEIUITMHCKON
TEepMHUHOJIOTUHM, Hampumep, "HHTepcTuimanbHas mnHeBMoHUsS", a He "lIIHeBMOHUA
UHTepcTUlMaibHas". B HEKOTOpBIX cllydasix B UENSIX YJIYYIIEHUS BOCIPUATHUSA
1eJecoo0pa3Ho HECKOJIbKO MOAU(UIIMpOBATH TEPMUHBI. B OTHOIIEHHM KOHKPETHOTO
COCTOSIHHS CJIEIyeT MCIOJIb30BaTh HanboJyiee MIMPOKO MPUMEHSIEMBII TEPMUH, HaIpUMED,
MOXKET oOKazaThCsi Oolee IerecooOpa3HeiM ykazanue "cuniapom CtuBeHca-l>koHcoHa"
HEXKEJIM "3710Ka4YeCTBEHHAs SKCCyJaTUBHAs SpuTemMa’.

B npenenax kaxmoro COK HexenarenbHbIe pEaKIuu CIEAyeT KIacCUuPUIMPOBAThH B
COOTBETCTBMM C YACTOTOM MX BO3HUKHOBEeHHs. llepen omnpeneneHueM 4YacTOTHI
BO3HUKHOBEHHUSI HEXKEJIATEJIbHBIX SIBICHUW HAa OCHOBAaHUM CHCTEMAaTU3UPOBAHHBIX
UCCIIEOBaHUM (KIIMHUYECKUX MCCIEAOBAHUI M IPYTMX UCTOYHUKOB) B IIENSAX JOTHUYECKON
IPYNIIUPOBKH KIMHUYECKU POJCTBEHHBIX COCTOSHHMM CIEAYET MCIOJIb30BaTh HaJJIeKallue



YypOBHM Hepapxuu. Hamnpumep, y MNalUMEeHTOB pPETMCTPUPOBAIOCH '"MOCTYpPAIbHOE
rOJIOBOKpY>KeHHUE", "TOJIOBOKpYKEHUE HaNpsKeHUs" U "HEYTOUHEHHOE rOJIOBOKpYkeHue" (¢
qacToTol 2 % Kaxzaoe), UX MOXHO OOOCHOBAaHHO OTpa3uTh B OOIIEH XapakTEepUCTHUKE
JIEKapCTBEHHOI'0 TMpernapaTa Kak 'ToJoBokpyxkeHue" ¢ yactoro 6 % mnarnueHToB (
npeamnosiarasi, 4ro KaXJAOMY MAaIlMeHTy COOTBETCTBYET JHIIb OJHO COOOIIEHHE O
rOJIOBOKPYXEHHH). B HEKOTOpBIX ciyyasXx TakKe LeJecoo0pa3HO HCMOJb30BaTh
CUTYaTUBHYIO TPYIIHUPOBKY TEPMUHOB WJIM aJalTHPOBATh TPYIIIOBbIE TEPMHHBI, €CIIU
UMEIOLIMECs TPYIIOBbIE TEPMHUHBI HE MOTYT OBITh MOJHOCTHbIO NMPUMEHUMBI, HalpUMED,
COOOIICHMS O HEXeNaTelIbHbIX PEeaKIMIX MpeACcTaBieHbl Kak "nuapes”, "ycyryOnenue auapeu
" "msrkuit ctyn", "kuakui cryn", "THnepMOTOpUKA KUIIIEYHHUKA' U T. ., MOKHO BCE B LIEJISIX
3HAYMMOCTH U YIIYUIICHHUS] BOCIPUATHS 00IIEH XapaKTEPUCTUKHU JIEKAPCTBEHHOIO Mpernapara
naueHTaMu OOOCHOBAHHO TMPEACTAaBUTh B BUJE €AUMHOro TepMuHa "guapes". s

OIIpCACICHUS 9aCTOThI AUAPCHU CIICAYCT HCIIOJIB30BATh O6HIC€ KOJIMYCCTBO TaKUX CIIYy4acCB.

IMPUJIOXKEHHUE Ne 5
K TpebGoBaHUAM K HHCTPYKIMH IO
MEAULIUHCKOMY NTPUMEHECHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEPHUCTHKE JIEKapCTBEHHOTO
mpenapara Jyuis MEJUIHHCKOTO
MPUMEHEHHS

ITPUMEPBI
($hopMyIHpOBOK, HCIIOJIE3YEMEIX B paszeiie 4.6 ("bepeMeHHOCTh M J1akTaua") oomeit
XapaKTepPHCTHKE JIEKAPCTBEHHOTO Ipemnapara

B Hacrosmux npuMepax, BBEACHBI CIEAYIONIME MTpaBuia HCIOIb30BAHMS CKOOOK:
{TekcT} — B MoJie MEXJy CKOOKaMu BHOCHUTCS MH(GOpMaALMS MCXOJA U3 COCTaBa U
0COOEHHOCTEM JIEKAPCTBEHHOIO Mpenapara;
<TEKCT> — B MOJI€ MEXITy CKOOKaMH TEKCT BRIOUPACTCS WM YJAISIETCS U3 MPEIT0KESHHBIX
CTaHAAPTHBIX (POPMYJIHMPOBOK B 3aBUCUMOCTH OT JIEKAPCTBEHHOIO Mpernapara;
[TEKCT] — B IOJIe YKa3aHO YCIOBUE WM KOMMEHTAPUN K TEKCTY, PACIOI0KEHHOMY TEpe
HUM.

1. IToxpasnen "bepemennocts"

ITpumep 1:

<OnbIT IPUMEHEHUS Y YETIOBEKA [yKa3aTh| CBUAETEILCTBYET O TOM, UTO {JEHCTBYIOIIEE
BEILECTBO} BBI3BIBAET <BPOXKJICHHbIE IOPOKU [yKa3aThb| MpPHU BBEIECHUH BO BpeMs
OepeMeHHOCTH.> [MiH]| <BpeaHble (hapMakojgorunyeckue 3PpQPexTol BO BpemMsi OEpeMEHHOCTU U
(wnn) y mona (HOBOPOXKIEHHOT0).>



{ToproBoe HaMeHOBaHUE} MPOTHBOMOKA3aHO <BO BpeMs OEPEeMEHHOCTH><BO BpeMs {
TpUMeECTp} OEpEeMEHHOCTH> (B JAaHHOM CJIy4ae — 3TO CTPOroe MPOTUBOIMIOKA3aHUE, CM. pa3ei
4.3).

<)KeHIMHBI C AETOPOJAHBIM MOTEHIUAIOM JOKHBI UCIOIb30BAaTh HA/ICKHBIE METObI
KOHTpAaLEeNUu <BO BpeMs <H BIUIOTH 10 {UUCIIO} HEJEb MOCIE 3aBEPILIECHUS> TePAIIUU.>>.

[Tpumep 2:

<OnbIT IPUMEHEHUS Y YETIOBEKA [yKa3aTh| CBUAETEILCTBYET O TOM, UYTO {JCHCTBYIOIIIEE
BEIIIECTBO} MOJKET BBI3BIBATH BPOXKJCHHBIE MOPOKH [yKa3aTh| MpHU BBEACHUU BO BpPEMS
OEpEeMEHHOCTH.

a) <B uccnenoBaHusAX Ha )KMUBOTHBIX OOHAPYKEHA PEMPOTYKTUBHAS TOKCUYHOCTH (CM.
pasnen 5.3).>

[nnu]
0) <MccnenoBanuit penpoyKTUBHOW TOKCHYHOCTH Ha XKMBOTHBIX HEJIOCTATOYHO (CM.
paznen 5.3).>

{ToproBoe HauMeHOBaHHUE} HE CIEAYET MPUMEHAITh <BO BpeMsi OEpEeMEHHOCTH><BO
BpeMsi {TpUMecTp} OEpPEMEHHOCTH™>, €CJIM TOJbKO KIMHUYECKOE COCTOSIHUE >KCHIUHBI HE
TpeOyeT Tepanuu {ACHUCTBYIOIINM BEIIIECTBOM |} .

<JKeHIIMHBI C AETOPOJAHBIM MOTEHIHUAIOM JOJKHBI UCIOIb30BAaTh HA/IEKHBIE METObI

KOHTpAIENIUU <BO BpeMs <d BIUIOTH JI0 {UUCIIO} HENEh MOCIIE 3aBEPIICHUS> TePATuu.>>.
[Tpumep 3:
<OnbIT IPUMEHEHUS Y YETIOBEKA [yKa3aTh| CBUAETEILCTBYET O TOM, UTO {JCHCTBYIOIIEE
BEILIECTBO} MOJKET BBI3BIBATH BPOXKJIEHHBIE MOPOKH [yKa3aTh| MpHU BBEACHUU BO BpPEMS
OEpEeMEHHOCTH.
HccnenoBanus penpoyKTUBHOM TOKCUYHOCTH Ha KUBOTHBIX HE CBUAETEIBCTBYIOT O
HaJIMYUH NPSAMBIX UM HENPSIMBIX BpeAHbIX 3P PeKToB (cM. pazaen 5.3).>

{ToproBoe HaMEHOBaHHE} HE CIEAYeT MPUMEHSITh <BO BpeMs O0€pEMEHHOCTH><BO
BpeMs {TpuMecTp} OEpeMEHHOCTH™>, €CJIM TOJIbKO KIMHUYECKOE COCTOSHUE >KEHIIMHBI HE
TpeOyeT Tepanuu {IelCTBYIOUIUM BEIIECTBOM } .

<JKeHUuHBI ¢ AETOPOIHBIM MMOTEHIIMAJIOM AOJIKHBI UCIIOIb30BaTh HAJAECKHBIE METOBI

KOHTpAaLEeNn1y <BO BpeMs <H BIUIOTh 10 {UUCIIO} HEJEIb MOCIE 3aBEPIICHUS> TePAIUU.>>.
[Tpumep 4:
</lanHblE O MPUMEHEHUH {AEHUCTBYIOLIErO BEUIECTBA} y OEPEMEHHBIX >KEHUIMH
OTCYTCTBYIOT WJIM OTPAHUYECHBI.

a) <B uccnenoBaHusAX Ha JKMBOTHBIX OOHApY’)KEHA PENPOJYKTUBHAS TOKCUYHOCTH (CM.

pazaen 5.3).>
[mm]

0) <WccnenoBanuii penpoayKTUBHOW TOKCHYHOCTH HA KUBOTHBIX HEJIOCTATOYHO (CM.

pasnmen 5.3). >



[Ipumenenue {TOoproBoe HaMMEHOBaHUE} <BO BpeMs OEpPEMEHHOCTU><BO BpeMs {
TpUMECTpP} OEPEMEHHOCTH> U Y JKCHIIIUH C JIETOPOJAHBIM MOTEHIIMATIOM, HE UCTOJIb3YIOIINX
KOHTpaUCNInio, HE pPCKOMEHAYCTCS. >>.

[Tpumep 5:

</lamHBIE O TPUMEHEHUH {JCHCTBYIOMIETO BEMIECTBA} y OCPEMEHHBIX >KCHIIWH

OTCYTCTBYIOT WM orpanuueHbl (MeHee 300 nucxo10B 6EpeMEHHOCTH).
UccnenoBanus penpoyKTUBHOM TOKCUYHOCTH Ha KUBOTHBIX HE CBUACTEILCTBYIOT O
HAJIMYUU TPSMBIX WU HEMPSIMBIX BpeAHbIX 3P dekToB (cM. pazaen 5.3).>
B kadecTBe mpeaynpeauTeabHOM Mephl MPEANOYTUTEIFHO HE MPUMEHSTh {TOPTOBOE
HaMEHOBaHHE} <BO BpeMs OEPEMEHHOCTH><BO BpeMsl {TpUMecTp} OEpEeMEHHOCTH.>>,
[Ipumep 6:
<Cpennuii 00beM JaHHBIX O IPUMEHEHUHU {JCHCTBYIOIIErO BEIIECTBA} Y O€pEMEHHBIX
xeHmuH (300 — 1000 ncxomoB 6€peMEHHOCTH) CBUIETEIBCTBYET 00 OTCYTCTBHH MOPOKOB
pa3BuTUA U PeTo- U (UIK) HEOHATATLHON TOKCUYHOCTH.
a) <B uccnenoBaHusAX Ha KMUBOTHBIX OOHAPYKEHA PEMPOIYKTUBHAS TOKCUYHOCTH (CM.
pasnen 5.3).>
[mmm ]
0) <UccnenoBanuii penpoayKTUBHOW TOKCUYHOCTH HA KMBOTHBIX HEJOCTATOYHO (CM.
pazaen 5.3).>
B kxauectBe mpeaynpeauTeabHON Mepbl MPEANOUYTUTENbHO HE TPUMEHSATh {TOProBOe
HAaWMEHOBaHUE} <BO BpeMsi OEPEMEHHOCTH><BO BpeMsl {TpUMecTp} OepeMEHHOCTH.>.
[Tpumep 7:
<CpenHuil 00beM TaHHBIX O TPUMEHEHUHU {/IEUCTBYIOIIETO BEUIECTBA} Y OEpPEMEHHBIX
xeHuH (300 — 1000 ucxon0B OEPEMEHHOCTH) CBUIETEIBCTBYET 00 OTCYTCTBHH MOPOKOB
pa3BuTUA U PeTo- U (UIK) HEOHATATLHON TOKCUYHOCTH.
HccnenoBanus penpoyKTUBHOM TOKCHYHOCTH HA KUBOTHBIX HE CBUAETEILCTBYIOT O
HaJIMYUU PEIPOTYKTUBHOM TOKCUYHOCTH (CM. paszen 5.3).
[Ipumenenue {ToproBoe HaMMEHOBaHUE} <BO BpEMsl OEPEMEHHOCTHU><BO BpeMs {
TPUMECTpP} OEPEMEHHOCTH> MPU HEOOXOIUMOCTH BO3MOMKHO.>.
[Tpumep 8:
<bonpmoit 00beM MaHHBIX O OepeMeHHBIX eHIuHax (6omee 1000 mcxomoB
OEpeMEHHOCTH) CBHJIETEIBCTBYET 00 OTCYTCTBUM MOPOKOB pPa3BUTUS U (eTo- U (WIH)
HEOHATAIbHOW TOKCUYHOCTHU MPU MPUMEHEHHUH {JICHCTBYIOIIETO BEIIECTBA}.>.
{ToproBoe HauMEHOBAaHHUE} JOIMYCKAETCSI MPUMEHSITHh <BO BpeMs 0€pEeMEHHOCTU><BO
BpeMs {TpuMecTp} OEPEeMEHHOCTH >, UCXOI U3 KIMHUIECKON HEOOXOIUMOCTH.
[Tpumep 9:

<Bnusinue Ha OEpPEMEHHOCTh HE OXKHAAETCS, MOCKOJBKY CUCTEMHAsl IKCHO3UIUS {

JEHCTBYIOIIETO BEUIECTBA} HUYTOXKHA.>



{ToproBoe HanMeHOBaHHE} IOMYCKAETCS MPUMEHSTh BO BpeMsi OepeMeHHOCTH. (
Hampumep, JiekapcTBEHHBIE Mpenaparbl, HUYTOXKHAs CUCTEMHAs SKCIO3UIUS (HUYTOXKHAS
cucTteMHas (hapMaKoJIMHAMHYECKAss aKTUBHOCTH) KOTOPBIX MOJTBEPKICHA B KIMHUYECKUX
YCIIOBHUSX). >.

2. IToppaznen "Jlakramus"

[Tpumep 1:
<{/lelicTBytolllee BEIIECTBO} (META0OJUTHI) MIPOHUKAIOT B IPYTHOE MOJIOKO YEJIOBEKA,
MOKa3aHO BIMSHUE HA HOBOPOKICHHBIX (JI€TEH), HAXOASIIUXCS HA TPYAHOM BCKapMIIMBAHUH,
MaTepHu KOTOPBIX IPUMEHSIIH Mperapar.;
[mmm ]
<{JleiicTByro111€€ BEIIECTBO} (METAOOINTHI) OOHAPYKEHBI B OPTaHU3ME HOBOPOKACHHBIX
(meTeit), Martepw KOTOPHIX NPUMEHSIM Tpenapar. <Bnusaue {dapMarieBTHIECKOM
CyOCTaHIIMM} Ha HOBOPOXKJCHHBIX (JIeTel) Heus3BecTHO.> uiu <CBeNeHHN O BIMSHHUM {
JIEUCTBYIONIETO BEIIECTBA} HA HOBOPOXKJIEHHBIX (JIETEH) HEIOCTATOYHO.>;
[mmm]
<{JlelicTByto11ee BeniecTBO} (MeTabOIUTHI) MPOHUKAIOT B TPYAHOE MOJIOKO YEJIOBEKa B
KOJINYECTBE, JIOCTATOYHOM JUISi OKa3aHWs BIMSHUS Ha HOBOPOXIEHHBIX (merei),
HaXOJISAITUXCS HAa TPYTHOM BCKapMJITUBAaHUH. >
<{ToproBoe HaMMEHOBaHHE } <TPOTHUBOMOKA3aHO B MIEPHOJI TPYAHOTO BCKapMIMBAHUSA (CM
. paznen 4.3)> unu <He cleayeT MPUMEHSTH B TIEPUOJI TPYIHOTO BCKAPMIIMBAHUS.>;
[nnu]
<B mepuon snedeHus {TOProBoe HaMMEHOBaHUE} I'PY/IHOE BCKapMIIMBAHHUE CIEIYET
MIpPEKpaTUTh.>;
[mmm ]
<Heo6xoaumo NpuHATH penieHue 0o 0 MpeKpalleHy rpyJHOr0 BCKapMIIMBAHHUSL, TUOO
00 OTMEHE Tepanuu {TOProBO€ HAMMEHOBAHME |, MPUHUMAS. BO BHUMAHUE TOJIb3Yy TPYIHOTO
BCKapMJIMBAHHMS JIJIs peOCHKA U TTOJIB3Y TEPAITHH IS )KCHIIUHBL. >,
[Tpumep 2:
<CpeneHHUs 0 TPOHUKHOBEHUH {JIEHCTBYIOLIETO BellecTBa} (METabOJUTOB) B TPYAHOE
MOJIOKO YeJIOBEKAa OTCYTCTBYIOT.>;
[mmm]
</laHHBIX O TPOHMKHOBEHHMH {JIEUCTBYIOUIErO BEHIECTBa} (META0OJMUTOB) B IPYyJIHOE
MOJIOKO Y€JIOBEKa HEJJOCTaTOYHO.>;
[nnu]
<JlaHHBIX O IPOHUKHOBECHHUH {JCHCTBYIOIIETO BEIIeCTBa} (METaOOIMTOB) B I'PYyAHOE
MOJIOKO XUBOTHBIX HEJOCTATOYHO.>;
[nnu]



<dapMakoMHAMUYECKHE (TOKCUKOJIOTHUUECKHUE) TaHHbIC, TTOJIyYCHHBIE Ha KUBOTHBIX,
CBUJIETENBCTBYIOT O IPOHUKHOBEHUU {/IEWCTBYIOIIETO BEUIECTBA} (META0OOIMTOB) B TPYyAHOE
MOJI0KO (O0see moapoOHO cM. pazaen 5.3).>;
[nnu]
<DU3NKO-XUMUYECKUE JAHHBIE MPEANOJaraloT MPOHUKHOBEHHE {IEHCTBYIOUIETO
BelecTBa} (MeTaboIMTOR) B TPYIHOE MOJIOKO YeJIOBEKa.>.
<He uCKIIIOYEeH PUCK ISl HOBOPOXKIEHHBIX (JIeTEi).>.
<{ToproBoe HauMeHOBaHKE} <IMPOTHUBOIMOKA3aHO B MEPUOJ TPYJHOTO BCKapMIMBaHUS (
cM. pazzen 4.3)> [win] <He ciaeayeT NPUMEHSITh B IEPUOJI TPYAHOIO0 BCKapMIIMBaHUS>.>;
[mmm ]
<B mepuon snedeHuss {TOProBoe HaMMEHOBaHHUE} I'PYJIHOE BCKapMIIMBAHHUE CIEIyeT
PCKPATUTH.>;
[mm]
<Heo06xoaumo NpUHATH penieHue 0o 0 MPeKpalleHHH Py IHOTO BCKapMIIMBAHHUSL, TUOO
00 oTMeHe Tepanuu {TOproBoe HaMMEHOBAaHHE }, MPUHUMASI BO BHUMAaHUE O3y IPYIHOTO
BCKapMJIMBAaHUS 1711 peOCHKA U MOJIb3Y TEPANUHM JIJIS )KEHILUHBI.>.
[Tpumep 3:
<BnusHue {aeHCTBYIONIEr0 BEIIECTBA} HA HOBOPOXKJICHHBIX (JI€TEH), HAXOAMIUXCS Ha
TPYAHOM BCKapMJIMBAaHUU MAaTEPSIMH, MPUHUMAIOIIMMHU TperapaT, He 00HapyKeHO.>;
[mm]
<B CBSI3M C HUYTOXHOW CHUCTEMHOM 3KCHO3UIMEN {IEHCTBYIOIIETO BEIIECTBA} Y
KOPMSIIIEH TPYAbIO KEHIIMHBI BIUSHUS HA HOBOPOKIECHHOrO (peOeHKa), HaXOIAIIErocs: Ha
IPyAHOM BCKapMIIMBaHUU, HE OKUAACTCS.>;
[mmm ]
<{[eiicTByIOIIEE BEIIECCTBO} (METAOOJUTHI) B IJIa3ME€ HOBOPOXKJICHHBIX (IeTeil),
HaXOJSIIIMXCS HAa TPYJHOM BCKAapMIIMBAHUM, MATEPH KOTOPBIX MPUMEHSIIM Tpemapar, {
oOHapy’KeHbI {yKa3aTh KOJIMYECTBO} [MJIH]| HE OOHAPYKEHBI |.>;
[nnu]
<{JlelicTByoI1I€E BEIIECTBO} (METaOOIUTHI) HE MPOHUKAIOT B ITPYAHOE MOJIOKO UeJIOBEKa.

[mmm ]
<{JlelicTBytolllee BEIIECTBO} (META0OJUTHI) MPOHUKAIOT B IPYJHOE MOJIOKO YEJIOBEKa,
OJIHAKO B T€PANEBTUYECKHX JI03aX {TOProBOE€ HAUMEHOBAHKE | BIUSHUE HA HOBOPOXKICHHBIX (
JIeTel) He 0XKUIaeTCs.>,
{ToproBoe HamMEHOBaHHUE} JOMYCKACTCS MPUMEHITH B TEPUOJ TPYIHOTO

BCKapMJIMBAHUA.
I[MTPUIJIOXEHUE Ne 6

K TpebGoBaHUAM K HHCTPYKIIMH IO
MEIUIIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO Npemnapara 1 o0mien



XapaKTCPUCTUKE JICKAPCTBECHHOT'O
npenapara sl MEAUIUHCKOT O
TIPUMCHEHUA

CTAHJJAPTHBIE ®OPMYJIMPOBKHA
IUIA yKa3aHWA yCIOBUH XpaHEHW JIEKapCTBEHHEIX IIPEapaToB

<He xpanute nipu temmepatype Bbiiie [25C, 30C]> winu <XpaHUTh NpU TEMIIEpAType
Hxke [25C, 30C]>;
<XpaHuth B xonoawibHuke (2 8C)>;
<XpaHUTb U NIEPEBO3UTH B XoJoAMIbHUKE (2 8C)>*;
<XpaHuTh B MOPO3WIILHOW KaMepe IIpU TEMIIEpaType [TeMIepaTypHbIi Juana3oH |>;
<XpaHuTh M TPAHCIOPTHUPOBATH B 3aMOPOXKECHHOM BHJIE MNpPHU TemIieparype [
TEeMITepaTypHBII TUama3oH [>**;
<He oxyaxxgats> i <He 3amMopaxuBaTh>;
<XpaHUTb B OPUTUHAIILHOMN [BU YIAKOBKH |>*%%*;
<XpaHUTb [BUJI IEPBUYHON YIAKOBKH (KOHTEMHEpA)|*** MIOTHO 3aKpBITHIM>* ***;
<XpaHUTb [BU]J NEPBUYHON YIAKOBKH (KOHTEWHEpa)|™*** Bo BHEIIHEN yHakOBKe>****;
<JlekapcTBeHHBIN TIpenapat He TPeOyeT CIeHAIbHBIX YCIOBUI XpaHEHUS >,
<JlexapcTBeHHBIN mpenapar He TpeOyeT CHeluajbHbIX YCIOBUM XpaHeHUus, [
TEMITePATyPHBIN HATTa30H |>**#%**;
<... UIsl TOrO, YTOOBI 3aIIUTUTH OT [CBETA, BJIArU|>.
[Iprmevanus:
B nacrosmux crangapTHbIX (HOPMYJIHMPOBKAX, BBEACHBI CJIEAYIOIIHME IpaBuia
MCITIOJIb30BaHUs CKOOOK:

[TekcT] — B moJie MEeXTy CKOOKaMH BHOCUTCSI MHPOPMAIIUS UCXOJS U3 YKAa3aHHBIX B HUX

YCIIOBHI;
<TEKCT> — B MOJI€ MEXKTY CKOOKaMH TEKCT BRIOUPAETCS WM YJAISIETCS U3 MPEITI0KESHHBIX
CTaHAAPTHBIX (POPMYJIHUPOBOK B 3aBUCUMOCTH OT JIEKAPCTBEHHOTO Mpernapara.

* JlanHble IO cTAaOMIBHOCTH, TTOTy4deHHBIE B 25 C / 60 % OTHOCHUTETHHON BIAXKHOCTH (
ACC) nomxHbl ObITh MPUHSATHI BO BHUMAaHHE MPHU MPUHITHU PEUICHUS O BO3MOXKHOCTHU
TPAHCIOPTUPOBKU MPH OTCYTCTBUM OXJAXIAEHHSA. ITO JIOMYCKAETCS TOJBKO B
UCKITIOUUTETBHBIX CITydasx.

** Yka3zaHue J0IMyCKAaeTCs UCIOIb30BATh, TOJBKO €CIIH MO Pe3yIbTaTaM HCCIIeIOBAaHUN
CTaOMJIBLHOCTHU MPUHSATO COOTBETCTBYIOIIEE PEIICHHUE.

*#* KoHKkpeTHOE Ha3BaHHE BUJA YIAaKOBKH, KOTOpas OyAeT UCHOIb30BaThCs (HapuMep,
OyTbUIKa, OJTUCTED U T. T1.).

*##* CremyeT UCTIONIb30BaTh, €CJIU JIEKAPCTBEHHBIN MpenapaT YyBCTBUTEIEH K CBETY U (
WJIN) BJare.



kA% B 3aBUCUMOCTH OT JIEKAPCTBEHHOM (DOPMBI U CBOWCTB JIEKAPCTBEHHOTO Mperapara
MOKET OBITh PUCK YXYIICHHS KauecTBa U3-3a ACHCTBUS PU3HUECKUX (PaKTOPOB, HAIIPUMED,
€CJIM TIOJIBEPTaeTCs BO3/ICHCTBUIO HU3KUX Temmeparyp. Huskue temmepaTypbl B HEKOTOPBIX
ClIy4asiXx MOTYT OKa3bIBaTh BIMSHUE HAa yIMaKOBKY. HeoOX0IMMO JTOTIOJIHUTENIEHO YKa3bIBaTh

3Ty BO3MOYKHOCTb.
TIPUJIOXKEHUE Ne 7

K TpeOoBaHMSIM K MHCTPYKIHH TIO
MEIUIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0rmeit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
npenapara Juis MEJULIUHCKOTO
MPUMEHEHHS

TPEBOBAHMA
K YKa3aHMIO MaKCHMAJIFHOI'0 CPOKa XPaHEHHA CTEPHIBHEIX JIEKAPCTBEHHEIX IIPEMApaToB MOCie
IIEPBOr0 BCKPHITHSA WM BOCCTAHOBJICHHS

1. O6mue cBeaeHua

HacTosimuit 1oKyMeHT pacnpoCTpaHsSeTCs Ha BC€ CTEpUJIbHBIE MpemnapaThbl s
MEAMIIMHCKOTO MTPUMEHEHHUS, 32 UCKITIOYCHHEM paanodapMaleBTUYECKUX U MTPUTOTOBIISIEMBIX
WK MOJIU(UIIMPYEMBIX €X temporo.

[TockosbKy mpenyragaTh BC€ BO3MOKHBIE YCIOBHS, MPH KOTOPBIX Ipenapar OyayT
BCKpPBIBaTh, Pa3BOJINTh, BOCCTAHABIUBATh, XPAHUTh U T. II., 3aTPYAHUTEIBHO, TI0JIb30BATEIIb
HECET OTBETCTBEHHOCTh 3a MOJJIEpKaHUE KauecTBa JIEKAPCTBEHHOIO Mpenapara, BBOJUMOTO
nanueHty. B mensx coaeicTBUs NOJIb30BATENI0 JIEP)KATEAb PETHMCTPALlHOHHOTO
YAOCTOBEPEHUS 00s13aH MPOBECTH HEOOXOIMMBIE UCCIIEIOBAHUS U YKa3aTh COOTBETCTBYIOIINE
cBeneHus B mH(popMammu mns mois3oBatens (Hampumep, OXJIIL, JIB, mapkupoBke) B
COOTBETCTBHH C NIPUMEPaMH, YKa3aHHBIMU HUKE U BBIJICTICHHBIMU KYPCHUBOM.

B oTHOLIEHMU CPOKOB M YCIOBUW XPAHEHUS OTIAEIBHBIX KAaTErOPHUMl CTEPUIBHBIX
JIEKapCTBEHHBIX MPEMapaTOB MOCIE UX BCKPBITUS 3aSBUTENI0 HEOOXOIMMO TAaK)K€ YUUTHIBATD
pekomenaanuu Papmakoneun Corosa.

B HacTosillleM NMPUIIOKEHUU PACCMATPUBAETCA CPOK MEXAY BCKPBITUEM MEPBUYHOU
YIAKOBKHM (KOHTEHHEpa) JIEKapCTBEHHOr 0 Mpenapara 1 BpEMEHEM €ro BBEJEHUS MalUeHTY,
MPOIOKUTEILHOCTh BBEJCHUS KaK TAKOBAs HE YUUTHIBACTCS.

2. Be3akoHCEpBaHTHEIE CTEPIIBHEIE IIPENapaThl

2.1. O0uue yka3aHusl.
<Xumnueckasd U (pusndeckas CTaOMIBHOCTh TOTOBOTO K MIPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara MmoATBEPKIeHA B TeUeHHE X yacoB (qHel) npu'y C.>;



<C MHKpOOHOJIOTUYECKONW TOYKH 3pEHUsl, €CIIM METOJl BCKPBHITHs (BOCCTAHOBIICHMS,
pa3BeJieHUs) HE NPEensTCTBYeT MUKPOOHOW KOHTaMHUHAllMH, JIEKapCTBEHHBIN Mpenapar
MOJJIEKUT HEMEAJICHHOMY NPUMEHEHHIO.>;

<Ecnu JiekapCTBEHHBIN Mpenapar He BBEJAEH HEMEJIEHHO, XpaHEHHWE TOTOBOTO K
MPUMEHEHHUIO JIEKAPCTBEHHOTO TpernapaTa U 00ecreueHrne yCIOBUN SABIIAETCS 00513aHHOCTHIO
MOJIb30BaTEIIA.>.

2.2. Yxa3zanus ajs npenaparoB st UHPY3UH WIH UHBEKLH.

<Xumudeckas u puznueckasi cTabMIbHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara MmoATBEPKeHa B TeUeHHe X yacoB (qHel) npu'y C.>;

<C MHUKpOOHOJOTHYECKON TOUYKHM 3pEHUs] IpemnapaTr MOAJIEKUT HEMEIJICHHOMY

npuMeHeHuto. Eciau npenapaTt He BBeJIeH HEMEIJIEHHO, XpaHEHUE TOTOBOTO K MPUMEHEHHIO
npenapaTa U o0ecrevyeHne yClIoBUl 10 BBEACHUS SBISETCS 00A3aHHOCTHIO MOJIH30BATENs , B
IIeJIOM HE JIOJDKHO TpeBbIIaTh 24 yacoB npu Temieparype 2 — 8 C, eciau BOCCTaHOBIICHHE (
pa3BeCHKE) U T. II. HE OCYIIECTBIIIOCH B IPOBEPEHHBIX U BAIMIUPOBAHHBIX aCENITUYECKHUX
YCIOBUSIX.>.

2.3. KoncepBupoBaHHbIE JIEKAPCTBEHHBIE MpenapaThl Ha BOJHOW OCHOBE (BKJIOYas
IPOTUBOMHUKPOOHBIE KOHCEPBAHTHI M CaMOKOHCEpBUpYeMble Ipemnapatbl). be3BogHbie
JIEKapCTBEHHBIE MpenapaThl (HallpuMep, MACIISHBIE).

<Xumnueckas U pusndeckas cTaOMIBHOCTh TOTOBOTO K MPUMEHEHHIO JIEKAPCTBEHHOTO
npenapara noATBepKAeHa B TeueHue X yacoB (aHei) npu y C.>.
<C MHKPOOMOJIOTMYECKOW TOYKH 3PEHUS MOCIE BCKPBITHS JIEKAPCTBEHHBIN Mpernapar
JOTMyCKaeTcsl XpaHUTh He Oonee uem z nHeil mpu temneparype t C. Mubie ycioBusg u
MPOJIOJKUTEIBHOCTh XPAaHEHUS SIBISIOTCSI OTBETCTBEHHOCTBIO 3asBUTEIIS.>.
3asBuTenb 00s3aH 000CHOBATh 3HAUECHHUSA Z U t B UHAMBUIYAIBHOM HOPSAKE; Z HE TOJIKHO

B LIEJIOM IIPEBBILIATH 28 JTHEH.

IMPUJIOXEHUE Ne 8
K TpeOoBaHMSIM K MHCTPYKIHH TI0
MEIUIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0reit
XapaKTEPHUCTHKE JIEKapCTBEHHOTO
mpenapara JuIs MEJUIUHCKOTO
MPUMEHEHHS

ITPABAJIA

COCTABJICHUS eJUHBIX O0MHUX XapaKTEPHCTHK JIEKapCTBEHHOTO Ipenapara i JIMCTKOB-BKJIa IbIIIeH
Ha pa3HbIe JO3HPOBKH

1. Kpurepnu 06be1MHEHN HECKOIBKIX JO3HPOBOK B euHy0 OXJIII

B nensx ynporuienust paboThl ¥ 3KCIIEpTU3bl HHGOPMAIUH O JIEKAPCTBEHHBIX IIpernaparax
PEKOMEHIYETCS JJId BCEX S3BIKOB COCTaBIATh eauHble OXJIII B OTHOLIEHWH pa3HBIX



JI03UPOBOK OJHOW W TOU ke siekapcTBeHHON (dopmbl. OXJIIT momKkHBl OBITH MOIHOCTHIO
UJICHTUYHBI (32 UCKIIOUCHHEM CHEeIU(UUHBIX JIJIs1 IO3UPOBOK CBEJCHUIA), HATPUMED, €Clu
MOKa3aHUs K NPUMEHEHHIO IS Pa3HbIX JO3UPOBOK He coBmamarT, To OXJIII
KOMOWHHMPOBATh HE JIOMYCKAETCHI.

B oTHOmEHNn 00BEAMHEHHBIX TEPMHUHOB CJIEAYET UCIOIB30BaTh TOJHKO MEPBUUHYIO
JIEKapCTBEHHYIO OpMy, HAIIPUMEP, BO3MOKHO KOMOMHUPOBAaHKE "pacTBOP JJIsl MHBEKIIHI BO
(dbnakone" u "pacTBOP JIs1 UHBEKIIUNA B MPEIBAPUTEIHHO 3aMIOTHEHHOM HINPUIE" C YKa3aHUEM
TOJBKO "pacTBOp JJIs1 UHbEKIUMN'".

Nudopmanust o pa3auyHbIX JEKApCTBEHHBIX (opMax Bcerjia M0kKHA ObITh B Pa3HBIX
OXJIIL.

[To obmemy npaBwiy, TPy NEPBUYHON PETUCTPAIINH JICKAPCTBEHHOTO TIpenapara cieayeT
ucnoiabs3oBaTh eaunbie OXJIII.

2. Peamm3amusa

Hacrosimue IlpaBuna oTpakeHsl B peKkOMeHJauuax 1o 3anojHenuto madiaona OXJIIT (
npuioxerre Ne 11 k Hacrosmum TpeOoBaHUAM).
2.1. IlepBuuHas perucTpanms: 3asBUTEISIM PEKOMEHIYETCS UCTI0JIb30BaTh exuHble OXJIIT

2.2. 3aperucTpupoBaHHbBIE JIEKAPCTBEHHBIE MPEMAPATHL: IEPKATEIAM PErUCTPALUOHHBIX
yI0CTOBEpPEHUH pekoMeHayercs coctaBuTh eaqunyo OXJIIT B paMkax ciieiyomux npoueayp:
MOATBEPKACHUE PETUCTPALNU (TIEpeperucTpanus);
pacmmpeHue psija JeKapCTBEHHBIX (OPM U JO3UPOBOK;
BHeceHue u3MmeHeHuit Tumnos IB u II, 3aTparuBaronux gomoJiHEHUS K WHPOPMAIIUHA O
JIEKapCTBEHHOM IIpenapare.

3. CocraBnenne equabx OXJIII
(cM. mpeICTaBIIEHHEBIN HIDKE IIPHMEDP)

B pa3znenax, B KOTOPbIX IPUBOJATCS CIELU(PUUHBIE I Pa3IMUHbIX JO3UPOBOK CBEICHUS,
HE0OXO0IMMO UCIOJIb30BATh M0J[3ar0JIOBKHU.

[Ton3aronoBok HEOOXOAUMO BBIIEIUTh NOAYEPKUBAHUEM, OH JIOJKEH COJEPXKATh
HaUMEHOBAaHHUE JIEKAPCTBEHHOI'O Ipenapara, J03UpOBKY(M), K KOTOPHIM OH NPUMEHUM, U
JeKapcTBeHHYI0 popMy (Hampumep, "X 5 mr tabnerku, X 10 mr tabnetku" u T. 1.). Ilocne
yKa3zaHus cHenu@uYHON 17 AO3UPOBKU HHGOpPMAMK HEOOXOJAMMO MPETyCMOTPEThH
OINPEJEICHHBINA MPOMEXKYTOK, YTOOBI UETKO 0003HAUYUTh KOHEI] cCeU(pUIHON HHPOPMALIUH U
BO300HOBJICHHE YKa3aHUS OOLIUX CBEICHUII.

B paznene 1 ("HaumeHnoBaHue jekapcTBEHHOr0 Ipemnapara') yka3plBaTh M013ar0JIOBKU HE
Tpedyercs.
[Tpumep:



1. HAUMEHOBAHUE JIEKAPCTBEHHOTI O ITPEITAPATA

[ToproBoe HauMeHOBaHUE]| 5 MT TabJIETKU

[ToproBoe nHaumenoBanwue] 10 Mr TabmeTku

2. KAYECTBEHHBIN Y KOJIMYECTBEHHBIN COCTAB

[ToproBoe HauMeHOBaHUE]| 5 MT TabJIETKU

Kaxnas Tabnetka cogepxurt 5 mr Z.

[ToproBoe HanmeHnoBanue]| 10 mr TabneTku

Kaxxnas Tabnerka comepkut 10 mr Z.

[TonHbIi IepedeHb BCIOMOTaTEIbHBIX BEMIECTB IPUBEICH B paszene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnetku

[ToproBoe HaMeHOBaHKE]| 5 Mr TaOJEeTKH

TabneTku oT 0eJ0To /10 CJIerKa KeJIToro IBeTa ¢ rpaBUpoBKoOH "5" Ha oHOM cTOpoHE U "
Y" Ha 0OpaTHOM.

[ToproBoe HanmenoBanue] 10 mr TabmeTku

TabneTku oT 6e0ro J0 cierka KeaToro 1BeTa ¢ rpaBupoBkoi "10" Ha oiHOM cTOpOHE U
"Y" Ha 0OpaTHOM.

B nocnenyromux pasaenax komOuHuUpoBaHHbIX OXIJIII Moryt coaepxaTbhcs

pa3INYalONINECs CBEICHUS:

4. KIMHUYECKUE JAHHBIE

(4.2. PexxuM TO3MPOBaHUS M CITOCOO IPUMEHEHH)

6. DPAPMALIEBTUMECKHUE CBOMCTBA

(6.1. Ilepeuenp BCIoMOTaTEIHHBIX BEIIECTB)

(6.3. Cpox romHOCTH)

(6.5. Xapaxktep W coaepKaHME IIEpPBUYHONH YNAKOBKM <a TakKXe CIHEeNHaJbHOTO 000pyAOBaHUs,
NpeAHa3HAYECHHOTO JUIsl IIPUMEHEHUS, BBEICHHS MIIM UMITJIaHTaIlUI>)

(6.6. OcobbIe MepBl IPEJOCTOPOKHOCTH NP YHUUTOXKEHUH U APYTOi padoTe)

8. HOMEPA PETMCTPALIMOHHBIX YIOCTOBEPEHUI

9. IATA IEPBUYHOW PETUCTPALIUM (IIEPEPETCTPALIMN)

4. EquHEIii TMCTOK-BKJIAABIII

[IpaBuia coctaBienus equHoro JIB SBIAIOTCSA OTIEIbHBIMYA U HANPSIMYIO HE 3aBUCST OT
coctaBnenus: equuor OXJIIL. B cBsizu ¢ 3tum ucnonb3zoBanue eauubix OXJIIT Bo3moxHO (
€CJIM COOJIIOJIEHBI COOTBETCTBYIOIIME KPUTEPUHU), JaxKe €CIIH cocTaBieHue eauHoro JIB He
JOIYCTUMO.

3asiBUTENb BIpaBe MOAATh 3asBKY HA PErUCTPALMIO C eAUHBbIM JIB 11 HeCKOIbKUX
JO3UPOBOK OJHOW U TOW ke JiekapcTBeHHOW ¢opmbl. Enunsiii JIB pgomyctum mnpwu
COOJIIOICHUH CICAYIONINX 3 YCIOBHUH:



a) pexxum ao3upoBanus, ykazanusii B OXJIII (JIB), npenycMaTpuBaeT 1o MEHbIIEH Mepe
nBa pexuMma (Hampumep, ¢asza moadopa 103bl, KOPPEKIUsS 03bl B 3aBUCUMOCTH OT
KJIIMHAYECKOTO OTBETA WJIM Y OCOOBIX TPYTIMN);

0) JIB moMHOCTBIO HICHTUYHBI, 32 UCKITFOUCHUEM HEOOJIBIIIOTO YHcia CCIU(MUIHBIX TS
JIO3UPOBOK CBEJCHHUI;

B) mpesiaraeMblii KOMOMHHPOBaHHBIN JIB He momyckaeT myTaHHIbI MEXIy TPUEMOM
Pa3HBIX JTO3MPOBOK M HE MPUBOIUT K PUCKY HEMPABUIBLHOTO MPUMEHEHHUSI JIEKAPCTBEHHOTO
npenapara MalyMeHTOM WIH MOTpeOuTesem.

B mensx cocraBiiennss KOMOMHHPOBAHHOTO JIB 3asiBUTENH TOKEH BKIIOYUTH B 3asIBICHHC
Ha PETUCTPAIUIO, TTOATBEPKIECHUE PETUCTpaIuy (TIEpEePEruCTPaIInIo), BHECEHIE N3MEHECHUI B
PErUCTPALlMOHHOE JIOChE COOTBETCTBYIOIIEE 0O0OCHOBaHUE. 3anpoc OyIeT pacCCMOTPEH B XO/I€

MPOIEAYPHI SKCIIEPTU3BI, pellIeHnEe OyAeT NPUHUMATHCS B UHIMBUIYaJbHOM MOPSIKE.

IMMPUJIOKEHUE Ne 9
K TpeOoBaHUSIM K MHCTPYKIIMH TI0
MEIUIMHCKOMY IIPUMEHEHHUIO
JIEKapCTBEHHOTO TpemnapaTa u ooieit
XapaKTEePUCTUKE JIEKAPCTBEHHOTO
npenapara Juisi MEJULIMHCKOTO
MIPUMEHEHHS

PEKOMEHIOAITNA
0 YKa3aHHIO JO3UPOBKH (KOJMIECTBEHHOTO COICPiKaHMs ASHCTBYIOIIX BEIECTB) B
HAaMMEHOBAaHHH JICKAPCTBEHHEIX IIPEApaTOB

1. O6mue peKoMeHIaAH

JlekapcTBEHHBIH MpenapaT MapKupyerTcs B Buje "(TOproBoe) HaMMeHOBaHUE + JO3UPOBKA
+ nexapctBeHHas Qopma". Takoe ykazaHWe paccMaTpPUBAETCS B KAadeCTBE IOJIHOTO
HAMMEHOBAHUs TNpenapara, B CBS3U C Y€M IOHATHE ''HaMMEHOBaHUE" B HACTOSIIHUX
Pexomenpanusx ciaeayer MNOHMMAaTh KaK IMOJHOE HAMMEHOBAHUE JIEKAPCTBEHHOIO IIperapara,
coZiepXkallero ykasaHHble 3 sieMeHTa. JlefcTBylolllee BelecTBO HEOOXOUMO YKa3bIBATh
HEMOCPEACTBEHHO MO/ MOJHBIM HAUMEHOBAHUEM JIEKAPCTBEHHOTO IIpernapara.

B cootBercTBUM ¢ myHKTOM 1 paznena 11 TpeGoBaHM K MHCTPYKIIMHU IO METUITUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOrO Ipernapara M oOIledl XapaKTepUCTUKE JIEKApCTBEHHOIO
npenapara s MEAULUHCKOrO NPUMEHEHUS MO JO3UPOBKOW B HAMMEHOBAaHHUU
JIEKapCTBEHHOr'0 IMpernapara MOHUMAETCsl KOJHUYECTBO (COAEp)KaHUE) IEHCTBYIOLIETO
BEIIIECTBA B €JMHUIIC JICKAPCTBEHHON (DOpPMBI, a Takke B €JUHHUIIE MACChl WU OOBeMa
JIEKapCTBEHHOTO Tperapara, 3HaYMMOe [JIs1 MPaBWIHLHON UIAESHTU(PUKAIUU U TPUMEHEHUS
JIEKapCTBEHHOro mpemnapara. Jlo3upoBKa B HAMMEHOBAHWUM JIEKAPCTBEHHOI'O IIpernapara
JOJDKHA COOTHOCUTBhCA € HHGOpMalueu, ykazaHHoW B pasnene 2 u 4.2 oOuei

XapaKTEePUCTUKE JIEKAPCTBEHHOrO MpemnapaTta JJisi MEAUIMHCKOrO0 MPUMEHEHUs (lajee —
OXJII).



ConeprxkaHue IEMCTBYIOIIETO BEIIECTBA B €IMHUIIE MACCHI WM 00BbeMa JIEKapCTBEHHOTO
npenapara Tak)X€ HA3bIBAETCS KOHIIEHTpPAMEd W MPUBOAUTCS NPEUMYLIECTBEHHO s
HEJI03UPOBAHHBIX JICKAPCTBEHHBIX MTPEMIAPATOB.

JI1s1 HEKOTOPBIX BUJIOB JIEKAPCTBEHHBIX (POPM JO3UPOBKA BHIPAKAETCS] KOJIUUECTBOM
JEHCTBYIOIIEr0 BEIECTBA, BBHICBOOOXKIAEMOI0 M3 JIEKapCTBEHHOW (GOPMBI B E€AMHHILY
BPEMEHH.

[enp ykazaHus JO3UPOBKM B HAUMEHOBAHUY JIEKAPCTBEHHOIO Mpenapara 3aKiIodacTcs B
MpeICTaBICHUH HanboJiee 3HAYMMO HHPOPMAIIUK O KOJIMYECTBE JIEKAPCTBEHHOTO Mpernapara
MIpU IPUMEHEHUH, JITKOW UACHTU(UKAIIUY U PA3JIMUCHUS OT IPYyTUX (POpPM BBIITYyCKa, a TAaKKe
HA3HAYEHHUSI BPA4YOM C YUETOM JPYTHMX ACIEKTOB MPOIEcCa HA3HAYECHUS U NMPUMEHEHUS
JIEKapCTBEHHBIX NpPENapaToB. YKa3aHHE TO3UPOBKU JOJKHO OCHOBBIBATHCS HA KPUTEPHUAX
ynoOcTBa sl moTpeduTens (Ha3HAYAIONIEro JHWIAa), a HE Ha KpUTEpUsX KadecTBa (
AHATMTHUYECKUX KPUTEPUSIX).

Crenenp nerannsannu Mexay paszzaenamu 1 n 2 OXJIII moxer paznuyarbes, HO3TOMY
npu ykazanuu go3upoBku B paszaene 1 OXIJIIl 3auactyro He TpeOyeTcs BKIIOYATh
M30BITOUHBIE CBEACHUS, KOTOpble cojiepxkarca B npyrux pazaenax OXJIII u mapkupoBke
JIEKapCTBEHHOI0 mpenapara. Eciii 103upoBKa B HANMEHOBAHUHU JIEKAPCTBEHHOIO Ipenapara
OTpa)kaeT TOJIbKO OO0IIee KOJIMYECTBO JIEUCTBYIOMIETO BELIECTBA B MEPBUYHON YIAKOBKE, B
npyrux pazaenax OXJIII u mapkupoBKe JIeKapCTBEHHOTO TIpernapara He00X0IMMO MMPUBECTH
YeTKOE yKazaHue oO1ero oobemMa u KOHIIEHTPAlUU Ha €AMHUIY 00beMa. AHAJIOTUYHO, €CIIU
JO3UPOBKA B HAMMEHOBAHUY JIEKAPCTBEHHOIO ITPEINapaTa yKa3blBaeTCA B BUJE KOHLICHTPALUH
Ha equHUIY 00bema, B npyrux pasnenax OXJIII u MmapkupoBKe JI€KapCTBEHHOTO Mperapara
HEOOXO0JIMMO YETKO yKa3aTh 00IlIee KOJUYECTBO JCUCTBYIOIIETO BEUIECTBA U 00U 00beM
JIEKapCTBEHHOIO Ipenapara. TouHOe yKa3aHue 3TUX KIIOUEBBIX 3JIEMEHTOB B IIPEAIaracMou
MapKHPOBKE M HA YITAKOBOYHOM MAaTE€pUAIIEC 3asIBUTEIIEM SIBJISIETCS KIIFOUEBBIM aCIIEKTOM IMPH
AKCIIEPTU3E MAKETOB M 00PA3I[0B, HAIPABICHHBIM HA CHIKEHHE PHUCKA ONMTUOKU JO3UPOBAHMS.
Jlu3aitH, ucroiap3yeMblid hapMalieBTUYECKOM KOMITAaHUEH, TOJDKEH 00eCTieunBaTh 3aMETHOCTh
¥ OJTHO3HAYHOCTH KJITFOYEBON MH(POPMAIMH ISl MPABWJIHHOTO TPUMEHEHUS JICKAPCTBEHHOTO
npenapara.

J1o3upoOBKY (KOHIIEHTpAIlMIO0) YKa3bIBAIOT, KaK MPaBWIO, JJsi OJHO-, JABYX- U
TPEXKOMITOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB. B OTAENBbHBIX Clydasx JOMYyCKaeTCs
yKa3aHHue JO3UPOBKH (KOHILIEHTPAIMH) SISl YETHIPEX- U MATUKOMIIOHEHTHBIX JIEKaPCTBEHHBIX
IpernapaTos.

Jlo3upoBKka (KOHIIEHTpaIs) JICKAPCTBEHHBIX MPENapaToB yKa3bIBA€TCs HA NEPBUYHON U
BTOPUYHOM yMaKOBKAaX M BXOJUT B COCTaB MH(OpPMAIMU O JICKAPCTBEHHOM IIpemapare,
OPEACTABIAEMON MAlMEHTaM M CIEeUaJuCcTaM 3pPaBOOXPAHEHUA B HHCTPYKIUAX 10
MEIUITMHCKOMY MPUMEHEHHIO JICKAPCTBEHHBIX MPEMapaToB, B OQUIIUATBHBIX U CIIPABOYHBIX
U3JIAaHUSX, JIEKTPOHHBIX UH(HOPMAIIMOHHO-TIOMCKOBBIX CUCTEMAX.



Hacrosmme Pekomenpanuu HampaBlieHbl HE TOJIBKO Ha JOCTHIKCHHE TapMOHU3ALUU
MEX]y CXOKMMH JICKAPCTBCHHBIMH TIperapaTaMy W JICKAPCTBEHHBIMU (hOpMaMu, HO M Ha
COBEpIICHCTBOBAHWE MAapKUPOBKU JIEKAPCTBEHHBIX MpENapaToB [Uisi OOECICUYCHHUS
NPaBUIBLHOTO U 0€30MacHOr0 MPUMEHEHUS JICKAPCTBEHHBIX IMPEMapaToB U MUHHUMH3AIMH
OLIUOOK TO3UPOBAHUSI.

Pexomenmanum pacnpoCTpaHSIOTCS MCKIIOYUTENBHO HAa YKa3aHHE JO3MPOBKHU B
HAaMMCHOBAaHUU JICKAPCTBCHHBIX TPENApaToB M HE 3aTParuBalOT aBTOMATHUYECKH JAPYTUE
peryJsiTOpHBIE MPOLEAYpPHI (Hampumep, MpaBuiia MPUCBOSHHUSI HOMEPOB PETHCTPALMOHHBIX
yJIOCTOBEPEHUII, pacyeTa BEJIMYMHBI MOIILIHH, BEIOOpA MEXTy U3MEHECHHEM, TPEOYIOIIMM U HE
TpeOYIOIMM HOBOW PErHCTPALUH, U AP.).

2. PexoMeHanuy 10 YKa3aHHUIO JO3APOBKY B HAUMEHOBAHHMH JICKAPCTBEHHBIX IIPEMapaToB.

HaunbGonee nonobaromiee ykazanue "mo3upoBKU" B HAMMEHOBAHUH JIEKAPCTBEHHOTO
npenapara onpeiesieTcsl B UHAUBUAYAJIbHOM MOPSIKE.

B nononnenue k ¢pakTopam, ykazaHHbIX B paznaeiie 1 Hactosiux TpeOoBaHul, BEIACISIOT
(bakTopbl, KOTOpbIE HEOOXOAMMO YYUTHIBATH JJIsI MPABHIBHOTO OINpeeieHus Hauboee
0100aI01IEro yKa3aHus "103UpoBKU", HAIPUMED, TO3UPOBKHU B MAPKUPOBKE JIEKAPCTBEHHBIX
[IpenapaToB, UCCIEAYEMBIX B KIMHUYECKUX MCCIEAOBAHUAX (B MIeale, TOT K€ MOAXOM K
BBIDA)KEHUIO JIO3UPOBKU CIIEAYET HCHOJB30BaTh MNPU MAPKUPOBKE HCCIEITYEMBIX
JIEKapCTBEHHBIX MpenapaToB), WK MPU HATUYUHU J03UPYIOUIEro uaenus. Eciu B ynakoBKy
BJIO’KEHO MOAXOJSAIIEE T03UPYIOLIEe U3/IeNUe, U C MOMOIIbIO HEro OyyT BBEJEHBI OJIHA WU
HECKOJIbKO (PMKCUPOBAHHBIX 703, CIEAYET MPUHATH BO BHUMAHUE €ro BIMSHHE Ha yKa3aHHE
TO3UPOBKH.

2.1. Jns yxa3aHusl 1O3UPOBKH (KOHIEHTPAIMHN) NPUMEHSIOT CIEAYIOIINE COKpAIICHUs
CIUHULl U3MEPEHUS:

r — rpamMm
MT — MHJUIUTPaMM
MKT — MHKPOTPaMM
MII — MIITMITUTP

Jl1s ykazaHusi JO3UPOBKH TaK)Ke MPUMEHSIOT aKTUBHOCTH, YKa3aHHbIC B MOANyHKTE 1.1.
pazaena Il TpeboBanuii K MHCTPYKIIUU MO MEAUIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOIO
npenapata U oOIIEeld XapaKTEPUCTUKE JIEKApCTBEHHOrO Mpemnapara s MEAUIMHCKOTO
MIPUMEHEHUSL.

[Ipu ykazaHuu NO3MPOBKM HAMMEHOBAHUE E€IWHMIIBI JEKAPCTBEHHON (POpMBI HE
npuBoautcs. Hanpumep, 200 mr, a ne 200 mr/Tabnerka, 20 ME, a ne 20 ME/¢naxoH.

2.2. KonnuecTBeHHOE YKa3aHHUE JO3UPOBKH (KOHIICHTPAITUH ).

2.2.1. Ilpu yka3zaHuu 103UPOBKU (KOHIIEHTPAIIMN) €€ YUCICHHOE 3HAYEHUE JI0HKHO OBITh
BBIPAXKEHO B PAIMOHAIBLHOM BHJE, YTO JIOCTUTAETCA MyTEM BBIOOpPAa COOTBETCTBYIOIIUX



SIUHUIl U3MEPEHUS] WJIM COOTBETCTBYIOIIMX IMPUCTABOK JJIsi 0Opa3oBaHUs JECATUYHBIX
KPaTHBIX U JOJBHBIX €AUHUIL U3MEPEHUS.

2.2.2. Ilpu yka3aHuu JO3UPOBKU (KOHIIEHTPAIIMU) BHIOMPAIOT €IUHUIIBI U3MEPECHHUS,
MO3BOJISIIOIIME MCIIOIB30BaTh IIEJIbIe, @ HE JAPOOHBIE YMCIia, WK Ieble YUciaa ¢ JIPOOHBIM
paspsaoM 1-ro u 2-ro nopsiaka. Hanpumep, 50 mkr, a ve 0,05 mr, 200 mr, a ve 0,2 1, 1,5 ™mr, a
e 0,0015 1.

2.2.3. Ilpu yxazaHuu JO3UPOBKH (KOHIIEHTPAIIMU) BHIOMPAIOT €IUHUIEI U3MEPECHUS,
MO3BOJIAIONINE M30ekKaTh 4YHCa, cojaepxkamue Oojee Tpex paspsaoB (1000 u Gomee).
Hanpumep, 1,5 r, a me 1500 mr, 5 mr, a He 5000 Mkr.

B cnydasx ecnu no3upoBKa BBIpaK€HA HE B €IMHUIIAX MACChl, B 4aCTHOCTU B ME wimn
OPYTUX €IWHUIAX, Ha YIIAKOBKE JOIMYCKAaKTCsA cokpamieHus "muH.", "miupa.", Hanpumep 5
MiiH. ME, onnako B OXJIIT u JIB oHM HE JOKHBI TPUMEHSTHCS.

2.2.4. B ciy4yae eciau NMPOU3BOJUTEND BBIIYCKAET JEKAPCTBEHHBIN IMpernapar OgHOTO
HalMEHOBAaHUS B OJHOU JIEKAPCTBEHHOW (opMe C pa3HbIM KOJMYECTBOM JIEHUCTBYIOIIETO
BEIIECTBA, NO3UPOBKM YKa3bIBAIOTCS B OJWHAKOBBIX €IWHULAX [J BCEW JIMHEUKH
nekapcTBeHHOro npenapara. Hanpumep, 0,75, 1 ru 1,5, ane 750 mr, 1 ru 1,5 1, 250 mr,
500 mr u 1000 mr, a He 250 mr, 500 Mru 1 1.

2.2.5. B ciy4yae UCIOJIb30BAHUS B KAUECTBE JIEUCTBYIOLIMX BELIECTB 3(PUPOB, COJIEH,
COJIbBATOB YKa3bIBAETCA COJIEPKAHUE JICHCTBYIOIIETO BEIIECTBA B MEPECUETE HA aKTUBHYIO
4acTh MOJIEKYJIbI (KHUCJIOTY, OCHOBaHME, 0€3BOIHOE MJIM CyXoe BellecTBO). Hampumep, npu
WCIIOJIh30BAaHUH B KA4ECTBE JCHCTBYIOIIETO BelecTBa KeToTudeHa pymapara yka3plBaeTCs
coJiep>KaHue JICWCTBYIOIIETO BEIIECTBA B MIepecueTe Ha KeTOTU(EH.

B ciyuae ecnu ucnonb3dyembie COJIM, dPUPHI OTIHYAIOTCA (apMaKOIOTHYECKUM
NEUCTBUEM JONMYCKaeTCsd YKa3blBaTh [O3UPOBKY B IIEPECUETE HA BCIH MOJEKYIY
JIEUCTBYIOIIETO BellleCTBa (HarpuMep, OCH3WITICHUITUIMHA HAaTPUEBast COJIb).

2.2.6. Jlnst IByXKOMITIOHEHTHBIX JIEKAPCTBEHHBIX MPENApaTOB COAEPKaHUE KaKI0ro U3
JBYX JEUCTBYIOIIUX BEIIECTB YKAa3bIBACTCS, MCIOJbL3Ys 3HAK M OJWHAKOBBIC €IMHUIIBI
u3MepeHus, Harpumep, "25 mr/50 mr".

JInsT MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX NPENApPATOB COJACPKAHUE KAXKIOrO U3
JEUCTBYIOIIMX BEIIECTB YKAa3bIBA€TCSl MOCJEAOBATEIbHO B MOPSAKE COOTBETCTBYIOIIEM
IPYNIHUPOBOYHOMY (OOIISIPUHATOMY) HAaMMEHOBAHHWIO, MCIOAB3YysS 3HaK "+" wmmm "/".
Hanpumep:

"AmnoaunuH + Bancapran + I'mapoxnoporuazun’ — "5 mr + 160 mr + 12,5 mr", roe 5 mr
— coJiep)kaHue amiioaunuHa, 160 Mr — coaepskanue BajcaptaHa, 12,5 Mr — coaepkaHue
TUAPOXJIOPOTHAZHIA;

"AmnonunvH / Bancapran / 'mapoxinoporuazun” — "S5 mr/ 160 mr/ 12,5 mr", rae 5 mr —
cogepkanue amuoaunuHa, 160 Mr — coxepkanue BaicapraHa, 12,5 Mr — coxepxanue
TUAPOXJIOPOTHAZHAA.



[Ipr 5TOM HCHOJB3YIOTCS OJMHAKOBBIC €IWUHUIIBI M3MEPEHHS i1 0003HAYCHUS
coliepKaHus KaxJ0Tro M3 JEHUCTBYIOIMIMX BEIIECTB (B ClIydae HCMOJIb30BAaHUSI MAaCCOBBIX
€JIMHUI] BBIPAKCHMUS ).

2.3. YKa3aHue KOHIIEHTPALMH JJIs1 JIEKAPCTBEHHBIX MPENapaToB.
2.3.1. JIns yka3aHusi KOHIICHTPAIIUU MPUMEHSIOT KOMOMHAITUIO OTHOIICHUHA €UHUIL
U3MEPEHMUs, IPUBEACHHBIX B MOANYHKTE 2.1 HacTosmux PexoMeHaanuid:

/M rpaMM Ha MHJUIHIUTP

MI/MIT MIIIUTPaMM Ha MIJUTHITUTP

MKT/MJI MHUKPOIpaMM Ha MUJUIUIHTP

Mr/T MIUIMTPaMM Ha TpaMM

MKT/T MHUKpOIpaMM Ha TpaMM

MKI/MT' MHKpOTpaMM Ha MUJUTUTPaMM

ME/ MEXXIyHapOoaHas eUHAIA ONOJIOTHIECKONH aKTHBHOCTH
i HA MHUJUIWIATP

ME/ MEXIyHapoaHas eIUHUIA OMOJIOTHYECKON aKTUBHOCTH
r Ha TrpaMM

ME/sr MEXIyHapOaHAs eIUHAIA ONOTOTHIECKONH aKTHBHOCTH

Ha MUJUIUTPaMM.

2.3.2. Yka3aHue J03UPOBKH B MPOIIEHTAX HE JOMYCKaeTCs, 3a HCKIIYECHUEM
3aperucCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpenaparoB (WM HOBBIX JO3UPOBOK TaKUX
penaparoB), JO3UPOBKM KOTOPBIX TPAJUIIMOHHO BBIPAXKAJIUCh TaKUM CIOCOOOM (B
YaCTHOCTH WH(Y3MOHHBICE M UHBEKIIUOHHBIE PACTBOPHI: M30TOHUYECKUN PACTBOp HATPUs
XJIOPUJA, PACTBOPHI TIIOKO3bl W anbOyMmMuHa). [Ipu 3TOM [MOMyCKaeTCs HCMOJIb30BAHUE
npoueHTa "%'" B 3HaUCHUSX:

MacCOBBII MPOLEHT, BHIPAKAIOIINI KOJTMYECTBO TPaMMOB A€iCTBYOIIEro Bemectsa B 100
rpamMmMmax JICKApCTBEHHOTO TIpernapara;

MaccO-00BEMHBIN TPOIIEHT, BBIPAYKAIOIINN KOJIMYECTBO TPAMMOB JEHCTBYIOIIETO
BeniecTBa B 100 MUITUIUTpPAX JIEKAPCTBEHHOTO MpernapaTa;

00BbEMHBIM TPOIEHT, KOJIMYECTBO MUWUIWIUTPOB JelcTByromiero Bemiectsa B 100
MUJUTAITUTPAX JIEKAPCTBEHHOTO Mpernapara.

2.3.3. Ilpu yka3zaHuy KOHUEHTPALHNHU JACHCTBYIOIIErO BEIIECTBA B €AMHUIIE MACCHI UJIU
o0BeMa JiekapcTBeHHOTrO npenapara nudpy "1" ne ykassiBator. Hampumep, 200 ME/mi, a ve
200 ME/1 mu.

2.3.4. JlomyckaeTcsl yKa3blBaTh COJIEp>KaHHUE JIEHCTBYIOIIETO BEIIECTBA B WHOM
KOJIMYECTBE MacChl WK 00beMa JIEKApCTBEHHOTO Mpernapara, MPUBOJsS IMPU 3TOM JaHHOE
KOJIMYECTBO Ipenapata, Harpumep, 200 ME/0,5 mi.

2.3.5. Jlmg MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MpPENapaToB KOHIICHTPALIUIO
YKa3bIBAIOT C YYETOM MOANYHKTA 2.2.6 HacTosuux Pekomennanuii, Hanpumep, (25 mr/50 mr)
/5 Mt unu (25 mr + 50 mr)/5 mo.



VYkazanue N03UPOBKH (KOHIIEHTPAIIUH) JIJIS1 Pa3IMYHBIX JICKAPCTBEHHBIX (POPM MPUBEACHO
B TaOmuIe, TJAe HCIONB3YIOTCS CJASAYIONINE YCIOBHBIE OOO3HAUCHHUS: X MI/MI =
KOHIICHTpAITUS; Z MT' = 00I1Iee cojiepKaHne JEeHCTBYIOIIETO BEIISCTBA; Y MII = OOIIUNA 00BheM;
z Mr/y mi = o011iee cofiep>kaHue JSHCTBYIONIETO BEIIeCTBA B 00111eM o0beMe.

JlexapcTBeHHas popma

Tun nepBUYHON yIaKOBKU

JlexapcTBeHHbIE IIpenapaThl AJs IpHeMa BHYTPb

HpeJ_IHO‘{TI/ITGJ'II)HOG

o0o03HaueHHne ;[0314p031<1/12

Cnoco6  BBIpaXKeHHS

JTIO3UPOBKH (KOHIICHTPALIUU

)3

TBepable OIHOIO3HBIE
nexapcTBeHHbIE (HOPMBI ( N KOJIMYECTBO HA EIMHHILY
OJIHOO3HBIN Z MI'
HampuMmep, TabieTkw, JIO3UPOBAHUS
KarCyJibl)
TBepasie JeKapCTBECHHBIE
. KOJMYECTBO HA CIMHHUILY
¢bopmsl  (Hampumep, MHOTOJIO3HBIH X MI/T
MaccChbl
TPaHYJIbI)
. o0Iiee KOIMYECTBO B
OOHOJO3HbIN o Z MTI'
Msrkue JeKapCTBEHHBIE TIEPBUIHON YIIAKOBKC
¢opmsr (Hanpumep, nacra, KOJIMYECTBO Ha EHUHUILY
TeJib JJIs1 IprueMa BHyTpL) MHOFOL[OSHI)II;‘I MAacCChI X Mr/T
- . o0Imiee KOJMYECTBO B
UIKHE JiIeKapCTBEHHbIe OIHOIO3HbIN o ZMr
A p MIEPBUYHOHN YIIaKOBKE
¢dbopmbel  (Hampumep,
. KOJIMYECTBO HA €IUHHIL
aMmIIyJibl, CaIle) MHOTO03HbIM Y X MI/MII
o0beMa
. o011ee KOJIWYECTBO B
OJIHOO3HBIN N Z MI'
[opomku (rpanyiier) IS NICPBUIHOM YIIAKOBKE
NPUTOTOBJICHUSA JKUIKUX KOJIMYECTBO HAa €IUHHUILY
JleKapCTBEHHBIX (Gopm MHOT'OJIO3HEIN o0beMa mocie X MI/MiI
pacTBOpeHUs
JlekapCTBEHHBIC MPEMAPATHI IS MAPCHTEPATBHOTO BBEICHHS
OIHOIO3HBIN (ipm
o0Iiee KOJMYECTBO B 5
€IMHOBPEMEHHOM B 7 MT"
4 MIEPBUYHOHN YIIAKOBKE
BBEJICHUU ')
Kunkue nekapcTBEHHbIE .
OIHOO3HbIU (HpI/I KOJIMYECTBO Ha €IUHHUILY 5
(dhopmbI 4 X MI/MIT
YaCTUYHOM BBEJICHHU ') o0BeMa
. KOJMYECTBO Ha CIUMHUILY
MHOT0I03HBIH X MI/MII
obbeMa
N o0Iee KOJIHUYECTBO B
OJIHOO3HBIN . Z MT'
IMopomku TSI MIEPBUYHOMN YITAaKOBKE
MPUTOTOBIICHUS IKUIKUX KOJMYECTBO Ha EIHHALLY
6 .
JICKapCTBEHHBIX (hOpM MHOT0JI03HBIN oO0BbeMa nocie X MI/MIT
pacTBOpEHUS
OJTHOTO3HBIM (mpm
o0Iee KOJHUYECTBO B 5
€INHOBPEMEHHOM B 7 MT
4 MICPBUYHOH YIIAKOBKE
BBEJICHUU ')

KonuenTpatst



OJHOMO3HBIH  (mpu KOJNIMYIECTBO HA EIMHMIY X Mr/MUT

YaCTHYHOM BBe):[eHI/II/I4) o0BveMa nepen
pasBeneHueM

KOJINMYCCTBO Ha CIUHHIY

Konnentpatsl MHOTOZI03HBII o0bema nepen X MI/MI
pasBeneHueM

MNmMmnaHTaThl
o0Iiee KOJMYECTBO B

WmmnaHTaTh Z MT
WMILJIAHTATE

JlekapcTBEHHBIE TIpemaparhl I HAPYKHOTO, TPAHCAEPMAIBHOTO, PEKTaJIbHOIO, BarMHAJIHHOTO BBEICHHMS,
HaHECCHUS Ha CIM3UCTYIO 000JI0UKY IOJIOCTH PTa, JECeH

TBep,HLIC JICKApCTBCHHBIC
KOJIMYCCTBO Ha CAUHHUIY

OPMBI HalpuMe .
bop ( N p p; OIHOJO3HBII Z MT
CYIIIO3UTOPHIA, TabIeTKa, TO3UPOBAHUS

KarcyJma)

TBepﬂLIC JICKApCTBCHHBIC
KOJIMYECTBO Ha CIAWHUILY

dbopmel  (Hampumep, MHOTOJJO3HBIH X MI/T
Macchl
TTOPOIIIOK)
TpancaepmanbHble
npemnapaTsl JUTSL
HOMUHAJIBHOE KOJIHUYECTBO,
CHCTEMHOTO MPUMEHEHUS ( .
OJTHOJTO3HBIH BBICBOOOXKJaeMoe Ha X Mr/yd
HalpHuUMeED,
N €/INHUILy BPEMEHU
TpaHCAEPMAIbHBINA
TIJIACTHIPh)
TpancnepmanbHbIe
TpernapaTsl Il MECTHOTO
N ofmiee KOJNIMYECTBO B
MIpUMEHEHUs (HarpuMep, OIHOMO3HBIN ZMr
C TUTacThIpe
TpaHCAEPMaIbHBINA
TUTaCTHIPb)
Msrkue JeKapcTBEHHBIC N
OJTHO/IO3HBIH KOJINYECTBO Ha EIMHHUILY
(dhopMel (HampuMep, Kpem, . X MI/T
MHOT'OJIO3HBIN Macchl
TeNb, Ma3b)
N ofmiee KOJNIMYECTBO B
OJTHOO3HBIH . ZMr
Kunkue nexapcTBeHHBIE NCPBUYHOU YTIAKOBKE
(bopmbl . KOJINYECTBO HA EAUHUILLY
MHOTO/IO3HBIN X MI/MIT
o0bemMa
JlekapcTBEHHBIE MTpeNapaThl A1l HHT LN
NHransnuoHHbBIC
JeKapcTBeHHbIE (OPMBI ( OJHOMO3HBIM KOJIIUYECTBO B
. . X Mr/mo3a
HampuMep, TBEPAbIE  MHOTOJO3HBIN JIOCTaBJISIEMOH J103€

KaIlCyJIbl, a3pO30JIH, Ta3bl)

PactBop (cycmensus,
oOlee KOJNMYECTBO B

OMYJIbCHUSA) LISt OJTHOZIO3HBIN . Z MT
. MEPBUYHOMN YIIAKOBKE
HeOynai3epa

PactBop (cycmensus,
IMYJIbCHA) bifi MHOTOO3HBIH
HeOyaiizepa

KOJIUYCCTBO Ha CAUHUIY

X MI/MiI
obbeMa

O(I)TaJ'ILMOJ'IOFI/I‘IGCKI/IC, YUIHBIC U HAa3aJIbHBIC JICKAPCTBCHHBIX ITPCHIapaThbl

OJTHOJIO3HBIN



)KI/II[KI/IC JICKAapCTBCHHBIC MHOFOZ[O3HBII>1 KOJIUYCCTBO Ha CAUHUIY X MI/MII

(hopmBI o0BeMa

Msrkue JIeKapCTBEHHBIC OIHOMO3HBIN KOJIMYECTBO HA EIUHUIY y
X MI/T

(dhopMbI (HarIpuMep, Ma3b)  MHOTOIO3HBII MAacChI

1 OI[HOI[OSHaSI INEpBHUYHAA YIIAKOBKE COACPXKHUT KOJHMUYCCTBO IIpCIiapara,

npeaHa3HAYeHHOE Ul TIOJHOTO WIJIM YaCTHYHOTO MpUMeHeHHs 3a | mpuem. MHoOromo3Has
MepBUYHAS YIAKOBKA COJCPIKUT KOJUYECTBO Iperaparta, MPUTrOJHOE ISl JTBYKPATHOTO W
0oree 1O3UPOBAHUSI.

2 Konuuectso dbapMareBTHYECKOW CyOCTaHIIMKM WIIM JEHCTBYIOMIETO BEIIECTBA
COOTBETCTBEHHO.

3 Kpome ykazaHHBIX B TaOmuIle CrocoOOB BBIpKCHHS JO3UPOBKHU (KOHIIEHTPAIIHH),
MOTYT OBITh HCIIOJB30BaHbI APYTUE MPUEMIIEMbIE SIUHUIIBI U3MEPEHUS I BBIPAKCHUS
JIO3UPOBKH (KOHIIEHTPAIIUH).

4 EnunoBpeMeHHOE BBEICHHE: TPUMEHEHHE BCETO KOJMYECTBA JICHCTBYIOIIETO BEIIECTRA,
coAepKalerocss B MEPBUYHOM YIMAKOBKE €IMHOBPEMEHHO B paMKaX OJHOIO BBEICHUA.
YacTuyHoe BBeJCHHUE: BBOAMMAS /1032 PACCUUTHIBACTCS B MHIWBHUIYaIbHOM MOpPsJIKE (B MI/KT
MAacCHI Tela,

B Mr/M2), a HEHCIOJIb30BAaHHAS YaCTh JICKAPCTBEHHOTO MIPENapara yHUYTOKACTCS.

> Eclli B HAMMEHOBAHUH JIEKapCTBEHHOTO Mpernapara KOHIEHTPAIMs yKa3bIBACTCS B BUJIE
"o3upoBKHU", HA YIIAaKOBKE HEOOXO0IUMO YETKO YKa3aTh 0011ee cojepKaHue B 0011eM oobeme
. Ecnin B HauMeHOBaHMM JIEKApCTBEHHOTO Ipenapara o0uiee KOJIMYECTBO JEHCTBYIOIIETO
BEIIECTBA B NEPBUYHON YIAKOBKE YKa3bIBAa€TCS B BHUJIE '"IIO3UPOBKHU', HA YNAKOBKE
HEOOXOJMMO TaKXKe yKazaThb OOHIMH 00beM WM olliee coiepkaHue B obuieM o0beMe u
KOHIeHTpauuio. Ecaun B HaMMeHOBaHMM JIEKapCTBEHHOTO Ipernapara yKas3blBaeTcs ooOiee
KOJIMYECTBO B 001IeM 0oO0bemMe B BUJE "HAO3UPOBKU', HAa YIAKOBKE TaKXKe CIEIyEeT yKa3aTh
KOHLIEHTPALHIO.

6 [Ipy HanuuuM 4aCTHOM PEKOMEHAALMU B OTHOUIEHWH O0BEMA ISl PACTBOPEHUS
JIO3UPOBKY B Kau€CTBE aJIbTEPHATUBHI JOMYCKAETCS YKa3bIBaTh B BUJE OOIIEro KOJUYECTBA B
o01ieM o0beMe rocie pacTBopeHus "z mr/y mi'".

2.4. OcoOble ciydyan yKa3zaHus JO3UPOBKHU (KOHIIEHTPALIHH).

2.4.1. Insa nekapCTBEHHBIX IIPENApaToB I IPUEMa BHYTPb B MHOTOJI030BOM YIIAKOBKE,
dbopma mpUMEHEHUs KOTOPBIX OTJIMYAETCS OT UCXOMHOU (hopMbI (TpeOyeTcs MpOBEICHHE
peoOpa3oBaHus IMyTeM PACTBOPEHUS, pa30aBlIeHUs ), JO3UPOBKA yKa3bIBaeTCs sl (PopMbl
npumeHeHusd. Hanmpumep, "moponiok s NpUroTOBIEHUS CYCIIEH3UU AJIA IpUeMa BHYTpPb 4
Mr/Ma" — MpU OTCYTCTBUMU JIO3UPYIOIIETO YCTPOWCTBA, "MOPOIIOK JISI MPUTOTOBIEHUS
CycmeH3uu misg npuema BHYTph 20 Mr/5 ma" — mpu KOMIUIEKTAUHUH JTO3UPYIOIIUM
YCTPOWCTBOM.



2.4.2. lns paauodapMarieBTHIECKUX JIEKAPCTBEHHBIX MPEMapaToB yKa3bIBACTCS 00IIast
PaIMOaKTUBHOCTD, BhIpaKEHHAs PaIMOaKTUBHOCTHIO HyKIuaa B 6ekkepensax (I'bk, Mbk, kbk)
B €JIMHUIE J03bI (JIs1 JO3UPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB) WIH PATUOAKTUBHYIO
KOHIICHTPAIINIO, BhIpAXKEHHAs paJIM0AaKTUBHOCTHIO HyKJKa B Oekkepensax (I'bk, Mbk, kbk) B
€MHULIC IEPBUYHON YIIAKOBKH (111 HEIO3UPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB).

2.4.3. Jlo3upoBKa (KOHIIEHTpAIIMs) HE YKa3bIBAETCS ISl CICAYIOMIMX JIEKApCTBEHHBIX
MPEMapaToBs:

B JIEKapCTBEHHOM (hopme ""ra3 MeauiuHCKui'", "Macno", ">KuaKocTs";
B BHJI€ (DAaCOBAHHOIO JIEKAPCTBEHHOTO CHIPhS U MPEAHA3HAYEHHBIX JJIsl TPUTOTOBIICHUS
BOJIHBIX M3BJICUCHUIA;
CJIO’KHBIX COJIEBBIX PACTBOPOB sl MH()Y3MOHHOTO BBEACHUS;
FOMEOIATUYECKUX MIPENAPATOB;
MOJMBUTAMUHHBIX MPENapaToB W MPENApaToB, COAECPKAIIMX NOJIUBUTAMUHBI B
KOMOMHAIIMU C MUHEPATbHBIMU KOMIIOHEHTAMHU U JIPYTHX.

2.4.5. Ha ynakoBke (3TUKETKE) *KUJIKUX JIEKAPCTBEHHBIX MPEMapaToB JJIsi UHBEKIUH,
KpOME JTI03UPOBKH, MOXKET ObITh YKa3aHa KOHIIEHTpAIlUs JEHCTBYIOIIETO BeliecTBa B 1 Mil.
JIJist conepKUMOro yrnakoBKH o0beMOM MeHee | MIT OMyCcKaeTcs YKas3blBaTh COJIEpPIKAHUE
JEUCTBYIOINIETO BelecTBa B 00IeM o0beMe ymakoBKH, Hampumep, 12,5 mr/0,625 miu. B
Cly4ae €CIId HAa3HAYEHHE JICKAPCTBEHHOrO Mpernapara 3aBUCUT OT €r0 KOHUEHTpPalUuu B
IPOLIEHTAX, JIOMYCKAeTCs HapsAly C HEW yKa3aTb COAEpP)KaHUE JIEHCTBYIOIIETO BEIIECTBA B

obmiem oObeMe ymakoBku, Harpumep, 1 % (100 mr/10 mu).
TIPUJIOKEHUE Ne 10

K TpeOoBaHMSIM K MHCTPYKIIHH TI0

MCINIHUHCKOMY IMPUMCHCHUTIO

JIEKapCTBEHHOTO TIpernapaTa 1 o0reit

XaAPAKTCPUCTUKE JICKAPCTBECHHOI'O

mpernapara JUist MeIUIIHHCKOTO

TMIPUMEHCHUA

IITABJIOH
o0mIeii XapaKTEpHACTHKH JIEKAPCTBEHHOT'O Ipenapara

B HacrosiieM mabs0He, BBEICHBI CIISIYIONIHE PABUIIA HCIIOIh30BaHMsI CKOOOK:
{TekcT} — B moJie MEXIy CKOOKaMU BHOCHUTCS MH(POpPMAIUs MCXOAS U3 COCTaBa U
0COOCHHOCTEH JIEKapCTBEHHOTO MperapaTa;
<TEKCT> — B I10JI€ MEXKAY CKOOKaMHU TEKCT BHIOMPAETCS WIIH YAAIACTCS U3 MPETOKEHHBIX
CTaHJIAPTHBIX (POPMYITHPOBOK (BBIACICHBI KYPCHBOM) B 3aBUCHMOCTH OT JICKAPCTBEHHOTO
npernapara.

OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IIPEITAPATA
<

A J



JlekapcTBeHHBIH Npenapar MoICKUT JONOJTHUTEIFHOMY MOHUTOPHHTY. JTO MO3BOJIHT
OBICTPO BBIABUTH HOBYIO HH(popMaILHIo 110 6e3onacHocTH. MbI oOpaijaeMmcs K paOOTHHKaM
CHCTEMBbI 3paBOOXPAHEHHSA C MPOChOOI coo0IaTh O JFOOBIX MOO3PEBAEMBIX
HexxesnatebHbIX peakiusax. I1opsmok cooOIIeHUS 0 HeXeAaTeIbHbIX PEaKIHAX IPECTaBICH
B paszzneJie 4.8 HacToA1Iero nNpuiIoXeHus.>
1. HauMeHoBaHME I€KapCTBEHHOTO Mpenapara
{(ToproBoe) HaumMeHOBaHHe, J03UPOBKA, JIEKAPCTBEHHAs (hopma}
2. KayecTBEHHBIN M KOJIMYECTBEHHbBIN COCTAB
{HaumeHoOBaHH€ JECHCTBYIOII[Ero BellecTBa (HJIH BEIECTB)}
<2.1 Ob1ee onucaHue™.
<2.2 KayecTBEHHBIN U KOJTUYECTBEHHBIA COCTaB>.
<BcnomorareyibHbl€ BEIIECTBA, HAJIHUYUE KOTOPBIX HAJ0 YYHUTHIBATb B COCTAaBE
JIEKapCTBEHHOTO TIpernaparta: {[epeyucJnTh BEIeCcTBa >,
<llosHBIF CHHCOK BCIIOMOTATEJIbHBIX BELIECTB CM. B IIYHKTE 6.1 HacroAlero
MPHIOKEHHA.>.
3. JlexapcTBeHHas opma
<JIuHus pazioma (pucka) npeJHa3Ha4eHa UCKIIOYUTEIBHO I YIIPOLIEHUS pa3/ieJIeHUs
TaOJIETKH H ee MPOIJIATbIBAHHA, a HE pa3/IeJIeHUS Ha PABHbBIE JTO3bI.>.
<JIunus paznoma (pucka) He IpeIHA3HAYCHA JUIA pa3/eJIeHUS TA0JTEeTKH. >,
<TabnieTKy MOXHO pa3/eJIuTh Ha pABHbIE JO3bL.>.
4. KiinHn4yecKkue JaHHbIe
4.1. ITokazaHusi K TPUMEHEHUIO.
<JlekapcTBeHHbII Mpenapat NPUMEHSETCSI HCKJIIOYUTEIbHO B JUArHOCTHYECKUX IEIAX.>.
<{X} mokaszaH Kk NpUMEHEHHIO y <B3POCJbIX, HOBOPOXICHHbIX, MJIAJICHI[EB, JACTEH,
MOJIPOCTKOB B BO3pacTe {OT X 0 y} <JIeT, MECALIEB>.>,
4.2. Pexxum 103UpOBaHUA U CIOCOO TPUMEHEHHSL.
Pexum no3upoBanus
Ocobble rpymnibl MarHeHTOB
Jletn
<<bezonacHocTb> <u> <3(ppexTuBHOCTH> {X} y nereii B Bo3pacte {OT X 0 y} <MecsIleB
, JIeT> <Ha JJaHHBIFf MOMEHT> HE <YCTAHOBJICHBI™>,
</laHHBIE OTCYTCTBYIOT>.
<Hmeroruecs Ha ceroAHAIIHUH AeHb JaHHbIC IPUBEACHBI B oApaszaeie <4.8> <5.1> <
5.2>, oqHaKo HEBO3MOKHO JJaTh PeKOMEHAAIIHUH IT0 PEKUMY JJO3UPOBAHHS ™.
<{X} He ciaenyer Ha3Ha4YaTh (IPUMEHATbH) y ACTCH B BO3pacTe {OT X 10y} <JIeT, MeCAIEeB
> B CBSA3H C PHCKOM, CBA3aHHBIM C ONACEHHEM(SIMH) OTHOCHUTEJIBHO <0€30MacHOCTH> <
¢ eKTHBHOCTI>>.
<Ilo noka3aHusaM {ykazartb 1nokazanus} {X} y <aereH, nereit B Bo3pacte oT {0T X A0 y} <
MecALeB, JIeT>> <HE IPUMCECHACTCA .



<{X} mporuBoriokas3aH y jeTei B Bo3pacrte {OT X 10 y} <JeT, Meca1eB> {IpH MOKa3aHUH
(nokazanusx)...! (cMm. moapaznen 4.3).>.
Croco6 nmpuMeHeHHS
{Mepbl IpeaoCTOpOKHOCTH, IPHHUMAEMbIE TIEpe] MPUMEHEHHEM TPEenapara Ui MpH
o0OpallleHuH ¢ HUM}
<HUHCTpyKIHH 10 <[IPUT'OTOBJICHHIO> <paCTBOPEHHIO> JIEKAPCTBEHHOI'O Mpenapara nepe
IIPUMEHEHHEM CM. B pazaeje <6.6> <u> <[2>>
4.3. [IpoTuBONIOKa3aHMUS.
<[ unep4yBCTBUTEJIBbHOCTb K JCHCTBYIOIIEMY BEIIeCTBY (A€HCTBYIOLIUM BEIIECTBAM) HITH
K JIFOOOMY H3 BCIIOMOIaTeJIbHbBIX BEIECTB, MEPEUHCICHHBIX B pazzaeie 6.1 <wumn {Ha3BaHHe
OCTaTOYHBIX MPOHU3BOACTBEHHBIX MPUMECEH }>.
4.4. OcoOble ykazaHusi U MEpbl IPEAOCTOPOKHOCTH MPU MPUMEHEHUU.
<Iletu>
4.5. B3anmMoAeHCTBUE C JPYTMMH JIEKAPCTBEHHBIMH NpPENAapaTaMyu U IPyrue BUIBI
B3aUMOJECHCTBHUS.
<HccaenoBaHusa B3aUMOJACHCTBHS HE MPOBOIUJINUCE. ™.
{/lortonauTEIEHBIE CBECHHS 00 0COOBIX TPYIIIAX. }
(et}
<HUccienoBanusa B3auMOJICHCTBHUA NPOBOJHIUCH TOJIBKO HAa B3POCBIX>.
4.6. ®epTUNBLHOCTH, OEPEMEHHOCTD M JIAKTALIMSL.
{bepeMeHHOCTb |
{KopmiteHue rpyabro}
{DepTHIIBHOCTH }
4.7. BnusHue Ha CIOCOOHOCTH YMPABIATh TPAHCIIOPTHBIMHU CPEJICTBAMU U pabOTaTh C
MEXaHU3MaMH.
<{ToproBoe HauMeHOBaHHEe} <<HE OKAa3bIBACT> <HJH> <OKa3bIBAE€T HECYIICCTBEHHOE
BJIHSAHHE™>, <OKa3bIBACT Cjab0¢e BIHAHHE™>, <OKa3bIBAET YMEPEHHOE BIHAHHE>, <OKa3bIBACT
BBIPa)K€HHOE BJIHSHHE HA ATH CIIOCOOHOCTH™> HA CITOCOOHOCTH YHPABIATh TPAHCIOPTHBIMH
cpescTBaMHu U paboTaTbh ¢ MEXaHU3MAaMHU. ™.
<He npuMeHHuMO.>.
4.8. HexenartelbHbIE peaKIIUu.
</lern>
Coobrenne o 1Moa03peBacMbIX HEXXEIATEIbHBIX PEAKITHAX
<Ba)xHO c000IaTh O 003PEeBAEMbIX HEXENaTeIbHbIX PEAKIHAX MOCJIE PerucTpaluu
JICKAPCTBEHHOTO TIpernapara ¢ MeJbpl0 o00ecredeHus HeNpepbIBHOIO MOHHTOPHHTA
cooTHomIeHHud "moyib3a — pUCK" JeKapCTBEHHOTrO Ipenapara. MeauluHCKuM paboTHHKAM
PEeKOMEeHIyeTcsa coo0marb O JIFOOBIX MMOA03PEeBAEMbBIX HEXEIATCTbHBIX pPEAKITHIAX
JIEKAPCTBEHHOI'0 Mpernapara 4yepe3 HaI[HOHAJIbHBIE CHCTEMbI COOOIICHHUS O HEKEJIATeIbHbIX
PpeaKHAX rocy1apcTB — WiIECHOB EBpa3uiicKoro 3JKOHOMHYECKOIO COr034a.>.



4.9. Ilepeno3upoBka.
<Iletmu>
5. ®apMakKoJIOTHYECKUE CBOMCTBA
5.1. ®apmakoIMHAMUYECKHUE CBOMCTRBA.
dapmakoTtepaneBTuueckas rpynmna: {rpynna}, kog ATX: [{koa}, <moka He IpHUCBOECH™ |
<{(ToproBoe) Ha3BaHHue} sABAjgETCI OHOAHATOTrOM (OHOMOAOOHBIM JIEKAPCTBEHHBIM
npenaparom).>
<5.1.1. MexaHHu3M geHCTBHSI>
<5.1.2. ®apmakoauHaMu4ecKue 3(PHeKTrr>
<5.1.3. Knuaudeckas 3(p(pekTHBHOCTD U 6€30MACHOCTh>
<5.1.4. Jletn>
<YnoimHOMOYEHHbIE OpPraHbl TOCYJAapCTB — YICHOB EBpasniickoro 3KOHOMHYECKOIo
coro3a O0CBOOOJHWIH JepXaTejsd PerucTpaliHOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOIO
npenapara oT 00SA3aHHOCTH MpPEJACTABIATH PE3YJIbTaThl HCCJENOBAHHH {HAUMEHOBAHHE
JIEKapCTBEHHOTO TIperapaTa} BO BceX MOATPYIIAX AETEH MpH {COCTOSHUE, COOTBETCTBYIOIEe
PpeIleHHFO MO IJIaHy UCCJIEJOBAHHUA Y JIETEH 110 YTBEPKICHHOMY MOKA3aHUIO K TPUMEHEHHIO }.
Cwm. paznen 4.2 1o npUMEHEHHIO Y JE€TEH.>.
<YnosHOMO4YEHHBIE OpraHbl rocyJaapCcTB — 4JI€HOB EBpa3uiickoro 3KkOHOMHYECKOIO
CO03a OTJOXHIH 00583aTEJIbCTBO JIEP)KATEAA PETHCTPAIIHOHHOTO YJIOCTOBEPECHHUS
JIEGKAPCTBEHHOTO Tpenapara MpEJCTaBIATh pPE3yJabTaThl HCCICIOBAHHH {HAaMMEHOBAaHHE
JICKAPCTBEHHOI'0 Mpernapara} B OAHOH i Oosiee moArpymnnax JeTeH MpH {COCTOSHHE,
COOTBETCTBYIOLICE DPELIEHHIO MO IUIAHY HCCJIEJOBAaHHUA y JAETE€H MO YTBEPKACHHOMY
1oKa3aHuIo K npuMeHeHuro}. CMm. paznes 4.2 no npuUMeHEeHHIO y IeTCH.>.
</laHHBIH JI€KapCTBEHHBIH MPENapar 3aperucTpUpPOBaH M0 MpoLeaype "perucTpanus Ha
ycaoBuAX'" U 10 JI€KapCTBEHHOMY MPENapatry OKHIAETCS MPEACTaBICHHE JOMOJHUTEIbHBIX
JaHHbIX. {HanmeHoBaHHuE yHMOJIHOMOYEHHOIO OpraHa rocyaapcTBa — wieHa EBpa3uicKoro
9KOHOMHYECKOTO COF03a) OyneT MpOBOAUTH €KETroAHO JKCIEPTH3Y HOBBIX CBEACHHH O
npemnapare, a JaHHas o01]asg XapaKTepHUCTHKAa JIEKapCTBEHHOro mpenapara OyJer
OOHOBJIATHCA 110 MEPE HEOOXOAUMOCTH .
<<{(ToproBoe) Ha3BaHH€}, JaHHbIH JIEKaApPCTBCHHBIH NPENapart, CoAepKalliui {Ha3BaHHe
JeHcTByroniero BenjecTna (AeHCTBYIOIIUX BEIIECTB)}> HE NPOXOIHT H3YYEeHHS Y OJAHOH HiIH
HECKOJIbKUX MOATPYII AETEH {yCcI0BHE, COOTBETCTBYIOLIEE IJIAHY UCCICAOBAHUA Y JE€TEH 110
YTBEP)KICHHOMY IMOKa3aHHIO K npuMeHeHuto! CM. paznen 4.2 HACcTOAIEro MpHI0KEHHS IO
IIPUMEHEHHIO Y JETCH>.
</laHHbBIH J1€KapCTBEHHBIH MpEenapat 3aperuHCTPUPOBAaH MO "HCKIIOYUTETbHBIM
obcrosTercTBaM" B CBA3H C <peJKuM 3a00J€BaHHEM, HAYYHBIMH COOOpakKeHHSIMH,
OTHYECKUMH COOOPaXKCHUSIMH™> BCE€ HEOOXOJUMbI€ CBEACHHUS O JAAaHHOM JIEKAPCTBEHHOM
rpernapare 1noJIy4uTh HeBO3MOXKHO. { HaumMeHOBaHUe yII0JITHOMOYEHHOIO OpraHa rocy/japcTBa
— yineHa Coro3a} Oyjner NpOBOAUTH 3KCHEPTH3Y HOBBIX CBEJCHHH, KOTOpbIE€ MOTYT



MOSABJIATHCS €XKEroJHO, a JaHHAs 00I1as XapaKTepUCTHKA JIEKAPCTBEHHOTO Mpenapara 0yaet
OOHOBJIATHCA 110 MEPE HEOOXOAUMOCTH .
5.2. ®apMaKOKHHETHYECKHE CBOMCTBA.
<5.2.1. Abcopbrus>
<5.2.2. Pacnpenesienue>
<5.2.3. buotpancgopmanus™>
<5.2.4. DaumuHauus>
<5.2.5. JluHeHHOCTh (HEJINHEHHOCTD )>
<5.2.6. ®apmakoKHHETHYECKAA-(hapMaKOJUHAMHYECKAas 3aBUCUMOCTb>
5.3. JlanHBIC JOKIMHUYECKON OE30IaCHOCTH.
<B DOKJTHHHYECKHX JaHHBIX, TOJIYUEHHBIX 110 pe3yJIbTaTaM CTAHAAPTHBIX HCCIIECTOBAHHUHH
(papmakogorudecko 06e30MacHOCTH, TOKCHYHOCTH IPH MHOTOKPATHOM BBEJCHHH,
T€HOTOKCHYHOCTH, KaHLIEPOTCHHOIO0 MOTCHIHAIA H PEIPOAYKTHBHOH H OHTOICHETHYECKOH
TOKCHYHOCTH, OCOOBII Bpe /IS 4eJIOBEKAa HE BbISIBJICH™.
<B AOKIMHUYECKHX HCCJIEOBaHUAX HAOIIOAAIUCH 3(QEKTHI JIUIIb MPH BO3CHCTBHH
JIEKAPCTBEHHOT'O Mpenapata B J103aX, CYIIECTBEHHO MPEBOCXOMAIINX MAKCUMAJIBHBIC, YTO
ABJIAETCS KINHUYECKH HE3HAYUMBIM >,
<UmeroTcs caeayromne HeXeaaTeJbHbIe peakluu, He 0OHapyKeHHbIE B KITHHHYECKHX
HCCIIEJ0BaHUAX, HO BBIABJICHHbBIC Y )XUBOTHBIX IIPH BO3JI€HCTBUH JICKAPCTBEHHOIO MIPENapara
B J1033aX, CXOXKHX C JI03aMH, [IPUMEHEHHbIMH B KJIHHHYECKHX HCCICAOBAHHAX, YTO MOKET
HUMETh KIMHUIECKYIO 3HAYUMOCTb.>
6. ®apmalieBTUUECKHUE CBOMCTBA
6.1. [Iepeyenb BCrIOMOraTeIbHBIX BEIIECTB.
<OTCyTCTBYIOT.>
6.2. HecoBMECTUMOCTS.
<He npumeHHMO.>
<B cBA3H ¢ OTCYTCTBHEM HCCICIOBAHHH COBMECTHMOCTH, JAHHBIH JIEKAPCTBCHHBIH
npenapar He cjeayeT CMEeIIUBaTh C APYTHMH JIEKapCTBEHHBIMHU MPENnapaTaMu>.
<JlaHHBIA JEKAPCTBEHHBIM Mpemnapar HE CIEAYET CMEWHUBATH C APYTUMHU
JIEKApCTBEHHBIMH IIPEIIApaTaMHM, 32 HCKIOUYEHHEM YIIOMSIHYTBIX B paszene <6.6> <p> <12>>

6.3. Cpok rogHOCTH (CPOK XpaHEHHUS).

<...> <6 mecsaueB> <...> <] rog> <18 mecaneB> <2 roga> <30 mecaneB> <3 roga> <...>.

6.4. OcobObie MepbI TPEAOCTOPOKHOCTH MPU XPAHESHUH.

<VcioBusa xpaHeHHS 110C]Ie <BOCCTAHOBJICHHS™> <pa30aBJIeHHS™> <IePBOIr0 BCKPBITHS™

JIEKAPCTBEHHOI O IIPENAapaTa cM. B mozpasjaeiae 6.3 HacTOALIEro pa3neaa.

6.5. XapakTep u cofep:KaHne MEPBUYHON YITAKOBKH < CIEIHATbHOE 000pYAOBaHUE IS
UCIIOJIb30BAHMS, BBEACHUS WU UMILTAHTALINI>.

<He Bce pa3Mepbl yIIakOBOK MOT'YT OBITh JJOCTYITHBI JUIS PeaTH3aIlHH >,



6.6 OcoObic Mepbl MPEIOCTOPOKHOCTH TMPH YHHUYTOXKCHUU HCIOJIH30BAHHOTO
JIEKapCTBEHHOTO Mpenapara Wil 0TXO0A0B, MOJYYEHHBIX MOCIe MPUMEHEHHUS JIEKapCTBEHHOTO
npenapara uin paboThl C HUM.

<6.6.1. IlpumeHeHHE y N€TEH>
<Her ocobbIx TpeboBaHHI <K YTHIH3ALIHH>.>.
<Becb ocTaBHIHMHCSA JIEKAPCTBEHHBIH Mpenapar H OTXOJbl CIeAyeT YHHYTOXHTh B
YCTaHOBJICHHOM IIOPSJIKC.>.
7. lepxarenb perucTpaliiOHHOTO YAOCTOBEPEHUS
{Ha3BaHue cTpaHbl}
{HanMmeHOBaHHE JEp)KATeJId PETHCTPAIIHOHHOTO YJIOCTOBEPEHHSA H FOpHAHYECKHH (
(axkTuyeckuit) aapec}
<{rem}>
<{taxc}>
<{azapec 3JIeKTpOHHOH MOYTHI !>
7.1. 1IPEJICTABUTEJIb JEPXATEJII PEI'MCTPALIMOHHOI O
YJIOCTOBEPEHHAL.
Ilperenszun notpebuTeseH HaIPaBIATh 110 AJPECY:
{Ha3BaHHue CTpaHbl}.
{HauMeHOBaHHE JepXKaTesil PErucTPallHOHHOIO YJIOCTOBEPEHHUS H FOpHIHYECcKUH (
(axTudaeckuit) aapec).
<{rem}>.
<{cpaxc}>.
<{azapec 371eKTpOHHOH OYTHI }>.
8. HoMep perucTpaimoHHOr0 y10CTOBEPEHHUS
9. aTta mepBUYHON peructpainuu (MoATBEPKACHUS PETUCTPAINH, IEPEPETUCTPALIIH )
</lara nepBoii peructpauuu: {/{/] mecaua I'TTT }>
</lara nocyieqHero MOATBEpPXKAcHUA peructpanuu (nepepeructpanqun): {11 mecsa I'TTT
>
10. JaTta nepecMoTpa TeKCTa
<{MM/TTTT}><{JZ/MM/ATITT}><{JI/l mecauy I'TTT}>
<11. JlozumeTpus> (ecii MPUMEHUMO)
<12. HCTpYKUMH MO MPUTOTOBJICHUIO paanodhapMalieBTUYECKUX MpernapaToB>
<Becp HeHCIOJIb30BAHHBIH JIEKAPCTBEHHBIH MPENapar HJIH OTXOAbI CJICAYET
YTHJIHU3HPOBATH B YCTAHOBJICHHOM MOPSAKE.>.
OO6mras xapakTepUCTHKa JEKapCTBEHHOTro mpernapara {ToproBoe HanMEHOBAaHHE}
JOCTyNHAa Ha O(QUIMATBLHOM CailTe YMOJHOMOYEHHOrO OpraHa rocyjapcTBa — 4JieHa
EBpasuiickoro coro3a B HMH(GOPMAIMOHHO-KOMMYHHKalMOHHOW cetu "WHTepner" {caiiT



YIOJIHOMOYEHHOTO opraHa; W (WjiM) Ha HHPOpMalMOHHOM moprtaie EBpasuiickoro
SKOHOMHUYECKOI'0 COI03a B MH(POPMALMOHHO-KOMMYHUKaIIMOHHOW ceTn "WHtepuer" {calT

EBpa3zuiickoro 3KOHOMHUYECKOT0 COr03a}.
[TPUJIOJKEHUE Ne 11

K TpebGoBaHUAM K HHCTPYKIIMH IO

MEAUIUHCKOMY ITPUMEHEHUIO
JIEKapCTBEHHOT'O MpemapaTa u ooiei

XapaKTCPUCTUKE JICKAPCTBECHHOT'O

npenapara st MEAUIIUHCKOTO
MPUMCHCHUA

IMTOPAIOK
3aoJIHEHM Ma0I0Ha 00ImIel XapaKTepHCTHKH JIEKApCTBEHHOTO IIpenapaTa

Hwxe npuBenens! pa3aensl nHGOPMAIINH, TPEyCMOTPEHHBIEC MPABUIIAMU PETUCTPAIUU U
AKCIEPTU3BI JIEKAPCTBEHHBIX IMPENApATOB HA TEPPUTOPUU EBPa3HilCKOT0 3KOHOMUYECKOTO
Coro3a, yrBepxaaeMbiMu EBpa3uiickoil 3KOHOMUYECKOU KOMUCCUEH.

JInsi Bcex A3bIKOB HMCIOJIb30BaHME KOMOMHUPOBAHHBIX OOIIHUX XapaKTEPUCTHUK
nekapcTBeHHbIX mpenapatoB (mamee — OXJII) nns pa3nuuHbIX AO3UPOBOK TOU Ke
JeKapCcTBEHHON (OpPMBI 11e1eco00pa3Ho (Il AKCHEPTU3bl U TMOCIEAYIOIIET0 MPUHSATHS
pemenusi) B Tex ciaydasx, ecau OXJIII moaHOCTBIO MAEHTUYHBI, 32 HCKIIOUYEHUEM
HEOONBIIOTO YHCIa CHeMU(PUYHBIX JUIsI JO3UPOBOK CBEACHHH (€clu TMOKa3aHHs K
MPUMEHEHUIO ISl pa3sHbIX J03MPOBOK He coBnagaT, To OXJII komOuHUpoOBaTh HE
nonyckaercs). [Ipu ucrons3oBannu komOumHHpoBaHHBIX OXJIII ciexyer ucmonan30BaTh
TOJBKO TMEPBUYHYIO JIEKAPCTBEHHYIO (hOopMy, HAlpUMEp, BO3MOKHO KOMOWHHpPOBAHUE
pacTBOp g MHBEKIUMKA BO (iakoHe" W "pacTBOp JIsi MHBEKIMN B TPEABAPUTEIHHO
3anoiaHeHHoOM 1mnpuue". Ilpu ycaoBHM BBINIOJTHEHHUS BBILIEIIEPEYUCICHHBIX YCIOBHUI
obocHOoBaHMEe He TpeOyercs. bonee mnonHbIE PEKOMEHJAIMU MO JaHHOMY BOIPOCY
npejacTaBieHbl B mpuiokeHun Ne 8 k TpeOoBaHUSIM K MHCTPYKIIMU 1O MEAHITUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHOI'O IMpenapara U OOIlIell XapaKTEepPUCTUKE JIEKapCTBEHHOTO

"

mpenapara Jyuisi MeIUIIMHCKOTO IpUMeHeHUs (nanee — TpeboBanus).

Ecnu paznuuHble JO3UPOBKU HE YIOBJIECTBOPSIOT BBINICONMUCAHHBIM KpUTEpUsM (
HanmpuMmep, MpU Pa3IMuMsaX B MOKA3aHUAX K NPUMEHEHHUIO JJIsl PAa3JUYHBIX JTO3UPOBOK),
3asBuTenu Brpase npenactaBuTb OXJIII Ha pa3nuyHble TO3UPOBKU B OJHOM JOKYMEHTE
TOJIBKO LIeJIeH SKCIIEPTU3bl, YKa3bIBas 3aryIaBHBIMU OyKBaMu JO3UPOBKY HIIH JIEKAPCTBEHHYIO
(dbopMy, B OTHOIIIEHUH KOTOPOM CYIIECTBYIOT aJIbTE€PHATUBHBIE TEKCTOBBIE 3JIeMEHThI. OJTHAKO
JUIS. KaXJIOW JO3UPOBKM U JIEKAPCTBEHHOW (OpMBI 3asBUTENb JOJDKEH MPEICTaBUTh
otnensuyto OXJII, conepxatyto cBeeHus: 000 BCEX BO3MOKHBIX BApUAHTAX COJEPKUMOTO
YIIAKOBKH, OTHOCSIIMXCS K paccMaTpUBaeMOW JO3UPOBKE U JIEKApCTBEHHOW ¢dopMe B
CJIEAYIOLIEM TIOPSIAKE:



BEpCHUSl HAa PYCCKOM f3bIKE — HEMOCPEJICTBEHHO IOCJE BbIAAYU pedepeHTHHIM
roCyIapCTBOM MOJIOKUTEIIBHOTO PEIICHUSI O PETUCTPALINH;

BEPCUHM HAa BCEX OCTAIBHBIX SA3BIKAX TOCYIapCTB — YJIEHOB EBpa3suiickoro
PKOHOMMYECKOT'O COI03a — He Mo3/Hee 25 KaJleHAapHbIX THEW cO JHS BbIIa4u pedepeHTHHIM
rocyapCTBOM MOJIOKUTEIBHOTO PEIICHUSI O PErucTpanuu (HEMOCPEACTBEHHO TMOCHE
BKJIFOUEHUSI KOMMEHTapUEB rOCYIapCTB MIPU3HAHUSA).

Cranpaptabie GOpMYITUPOBKH MPUBEIICHBI B MIA0JIOHE, TPEYCMOTPEHHOM MPUII0KEHUEM
Ne 1 x TpeboBanusiM, KOTOpBIE CIEAYET UCIOJIB30BATh B KAXJIOM OT/AEIbHOM ciyyae. Ecnu
3asIBUTEJIb BBIHYXKJIEH OTKJIOHUTBLCS OT CTAHAAPTHBIX (DOPMYJIMPOBOK C LIETBIO ydeTa 0COOBIX
TpeOOBaHUMN, OTHOCSIIMXCS K JIEKAPCTBEHHOMY IIpemapary, ajdbTepHATHUBHBIC WU
JOTIOJIHUTEIIbHBIE (POPMYTUPOBKH OYyT paCCMOTPEHBI HA MHIUBUAYAJIbHOM OCHOBE.

B cnyuae ecnu crangaptabie dhopmynupoBku npuioxkeruss Ne 1 k TpeboBanusam He
HYKJIAIOTCSl B MOSCHEHUSX UM PEKOMEHAAIUAX 10 3alO0JHEHUI0, TO 3TOT pasjen 1madioHa
OXJII mponyckaerca B HactoseM [lopsnke.

Tonbko A5 TIeKapCTBEHHBIX MPENnapaToB, TPEOYIOUUX AOMOTHUTEIIBHOTO MOHUTOPUHTA

0€30MacHOCTH, YEPHBIN CUMBOJI

v
1 GOPMYITHPOBKH K HEMY JIOJKHBI pa3MeniaThesi ToJbKo nepea pasznenaom 1 OXJIII. Yepusbiid

CHMBOJI

v
JOJIKEH MPEJICTABISATH COOOM EPeBEPHYTHIN paBHOCTOPOHHUN TPEYTOJILHUK YEPHOTO I[BETA!

pa3Mep CUMBOJIA JIOJKEH OBITh MPONOPIUOHAIIBHBIM pa3Mepy WIpUQTa CIETYIOUIEro 32 HUM
TUIIOBOT'0 TEKCTA, 8 MUHUMAJIbHAsL JUIMHA KaX0W CTOPOHBI TPEYTOJIbHUKA JOJKHA
COCTaBJIATH 5 MM. JJI1 MOATOTOBKY MPUIIOKEHUHN C HH(POPMALIUEH O JIEKApCTBEHHOM
Ipernapare MOXKHO MCII0JIb30BAaTh YEPHBIN TPEYTOJIbHUK, IIPEICTABICHHBIM B JAHHOM

mabyioHe (CM. HUXKE).
<

v
/laHHBIH JIeKapCcTBEHHBIH MpenapaT HOJIeKHUT JONOJHUTEIbHOMY MOHUTOPHHTY. JTO

M03BOJIUT OBICTPO BBIABHTH HOBYIO HH()OPMALHIO MO 6e30macHOcTH. MbI oOpaiiaeMcs K
pabOTHHUKAM CHCTEMBI 3JpABOOXPAHEHHS ¢ IPOChOOI cO00IATh O JIFOOBIX T0J03PEBAEMBIX
HexxenaTeabHbIX peakiusax. Iopsanok cooOLeHus 0 HexkeaaTebHbIX PeaKuaX MpeAcTaBIeH
B nozpazzeiue 4.8.>

1. HaumeHoBaHue JIeKapCTBEHHOTO TIpemnapara

PexoMenganum mo HANMMCAHUIO JTO3UPOBOK MPHUBEACHBI B TpuioxkeHun Ne 9 k
TpebGoBaHusM.
B HacTosimiem paznene u nanee cuMmBodibl "®", "T™" g TekcTy He 100aBISIOTCS, cloBa

TabjeTku" U "Kancysbl" ynoTpeositoTcsl BO MHOKECTBEHHOM YHCIIC.

2. KaueCcTBEHHBIN U KOJIMYECTBEHHBIN COCTAaB



JI151 BBICOKOTEXHOJIOTHYHBIX JIEKAPCTBEHHBIX MPENAPaTOB, €CIU BHICOKOTEXHOJIOTUYHBIMI
JIEKapCTBEHHBIM Mpenapar COJEPKUT KIETKHM WM TKaHU, HEOOXOJUMMO MpPEICTaBUTH
MOAPOOHOE OMHMCAHUE PTUX KIETOK WM TKaHEW M UX KOHKPETHOE MPOUCXOXKIEHUE, B TOM
YKCJIe BUJIbI )KUBOTHBIX B CIIy4asiX UX HEUEJIOBEYECKOIo MPOUCXOXKIeHUs. B aToM ciayuae B
HACTOSIIIEM pa3Jiesie CIEIYET BbIAEIUTh MO3ar0JIOBKH:

<2.1 OOuree onucauue>.

<2.2 KauecTBEHHBIN U KOJTUYECTBEHHBIN COCTaB™>.

Kpome Toro, B ciyyae BBICOKOTEXHOJOTHMYHBIX JIEKAPCTBEHHBIX MPENApaTOB IMPHU
HEO0OXOIMMOCTU MOTYT MPUBOJAUTHCS MOSCHUTEIIbHBIC N300paKEHHUS.

3. JlexapcTtBenHas hopma

<JIunusg pasznoma (pucka) npeaHa3HaueHa JUIIb AJis pa3JaMbIBaHUs C LEIbI0 00JIeTYeHUS
MPOTJIAThIBAHMS, a HE JI Pa3/IeJICHHs Ha PaBHbIE JO3bI.>.

<JIunusg paznoma (pucka) He IpeIHa3HauYeHA JJIs pa3iaMblBaHUS TAOJIETKU.>.

<TabneTky MOKHO pa3/ieuTh HA PABHBIE TO3bI.>.

4. KnuHu4ecKkue TaHHbIe

4.1. ITokazaHusi K TPUMEHEHUIO.

VYka3arb, eciu 3T0 He00X0IUMO:

<JlexkapcTBEHHBIN IpenapaT NPUMEHSIETCS UCKIIOUYUTENBHO B TMArHOCTUYECKHUX LESIX.>.

<{X} mokazaH K MPUMEHCHHIO Y <B3POCJIbIX, HOBOPOXKJICHHBIX, MJIAJICHIICB, JETEH,
MOJIPOCTKOB, B BO3pacTe {OT X /10 y} <JIET, MECSIIEB>.>.

4.2. PexxuM A03UPOBAHUS U CIIOCOO TPUMEHEHUS.

Pexxum no3upoBanus

JIOTIOJTHUTENIBHBIE ITO3aT0JI0BKH, TakKe Kak '"JIuna moxunoro Bo3pacra" nnu "llanuenTst
C MOYEYHOM HEJJOCTaTOYHOCTHIO" BKIIFOYAIOTCS IIPU HEOOXOJMMOCTH.

OcoOble Tpynmbl

Hetn

<<be3omnacHocTs> <> <3¢ (PexkTuBHOCTE,> {X} y /eTell B BO3pacTe {OT X 10 Y} <MecCslEB
, J€T> WIH y JIIOOBIX APYTUX 3HAYUMBIX MOJATPYII, HAPUMED, IO MacCe Tela, MOJOBOU
3peJoCTH, MOy <Ha JaHHBIA MOMEHT> He <yCTaHOBJICHBI>>.

Heobxonumo takxe 100aBUTh OJHO U3 CIEAYIOIIUX BBIPAKECHUI:

<JlaHHBIE OTCYTCTBYIOT>.

<HMerommecs Ha CerOHSIIHUN J€Hb TaHHbIE TPUBEAECHBI B oApasaeine <4.8> <5.1> <
5.2>, 0AHAKO HEBO3MOXHO J1aTh PEKOMEHIALIUN 110 PEKUMY JO3UPOBAHU>.

<{X} He cieayeT Ha3HA4YaTh JETAM B BO3pacTe {OT X /10 Y} <JIET, MECSIIEB> WIH Y JTIOOBIX
JIPYTUX 3HAYUMBIX HOJATPYMI, HAPUMEP, [0 MacCe Teja, OJIOBOU 3PEIOCTH, TOJIy B CBA3U C
ormaceHueM(sIMH) OTHOCUTENIbHO <0e30macHOCTH> <3¢ dekTuBHOCTH>>. [Ipyu 3TOM NpUUYKHBI
JIOJKHBI YKA3bIBaThCSI C MEPEKPECTHBIMU CCHUIKAMH Ha Ppa3Jieibl C MOJAPOOHBIM JAHHBIMHU (
HarpuMmep, noapaszaen 4.8 wim 5.1 Hacrosiero [lopsaka).



<ITo mokazanuto {ykaszarh nokaszanue)} {X} y <mereir> <meTei B Bo3pacTe OT {OT X J0 Y
} <mecsiieB, JET>> WK Y JIOOBIX JPYTUX 3HAYUMBIX TOATPYIII, HAIpUMEp, MO Macce Tena,
MIOJIOBOM 3PEJNIOCTH, MOy <HE MPUMEHSIETC™.

<{X} mpoTUBOMOKAa3aH y JeTel B BO3pacTe {OT X JI0 Y} <JIET, MECSIEB> WJIH Y JIFOOBIX
IPYTUX 3HAYMMBIX MOJTPYMI, HAIpUMEp, O Macce Teja, MOJOBOU 3pENIOCTH, MOy {IpHu
nokazaHuu (IoKa3aHusX)...} yKa3aTh Moka3zaHue (mokaszanus) (cMm. mojapasaen 4.3).>.

Cnoco6 nmpuMeHeHust

{MepsbI pe0CTOPOKHOCTH, TPUHUMAEMbIE TIepe]] MPUMEHEHUEM TIpernapara Uil mpu
pabote ¢ HUM }

[IpuBoasiTCS yKa3aHUs MO MPABUIBHOMY NMPUMEHEHUIO JIEKAPCTBEHHOrO Ipernapara
MEJIUIIMHCKUMH paOOTHUKAMU UJTU TTAlIUEHTOM.

B nucTke-BKIIaAbiie MOTYT ObITh MPUBEJACHBI JOMOJHUTEIBHO CIElUaIbHbIC
pPEKOMEHJAIMu M0 MPUMEHEHUIO JIEKapCTBEHHOTO Mpemnaparta (B cilydae HHTaJIATOPOB),
CaMOCTOATEJILHOTO MOJKOKHOTO BBEICHUS JICKAPCTBEHHOI'O Mpernapara nanueHTom. I[lpu
HEO0OXOIUMOCTH MOTYT IIPUBOIUTHCS MOSACHUTENBHBIE PUCYHKH (7151 BRICOKOTEXHOJIOTMUHBIX
JIEKapCTBEHHBIX MPEnapaToB).

<MHCTpyKIMH MO <IMPUTOTOBIICHUIO> <paCTBOPECHUIO> JIEKAPCTBEHHOIO Ipenapara nepes
MIPUMEHEHHUEM CM. B TIOApasaeie <6.6> <u>pazaene <12>.>.

4.3. ITpoTuBOIOKAa3aHHUS.

<I'unepuyyBCTBUTEIBHOCTh K (PapMaleBTUUECKUM CYOCTAHLHSM HJIH K JIOOBIM
BCIIOMOTATEJIbHBIM BEIIECTBaM, MEPEUYUCICHHBIM B mojapazzene 6.1 <unu {HanMeHOBaHUE
OCTaTOYHOM(BIX) MpUMecH(eit) }>.>.

4.4. OcoOble yKa3zaHHs U MEphI MPEJOCTOPOKHOCTH MPU TPUMEHEHUU.

JIoMKHBI OBITH BKJIFOUEHBI TIPU HEOOXOAUMOCTH, JJIS YIPOIIECHUS MOUCKa HHPOPMAIIUH
noj3arojoBku (Hampumep, "BnusHue Ha ceponoruueckue Tecthl", "l[ledenouHas
HenocTtaTouyHocTh", "Y nnHeHnue uaTepBana QT").

4.5. B3zaumopeiicTBre ¢ IPyruMU JEKapCTBEHHBIMU TpernaparamMu U JIpyrue GopMsl
B3aNMOJICHCTBHUSI.
<HccnenoBanusi B3aUMOJICUCTBUS HE MPOBOAMINUCH.>.
<Jletn>
<HccnenoBanusi B3aUMOICUCTBUS MPOBEIEHBI TOJIBKO Y B3POCIBIX.>.
4.6. ®epTUIBLHOCTh, OEPEMEHHOCTD U JIAKTAIHS.
Crangaptabsie  GOPMYJIMPOBKH, HMCIOIB3yEMbIEC IS OMHUCAHUS TMPUMEHEHUS
JIEKapCTBEHHOTO Mperapara npu 0epeMEeHHOCTH U JIaKTalluu
cM. B ipuiiokeHn Ne 5 k TpeOoBaHUsAM.
JlonoTHUTENIbHBIE TOA3Ar0JI0BKH, Takue Kak "JKeHIUHBI C 1€TOPOIHBIM NOTEHIHAIOM ", "
Kontpaneniust y My>K4HH U KEHIIUH", MOTYT OBITh BKIIOUEHBI TP HEOOXOAUMOCTH.

4.7. BnusHue Ha CIOCOOHOCTH YNPAaBIATh TPAHCIIOPTHBIMU CPEJICTBAMU U pabOTaTh C

MEXaHU3MaMH.



[Tpu HEOOXOTUMOCTH clieyeT onucaTh A3 MOEKT BIHSHUS.
4.8. HexxenarenbHble peakiuu.

VYcnoBHBIE 0003HAYEHUS YAaCTOTHl HEXKENATEIBHBIX PEAKIHUN M KiacCHUpUKAIHSI
HEXEJATEeNbHBIX pEaKIUid B COOTBETCTBUU C CHUCTEMHO-OpPraHHOW Kiaccudukaiuen
U3JI0KEHBI B TpuiioxkeHuu Ne 4 k TpeOboBaHUM.

CoOoTBEeTCTBYIOIIHE MO3aTOJIOBKH JIOJKHBI UCTIOIB30BAThCS JUIsl 0OJEr4eHus] OMCKa
MH(}OpMALMU O HEKETATENbHOW PEaKIUU U IS KaXJA0W COOTBETCTBYIOIIEH 0COO0W IpyNIIbI
nonyisiuuu, Hanpumep: "Pesrome mnpoduns OesomacHoctu", "Tabmuunoe pe3rome
HEXeNaTeNbHbIX peakuuil”, "OnucaHue OTIETbHBIX HEXKeNaTeJbHBIX peakiuil” (Takxe
noJipa3ziesl MOKET ObITh O3arjaBiIeH Ha3BaHUEM COOTBETCTBYIOIIEH HEXeJaTeIbHON peakuu
), "I[Ipoumne ocoObie momyasuu'.

<Jletn>

Hacrosimuii monpasgen AoKeH ObITh MCIOJIB30BaH JJI BCEX JIEKApPCTBEHHBIX
IIPEnapaToB.

B koHI1Ie HacTosAIIEero Noapaseiia J0JKEH pacnoiaraTbCs CIEIYIOMNNA M013ar0JI0BOK.
CooO1ieHue o noAo3peBacMbIX HEXKEIATETbHBIX PEaKIUIX

<BaxxHo coo01aTh 0 MOAO3PEBAEMbIX HEXKENATEIbHBIX PEAKIUAX MOCJIE PEerucTpaluu
JIEKapCTBEHHOI'0 Tpernapara ¢ Melblo O00EeCleueHUs] HENPEPhIBHONO MOHHUTOPHUHTA
COOTHOINIEHUSI "TMOoJNb3a — PUCK' JIGKAPCTBEHHOTO Tpemnapata. MeauImHCKUM pabOTHUKAM
peKoMeHlyeTcsl coo0laTh O JIIOOBIX MOJ03PEBAEMbIX HEXKEIATENbHBIX pPEeaKIUIX
JIEKapCTBEHHOI0 MperapaTa 4epe3 HallMOHAIbHbIE CHCTEMBI COOOIIEHUS O HEXENaTeIbHbIX
peaKIusX TOCYJapCTB — WICHOB EBpa3niicKOro SKOHOMHYECKOTO CO03a.>.

B onybnukoBanHoi Bepcun yrBepxkaeHHbIX OXJIII ¢ napopmanmeit
0 JISKapCTBEHHOM IIperapare yKas3bIBaloTcs (pakTUYECKUe MOApOOHbIE JaHHbIE HAIMOHAIBHOM
CUCTEMBI COOOIEHUS O HEXeNaTeIbHbIX pEaKUMUSIX JIEKAPCTBEHHBIX MpenapaToB
COOTBETCTBYIOILIET0 rocyJapcTBa — uieHa EBpa3uilcKOro 3KOHOMHUYECKOTO CO0ro3a (
COOTBETCTBYIOLIUX TOCYAapCTB — YJE€HOB EBpa3suiCKOro 3KOHOMHUYECKOTO COI03a) B
CIIEAYIOIIEM BHJIE:
<T'ocynapcTBo — wieH EBpa3uiickoro 3KOHOMHYECKOT0 COr3a>
<Anpec: UHIIEKC, TOPO/I, YJIHIIA, HOMEP 37aHUs>
<YNoJIHOMOYEHHBI OpraH (YIOJIHOMOYEHHAas OpraHu3alus) TocynapcTBa — ujeHa EBpasuiickoro
9KOHOMHUYECKOI'0 COH03a>
<Tenedon>
<®Paxc>

<OnexTpoHHAasA MoYTa>

<Caiit B HH()OPMAITHOHHO-TEICKOMMYHUKAITMOHHOU cetn "MuTepHeT">
MoryT ObITh HEOOXOJIUMBI JIMHTBUCTUUECKUE KOPPEKTHUPOBKU B 3aBUCUMOCTU OT
rpaMMaTHYECKUX MPABUJI FOCYAAPCTBEHHBIX S3BIKOB IOCYAAapCTB — YIECHOB EBpasniickoro
3KOHOMHYCCKOI'O COKO3a.
4.9. [lepeno3upoBKa.



[Ipu HEOOXOIMMOCTH TPHUBOIATCS JOMOJHUTEIBHBIC IMOJ3arojJ0BKH, Takhe Kak "

Cumnroms!" unu "Jleuenune" ("TakTuka ycTpaHeHHs] CUMITOMOB MEPEA03UPOBKH").
5. ®apMakKoJIOTHYECKUE CBOMCTBA
5.1. ®apmakoIMHAMUYECKHUE CBOMCTRBA.
dapmakoTtepaneBTuueckas rpynmna: {rpynna}, kog ATX: [{koa}, <moka He IpHUCBOECH™ |
J171s1 1eKapCTBEHHOTO MpernapaTa, 3aperuCTPUPOBAHHOIO Kak OrnoaHanor (01omnoao0HbIiM
JIeKapCTBEHHBIN MIpenapar), HE0OOXO0AUMO BKIIIOUHUTH CJICAYIOIINE CBEICHUS:
<{(ToproBoe) Ha3BaHue} SBISIETCS OMOaHAIOroM (OMOTMOMOOHBIM JIEKAPCTBEHHBIM
npenapaTrom).>.
<5.1.4. letn>
Ecnu kommneTeHTHBIE YIOJHOMOUYECHHBIE OpraHbl TOCYyAapcTB — WieHOB EBpa3zuiickoro
AKOHOMHUYECKOI0 COI03a OCBOOOAMIIM JAEp:KaTells PETHUCTPAlMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOr0 IMpenapaTta OT HEOOXOJAMMOCTH KIWHUYECKUX HCCIeJOBaHUN B
NeaUaTpUYECKON MOMYJISLUN WU OTIIOKUIIU UX, HEOOXOANMO yKa3aTh CIEeIyIOUIee:
a) Ipu OCBOOOXKJCHUU OT HEOOXOAMMOCTH KIMHUYECKUX HCCIEIOBAaHUN BO BCEX
MOATpYIIax:
<YTIOJHOMOYEHHBIE OpPraHbl rOCYIapCTB — WIEHOB EBpPa3zHiICKOTO 3KOHOMHUYECKOTO
cor03a OCBOOOAMIM JepiKaTesdsi PEerucTpallMOHHOTO YAOCTOBEPEHHUS JIEKapCTBEHHOIO
npenapata OT OOS3aHHOCTH TPEACTABIATH PE3yIbTaThl UCCIEAOBAHUN {HAaMMEHOBAHUE
JIEKapCTBEHHOTO TMpenapara} BO BCEX MOATrpyNnax aered npu {COCTOSHHUE, COOTBETCTBYIOIIEE
PEUICHUIO 10 MJIaHY UCCIIEIOBAHUS Y JIETEH MO YTBEPKIACHHOMY MOKa3aHUIO K TPUMEHEHHUIO | .
Cwm. moapasznen 4.2 1o TPUMEHEHUIO Y AETEH.>;
0) Opu OTJIOKEHHBIX 00sA3aTENbCTBAX, PACIPOCTPAHSIOMINXCS KaK MUHUMYM Ha OJHY
NOATPYIITY:
<YTNOJHOMOYEHHBIE OpPraHbl TOCYJAPCTB — WIEHOB EBPa3suiicKOro 3KOHOMHUYECKOTO
COI03a OTJIOKUIU O0O0S3aTEIBCTBO JEpPXKATENs PETrUCTPAIMOHHOTO yJAOCTOBEPEHHUS
JIEKApCTBEHHOI'0 TMpenapaTa MPeACTaBIISITh PE3yJIbTaThl HCCICAOBAHUM {HAaMMEHOBaHUE
JIEKapCTBEHHOI'0 MpenapaTa; B OJHOW MW OoJiee MOArpynmnax jaeTed mpu {COCTOSHUE,
COOTBETCTBYIOILIEE PEUICHUIO MO IUIAHY HCCIENOBAHUS y JAETEW MO YTBEPKICHHOMY
MOKa3aHUIO0 K nMpuMeHeHuto . Cm. nonpasnaen 4.2 no npuMeHEHUIO y AeTel.>.
JI71s1 IeKapCTBEHHBIX MPENAapaTOB, 3apETUCTPUPOBAHHBIX MO MPOLEAYpe "perucrpauus ¢
yCIOBUSAMH", HEOOXOIMMO yKa3aTh CIAEAYyIolIee yTBEPKIACHUE:
<JlaHHBII JIEKapCTBEHHBIN IpenapaT 3aperucTpUPOBaH MO MPOLEAYypE "perucTpauus ¢
yCIOBUAMU" M MO HEMY OXHUJACTCS TMPEJCTaBICHUE JJOMOJIHUTEIbHBIX JaHHBIX. {
HanmenoBaHne ymoMHOMOYEHHOrO OpraHa TroOCyaapcTBa — 4YjeHa EBpa3uicKoro
PKOHOMHUYECKOTO CO0103a} OyAeT MPOBOJIUTH €KErOJHO SKCIEPTU3Y HOBBIX CBEIEHUU O
npenapare, a fanHast OXJII Oyaer 0OHOBIATHCS O Mepe HEOOXOIUMOCTH>.
<<{(ToproBoe) Ha3BaHUE} WJIH JUIsl BOCIPON3BEICHHBIX JIEKAPCTBEHHBIX MPENAPATOB: <
pedepeHTHBI JIEKapCTBEHHBIN Mpenapar, CoAepKaluil {Ha3BaHue JEeHCTBYIOIIETO BEIIECTBa



(meMCcTBYIONIUX BEIIECTB)}> HE MPOXOAMI U3YYEHUE Y OJHOW MM HECKOJIbKUX MOATPYII
JeTe {yclioBUE, COOTBETCTBYIOIIEE IUIAHY HCCIECAOBAHUS y JETEH MO YTBEPKICHHOMY
MOKa3aHMIo K nmpuMeHeHnto} Cum. moapasaen 4.2 mo NpuMEHEHHUI0 y JAeTeir™>.

B oTHoOIIeHUM JIeKapCTBEHHBIX MPENapaToB, 3apETUCTPUPOBAHHBIX IO "HUCKIIOUUTEIIBHBIM
oOcrosiTenbcTBaM", HEOOXOAMMO YKa3aTh CIEIyIOIIEe:

<JlaHHBI JEKApCTBEHHBIM MpENapaTr 3aperucTPUPOBAH MO "HUCKIHOYUTEIbHBIM

oOcrosiTenscTBaM" B CBA3U C <peIKUM 3a00JI€BaHHEM, HAYYHBIMH COOOpaKEHHSIMU,
STUYECKUMHU COOOpaKEHUSIMU™>, BCE HEOOXOJMMBIE CBEIICHMS O JAHHOM JIEKaPCTBEHHOM
npenapare MmoJydyuTh HeBO3MOXKHO. {HanmeHnoBaHue ymoJHOMOYEHHOTO OpraHa rocy/1apcTBa
— uneHa EBpa3miicKoro »KOHOMHUYECKOTO COr03a} OyAeT MPOBOAUTH JKCIEPTU3Y HOBBIX
CBEJICHUH, KOTOPbIE MOTYT TOSIBJISIThCA exeroaHo, a nanHas OXJIIT Oyaet oOHOBIATHCS 1O
Mepe HEOOXOIUMOCTI>.

5.2. ®apMaKOKHHETUYECKUE CBOMCTBA.

B nacrosmuii noapaszaen MoryT, Mpu HEOOXOAMMOCTH BKJIIOUATHCS JTOMOTHUTEIbHBIN
I10/13ar0JIOBOK MJIM MOJ3aroiaoBku, Takue kak '"'lloueynas HemocrtaTounocTs'”, "IleueHounas
HegocTaTouHocTh", "Jluma moxunoro Bo3pacta", "Jlern" unu "Jlpyrue ocoObie rpynmsl" (
yKa3aTh COOTBETCTBYIOLIUI MMOJ3ar0J0BOK).

5.3. JlanHbBIC JOKIIMHUYECKOM OC30IIaCHOCTH.

MoryT ObITh BKIIFOUEHBI TPH HEOOXOUMOCTH JIOTIOJHUTEIBHBIC ITO3ar0JIOBKH, TAKHE KaK
"HUccienoBaHusg Ha MOJIOJHIKE )KUBOTHBIX'".

6. ®apmaneBTUYECKHE CBOMCTBA

6.1. IlepeueHb BCOMOTaTENbHBIX BEIIECTB.

[IpuBoUTCS HA3BaHME BCLIOMOTATENLHOTO BEIIECTBRA.

JI71s1 BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPEnapaToB JOJKHBI ObITH OMUCAHBI
KOHCEPBUPYIOIIUE CUCTEMBI.

6.2. HecoBMecTUMOCTb.

<He mpumenumo.>. JlaHHO€ yKa3aHUE HUCIOJb3YyeTCs B Ciiydyae HEOOXOJMMOCTH,
HaAIMPUMED, JUTsl TBEPJIBIX MEPOPATHHBIX JIEKAPCTBEHHBIX (HOPM.

JIns mpenapaToB AJIsl NAPEHTEPATIBHOTO IPUMEHEHHUSI YKa3bIBAETCS CIEAYIOIIEE:

<B CBf3M C OTCYTCTBHEM MCCIEIOBAHUN COBMECTHUMOCTH, JAHHBIA JIEKAPCTBEHHBIN
npenapar He CJIeAyeT CMEIINBATh C IPYTUMH JIEKAPCTBEHHBIMU Mpenaparamu=>

<JlaHHBIA JIEKapCTBEHHBIM Mpemnapar HE CJIeAyeT CMEUIUBaTh C JAPYyTrUMU
JIEKapCTBEHHBIMH MpernapaTaMu, 3a UCKIIOUEHUEM YIOMAHYTHIX B <mojpasjene 6.6> <u> <
pazgene 12>>.
6.3. Cpok rogHOCTH (CPOK XpaHEHHUS).

VYka3biBaeTcsi HHPOpMAILUS O CPOKE TOJHOCTU (CPOKE XpaHEHUs) JEKapCTBEHHOIO
npenaparta M CTaOMJIIBHOCTH BO BpeMsl NMPUMEHEHUsS IOCJE MEPBOrO BCKPBITUSA U (WIIN)
BOCCTAHOBJIEHUS (pa3BelleHMs). YKa3bIBa€TCS TOJIBKO OJMH OOUIMHA CPOK XpaHEHHUs
JIEKapCTBEHHOT0 Ipernapara, Ja)Xe €CIU €ro pa3indyHble KOMIIOHEHThl UMEIOT Pa3HBIM CPOK



TOJIHOCTH (HarpuMep, MOPOILIOK U paCTBOPUTENS). [laTa ucTeueHust cpoka roOAHOCTH TaKOro
KOMILIEKTa (JIEKapCTBEHHBIHN IIpenapaT ¢ pacCTBOPUTENIEM) WK Habopa (KOMIUIEKTa U3 ABYX U
0oJee eKapCTBEHHBIX MPEnapaToB) OMPEEseTCs Mo Oojee paHHEH 1aTe UCTEUYCHHs CPOKa
TOJTHOCTH KOMIIOHEHTA JIEKApCTBEHHOT'O IIpernapara, BXOIAIIEro B KOMIUIEKT (Habop).

Cranmaptabie GOPMYIUPOBKH, UCTIOIB3YEMbIC ISl OMMCAHUSI CPOKA TOTHOCTH (CpoKa
XpaHeHusl ), puBeeHbI B npuioxkennn Ne 7 k TpeGoBaHusIM.

6.4. OcobObie MepbI MPEAOCTOPOKHOCTH MPU XPAHECHUH.

Crannaptabie GOPMYITUPOBKHU, UCIIOJIb3yEMBbIE JIJIsi OTIMCAHUS JJIS YCIOBHUI XpaHEHUS,
MpUBEJEHBI B puiiokeHuu Ne 6 TpeboBaHUsIM.

OO6mme ycinoBusl XpaHEHHUS JIEKapCTBEHHOTO TMpernapaTa YKa3bIBalOTCs C MEPEKPECTHON
CCBUIKOM Ha mojpaszaen 6.3 HacTosAuero paszena npu HeoOX0IMMOCTH:

<YcnoBHUS XpaHEHUs IOCIE€ <BOCCTAHOBIICHUS™> <pa3BEICHUS> <IEPBOI'0 BCKPBITHSI>
JIEKapCTBEHHOTO Mperapara cM. B nmojpasuaeine 6.3.>.

6.5. XapakTep U cojiep:KaHie NEPBUYHON YIAKOBKU <U CIIEIMATIbHOE 000PYyI0BaHUE ISt
UCITOJIb30BAHUS, BBEACHUS WU UMILTAHTALINI>.

JIOTIOJTHUTENIbHBIA 3aroJ0BOK <H CHEUUabHOE 000pYIOBAHUE NJis UCIOJIb30BAHUS,
BBEICHUS MWW WMILUIAHTAIMK> BKJIOYAETCS TOJBKO JJ BBICOKOTEXHOJIOTHYHBIX
JIEKapCTBEHHBIX MPENAPATOB.

[Ipy HEOOXOUMOCTH MOTYT BKIIFOUAThCS MOSICHUTEIbHBIE PUCYHKHU.

6.6. OcoObie Mepbl NMPENOCTOPONKHOCTH MPU YHUUTOKEHUU MCIOIB30BAHHOTO
JIEKaPCTBEHHOIO MIPEIapara Win 0TXOA0B, ITOTYYEHHBIX MTOCIIE MPUMEHECHUS JIEKAPCTBEHHOTO
npernapara Wik padoThl C HUM.

Cremyer mpuBeCTH yKa3aHUs 110 IPUTOTOBIICHUIO JIEKAPCTBEHHOTO MPENApaTa U yKa3aHUs
o crioco6am oOpaIieHus: ¢ HUM IIPU HEOOXOIMMOCTH, B TOM YHCIIE YKA3aHUS 10 YTUIN3alUN
JIEKapCTBEHHOT' 0O Mpenapara U OTXO0JI0B, OCTABIIMXCS IMOCIE MPUMEHEHUS JIEKAPCTBEHHOTO
npenapaTta. Bo3M0>XHO BKIIFOUEHHE TUKTOrPaMM, JOMOJHAIOUIUX TEKCT, IPU HEOOXOJUMOCTH.

7. Jlepkatenb perucTpaliOHHOr0 YAOCTOBEPEHUS

[Ha3BaHue cTpaHbl Ha S3bIKE TEKCTA. |

{Ha3Banue u aapec}

<{Ten.}>

<{Paxc}>

<{3JIeKTpOHHAas MoYTa }>

7.1. IIPEACTABUTEJIb HEPXATEJIA PEITMCTPAIHMOHHOI'O

YIOCTOBEPEHUMA.

[IpeTeH3uu noTpedUTeNe HAIPaBIATh MO APECY:

{Ha3Banue cTpaHbi}.

{HauMeHnoBaHue aepxareliss perucCTPAllMOHHOTO YJIOCTOBEPEHUS] U HOPUIUUYECKUN (

(dhaxkTuyeckuit) aapec}.

<{Ten}>.



<{dakc}>.
<{azapec ANEKTPOHHOMN MOYTHI }>.
8. HOMEPA PEI'MICTPALIMOHHBIX Y/ IOCTOBEPEHUN
9. IATA IIEPBUYHOM PETUCTPALIUU (IIOATBEPXJIEHUS PETYCTPALIUU,
ITEPEPETICTPALINN)
B cootBeTcTBHM ¢ TpeboBanusamu 1o noarotoBke Tekcta OXJII, nata yka3biBaeTcs B
cienyromieM hopmare:
<Jlara nepBuuHoi peructpanun: {1 mecs I'TTT }>
<Jlata mocyienHero noaTBepkaeHus peructpanuu (nepepeructpamuu): {JJ1 mecsu I'TTT
3>

JlaTa noJKHA COBIAAaTh C JAaTOW MEPBUYHON PETUCTpAIlMM PacCMaTPUBAEMOTO
JeKapcTBeHHOro mpemnapara. OHa He JOJDKHA OTpaXaTh AaThl YTBEPKICHUS OTIEIIbHBIX
J03UPOBOK U (MiK) (opM BBITTyCKa, BBEJACHHBIX TTOCPEICTBOM BHECEHUSI U3MEHECHUM U (UJIN)
JIOTIOJTHEHUM.

10. JaTta nepecMoTpa TeKCTa

B cootBercTBUM ¢ TpeOoBaHusiMu 1o moAaroroBke Ttexkcta OXJIII mata moimkHa

YKa3bIBaThbCs B CeAyOIIeM hopMmare:
<{MM/TTTT }>, mubo <{IJ/MM/TTTT }>, nu6o <{JAJ mecsiy I'TTT}>

Hacrosmuii pazaen 3amoyiHAeTCsS yIOJIHOMOYEHHBIM OPraHOM rocyapcTBa — YieHa
EBpasuiickoro 3>KOHOMHUYECKOTO cOr3a MW (WIK) JAepKaTejleM pPerucTpaimoHHOrO
YIOCTOBEPEHUS MOCIIE TOTO, KaK MOsIBIsieTCS MH(OpPMAIIUs O BHECEHUH U3MEHEHUN B OOIIYIO
XapaKTEPUCTUKY JIEKAPCTBEHHOTO Mpenapara.

B cinyuyae usmenenuil tuna lA, 3arparuBaromiux HHPOPMALHUIO O JIEKAPCTBEHHOM
npenapare, jJaTa WU3MEHEHHUS TEKCTa JOJKHA COBMAJaTh C JaTOM BHECEHUS H3MEHEHMUS
JepKaTesieM PeruCTPAllMOHHOTO YIOCTOBEPEHUSI.

Jlns m3menenuit tuna Ib, II U cpodHbIX M3MEHEHHH, CBSA3aHHBIX ¢ O€30MACHOCTHIO
JIEKapCTBEHHOTr'0 Mpemnapara, AaTa U3MEHEHMs TEKCTa IO KHA COBIAJIATh C JaTOW pelICHUs
YIIOJTHOMOYEHHOTO OpraHa rocyjaapcrBa — ujieHa EBpa3uilckoro 3KOHOMHUYECKOI'O COr03a O

BHECCHUHU U3MECHCHMUH B PETUCTPAITUOHHOC YAOCTOBCPCHUC.

IMPMJIOXKEHHUE Ne 12
K TpebGoBaHUAM K HHCTPYKIMH IO
MEAULUHCKOMY NTPUMEHECHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEePUCTHKE JTEKAPCTBEHHOTO
mpenapara Juisi MeAUUHCKOrO
MPUMEHEHUS

TPEBOBAHMA

IO IIOJITOTOBKE TEKCTa MHCTPYKIMH ITO MEJUITMHCKOMY IIPAMEHEHHIO JIEKapCTBEHHOTO IIpenapara
(JrrcTKA-BKIAABIIA)



Caocka. [Tpunoxenue 12 ¢ uaMeHeHUsIMH, BHECEHHBbIMU perienneM CoBeta EBpaszuiickoi
sKoHOMHUeCcKOM kKoMmuccuu oT 19.05.2022 No 80 (BcTymaeT B CHIIy 11O UCTEUEHUU O MECSIIIEB C
JIaThl €ro OPUIMATBLHOTO OIMyOJIUKOBAHUA).

Hacrosimue tpebGoBanusi pa3paboTaHbl B Ka4eCTBE OJHON W3 MEp pEryJupOBaHUS
MapKUPOBKU M MpPEACTaBICHUS MHPOpMaIMU O JICKAPCTBEHHOM IIpenapare nanueHTam, a
TAaKXe C LEJbI0 OKA3aHUS COACHCTBUS JIMIAM, 3aHUMAIOLIMMCS TU3aiiHOM M HANUCaHHEM
JUCTKa-BKJAAbINIA JUJIs TanueHTa. Hacrosmmue TtpeOoBaHUS cojAepkaT IpaBuia,
MPEABABISEMbIE K JUCTKY-BKJIAQAbIIY Ui MALUKMEHTA, a TAaK)KE ONMCAHUE HaJUIeKalleu
MPaKTUKU B oOJacTy MHGOPMALIMOHHOTO AW3aiiHa C IEIbI0 MPEIOCTABJICHUS MallMeHTaM,
MOJIATAIOIIMMCSL Ha NPEJCTABJISEMbIE CBEJIEHUS, BO3MOXXHOCTH NPUHUMATh PEIICHUS
OTHOCUTEIHHO 0€30macHoro u 3(QPEeKTUBHOrO MPUMEHEHHUS] Ha3HAUYCHHBIX JICKAPCTBEHHBIX
MpenapaTos.

Hacrosiue Tpe6oBaHust MpeICTaBIAIOT 000 TpeOOBaHUS YIIOJHOMOYEHHBIX OPTaHOB
rocyJapcTB — 4ieHOB EBpa3suiicKoro 3KOHOMHYECKOrO CO03a (Jajnee COOTBETCTBEHHO —
rocyaapctBo-uieH, Coro3) B chepe oOparieHus JeKapCTBEHHBIX CPEJCTB ISl METUITUHCKOTO
MIPUMEHEHUS, CPOPMHUPOBAHHBIE HA OCHOBAHUU MOTPEOHOCTEN MEAUITUHCKUX PAOOTHUKOB H,
YTO CaMO€ TJIABHOE, IAIMEHTOB OTHOCUTEIIBHO IMPEACTABICHUS BBICOKOKAYECTBEHHOU
nH(pOpMaIMK O JIEKaPCTBEHHOM Ipernapare Jijisl MalueHTOB.

1. O6mue cBeaeHua

CornacHo pe3ynbTaTaM UCCIEOBaHUN MAIMEHTH PACIICHUBAIOT JIMCTOK-BKJIABIINI (aee
— JIB), mocTaBiIsgeMbIii BMECTE C MpernaparoM, Kak HambOojee BaXKHBIA TMOCJE Bpaded u

(hapMarieBTHUECKUX PaOOTHUKOB MCTOYHHMK WH(opmaruu. [lanmentam tpedyeTrcs OoJiblie
uH(GOPMAIIMU TI0 CPABHEHUIO C TEM, YTO OHH MOIYYar0T B HACTOSIIEE BpeMsl. 3aKOHOJATEIbHO
oOs3aTenbHbIN JIB gBisieTcss HOCTyMHBIM U aBTOPUTETHBIM, a JJISI HEKOTOPBIX MAIMEHTOB —
€IMHCTBEHHBIM MICHhbMEHHBIM HCTOYHUKOM WH(GOPMAITIH O JICKapCTBEHHOM TIperapare.

VYkazannas B JIB undopmarus mo3BossieT nareHTaM y4acTBOBaTh B MPUHSATHUN PEIICHUS
10 TIOBOJTY TIPUMEHEHUS MperapaToB, HA3HAYEHHBIX WM PEKOMEHIOBAaHHBIX MEIUIIMHCKUMU
paboTHHKaMu. B 0CHOBE OKa3aHMs CaMONOMOIIIH, 0OecTieYeHIEe BO3MOKHOCTEN ISl KOTOPOH
ABJISIETCS] KJIIOUEBOM 1EJIbI0 MPABUTENBCTB, JIEKUT 00JaJaHUE MalMEHTaMU B JOCTATOYHOM
00beMe BBICOKOKAYECTBEHHON HH(POpMaLIMEN, HA OCHOBE KOTOPOW OHU NPUHUMAIOT PEILICHUS.
[Ipu npuobperennn O6e3pelenTypPHBIX JIEKAPCTBEHHBIX MPENapaToOB B3aUMOJCHCTBUE MEXKIY
NAIMEHTOM U METUIIMHCKUM PaOOTHHUKOM MOXET OBITh OTPAaHMUYEHO WM CBEJEHO K HyJi0. B
MOCJEHEM Cly4ae MNUChbMEHHas HHGpopMalus NpuoOpeTraer 0coOyr IEHHOCTh s
0e30MmacHOro MPUMEHEHHS Tpenapara.

2. Ilems



[lens nactosimux TpeOGoBaHWN 3akiO4YaeTCsl B COJACUCTBUM OOJbIIEMY
CaMOpEeTyJUpOBaHUI0 (apMaleBTUUYECKON OTpaciu MpU BHeCEHUM H3MeHeHuiur B JIB.
[Ipumenenue Hactosmux TpeOoBaHWUN TO3BOJAET JOCTUYL SICHOCTh M JOCTYIHOCTH
npeacTaBisemMoit nuadopmaiuu mpu coctaBieHun JIB Ha mr000# ekapcTBEHHBIN Mpenapar,
YTO CO3HA€T MPEAIOCHUIKU I JOJDKHBIX ACHMCTBHUM mMamueHToB. JIB, cooTBercTByromue
HACTOSIIIUM TPEOOBAHUSAM, TAK)KE OTPAX]AKT B3MJISAbl MALMEHTOB, YTO MPEIYCMOTPEHO
3aKOHOJIaTEJILCTBOM T'OCYIapCTB-YJICHOB.

Ilepen nmopauern JIB B ymOJHOMOYEHHBIE OpraHbl I'OCYIapCTB-WICHOB JIHMLA,
3aHUMAKOIIMECS UX JTU3aHOM M COCTaBJIEHHUEM, JOJKHBI YUECTh IMPEJICTABICHHYIO HUXKE
HHPOPMAIINIO, TOCKOJIBKY JIF000€ HECOOTBETCTBHE HACTOSIIUM TPEOOBAHUSIM MOXKET
MIPUBECTH K HEOOXOJIUMOCTH OOOCHOBATh OTCYTCTBHS BIIMSIHUS TaKUX HECOOTBETCTBUU Ha
0e30macHOe MPUMEHEHNE JICKAPCTBEHHBIX MTPENapaToB.

3. Cdepa mpumMeHeHUS

Hacrosimue TpeboBaHusi Hepa3pbIBHO CBA3aHbI ¢ npaBoM Coro3a B chepe oOpalieHus
JEKapCTBEHHBIX CpEACTB. JlepkaTeaum perucTpalMoOHHBIX YAOCTOBEPEHUM JIOJIKHBI
YYUTBHIBaTh HACTOsIIIME TpeOoBaHUs Mpu cocTaBieHuu JIB B mporecce perucrparuu u
BHECCHUS U3MEHECHUH B pPaMKax MPOLEAYpPbl B3aUMHOTO IIPU3HAHUS, JCLEHTPATU30BaHHOU U
HAMOHAJIBLHOU ITPOLEAYP.

Hacrosiue TpeGoBaHusi OJMHAKOBO MPUMEHUMBI K PEIENTYPHBIM U 0€3pelenTypHbIM
JIEKAPCTBEHHBIM IMpernaparaM, a TaKXke K JIEKapCTBEHHBIM IIpemnaparaMm, KOTOpbIE
MIPUMEHSIOTCS B YCIOBHUSAX CTAllMOHApa. B paMKax sKCIEpTU3bl 10ChE U MPU ayJIUTOPCKUX
IpOBEPKaxX YBEAOMIICHHH, a Takke mpu padore c >xkamobamu Ha JIB ymomHoMoueHHbIE
OpraHbl TOCYJAapCTB-WJICHOB AHAIM3UPYIOT O€30MaCHOCTh NAlMEHTa HCXOAS W3 OIbITa
MPUMEHEHUS JICKaPCTBEHHOTO TperapaTa U BCEX COOOIIEHHBIX HEeXKEIaTeIbHbBIX SIBICHHIA.

4. Tpe6oBanui kx JIB

[Topsimox mpeactaBinenus uHbopMaIuu U ee xapakrep s Bcex JIB ompenensiercs B
COOTBETCTBHUH C HMXKECIIETYOIIHM:

4.1 JIB cocraBisieTcsi HA OCHOBaHWHU OOIIEeH XapaKTepUCTUKH JICKAPCTBEHHOTO Mpernapara
(manee — OXJIIT). OH momkeH BKIOYATH MH(POPMAIUIO, PACTION0KEHHYIO B CIEAYIOIIEM
MOPSAKE:

4.2 B uensx ueHTUu(PpUKaIMU JEeKapCTBEHHOTO IIpernapara:

4.2.]1 HauMEeHOBaHHE JIEKAPCTBEHHOIO Mpernapara, 3a KOTOPhIM CIEIyeT T03UPOBKA U
JexapcTBeHHas (opma u (eciau IPUMEHHMMO), ClelyeT 0C000 OTMETUTh MpeJHA3HAYEH JIH
JIEKapCTBEHHBIA TpenapaT I NPUMEHEHHUS Y MIAJEHLEB, NE€TeH WU JIMI] MOXKUIOTO (
CTapyecKkoro) Bo3zpacta. Eciau nekapcTBeHHBbIN MpenapaT COAEPKUT TOJIBKO OJHO aKTUBHOE (
nencTByroliee) Bemiectso, To ero MHH (ipu oTcyTcTBHM — 00IIENPUHATOS HAUMEHOBAHNE)



HEOOXOMMO YyKa3aThb B CKOOKax cpa3y 3a TOpProBbIM HAaWMEHOBAaHHMEM JIaHHOTO
JIEKapCTBEHHOI'0 Tmpemnapara (OHO OTJIMYAETCsl OT TOProOBOr0O HAMMEHOBAHUS); s
JIEKapCTBEHHBIX MPENAapaToOB, COAEPKAINUX HECKOIBKO aKTUBHBIX (IE€HCTBYIOIIMX) BELIECTB
UX, CJIeAyeT yKa3aTh B BUJE MEPEUHs 110]l HAMMEHOBAHUEM;

4.2.2 papmakoTepaneBTUUECKYIO TPyIIy WM ONUCAHUE AKTUBHOCTH, JIETKO IIOHUMAaeMble
NaIMEeHTOM;

4.3 noka3zaHus K NPUMEHEHUIO;

4.4 mepedyeHb CBEJICHUN, HEOOXOJUMBIX 0 Hadajla MPUMEHEHHUs JIEKapCTBEHHOTO
npenapara:

4.4.1 npoTUBOIIOKA3aHUS;

4.4.2 HeoOX0ouMBble MEphI PEIOCTOPOKHOCTH IPU MPUMEHEHHUU;

4.4.3 BUbI B3aMMOJIEHCTBHS C JPYTUMU JIEKAPCTBEHHBIMU NpEnapaTaMu U IpyTryue BHJIbI
B3aUMOJICHCTBUS (HampuMep, C ajakorojieM, Tabakom, MUIIEH), COCOOHbIE MOBIUITH Ha
JEICTBUE JIEKaPCTBEHHOI' O MpernapaTa;

4.4.4 cneuualbHBIC TIPEAYTPEKICHUS;

4.5 HeoOXOoIMMbIE€ U CTAHJAPTHBIE MHCTPYKLUMH MO HaAJIeKAIEMy MPUMEHEHHIO U, B
YaCTHOCTH:

4.5.1 pexxum A03UpOBaHUS;

4.5.2 MeTo ¥ yTh BBEACHHUS (MPU HEOOXOIUMOCTH);

4.5.3 yacToTa MPUMEHEHHS C YKa3aHHEM BPEMEHH, KOrja JEKapCTBEHHBIN mpenapar
MOXKET WJIM JTOJDKEH MPUMEHSThCS (MpU HEOOXOAMMOCTH), a TaKK€ B COOTBETCTBYIOIIUX
Clly4asiX, B 3aBUCHMOCTH OT CBOMCTB JIEKAPCTBEHHOT'O MIpenapara:

4.5.4 1MUTEeNnbHOCTD JICUECHHUS, €CITU €€ HEOOXOIMMO OTPaHUYHTb;

4.5.5 Mepbl, KOTOpble HEOOXOUMO NMPUHATH B CIydyae NEPET03UPOBKHU (CUMITOMBI,
HEOTJIOKHBIE MTPOLIEAYPHI);

4.5.6 Mepbl, HEOOXOAMMBIE TTPU MPOMYCKE OJHOM MM HECKOJBKHUX J103 JIEKAPCTBEHHOIO
npenapara;

4.5.7 yxa3aHue Ha HaJlM4yue pUCKa CUMIITOMOB OTMEHBI (TP HEOOXOAUMOCTH);

4.5.8 pekoMeHAaIMu MO OOpaIEHUIO 32 KOHCYJbTAIlUEH K MEIUIIMHCKOMY PAOOTHHUKY
JUISL pa3bsACHEHMSI CIOCO0a MPUMEHEHHUS JIEKAPCTBEHHOI' O MTpenapara;

4.6 onucaHue HEXeENaTeNbHBIX PEAKIINi, KOTOPbIE MOTYT MPOSIBISATHCS MIPU CTAaHAAPTHOM
MPUMEHEHUH JIEKAPCTBEHHOTO Mpenapara U Mepbl, KOTOPBIE CIEAYET MPUHATH B 3TOM Cllydae
(Tpu HEOOXOAMMOCTH);

4.7 ccpliKa Ha 1aTy UCTEUEHHUS CPOKa TOJHOCTH, YKa3aHHas B MAPKUPOBKE:

4.7.1 c yka3zaHueM 3arpeTa NpUMEHEHMS JIEKapCTBEHHOTO Mpernapara o UCTEYEHUH CPOKa
TOJTHOCTH;

4.7.2 B COOTBETCTBYIOLIUX CIIy4asiX CIEHHAIBHBIMY YCIOBUSAMHU XPAHECHUS;

4.7.3 npenynpexaeHueM 00 onpeeleHHbIX BUIUMbBIX IPU3HAKAX YXYIIICHUS KauecTBa (
MpU HEOOXOIUMOCTH);



4.7.4 ¢ TMONHBIM Ka4yeCTBEHHBIM COCTaBOM ((apMalleBTHUECKHX CYOCTaHIIUM H
BCIIOMOTATENbHBIX BEIIECTB) U KOJIMYECTBEHHBIM COCTaBOM (PapMalleBTUYECKUX CyOCTaHUIUN
C HWCIOJBb30BAHMEM HX OOIIECMPUHATHIX HANMEHOBAHUHN [JIs KaxXJ0M (OPMBI BBIMYyCKa
JIEKapCTBEHHOT'O MIpenapara;

4.7.5 nexapcTBeHHOH (opMOit Kak 0¥ (POPMBI BBIMyCKa JIEKaPCTBEHHOTO IIperapara u ee
coJiep KaHus 0 Macce, 00beMy WIIM KOJIMYECTBY /103 B JIEKAPCTBEHHOM Ipenapare;

4.7.6 c Ha3BaHUEM U aJPECOM JIepKATeJisl PErUCTPALIMOHHOTO YJIOCTOBEpEHUS (J1ajiee —
JIPY) 1, B COOTBETCTBYIOLIUX CIy4asix UMS MPEJICTABUTENSA, HA3HAYEHHOT'O BIAJEIBLEM C
LEJIbIO MPEACTABICHUS €TO HHTEPECOB B KAXKJIOM rOCY/1apCTBE-UICHE;

4.7.7 c Ha3BaHUEM M aIPECOM MPOU3BOIUTEIIS;

4.8 ecnu JEKapCTBEHHBIM mpemnapaT 3aperucTPUpPOBAH TMOJ PA3IUYHBIMU
HaUMEHOBAHUSIMU B TOCYJAapCTBax-ujieHaX, MepeueHb HAMMEHOBAHUM, 3apETUCTPUPOBAHHBIX
B KaXJIOM U3 TOCYJapCTB-YICHOB;

4.9 mara nocnegnero nepecmorpa JIB.

B oTHoOmeHUWM IJI€KapCTBEHHBIX MpPENnapaTtoB, TPEOYIOMHUX JAOMOJIHUTEIBHOTO
MOHUTOPHUHIA, JOMOJHUTENbHO YKa3blBaeTca clienyroumiee: "J[aHHBIN JieKapCTBEHHBIN
Mpenapar MoUIeKUT JOMOJHUTEIIbHOMY MOHUTOPHUHTY". YKa3aHHOMY MpeayHpexICHUIO
JOJKEH TMpeAlecTBOBAaTh YEPHBIM CUMBOJ, 3a KOTOPBIM JOJDKHO CJIEI0BaTh
COOTBETCTBYIOILIEE CTAHAAPTU30BAHHOE Pa3bSICHEHHE.

Ha Bcex JiekapCTBEHHBIX Mpenaparax HE0OXOJUMO YKa3blBaTh CTAHAAPTHBIA TEKCT,
PEKOMEHIYIOIINM MalMeHTaM IPU BO3ZHUKHOBEHUM OXKUJIAEMBIX JEKApPCTBEHHBIX pEaKIUui
oOpamiarbcsi K MEAUIIMHCKOMY PabOTHUKY, (papMalieBTHYECKOMY paOOTHHUKY MM HAMPSIMYIO
B MH(pOpPMAIMOHHYIO 0a3y AaHHBIX MO HEXEJIaTeIbHbIM peakiusM (JAeHCTBUSIM) Ha
JIEKapCTBEHHBIE TperapaThl, BKIOYas cooOImeHuss 0 Hed(P(HEKTUBHOCTU JEKaPCTBEHHBIX
MpenapaToB, BBISABICHHBIM HAa TEPPUTOPHM TOCYyAapCTBAa — WI€HA, M YKa3bIBAIOIIMU Ha
pa3IUYHBIC MTyTH TAKOTO COOOIIEeHUS (PIEKTPOHHOE COOOIICHUE, TOYTOBOE OTIPABICHHUE U (
WJIN) APYToe).

4.10 Ilepeuenb, ykazaHHbld B moAnyHkTe 4.3 Hactosmux TpeOoBaHUiA, NOIKEH
YUHUTBIBATH:

a) yCJIOBUSI IPUMEHEHHUS B OINPEJEICHHBIX Irpynnax (€T, OEpeMEHHbIE U KOPMSIIIHE
IPYIbIO )KEHIIUHBI, IOKUJIBIE, JIULA C ONMPEAECICHHBIMU NATOJIOTUYECKUMU COCTOSIHUSAMM);

0) cBeeHUs O BO3MOXKHOM BIIMSIHUM Ha CHOCOOHOCTH YIPABIATH TPAHCHOPTHBIMU
CpelicTBaMH WK paboTaTh C MEXaHU3MaMU (€CJIU IPUMEHUMO);

B) IE€peyYeHb BCIOMOTaTEJIbHBIX BEIIECTB, 3HAHUE O KOTOPBIX HEOOXOAUMO MJIs
6e3omacHoro U 3¢G(HEKTUBHOTO MPUMEHEHHUsS JIEKAapCTBEHHOTO TMpemapara, ONMUCAHHBIX B
npuioxkeHun Ne 1 k HacrosmuMm TpeOoBaHMSM K HMHCTPYKIMU IO MEAUIUHCKOMY
NPUMEHEHUIO JIEKApCTBEHHBIX IpEnapaToB M 0OIIEeH XapaKTepUCTUKE JIEKApCTBEHHOTO
npenapara JJisi MEAUIMHCKOTO TPUMEHEHHS.



4.11 ITo ycMOTpeHHIO 3aIBUTENIS B IENIAX 00CCIICUCHHS yI0009MTaEMOCTH, IIOHATHOCTH H
nerkoctu Boctpusatug JIB MoryT ObITh MpOBEAEHBI KOHCYJBTALMK C LEIEBBIMU IPYIIIaMHU
MalKeHTOB U (WIK) MOJb30BaTENbCKOE TecThupoBanue JIB.

4.12 He no3anee 1 auBaps 2025 r. ynoJaHOMOYEHHBIMU OpraHaMH (3KCIEPTHBIMU
OpraHu3alMsIMHI) FOCYJapCTB-WICHOB B EBpa3suiiCKyt0 S3KOHOMUYECKYI0 KOMUCCHIO (Janee —
KomMmuccust) npeactaBisioTcsi CBOAHBIE OTYETHI O MMEIOUIMX CHUCTEMATHUYECKHHM XapakTep
Hegoctatkax OXJIIl m JIB nexkapcTBEHHBIX MpenapaToB, HAXOAAIIUXCA B OOpallleHUH, U
aHaJIM3€ BO3MOXXHBIX IyTEH MPEOJ0JIEHUsI TaAKUX HEJOCTATKOB, KOTOPbIE MyOJUKYIOTCA Ha
opuunanbHoMm caiite Komuccum B HMHPOPMAIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTh "
WuTepuer”, yToObl Jyullle OTpa)kaTh MHTEPECHl MAIlUEHTOB U MEIUIMHCKUX PAaOOTHUKOB.
OkcnepTHbIi KomuTeT npu Komuccuum Ha OCHOBaHMM OTYETa W, €CIU INPUMEHUMO,
KOHCYJIbTAallUU C 3aWHTEPECOBAHHBIMU JIMIIAMH, pa3pabaThlBaeT PEKOMEHIAIMU TI0
YJIYUIIEHUIO yI000YUTAEMOCTH, U3JI0KEHUIO U COJIEP)KAHNUIO YKAa3aHHBIX JOKYMEHTOB, IS
UX paccMOoTpeHuss Komuccuen B yCTaHOBIIEHHOM IOPSIIIKE.

4.13 Ilpu perucrpanuu JE€KapCTBEHHOIO IperapaTa B COCTaBE PErUCTPALMOHHOIO JIOChE
HEOOXOJIMMO TMPENCTaBUTh | uiaum Oojiee MAaKeTOB BTOPUYHON M NMEPBHUYHOU YIAKOBOK
JIEKapCTBEHHOTO Ipernapara, a Takxke npoekrt JIB. B ciaydyae npoBeeHuss KOHCYJIbTalluM C
LEJIEBbIMU TPYIIAMH WM MOJIb30BATEIBCKOIO TECTUPOBAHUS UX PE3YIBTAThI JOHKHBI OBITh
IIPEICTABIICHBI YIIOJTHOMOYEHHOMY OpraHy (3KCIIEpTHOM OpraHu3anuy) rocy1apCTB-4JIECHOB,
KOTOPBIN OCYIIECTBIISIET PACCMOTPEHHUE U IKCIIEPTU3Y PETUCTPALMOHHOTO JIOCKE.

4.14 Bce npennaraemsle u3MeHeHUs JIB, onucaHHbIE B HACTOAILEM IOJPAa3eIie, HO HE
cea3anHble ¢ OXJIII, OmKHBI OABATHCS OpPraHaM I'OCyAAPCTB-YWICHOB, YIIOJHOMOYEHHBIM
PETUCTPUPOBATh JIEKAPCTBEHHBIE IMpenaparbl. EciM  yIOJIHOMOYEHHBIE OpTraHb
rOCyJapCTB-4JICHOB B T€YEHHUE JACBAHOCTA JHEW CO JIHs MOJIYyYEHMS 3alpoca HE OTKa3aJId BO
BHECEHUU N3MEHEHHM, 3aBUTEND BIIPABE PEAIN30BATh TAKUE U3MEHEHHS.

4.15 JIB MoxeT coaepXaTb CUMBOJIBI U MUKTOTPAMMBI, MpEIHA3HAUYCHHbIE IS
MIPOSICHEHUS OMPEJICTICHHBIX CBEIEHUM, YKa3aHHbIX B yHKTE 4.1 Hactosmux TpeboBanuid, u
UHBIX cBefeHuil, cornacytomuxcs ¢ OXJIII, none3nsix nisa nauueHTa. Takue CUMBOJBI U
NUKTOIPaMMBbI HE JTOJLKHBI BKJIFOYATH 3JIEMEHTHI PEKJIAMHOTO XapaKkTepa.

4.16 JIB nomxeH ObITh HamKMCaH JOCTYIHBIM SI3bIKOM SICHO U MOHSATHO, M CBEPCTaH TakK,
4TOOBI O3BOJIATH MOJIB30BATENSIM JIEHCTBOBATh HAJUIEKAILIMM 00pa3oM, IpyU HEOOXOJUMOCTH
NpU COACUCTBUU MEJIUIIMHCKUX padoTHUKOB. JIB nomxen ObITh ymoOouuTaem Ha
o(pULIMaTBEHOM f3bIKE WM O(UIUANBHBIX A3bIKAX TOCYIapCTBA-UIIEHA, B TPaKJaHCKUN 000pOT
KOTOPOT'0 BBOJUTCS JIEKAPCTBEHHBIN Mpernapar, Kak TOro TpedyeT Takoe rocy/1apcTBO-4JIEH B
Hensix coOmoeHus HacTosAmux TpeboBaHuil. YKa3zaHHbIE CBEJIEHUS JOMYCKAETCS IPUBOIUTD
HAa HECKOJIBKUX SI3BIKAX IIPU YCJIOBHUU IOJHOTHI U3JIOKEHUSA TAaKUX CBEICHUN Ha KaXIOM U3
WCIIOJIb3YEMBIX SI3BIKOB.

4.17. Ecnn nexapCTBEHHBIN Ipenapar He NMpeJHa3Ha4yeH Ul IPSIMOT0 IMPUMEHEHHUS
MAUEHTAMU WM  SBJIAETCA TPYAHOAOCTYIHBIM, YIOJHOMOYEHHBIE OpTaHbI



roCyJIapCTB-4JICHOB BIIpaBe, PYKOBOJCTBYSCh MPH ITOM MepaMH, HEOOXOIUMBIMHU s
3alIUTHl 3JI0POBbSl UEJIOBEKA, pa3peliuTh HE YyKa3blBaTh ONPEJCIICHHbIC CBEICHUS B
MapkupoBke win JIB. OHM Takke BIIpaBe pa3pelinuTh HE YKa3blBaTh YaCTh WM BCE CBEACHUS
Ha TOCYJIapCTBEHHBIX S3bIKaX TOCYJapCTB-YJICHOB, B OOOpPOT KOTOPOTO BBOJUTCS
JIEKapCTBEHHBIN Tpermapar, Mo TPeOOBaHHUIO TOCY1apCTBA-JICHA.

4.18. Ecau TpeboBaHMs HACTOAIIETO TMoJipa3iena He BeinodHsaoTces u JIPY He oTBeuaer
Ha YBEJIOMJICHUS, YIOJHOMOYEHHBIE OpPraHbl TOCYJIapCTB-WICHOB BIPAaBE MPUOCTAHOBUTH
COOTBETCTBYIOLIYIO0 PETMCTPALIMOHHYIO MpoUEeaypy 10 npuBeneHus JIB paccmarpuBaemoro
JIEKapCTBEHHOT'O MIpernapara B COOTBETCTBUE C TPEOOBAHUSMHU HACTOSIIET0 MOIpa3/ena.

4.19. IlomuMo ykazaHHsi CJIOB '"TOMEOMaTUYECKHI JIEKapCTBEHHBIN mpenapar', B
MapkupoBke U B JIB roMeonatnieckoro JIEKapCTBEHHOTO Mpernaparta (mpu He0OXOUMOCTH),
MPETEHAYIONIETO Ha YIPOUIEHHYI MPOUEAYpYy PErucTpanuu, AOJLDKHBI ObITh YKa3aHbI
cienyroume (M HUKakKue Ipyrue) CBeACHHUS:

a) Hay4yHOE HAaMMEHOBAHUE MATPHUIIbI WJIM MATPUIL C MOCIAEAYIONUM YKa3aHUEM CTEIICHU
UX pa3BeleHUs, UCMoJb3yss cuMBOJbl Dapmakornen Coro3a; ecid TOMEOMaTUYECKUH
JIEKApCTBEHHBIA TpenapaT COCTOUT M3 JABYX M Oojiee MaTpull, HAydYHOE HAaMMEHOBaHUE
MaTpull Ha MAPKUPOBKE JIOMYCKAETCS JOMOJIHATh TOPrOBBIM HAUMEHOBAHUEM,;

0) HazBanue u aapec JAPY u npousBoguTens (mpu HEOOXOAUMOCTH);

B) ClI0CO0 BBEJICHUS U MTyTh BBEJEHUS (TIPU HEOOXOAMMOCTH);

I') laTa UCTEUCHMS CPOKa TOJTHOCTH (MeCAI/To);

1) TIeKapCTBEHHAs opMa;

e) opma BbITycKa;

) CIIeLIMAJIbHBIE YCIIOBUS XpaHEHHUsI (IIPU HAIMYUN );

3) clienMaIbHOE MpeaynpexaeHue (Mpru He0OXO0AUMOCTH );

1) HOMEp pETUucTpaluy;

K) "rOMeoNnaTH4YecKuii JEeKapCTBEHHBIM TpenapaT 0e3 0J00peHHOro MOoKazaHus K
MIPUMEHEHUIO";

1) MpeaynpexaeHIEe O HEOOXOAMMOCTH OOpaIleHus K Bpady MpHU COXPAaHCHUH CUMITTOMOB

4.20. lonycTUMO MCIOJIB30BaTh KOMOMHUpPOBaHHbIEe JIB 11 pa3inuyHbIX JO3UPOBOK U (
wiu) hopm mnpenapara. [loapoOHbIle ykazaHUsS NPUBOIATCS B ImabiioHaX wHOOpMAIUU O
npemnapare (B COOTBETCTBUU C MpujoxkeHueM Ne 16 k TpeOoBaHMSAM K MHCTPYKUUHU IO
MEJUIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOI'O Ipernapata M oOIeld XapaKTepUCTUKE
JIEKapCTBEHHOTI'O Mpenapara Jyisi MEIUIIMHCKOTO IPUMEHEHHUS).

[ITaGnoHBl HE YYMTHIBAIOT BOMPOCHI JU3ailHa W BEPCTKHU, a TAKXKE HE COAepKar
pEKOMEH Al IO 00ECTIEUEHUIO TOHSITHOCTH MPECTABICHHON HHPOPMAIMK 171 TAl[UEHTA.
B mabnone comepxutcs 000CHOBaHHE BaXXHOCTH MH(POPMALMOHHOTO AM3aiHA, a TaKkKe
HeoOxoauMocTu nepeojia JIB Ha Bce A3bIKkH, BKIIOYAs pyCCKUM, €CIM TapMOHU3UPOBAaHHbBIE
TEKCThl COCTAaBJEHbI HE B COOTBETCTBUU C HOPMAMH PYCCKOIO JHUTEPATYypHOTrO S3bIKA.



3asBUTESIM HEOOXOIMMO OOpaTUTHCS K HacTOSIMM TpeGoBaHUsAM, YTOOBI MAKCUMU3UPOBATH
KaueCTBO IMMOJTHOIBETHBIX MaKETOB, KOTOPhIC OYIyT M0IaBaThCS B YIIOJTHOMOYCHHBIC OPTaHbI
roCyZapCTB-UJICHOB B COCTABE JIOChE MJIM YBEIOMIICHHIN U KOTOPBIC OYIYT SBISATHCS YaCThIO
3apETUCTPUPOBAHHOTO PETUCTPAIIMOHHOTO JIOCHE.

OO6mue pekoMeHAAIMA 10 TPOBEACHUIO KOHCYJbTAIIUN C IEJIEBBIMH TPYyNIaMH
MaIMEeHTOB, PUBEICHBI B pa3jese 7 HacTosAmx TpeGoBaHMiA.

5. ITopapmok npeacTaBiieHUs HHQOPMAIIMK U €€ COACPIKAHNE

5.1. Tlopsimok npencraBienus nHGopmaiuu.

B cooTBercTBHM € paznenom 4 HacTosmmMx TpebdoBaHUMN MpenyCMOTPEHBI 6 OCHOBHBIX
paznenos JIB (Heo6XoauMo BKIIOYUTH CBEJCHUS B KXK/BIN U3 HUX):

pazaen "UnenTudukaimoHHbIe TaHHBIC JIEKAPCTBEHHOTO IMpernapara’.

Heo6xoaumo ykazath HauMeHOBaHUE, (hapMaIlleBTHUECKYI0 CyOCTAHITNIO (IOJKHO OBITH
NPUBEACHO TOJIbKO 1 HauMeHoBaHue (hapMaleBTUUECKON CyOCTaHIIMU B CIIECAYIOIIEM MOPSIKE

HauMeHoBaHHe B coorBercTBUH ¢ Dapmakoneeir Coro3a, ¢dapmakonesmMu
rocy/1IapCTB-4JICHOB WJIM BeAyluMH ¢dapMakonesMu B cooTBeTcTBUM ¢ Konrenmueit
rapMoHu3anuu (apMakorneil rocynapcTB-4wICHOB, OOUICNPUHITOE WU TPYNIUPOBOYHOE
HaMMEHOBaHUeE, JIeKapCTBEHHAas (hopMma U I03UPOBKA Mpenapara;

paznen "llokazanusi K TPUMEHEHUIO" .

Heo6xoauMo ykaszaTh COCTOSIHUS, TIPU KOTOPBIX pa3perieHo MpUMEHEHUe IMpemnapara.
OTOT paszjen JOJDKEH BKI0YaTh B ce0si BCe MPU3HAHHBIE 11€71€CO00pa3HBIMU CBEJEHUS O
M0JIb3€ JIEKAPCTBEHHOIO MpEenapara;

pazaen "CBeneHus, 3HaHWE KOTOPBIX HEOOXOJIMMO TEpe]] HadyalloM MPUMEHEHUS
npemnapara'.

Heobxoaumo ykazathb citydau, Ipu KOTOPHIX MPUMEHEHHE MpernapaTa HeJOMyCTUMO, BCE
0ocoOble yKa3aHUsl, MEPHI MPEIOCTOPOKHOCTH, B3AUMOACHCTBUS C APYTUMHU MpenapaTraMu U
MUIIEBBIMU TIPOYKTaMH, CBEACHUS JJIi OCOOBIX TPYII MAaIMeHTOB (O€pEeMEHHBIC WIIH
KOpMSIIUE MaTepH), a TAKXKE BJIMSHUE MpernapaTa Ha CIIOCOOHOCTh MAalMeHTa YMNpPaBJISATh
TPAHCIIOPTHBIMU CPEACTBAMHU;

pazaen "PekomeH1anuu 1o npuMeEHEHHI0".

Heo6xonumo yka3ath cioco0 MpUMEHEHUs Mpernapara, BKIovyas MyTh U METOJI BBEJICHUSI,
YacTOTY MPUMEHEHHUS], IPOJOKUTENBHOCTh Kypca MPUMEHEHHUS, MEPBI, IPUHUMAEMBbIE TTPU
MPOMYCKE JO03bI U IPU MEPEI03UPOBKE (ITPHU HEOOXOUMOCTH) U PUCK CUHAPOMA OTMEHBI;

pazzaen "Onucanue HexenaTeIbHbIX peakuun'.

HeoOxoauMo ykaszaTh BCE€ peakiiM, KOTOPbIE MOTYT BO3SHUKHYTh MPHU CTaHJIAPTHOM
MIPUMEHEHUU TIpernapara, a TakkKe Mepbl, IPUHUMAEeMbl€ NAIMEHTOM MPU UX BO3HUKHOBEHHH.
HexenarenbHble peakiiuu HEOOXOUMO YKa3bIBaTh MO CTENIEHU UX CEPbE3HOCTU U JaJiee T0
4acTOTE BOBHUKHOBEHUS;

pazaen "JlonosHUTEILHBIEC CBECHUS "



Heobxoanmo yka3piBaTh CBEJICHUSI O BCIOMOTaTEIbHBIX BEIIECTBAX, OMMCAHUE TIpernapara
, 3APETUCTPUPOBAHHBIE Pa3MEPbI YIIAKOBOK, YCIIOBUS XpaHEHHUs, HAUMEHOBaHUE U aapec JIPY
Y NIPOU3BOIATEIIS.

Het HeoOxomumocTH clieioBaTh MOPSAJAKY MOAPA3/ICIOB BHYTPU TMEPEUUCICHHBIX
pasnenoB — JIPY cineayer HallTh dy4muii cnoco0 mpeAcTaBieHHs] TPeOyeMbIX CBEIACHHIA.
Ecnau monpasnensl, ykasaHHble B paszenie 4 HacTosuux TpeOoBaHWN, HEMPUMEHUMBI K
ONPENCICHHOMY JIEKAPCTBEHHOMY IIpenapary, B NPEACTABISEMbIA MAKET BKJIIOYATh TaKOE
ykazaHue He Tpebyercs. JlomomHuTenbHbIE CBeIEeHUs TpuBeaceHbl B mabimone JIB (
npusioxkenue Ne 15 k TpeOGoBaHUAM K HHCTPYKIHMU MO MEIUIIMHCKOMY HPUMEHEHUIO
JEKapCTBEHHOTO TpemnapaTa M OO0IIell XapaKTepHUCTHKE JEKapCTBEHHOTO Mpemapara s
MEJIUIIMHCKOTO TIPUMEHEHUS ).

5.2. Conepxanue (MHPOPMAIIMOHHOE HATIOJTHEHUE).

Paznen 4 nacrosmux TpebGoBaHuit mpeaycMaTpuBaeT HEOOXOIMMOCTh cocTarieHus JIB B
cootBeTcTBUM ¢ OXJIII. Crioco6 n3noKeHus CBEICHUI BaXKeH Jisl 00eCTeueHUs] MOHUMaHUs
KJIIF0UeBOM MH(pOpManuu 1o 6e30macHOMY MPUMEHEHHIO JIeKapCTBEHHOTro npenapara. [lepen
HarnpaBieHueM JIB Ha moip30BaTenbckoe TECTUPOBAHHE HEOOXOAUMO yOeIUThCs, YTO ObLI
YUTEH CIOCO0 M3JI0KEHHSI CBEJICHUI M MCIIOJIB30BaH MEPEIOBOM OMBIT B COOTBETCTBYIOIICH
o0JlacTh MeIUIMHCKONW Hayku. CTUIIb HM3JI0KEHHS HEOO0XOAMMO MpOoAyMaTh 0 Hadajia
MIOJIb30BATENILCKOTO TECTUPOBAHUS B LIEJISIX €70 YCIEIIHOTO MPOBEACHUS.

NudpopMalinoHHOE HAMOJHEHHE HE MOXKET ObITh HJECHTUYHBIM CBEJACHUSM,
npencraBieHHbM B OXJII, u TpeOyeT nepeBoaa Ha OPUIIHATBHBIN SI3BIK TOCYIapCTBA-YICHA.
D710 00ecneunuT COOTBETCTBUE MOTYUYCHHBIX MAKETOB TPEOOBAHHUIO SICHOCTH U MOHSATHOCTH, a
TaKke y10004UTaeMOCTH Ha O(UIIUATIBHOM SI3bIKE TOCYAapCTBa-1ICHA.

Jomyckaetcs mepeBost JIB Ha npyrue oOieynorpedumbie B roCy1apcTBaX-uIeHaX SI3bIKA
MIPU YCIIOBUU TOTO, YTO MPECTABICHHBIE CBEICHUS UACHTUYHBI HA BCEX A3bIKax. B kauecTse
3JIEMEHTA PETUCTPALMOHHOIO JOChE YTBEPXKACHHIO MOMIeKUT JIB, cocraBiieHHBI Ha
o(HUIIUATIEHOM SI3bIKE TOCYy/1apCTBa-uJIeHa.

CornacoBaHHIO MOJIEKUT BEPCUS TEKCTA COTJIACOBAHHAS SKCIIEPTHBIMU OpraHU3aIUsIMHU
BCEX IOCYJIapCTB-YJIEHOB, KOTOPBIE OCYUIECTBISIOT PETUCTPALIMIO JIEKAPCTBEHHOTO Mpernapara
, Kak I MapKuUpoBKH, Tak W JIB. DTO mo3BoJseT rocyaapcTBaM-4jie€HaM MNEPEBECTH
CBEJICHUS Ha CBOM oduIiMadbHble s3bIKM. Ecin HE0O0XO0AMMOCTbh HCIOJIb30BAHUS
Pa3roBOPHOrO CTUJISI PYCCKOTO s3blKka HE Oblla y4T€Ha [0 3aBEpIICHUs] MPOIETypPhl
pEruCTpaluy JIKapCTBEHHOTO Tpenapara B paMkax Coro3a, MOKET MOTpeO0OBaTHCA TIEPEBO/T
BEPCHUM YKa3aHHOTO TeKcTa MHGOPMAIUHU ISl TAKOTO MaKeTa.

bonee moapoOHble cBeaeHus MpuBeAcHB B npmiokeHnu Ne 17 k TpeboBaHusMm K
MHCTPYKIIMU MO MEIUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOTO Ipernapara W oOlen
XapaKTEPUCTHUKE JIEKAPCTBEHHOIO MPEMnapara i MEAULMHCKOTO MPUMEHECHHUS.

KitroueBbie TpUHIMAIIBL:



HeoOxoauMo ycTpanuth npotuBopeuus ¢ OXJIII u ycraHOBUTH COOTBETCTBHE
TpeOoBaHUIM, MPUBEACHHBIM B pazjeiie 4 HacTosAmux TpeOoBaHMil, a TaKKe B MPUIOKESHUU
Ne 15 k TpeGoBanusIM K MHCTPYKIIMH TIO MEAMIIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOTO
npernapara U oOIIel XapakTepUCTUKE JIEKAPCTBEHHOrO Mpemnapara sl MEIUIMHCKOTO
MIPUMEHCHUS;

CJIO)KHOE M3JIO)KEHHE M MEJUIIMHCKAs TEPMUHOJIOTUS 3aTPYAHSIOT NMOHHMAaHUE
nanueHTaMu nHQopMaIny;

U3JI0’KEHHE BCeil HH(POPMAIIUK Ha S3BIKE, TOHATHOM HECTICIIUATHCTY;

obecrieyeHrne BO3MOXKHOCTH UCIIOIb30BaHUsI pa3rOBOPHOTO CTUJI OPUIIUATIBHOTO SI3bIKA
rocy1apcTBa-4JIeHa;

WCII0JIb30BaHUE KOPOTKUX MPEIOKEHUN U (UITN) MAaPKUPOBAHHBIX CIIUCKOB;

HEKOTOpbIe (Dpasbl, MPUBEJACHHBIC B MIA0I0HE, MPETyCMOTPEHHOM TIpriioxkeHueM Ne 15 k
TpeboBaHUsAM K HHCTPYKIIMH IO MEAUITMHCKOMY MPUMEHEHUIO JICKapCTBEHHOTO Tperapara u
o0111el XapaKTepUCTHKE JIEKAPCTBEHHOTO Mpernapara Jjisi MEUIIUHCKOTO IPUMEHEHUSI, MOTYT
BBOJIUTH B 3a0JIy’KJICHHE, B CBS3H, C UEM JIOIYCKAeTCs MCIOIb30BaTh 00Jiee IPUBBIYHBIC TS
rocyJiapctBa-uieHa (HopMyIUpPOBKY;

HE JIOMYCKAETCs UCTIOIh30BaTh CUCTEMHO-OPTaHHYIO KJIaCCU(PUKAINIO HEXKeNaTeIbHbIX
peakiuii, IMOCKOJIbKY MallueHTaM MOXET OBITh CJI0XHO CJeIOBaTh JTOW JIOTHKE.
HexenaTtenpHbie peakiuy HEOOXOIUMO CTPYIIIUPOBATH MO UX CEPbE3HOCTH, UYTO MO3BOIUT
MaleHTaM MOHATh, KOTa U KaKUe MEphI CIEAyET IPUHUMATh;

HEO0X0aMMO YOEIHUThCS, YTO MAIMCHTHI YETKO MPOUH(POPMHUPOBAHBI O PHUCKAX.
OObscHeHHs (BKJIOYAs YacCTOTY BO3HHUKHOBEHHS COOTBETCTBYIOIIMX HEXeEIaTeIbHbIX
peakIuit) moJIe3HbI YUTAIOIIMM U MOTYT JIy4Ille XapaKTEPU30BaTh BOZMOKHBIN PUCK.

5.3. Vcnonp30BaHue M1a0JIOHOB.

[ITabs0H 1O3BOJISIET 00ECTIEUUTh MPEACTABICHUE TPEOYEMBIX CBEJICHUN B MPAaBUILHOM
nopsake (pasnen 4 Hacrosmux TpeOGoBaHMI), HO HE TO3BOJISIET C IMTOMOIIBIO AU3aliHA H
PAacCMOJIOKEHUS CIIOB MOJYUYUTh BBICOKOKAUYE€CTBEHHBIN JOKYMEHT, KOTOPBIA CMOTYT MPOYECTh
U TOHATh mnanueHThl. COOTBETCTBYIOIIEE YKa3aHUE MPUBOJUTCA B IpeamOyie K
aHHOTHUpOBaHHOMY MIabsony (mpuioxkenue Ne 16 xk TpeGoBaHHMSM K WHCTPYKIIMH 10
MEIUIMHCKOMY TNPUMEHEHHIO JIEKApCTBEHHOI'O IMpemapara W OO0Ield XapaKTepUCTHUKE
JIEKapCTBEHHOIO Mpernapara g MEAUIMHCKOTO TPUMEHEHHS ).

Pe3ynbTaThl HCCAEIOBAHUN CBUIETEIBCTBYIOT, YTO MAIUEHTHI MOTYT HE NMOHHUMATh
(GhOpMYITMPOBKH 3aroJIOBKOB M IOJ3arojoBKOB ImadnoHa. IIpu moaroroske makera JIB mis
TECTUPOBAHMS HEOOXOAMMO yOeauThCsl B TOM, uTO TeKcT JIB mepedpasupoBan c I1eibI0
oOecrieueHus IEPEeBO/ia TEPMUHOJIOTUH HA TTOHSTHBIN JIJIS TIAITUEHTA SI3bIK.

Heo6xonumo 0co6eHHO BHUMATEIBHO OTHECTHUCH K pasjaeniaM JIB, B KOTOPBIX MPUBEICHBI
MPOTUBOIMOKA3aHUsI, 0COOBIE YKa3aHUS U MEPhI MPEIOCTOPOKHOCTH, a TAKXKE HEXKeNaTeIbHbIC



peakuun. OHH, KaK MPABUIIO, ABJISIOTCA T'POMO3IKHUMHU M HU3JIOKEHBI CIOKHBIM SI3BIKOM.
Heo6xo1umo ucnosib30BaTh MPUBECHHBIC HIKE PEKOMEHIAIUK TI0 IU3aliHY, MO3BOJISIIOIINE
CHU3UTH BEPOSATHOCTh BO3SHUKHOBEHUS 3aTPYyAHECHUM TP TECTUPOBAHUH.

6. Jlusaiin 1 pacnonoxkenne HHGOpMauH (BEPCTKa)

JIB ¢ mpocTBIM IM3alHOM SIBISIETCS 3aJI0TOM TOTO, YTO MAKCHUMAJIbHOE YHUCIIO MTAIUEHTOB
CMOXET BOCIOJB30BaThCcsl HH(pOpMalrel, HEOOXOAUMOW Uil MPUHSATUS PELICHUS O
MIPUMEHEHUU Ipenaparta Haubosee 6e30nacHbIM U 3(h(PEKTUBHBIM CLIOCOOOM.

Opranuzanus npeacTaBisgeMblX AaHHBIX (MH(GOPMALMOHHBIN Au3aiiH) obecrneunBaeT
JIETKOCTh MCHOJIb30BAaHUSA U MOHUMAHMS CIOXKHOM MH(OpMauuu. ITO OAUH U3 KIHOYEBBIX
aCIeKTOB MpH pa3pabOTKe JOKYMEHTA: PUCK HEBEPHOr'O NMOHUMAHHUSA MOXKET MPUBECTH K
CEPBbE3HBIM MOCJIEACTBUAM, YTO MPOUCXOAMUT JIOBOJIBHO YAaCTO B 00JIACTH MPECTABICHUS
uH(pOpMalMK O JEKapCTBEHHBIX MIpemaparax. Pa3zpaboTka nmHQOpMAIMOHHOTO au3aiiHa —
npolecc, Ipu KOTOPOM MOXKET MOTPEOOBATHCS PACCMOTPETh HECKOJIBKO BApUAHTOB JU3aiiHA U
uX Moau(pUKanui 1y KoHkpeTtHoro JIB.

Crnenuanu3upoBaHHbBIE OpraHU3alMy B LIEJISIX MOBBIIIEHUS KadyecTBa coctaBieHus JIB u
YBEJIMYEHUSI BEPOSATHOCTU YCHEHIHOTO MPOXO0XKJIECHHS MOJb30BAaTEIBCKOIO TECTHPOBAHUS
IpeuiaraloT yCiayr MO aHaJIM3y W COBEPIICHCTBOBAHMUIO [W3alilHA M PaCIOJOKEHUS
unopmaruu B JIB. Jlomyckaercsi mojb30BaThCsl yClIyraMd TaKUX OpraHu3aluid Npu
cocrasieHuu JIB.

6.1. UndopMalimoHHbIN THU3aliH.

Bue 3aBucumocT OT 0OBEeMa OmMbITa B COCTAaBJICHUHM W TpoekTupoBaHuu JIB
OCBEJIOMJICHHOCTh 3asiBUTEJIEH O Haujydlled MpakTUKe HHPOPMAIMOHHOTO Iu3aiiHa
npuBecTByeTCA. B mupokoM cmeiciie MH()OPMAUMOHHBIA aHU3aliH (Oyay4H OTAEIbHBIM
HaIpPaBJICHUEM JIEATEIbHOCTH) BKIIIOYAET B Ce0s CIeayIoLIee:

6.1.1. UudopmanmonHas apXxuTekTypa.

Cnoco6 pacnosioxkeHus: MHGOpPMALUU B JOKYMEHTE — Ba)KHas COCTaBISAIOIIAs
MH(}OPMAIMOHHOTO U3aiiHa, MoApa3yMeBarouas, B YaCTHOCTH, UCIIOJIb30BAHUE DJIEMEHTOB,
MOMOTAIONIUX OPUEHTHUPOBATHCS B TEKCTe. YYeT 3Toro Qakropa CrnocoOCTBYET
YHOPSAOUYUBAHUIO U CTPYKTYPUPOBAHUIO IOKyMEHTa. B cBsizu ¢ TeM, uTo nHbopmMaIus peako
MIPOYUTHIBAECTCA OT Hayaja M JI0 KOHLA NAallMEHTOM WM JIMLOM, OCYUIECTBISIOIINM 32 HUM
yXOJI, CI0cO0 opraHu3anu HHGOPMAIIMK SBISETCS BAXKHBIM aCIIEKTOM, 00ECIeYNBAIOIINM
CIIOCOOHOCTh OPUEHTHUPOBATHCA B TEKCTE, a, 3HAYMUT, JIETKO MOJIb30BAThCS MPEACTaBICHHOM
uHdopmaIuei.

6.1.2. Tunorpaduxka.

[Ton Tumorpadwukoii moHmmaercs mpupToBOoe OdopmiIeHHE MpeNCcTaBIIeMON
uHopmarmu. BpiOOp rapHUTYphl UM MPOYUX IJIEMEHTOB TPapUUYECKOro HCHOJHEHUS
HaIllpUMeED, LBET TEKCTa, HEOOXOIUMO OCYLIECTBIATh, OPUEHTUPYSCH HA LIEJIEBYIO Ay IUTOPHUIO
. [Ipu HaanexaieM HMCIOIb30BAHUU 3TH ACMEKThl OPTaHU3YIOT U JOBOJAAT MH(POPMAILIHIO



CIIoco0OoM, yJIOBIETBOPSIONIMM MOTPEeOHOCTH unTaromiero. Ecinu napameTpsl Tunorpaduku
3aTPYJHSIIOT TMPOUYTEHUE, BHE 3aBUCUMOCTH OT KadyecTBa U3JIOXKeHHs Tekcta B JIB
MaJIOBEPOSITHO, UTO MALUEHTHI 3aXOTAT €r0 IPOUYUTATD.

NHTepBasibl MEXy YacTsIMU TEKCTa IMO3BOJISIOT CO3/1aTh ONIYIIEHUE OTKPBITOCTH
npeacTaBasemMoil mHbopmanuu. Vcmoib3oBaHNE KOJIOHOK TEKCTa, XOPOIIO 3HAKOMBIX
MHOTHUM W3 Ta3€THBIX MaTE€pPHAJIOB, TO3BOJISET YUTAIOIIEMY JIETKO YCBaUBaTh UH(POPMAIIHIO.
JInuHa CTPOKM M MEXIYCTPOUYHBIA HHTEPBAJ — Ba)XXHbIE ACMEKThI JW3aiiHa, KOTOPHIE
HE0OXOJMMO YUYHUTHIBATH MPHU BHIOOPE MOIXOAIIECH BEPCTKH.

B npunoxenun Ne 17 x TpeboBaHUAM K MHCTPYKIUM 110 MEIUIIUHCKOMY MPUMEHEHUIO
JEKapCTBEHHOTO TpemnapaTa M OO0IIell XapaKTepHUCTHKE JEKapCTBEHHOTO Mpemapara s
MEIUIIMHCKOTO MPUMEHEHHS K YJ000UUTAEMOCTH COJIepIKATCs MOJAPOOHBIE PEKOMEHAAIIUN
OTHOCUTEIHFHO MHHIUMAJIBHO JIOIYCTUMOTO KeTJIs mpudTra.

6.1.3. IloHsATHOE U3TTOKEHUE.

[loHsiITHOE W3JIOXKEHHUE SIBISETCA, MPEAYCMOTPEHHBIM 3aKOHOJATEIbCTBOM
rocynapcrBa-uieHa TpeboBaHueM, mnpenbsBiasieMbiM kK JIB. Pazmenom 4 nHacTosmumx
TpeGoBanuil nmpeaycMOTPEeHbl MOHATHOCTh W yaoOouuTaeMocTh MHpopmauuu. Ecnu JIB
BBITJISLAUT IIPUBJIEKATEIHHO, HO KQUECTBO €0 M3JI0KEHHSI HU3KOE WM IIHUPOKO UCHOJIb3YIOTCS
TEXHUYECKUE TEPMHUHBI, TO BOBMOXKHOCTh JIOHECEHUSI MH(POpMAIIMH 70 MallueHTa BHOBb OyAeT
MOTEpsHA.

6.2. LleneBas aynuropusi U CBEJCHUS, HEOOXOAUMBbIE ISl HAIJIEKAIIETO YIOBICTBOPEHUS
MOTpeOHOCTEH TaHHOM ayIMTOpUH B MHPOPMAITUHU O JIEKAPCTBEHHOM IIpemnapare.

[lepen nHanucanuem TekcTa U pasmelnenuemM ero B JIB HeoOxoaumo onpeaenuts 001acThb
MPUMEHEHHUS Tpenapara, LeJeBble TPYIIbl U YACTHBIE BOIMPOCHI, TPEOYIOIINE PEIICHUS.
Bosneuenue B mporecc NOTEHIMAIBHBIX IMAIMEHTOB Ha paHHEM JTamne cocrasiieHus JIB
MOMOTaeT 00ECIEUNUTh YCIECIIHOCTh MOCIEYIONIEr0 TECTUPOBaHU U puMeHeHus JIB.

B 3TOM KOHTEKCTE HEOOXOIUMO y4€CTh MOTPEOHOCTHU JUIT TTOKHIIIOTO BO3pACTa, JIHIL, s
KOTOPBIX OQUIIMAIBHBIA S3BIK TOCYJapCTBa-ujieHa HE SBISETCA POJHBIM, JIUI[ C
3aTpyAHCHHUSIMU B 00YUYEHUH, a TAKXKE JIUII ¢ 3a00JI€BaHUAMHE (HaIpUMeEp, CaXxapHbIiA 1radeT),
CIIOCOOHBIMU MPUBECTH K HApYIIEHUIO 3peHusi. OCHOBHbBIE TPYMIbl MAIMEHTOB, HA KOTOPbIE
cieayeT oOpaTuTh BHUMaHUE, IEPEUUCIICHBI HIKE.

6.2.1. Jletn u MoJoabIe Jt0aU (MOJIOIBIC B3POCIIBIC).

Ecnu nekapcTBeHHBIN mpemnapaTr mpeaHa3HaueH MalMeHTaM M3 3TOW KaTeropuw,
HEOOXOJIUMO OMpEeAeNINTh, KakuM oOpazom JIB ynoBieTBopsier ux uHPOpMAIMOHHBIE
MOTPEOHOCTH.

B psine ciydaeB cienyeT peKOMEHI0BATh YUTAIONIEMY OOPaTUTHCS K IPYTUM UCTOUHHUKAM
uH(pOpMaINK, CIEIUATBHO COCTABIECHHBIM JJII €T0 BO3PACTHOM IPYMIIbI, UM PEyCMOTPETh
OTPBIBHOM KoOpemok JIB, KOTOpBIA COAEPKUT KIIIOUEBBIE CBEACHHS IO O€30MacHOMY
NPUMEHEHUIO JIEKapCTBEHHOI'O TMpernapara, NpeACTaBlIeHHbIE TaKUM 00pa3oM, 4YTOObI
o0ecrneunTsh JIETKUM JOCTYM K HH(DOPMaLIUH.



6.2.2. 'ocniuTanbHbIe TpenapaThl.

Ecnu nekapcTBeHHBIN Mpenapar BBOAUTCS WA IPUMEHSETCA B OOJbHUYHOM YUPEKICHUU
, B pazjiene 1o NpUMEHEHHIO JIEKapCTBEHHOTO MpernapaTra HeoOX0IMMO ONPEIEIUTh CIOCO0
paszieneHus CBeICHUH, IpeIHa3HAaYeHHbIX JI1 METUIIMHCKOIO MEePCOHANa U MalUeHTa, YTOObI
obecrieunTh HHHOPMHUPOBAHUE ITUX JIUIT HEOOXOAMMON UM WH(OpMAITUEH.

JInsi MEAMUMHCKOTO IMEepcOoHana CBEAECHUS, KOTOPbIE OHU JIOJKHBI YUUTHIBAThH IpHU
BBEJICHUH IIpernapara, He00OX0AMMO MPEACTaBUTh HA OTJEIbHON OTpbhIBHOW yacTH JIB.

[TanineHTy HEOOXOIMMO MPEIOCTABUTH AOCTYI K HHpOpMAIINK, coaepkaiieics B JIB u
HE00X0AMMOM AJi1 6€30IaCHOr0 MPUMEHEHHUS JIEKaPCTBEHHOTO MpernapaTa ¢ BO3MOXKHOCTBIO
€€ COXpaHEHMs y TaHHOTO MalMEeHTA.

6.2.3. OdranpMonoruyeckue npenaparsl.

Ecnn nexkapcTBEeHHBIN mpenapaT sBIseTCsS O(TaIbMOJIOTHMUYECKUM, HEOOXOIUMO
yIOCTOBEPUTHCA, YTO KEIJib MIPpU(Ta TEKCTa AOCTATOYHO BEJIMK W MO3BOJISET MAllMEHTaM C
HAapyLIEHUEM OCTPOTHI 3PEHMS C JIETKOCTBIO O3HAKOMHUTBCA C HUM. JTO MPEAIOJIaraet
BO3MOXKHOE HcHosib30BaHue JIB Ooisblnero ob6bemMa WM albTEPHATUBHBIX JTHU3AWHOB (
HarpuMmep, albOOMHas OPUEHTALMS CTPAHMIBI) C LEIbI0 MAKCUMHU3ALUMHM JOCTYITHOM
ILJIOILAIH.

6.3. KirroueBblIe IS ITaliieHTa CBEACHHUS.

[lepen HamucaHueM TEKCTa U pa3MEIICHUEM €To Ha CTpaHUIe HEOOXOIMMO ONPEIEIHTD,
KaKhe CBEJCHHUS SBISIOTCS KIIOYEBBIMU JJisi 0€30MacHOTO MPUMEHEHHS KaKIoro
JIEKapCTBEHHOTO TMpemnapara. JTO MO3BOJSET ONPEeAeNuTh HH(POpPMAIUIO, TPEOYIOIIYIO
OTpaXEHUS B 3arjaBUAX, a TAKXKE OTJEIbHbIE CBEICHUSI, TPEOYIOIINE BBIJCICHHS B HHTEpECcax
YUTAIOILIETO.

OnpenenuB KIIOUEBbIE CBEACHUS sl 0€30IACHOIO MPUMEHEHHS A Ka)XAoro
JIEKapCTBEHHOI'0 TMpenapara, MOXHO NPUCTYNUTh K COCTaBJIEHHUIO ONPOCHUKA A
I10JI30BATEIBCKOT0 TECTUPOBAHHUS (€CIM OHO MPETYCMOTPEHO 3asBUTEIIEM).

6.4. ConeiicTBUE MAIMEHTAM B HABUTAIIMU 10 JOKYMEHTY.

Pacnonoxxenne mHboOpMali B JOKYMEHTE SIBISIETCS BaXKHBIM acnekToM. llopsmok
Ipe/ACTaBICHUsl CBEJICHUIN NpuBeJeH B pasnene 4 HacTtosmmx TpeboBaHuM, a mabIOHBI (
npuioxenue Ne 15 k TpeOoBaHUAM K MHCTPYKLUHMHU MO MEIHMIIMHCKOMY IPUMEHEHUIO
JEKapCTBEHHOTO TpenapaTta M OO0IIell XapaKTepHUCTHKE JIEKapCTBEHHOTO Mpemnapara s
MEIUIMHCKOI0 MPUMEHEHHSI) O3BOJISIIOT 00ECTIEUNTh JTOJKHOE PACON0KEHHE HHPOPMALIMH
B JIB. [Ipu ucnonp3oBanuu mabiioHa B HEISX MPaBUILHOTO PACIONOKEeHUs] WH(OpMaIuu
HE00X0AMMO yOeIUThCA, YTO OHA MEePEeBEICHA Ha S3bIK, IOHATHBIN 11eJIEBOM ayAUTOPHH.

3aTeM HE0OXOAMMO MPOIYyMaTh PACIOJIOKEHHE 3aroJOBKOB M IOJ3aroJOBKOB Ha
CTpaHulle, 4ToObl 00€CHEYUTh BO3MOXKHOCTh OPUEHTALMU YHUTAIOLIEr0 B WH(OpMALIUH.
3aronoBku B JIB — KiI104€BOM HHCTPYMEHT, MO3BOJISIOINNA YBUAETh CTPYKTYPY H3JIaraéMbIX
cBeneHuit. Kpome TOro, 3aroyioBKM BBIOTHSIOT JBE (DYHKIIUH:

0003HavYarT Hayajo pa3/ena U MO3BOJSAIOT MAUEHTY HAUTH UCKOMBIE CBE/ICHHUS;



OTpa)kaeT XapakTep MPUBOJANMON B pazjesie MH(pOpMaIH, O3B0 YUTAIOIIEMY TTOHSTh
ee.
3aro0BKU JOJKHBI BU3YaJIbHO BBIACISATHCSA, YTOOBI YUTAIONMIMI MOT C JIETKOCTHIO
OTJIMYUTH 3ar0JOBOK OT OCTAJIbHOI'O TEKCTa. JTO OOJErdyaer Mmouck Mo TEKCTy Ha MpeaMeT
OTIPEJICIICHHOT0 PoJia MH(OopMaIuy.
Brinenenue nocturaercst HECKOJIbKUMU CIOCO0aMu, HalpUMeEp:
oOpalieHHbIl TeKCT — Oelible OyKBbI HA TEMHOM (POHE;
YBEIUUCHHBIN MOJIYKUPHBIA TEKCT 3arojioBKa MO CPaBHEHUIO ¢ HHGPOpMAaIHEH,
CJIEIYIOLIEH 32 HUM;
YBEJIMYEHHBIA TEKCT 3ar0JIOBKA C BBIPAKEHHBIM KOHTPACTHBIM I[BETOM MO OTHOILIEHUIO K
nH(popMaInu, CIeayIOIIeH 3a HUM.
3aroyioBKU JOJKHBI MPABUIILHO OTPAXKaTh COJIEPKUMOE Pa3/IesIOB U IO O0IIeMy MPaBUITy
OBITH KOpoue UH(MOPMAIH, KOTOpas CIETyeT 32 HUMHU.

Hekotopsie pa3zaeinsl JIB sBISIOTCA JOBOJBHO JJIMHHBIMHU, IO3TOMY B TaKUX CIIydasx
11e71ecoo00pa3Ho MCIOJIb30BaTh MOA3aroJIOBKU, KOTOpBIE O00JIET4aloT MOWCK B OOJIBIIOM
MaccuBe uHPoOpManuu. OTO OCOOEHHO BaxHO i paznaena 2 JIB, uto Tpebyer
OCMOTPHUTEIIBHOTO UCIOJIb30BAHMS 3ar0J0BKOB U MOJ13aT0JIOBKOB C HAJIEKAILIEH HepapXuen ¢
LEIbI0 pa3rpaHUuEHUs CBEICHU, KOTOPbIe HEOOXOIMMO MIPEICTABUTh B 3TOM Pa3elie.

6.5. Mabie hakTopsl, MoAIekKaIMe YUeTy rpu pa3padotke JIB.
K npyrum acniektam, KOTOpBIE 1I€€CO00Pa3HO YUECTh IIPU COBEPUICHCTBOBAHUHU JU3aiiHA
U BEPCTKH, OTHOCSTCS Takue (PaKToOpbl, KaK IIBET, CHMBOJIBI ¥ MTUKTOTPAMMBI, 00JIeTYAIONTHE
NOHUMAaHHE U MOUCK KII0YeBOW MHPOpMAIIUU.
KiroueBble acnekTsl, Kacarlluecs Iu3ailHa U BEPCTKU, KOTOpPbIE PEKOMEHAYETCS
YUYUTHIBATh B JIOMOJTHEHUE K YKa3aHHBIM aCIIEKTaM:
HE0OXO0UMO yOEeIUThCA B MPEEMCTBEHHOCTH PACIOJIOKEHUS 3arojJOBKOB, a TAKKE
BBIICIIUTDH WX, YBEJIWYUB MIPU(PT WU BBIICINUB TEKCT MOTY>KUPHBIM;
panMoHaIIbHOE MCIOJIb30BaHUE IIBETOB MO3BOJISIET 00ECTIEUNUTh XOPOIIUN KOHTPACT, MPU
ATOM 3JI0yNOTPEOIEHUE LIBETAMU MOXKET CTaTh CAMOCTOSTENBHOMN MPOOIEMOI;

NAlMEeHThl UCTIOJB3YIOT MPEAMETHBIN yka3zareib. OH 0COOCHHO MMOoJie3eH B OyKIETHOM
(dopmare, KOTOPbIN BbI3bIBAET OOJIBIINE 3aTPYJHEHUS C HABUTAIUEN;

HEO0OXOAMMO YOEIUThCA B MAKCHMAJIbHO BO3MOKHOM pa3Mepe TEeKCTa W HaJJiexaliemM
UCIIOJb30BAaHUM HMHTEPBAJIOB MEXKIY YacTAIMHU TekcTa. [IMOTHBIM TeKCT cnocoOCTBYeT
CHIDKCHHMIO KOHIIEHTpAIlMM BHUMAHMS TAalMEHTAa U 3aTPyAHSAET MOWCK HEO0OXOIuMOU
uHpopmanuy;

JUTMHHBIE TIEPEYHU HEXKENATeNbHBIX PEAKIUi BBIMISIAT yCTpallarolle, 1ejrecooopa3Ho
UCII0JIb30BaHWE HEHYMEPOBAaHHBIX cHUCKOB. HeoOXoauMo crpymnmnupoBaTh HeXKelaTelbHbIe
pEeakIuu 10 WX CEPhE3HOCTH W YOSAUTHCS B MOHUMAHUW TAIMEHTaMU OOCTOSATEIBCTB,
TPEOYIOIUX TPUHATHUS HEOTIOXKHBIX MEp;



HEO0OX0AUMO yOEIUTHCs, UTO COMPSKEHHBIEC CBEJEHUS PAaCIOJIOKEHBI PSAJIOM U HE
Pa3HECEHBI M0 PA3JIMYHBIM KOJIOHKaM Uiu ctopoHam JIB.

Kpome TOro, cocrasiieH CBOJ KPUTEPUEB KadyeCTBA, KOTOPBIE MCIOJIB3YIOTCS IS
O6amnbHOM onenku JIB. Kputepum kauectBa mnpuBonasTca B mnpuioxenuun Ne 18
TpeboBaHUAM K MHCTPYKLHMH 10 MEAULMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOT' O ITpenapara u
oO011el XapakTepuCcTUKeE JIEKAPCTBEHHOTO Mpenapara Jjisi MEAUIIMHCKOTO TPUMEHEHHUSI.

Nx ucnonb3zoBanue B oTHoIeHHU JIB, BKIIOYAeMOro B JI0ChE, MO3BOJISIET OBICTPO
MOJIYYUTh KOJUYECTBEHHYIO XapaKTEepUCTHKY KadecTBa JIB M BBIABUTH HEOOXOAMMOCTH
BHECEHHUSI IONOJHUTEIbHBIX U3MEHEHHH, CTIOCOOHBIX YBEIMYUTh OAJIIbHBIN CUET.

7. I1o/mp30BaTENBCKOE TECTHPOBAHUE

7.1. IIpaBoBast OCHOBA.

B cootBetcTBUU ¢ paznenom 4 HacTosimux TpeGoBaHwmii:

"B nemnsx obecrieueHust y10004UTa€MOCTH, MIOHITHOCTH U JIETKOCTH Bocmpusitus JIB
MOKET OTpakaTh pPE3yJbTAThl KOHCYJbTAllMM C LEJIECBBIMU TIPYyINIIAMHU IAIMEHTOB...".
Pe3ynbTaThl OLIEHKH, TPOBECHHON B BUJE KOHCYJIBTALUH C LIEJIEBBIMU I'PYIIIAMU NALUEHTOB,
B OTOM CJIy4ae CIECIyET NPEACTABUTH B YIIOJHOMOYEHHBIN OpraH.

[Tonb30BaTenbCcKOe TECTUPOBAHUE WU JIpyTrue (GOpMbI KOHCYJIbTAIMHU C MAllUEHTaAMU
00€eCreynBalOT y4eT MHEHUS MALIMEHTOB O COJIEpKaHUH, AU3aliHE U BEPCTKE, UTO MO3BOJISET
MOJIy4YUTh UTOTOBBIN JIB, mogaBaemMplil Kak 4acTh PErHCTPALIMOHHOTO JIOCHE, TTO3BOJISIIOIIUIA
OOJIBIIMHCTBY MOTpeOUTENEl JIEKapCTBEHHOI'0 Mpenapara NpUHUMAaTh O€30MacHble U
IIPABWJIbHBIEC PELIEHNUS O €r0 IPUMEHEHUU.

7.2. OnpeneneHue nojib30BaTeNIbCKOIO TECTUPOBAHUS

B npunoxennu Ne 17 x TpeOoBaHHSIM K UHCTPYKLIHMH N0 MEIULUHCKOMY PUMEHEHUIO
JIEKapCTBEHHOTO TpemnapaTa M OO0IIeil XapaKTepUCTHKE JEKapCTBEHHOTO Mpemnapara JJis
MEJIUIIMHCKOI0 MPUMEHEHNS IPUBOJAUTCS BAPUAHT METO/IA MOJIb30BATEIBCKOTO TECTUPOBAHUS
JIB, onHaKO AOMyCKAaeTcss BO3MOKHOCTb HCIIOJIB30BAaHMUA APYTHX METONOB, €CIU OHH
CIIOCOOHBI MOATBEPAUTH CIOCOOHOCTH MAIIMEHTOB HCMOJIb30BaTh JTOKYMEHT JIS MMOMCKA U
MOHUMAHMS KIIOYEBBIX CBEICHHH, HEOOXOIUMBIX [Js 0€30MacHOr0 MNPUMEHEHUS
KOHKPETHOT0 JIEKAPCTBEHHOT' O IIpenapara.

OnucaHHbBI METOJ NPEICTABIIAECT COOOM JUATHOCTUYECKUN TECT, IEMOHCTPUPYIOLIUH, B
NepBYI0 ouepellb, kKak paboraer JIB Ha mpakTuke, a HE MOJATBEPXKAAIOUIUNA KayeCTBO
CMBICJIOBOT'O HAMOJHEHUs TEKCTa (KOHTPOJIb MOCIETHETO MOKET MPOBOAUTHCS, HAIIPUMED, C
nomonipto Tecta SMOGG). DTOT HHCTPYMEHT pa3pabOTKU TO3BOJISIET OMPEACIUTH
NPENSITCTBUSA, CHIKAIOUIME CIOCOOHOCTh IOHMMAHMS M HCHOJIb30BaHUS JIOJbMU
MpeJCTaBICHHOW WH(MOpMalWK, a TaKXe BBISBUTH MPOOJEMHBIE 001acTH, Tpedyromue
JIOTIOJTHUTEJIBHOTO BHUMaHUs. DTOT METO/JI KaK dTall rnpoiecca paspadorku JIB mpeacrasiser



co00il ocobeHHyt0 1IeHHOCTh. Eciu B XoJie TecTUpOBaHUS OOHAPYKUBAIOTCS MPENATCTBUS
JUIsl TOHMMaHus UHPOpMaluu, NOTpeOyeTcsi BHOCUTh TIATEIBHO MPOIYyMaHHbIE U3MEHEHHUS B
LEJISIX COBEpIICHCTBOBaHUA JIB.

JlommyckaeTcsi UCIONIb30BaTh UHBIE METOIbI TI0JIb30BATEILCKOTO TECTUPOBAHUS, KOTOPbHIE
TaKXe OyIyT pacCMOTPEHbl YINOJHOMOYEHHBIMU OpPraHaMH TOCyAapCTB-WICHOB. BaxHO
OPOBOAUTh WHIMBUYyaJbHbIE MHTEPBBIO B pAMKaX IOJIb30BATEIBCKOTO TECTUPOBAHUS C
LEeJbI0 MOHMMaHUs, KakuM 00pa3oM NaUHMEHThl OPUEHTUPYIOTCS B MPEACTABICHHOU
uHdopmanuu.

Y1oIHOMOYEHHBIE OpTraHbl FOCY1apCTB-WICHOB HE TPEOYIOT UCIIOIb30BaHUS KAKOT0-TM00
ONPEJEIEHHOI0 METOIa TECTUPOBAHMS, & OLICHUBAIOT JaHHBIE, CBUJIETEIBCTBYIOIINE O TOM,
YTO JIIOJIU, KOTOpbIE OyIyT Nmojb30BaThes JIB, cnocoOHbBl HAMTH HEOOXOAUMYIO0 HHPOPMALIKIO
Y JOJDKHBIM 00pa30oM BOCIIOJIB30BATHCS €10.

JIPY pexkomenayercst yOeIuTbCS B TOM, UTO:

nepes TECTUPOBAaHUMEM OJIHO3HAYHO OImpejesieHa HauOosee BakHas MHGOpMaLus,
HaIpuMep, MpeIHa3HAYEHUE JICKAPCTBEHHOTO MPETapaTa, peKUM €ro J03UPOBaHUS, a TAKKE
3HAYMMBbIE HEXKeJIaTeJIbHbIC PEaKIMU U 0cOOble yKa3zaHus. DTa uHpopmaius Oy1eT 3aBUCETh
OT JCHCTBYIOLIEro0 BELIECTBA PACCMATPUBAEMOIO JIEKAPCTBEHHOro mIpemnapara. Bompocsl,
3a/1aBaeMble YYaCTHHUKaM, JOJKHBI OXBaTbIBaTh KJIIOYEBBIE CBEJCHHUS, HEOOXOJIUMBbIE IS
6e3omnacHoro npumeHeHus. KiroueBble cBeneHMs Uisi 0€30MAaCHOrO NMpUMEHEHHs OyayT
conepxatbes B pazaenax 1 — 4 JIB, ognako pacnpejaesnieHne Wid HIMPOTa BOIPOCOB OyayT
OTJIMYATBCS OT OJHOTO Ipemnapara K apyromy. HecMoTpst Ha TO 4TO HEKOTOPBIE MPENapaThl
MOTYT TpeOOBaTh COCTaBJICHUS BOIIPOCOB HA OCHOBAHUU pasjienoB 5 unu 6 JIB, Takue cioyyau
, Kak mpaBuiio, peaku. Crnenyer yOenuTbCs BO BKIIOUYEHHH B ONMPOCHUK BCEX KIIFOYEBBIX
CBEJCHMM 1O 6€30MacHOMY MPUMEHEHHUI0, HEOOXOIUMBIX IS MOIYYEHHs MOJIO0KUTENbHbBIX
pE3yNbTaTOB;

CyOBEKTBI U3 UCCIEyeMbIX BHIOOPOK HanboJiee BEPOSATHO MOTYT BOCIOJIb30BaThes JIB
paccMaTpUBaeMOro Mpenapara (BKJIYas yXaxuBaloIIKX Jul). TecTupoBaTh BCE MOMYJISIIUU
MAIMEHTOB MPU BCEX BO3MOXKHBIX OOCTOATEIHCTBAX HE TpeOyeTcs, TOCTATOYHO BKIIOYHUTH
JUL, CMOCOOHBIX MPEACTaBUTh, YTO Yy HHUX HMEET MECTO COCTOSIHHUE, MPHU KOTOPOM
npuMeHsieTca npenapar. Bo u30exaHue HEJONOHMMAHUS HE JONYCKAETCS BKJIIOYATH
CBEJICHUS, NIPeHA3HAYCHHBIE JISI MEAUIIMHCKUX PAOOTHUKOB U JIPYTUX JIHI], paOOTAIOIIUX C
JEKapCTBEHHBIMU MpenaparamMu. JIuma, 3HaKOMbIE C JIEKAPCTBEHHBIM IpernaparaM, Kak
MPaBUJIO0, HENPUTOAHBI MJIs MPOBEACHHUS TECTUPOBAHUS, OJIHAKO OHU MOTYT CIIYXKUTh
MCTOYHHUKOM LIEHHBIX PEKOMEH/Iallui Ha ATamne MOJr0TOBKH IHU3aiiHa;

NpUBEICHbI YOeAUTEIbHbIE JOKA3aTeNbCTBA, YTO MPOTECTUPOBAHHBIC YYACTHUKU CMOTJIH
HAaWTU W JOJKHBIM 00pa3oM BOCIOJb30BaThCsAd MH(OpManueil. Bonpockl, BKIIIOUEHHBIE B
MPOTOKOJ, MOJABEPTHYTCA HKCIEPTU3E OTHOCUTEIBHO TOTO, HACKOJBKO XOpPOILIO OHHU
OTPa)KalOT BBISBJICHHBIC KIIIOUEBBIE CBENICHMs MO Oe30macHOCTH. Bompockl JOIKHBI OBITh
OTKPBITBIMH, JTIOJKHBI TIO3BOJISITh YHACTHUKY IIPEICTABUTH CE0s B ONPEAEIEHHON CUTYalluu U



HE JIOJDKHBI TI0JICKa3bIBAaTh €My OTBET, cojaepxariuiics B JIB. Kaxpiii Bompoc gomxkeH ObITh
COCTaBJICH HajIexamuMm oOpa3oMm. HakomieHue NaHHBIX, paBHO KaK M HECIIOCOOHOCTH
HaXOXXJICHUS WU TOHWMAaHUS YYaCTHUKAMHU OJHOTO WK 0ojiee 3HAYMMBIX BOIPOCOB,

HEJIOMYCTUMBI. JKCIEPThl TPOBEPAT 3aJaHHbIE y4YaCTHHUKAM 3HAYUMbIE BOIPOCHl H

COOTBETCTBHE Ka)KJIOI'0 BOMpPOCA KPUTEPHUSIM YCHEHIHOCTHU, BBHIPAOOTAHHBIM JI0 Hayaja
TECTHUPOBAHMS.

7.2.1. IaTepnperanus KpUTEPUEB ycIexa.

Kpurepun ycnexa npennonarator, 4To 90 NpoueHTOB rpaMOTHBIX B3POCHBIX JIUIL JOJKHBI
OBITH CTIOCOOHBI HaliTU cBefieHus U 90 MPOIEHTOB M3 HUX JOJIKHBI ObITH CIIOCOOHBI MOHSTh
uHpopmanmio. B paMkax IByX TpyI, Kaxkaas w3 KOTOPBIX COCTOWT u3 10 y4acTHUKOB,
Heo0Xxo 1Mo, yToObl nH(pOopMartius B JIB Obuia HaiineHa u nonsita 16 u3 20 yyactaukoB. Ecnu
pEe3yJbTaThl HE AOTIATUBAIOT IO 3TOM T'PaHUIlBI, HEOOX0aUMO nepecMoTpeTs JIB u mpoBectu
JNOIOJHUTEIPHOE TECTUpPOBaHHE. EcCIM HCHONB3YIOTCS aJbTEPHATUBHBIE METOMBI
TECTUPOBAHUSA, KPUTEPUM Yycrexa MOTYT ObITh MHBIMU. TeM He MEHEee HE3aBHUCHUMO OT
KPUTEPUEB yCIleXa KaXIbli BONPOC IOJHKEH CAMOCTOSATENBHO YIOBIETBOPSATH TaKUM
KPUTEPUSIM.

7.2.2. IloagroToBKa OTYETA, BKIIOYAEMOI'0 B JJOChHE.

[Ipu cocTaBieHnH OTYETa, BKJIOYAEMOTO B J0ChE, MOJABAEMOI0 YIOJIHOMOYEHHBIM
opraHam ToCyAapCTB-WICHOB, HEOOXOIMMO YUYECTh OMyOIMKOBaHHbIE pekoMeHaamu. Kpome
TOTO, B OTUET 1EJIECO00PA3HO BKIIOUYHUTH CIEAYIOIINE pa3/Iebl:

7.2.2.1. KnroueBble cBeIeHHs 1711 O€30I1aCHOTO MPUMEHEHHS.

Takue cBeneHuss HEOOXOAUMO OMPENEIUTh 3apaHee WHIUBUIAYAIbHO NI KaXKJ0TO
npenapara. Heo6xo1umo onucarh, HA OCHOBAHUU YETO MOJIyYEHBI BOIPOCHI, OPUCHTUPYSICh
Ha KITFOUEBbIE CBEJICHUS IO 0€3011aCHOMY MPUMEHEHHUIO.

7.2.2.2. BpiOOp y4aCTHUKOB U UX JeMOTpaduuecKre XapaKTepUCTHKU.

Heob6xonumo ommucath, HACKOJIBKO TECTHUpyeMasi MOIMYJAIMS OTpa)kaeT Hamboiee
BEPOATHYIO TMOMYJISIUIO MAIIMEHTOB pacCMaTPUBAEMOTO Mpemnapara Kak 1o Moy, Tak U 1o
BO3PACTHOMY JIMAIA30HY.

B niensx uckimroueHus cucteMaTuieckux omuook (bias) HEOOX0AMMO OMHUCATh KPUTEPUHU
HEBKJIIOUECHHS U YPOBEHb 00pa30BaHUs YYACTHUKOB.

7.2.2.3. AHanu3 1o KaxJaou mpoTECTUPOBAHHOM T'pyMIIE.

I'padpmueckoe mpencraBieHue SBASETCA HAIJIEKANIUM CIOCOOOM JOHECEHUS
uH(dOpMaIUH, OJTHAKO IPAPUKU TOJKHBI OBITH YETKO MPOMAPKUPOBAHBI U JIETKO TO/IIaBATHCS
HMHTEpIpETalUH.

Kaxknplii BONpOC AOJAKEH BbIAEPKATh COOTBETCTBUE KPUTEPHUSIM yCIIEXa.

Heo6xonumo uaeHTU(GUIHUPOBATH BOMPOCH], C KOTOPHIMU Y YYaCTHHUKOB BO3HUKIIH
3aTpyAHEHUSI. OTH 3aTPYJHEHUS MOTYT BO3HUKATh MPH MOUCKE U (WUIKM) MOHUMAHHUHU
uHdOpMaINH.



[Ipu ucnonp30BaHUU TaKUX CyOBEKTHUBHBIX KpUTEPHUEB, Kak "nerko", "¢ 3arpyaHeHUsIMU"
U T. 1., HEOOXOJAUMO OMHUCATh, KAKUM OOpa30M YYaCTHUKH HaXOAWIM HHGOPMAIHUIO.
Heo0xonuMo y4yuThIBaTh, YTO SKCIEPTHl YHNOJTHOMOYEHHOTO OpraHa rocyAapcTBa-d4iieHa
HEraTUBHO OTHOCSITCS K BBIPAXKEHUSIM "¢ 3aTpyAHEHUSMU" WK "'C OONBIIUMHU 3aTPyIHEHUSIMU
", MOATOMY HEOOXOJMMO MPOAHATU3UPOBATH, HACKOJIBKO JIETKOCTh TOWCKAa WH(POPMAIIU
ObLIa yJIydIiiieHa pu BHECEHUHU u3MeHeHui B JIB.

HeoOxonumo mnpennoxuTh u3MeHeHus K JIB, HampaBieHHbIE Ha YCTpaHEHHE

3aTPyAHEHUM.

Heo0x0a1Mo MOBTOPHO MPOBECTH TECTUPOBAHUE M COCTABUTD 10 HEMY OTYET.

7.2.2.4. XapakTepucTuka 0OpaTHON CBSI3M CO CTOPOHBI YYACTHHUKOB OTHOCHUTENBHO JIB 1
MpPe/ICTaBIICHUE U3MEHEHUH, YUUTHIBAIOLIUX BCE BOMPOCHI OOILIET0 XapaKTepa.

7.2.2.5. Bce Bepcuu JIB.

7.2.2.6. IlepBuyHbIE JaHHBIE, TOJIYYEHHBIE 110 PE3YyJIbTATaM UHTEPBBIO, IPEICTABIATH HE
CIEeAYyeT, JOCTAaTOYHO NPEJOCTABUTh DPE3IOME YCTHBIX OTBETOB. Eciu morpedyrorcs
JIOTIOJTHUTENIbHBIC CBEACHHUS, B XO/I€ KCIIEPTU3bI OYJIET clieiaH 3anpoc 0 He0OOXOIUMOCTH €€
MPEICTABIICHHUS.

NunuBunyanbHble CBEACHUS O TECTUPOBAHUM Ka)KIOTO YYaCTHUKA IMPEICTABIATH HE
Tpedyercs. [lockonbky TecTupoBanuio noasepraercs JIB, a He y4acTHUKH, TaKue JaHHBIE HE
SBJISIFOTCS] 3HAYUMBIMH.

7.3. O0cTosTENHCTBA, TPEOYIOIINE MPOBEACHUS TECTUPOBAHMS
Ecnu npoBoAMIIOCH MOJB30BATENBCKOE TECTUHPOBAHUE, B I0ChE HEOOXOAUMO BKIHOYUTH
noATBepkAeHue 3toro. IIpu peructpanum BOCIpoOU3BEACHHOTO JIEKAPCTBEHHOTO Ipernapara (
OnoaHanora) 3asBUTEIb TAaK)KE€ MOXKET IPOBOJIUTH MOJIb30BATEIBCKOE TECTUpOBaHUE. BmecTte
C TE€M 3TO HE 03HAaYyaeT, 4YTO He0OXOIMMO MPOBOAUTH MOJb30BATEIBCKOE TECTUPOBAHUE (€r0
anasora) s Bcex JIB.

IIpn mpoBeAeHWH NOJIB30BATEIBCKOIO WM HHOTO TECTUPOBAHUS HEOOXOIUMO
HCIIOJIB30BaTh MOJHOIBETHRIN MakeT JIB nekapcTBeHHOr0 mpenapara, BBOAUMOIO B 000POT.
He nomyckaercss HMCHob30BaTh TEKCTOBYIO BEpPCHIO, IMOCKOJBKY AW3ailH M BEpPCTKa
OKa3bIBAIOT CYIIECTBEHHOE BIMAHHE HAa CIOCOOHOCTh MAIlMEHTAa HAXOJWTh U MOHUMATH
KJIFOUEBbIE CBEJIEHUS ISl 0€30M1aCHOI0 MPUMEHEHUSI.

JIB nexapCTBEHHBIX IMpenapaToB, BBOJAUMBIX MEIMIIMHCKUMHU PaOOTHHKAMU B
OOJIbHUYHBIX YUYPEXKACHUSX, TaKXKE€ MOTYT COJIep’KaTh JIaHHbIE, MOATBEPKIAOIINE
cobioieHre HOPM pazzena 4 HacTosmux TpedoBaHUi.

B cnenyromux ciyuasx 3asutento (JAPY) cieayer mpemycMoTpeTh NMpOBEACHUE
II0JIb30BATEIBCKOr0 WJIM aHAJIOTMYHOI'O TeCTUpOBaHus JIB, MOCKOJIbKY Mpe/cTaBIEHHE €ro
pe3ysibTaToB OyleT CcHocOOCTBOBAaTh MNPEAYNPEXKIECHUIO BO3MOXKHBIX 3aMeUaHUi
YIOJIHOMOYEHHBIX OPraHOB (3KCHEPTHBIX OPraHU3alMi) rOCYJapCTB-WIEHOB OTHOCHTEIBHO
HEHaJJIe’KaIIero kauecTsa nHdopmaiuu, npeIcCTaBIsIeMO aIUeHTy:



JIEKapCTBEHHBIE MPENapaThl, COAECPKAILIME HOBBIE XMMHYECKHE COCIWHEHUS WU
BBIITYCKAa€MbI€ B MPUHIMIHAIBHO HOBBIX JIEKAPCTBEHHBIX (hopMax;
JIEKapCTBEHHBIE MPENapaThl, MOJABEPTIIMECS U3MEHEHHIO YCIOBUM OTITYCKa,
JIEKapCTBEHHbIE Tpenaparbl, B paHee MpoTecTUpOBaHHbIA JIB KOTOpBIX BHECEHBI
CJIEyIOIIKE 3HAaYNMbIE HOBBIE CBEICHHUS MO0 0€30MacHOCTH:

no0aBiieHUE OOJIBIIOTO KOJMYECTBA HOBBIX KIMHUYECKUX peKOMEeHJalui (B oobeme,
MPEBBIIAIOIIEM €IUHUYHBIE CI0Ba WJIM (pa3bl) BCIEACTBUE OrPAHUYEHUN B CBS3U C
0e3011aCHOCTHIO;

BKJIFOYEHUE HOBBIX MOMYJISUUNA MAIMEHTOB KaK CJIEACTBUE PACHIMPEHUS MOKa3aHUN K
IIPUMEHEHUIO IIpenapara.

OTU U3MEHEHUsI MOTYT MIPUBECTU K CMEIICHHIO OJIOKOB TEKCTa 3a4acTyI0 C YMEHbIIICHHEM
Kers mpudTa, IepeoprueHTaui HHPOpMaui, I3MEHEHUIO TU3aifHa U BEPCTKHU 3a4acTyIO C
BKJIIOYEHUEM JIOMIOJIHUTENbHBIX KOJIOHOK WM Mepexoay K ¢opmary Oykiera. YKa3zaHHbIE
W3MEHEHUs Ju3ailHa, KOTOpble HE OBUIM MPOBEPEHbl B paHee NPOBEICHHOM
M0Jb30BATEILCKOM TECTUPOBAHUM WJIH C TMOMOIIBI MPOBEIEHHOTO CBSA3YIOIIETO
uccienoBanus, 3assutento (APY) cnenyer paccmaTpuBaTh Kak OCHOBaHUE JJIs
IpEICTaBICHUs JTONOJHUTENbHBIX JaHHBIX, MOJATBEPKAAOIINUX COOJIIOIeHHE TpeOOBaHUM
paznena 4 nacrosmux TpeOoBaHU.

3a YacCTHBIMU PEKOMEHJALMSIMU 3asBUTENAM PEKOMEHAYyeTcsl oOpaliaTrbcs 3a
KOHCYJIbTAallUEW B YIIOJHOMOYEHHBIE OpraHbl FOCYAApCTB-UICHOB.

[Ipy BHECEHMM CYIIECTBEHHBIX HM3MEHEHUW B JU3aWH U BEPCTKY paHee
nporectupoBaHHoro JIB 3auacTtyro TpedyeTcs CKOPPEKTUPOBATH €r0 pa3MepPbl JIMCTA, YTOObI
COOTBETCTBOBaTh HOBBIM IPOU3BOJACTBEHHBIM MOIIHOCTAM. Eciaum opueHtanusa u
pacnosoxeHue nHGOpMaluu He U3MEHSETCs, IPOBEEHUE JOMOJIHUTEIBHOIO TECTUPOBAHMS
WM CBA3YIONIETO UcciaenoBanus He Tpedyercsa. C Apyroi CTOPOHbI, U3MEHEHHE OPUEHTALUN
CTpaHUIBl U (WIK) pa3Mepa TEKCTa W BBEJCHUE alIbTEPHATHUBHBIX (hopMaToB (Iepexo] Ha
dbopmar Oykiera) cleayeT paccMaTpuBaTh KaK OCHOBAHUE [JIsI TPOBEIACHHUS
JOTIOJIHUTEIBHOTO CBSI3YIOLIETO MCCIENOBaHuUs, (POKYC-TPYIIBI UM B HEKOTOPBIX CIydasx
MOJIHOLIEHHOT'O TI0JIb30BATEIBCKOTO TECTUPOBAHMUS.

Ecnam MapkupoBKa CIIyXHUT LIeJIAM JOBeAeHUs MH(OpMalUU, YKa3aHHOU paznaenom 4
HacToAmKUX TpeOoBaHUU, ATO TaKXKe CIEeAyeT paccMaTpuBaTh KaK OCHOBAaHHE IS
MPOBEICHUS MOJIb30BATEIBCKOIO TECTUPOBAHUSI.

[Tonb30BaTenbCKOE WM aHAIIOTMYHOE TECTUPOBaHUE HE TPeOyeTCsl, eclii U3MEHEHHs He
npejnoiaraloT BHeceHue B JIB HoBoro ciioBa win ¢gpa3bl B paHee MPOTECTUPOBAHHBIN pa3e
WA NpU U3MEHEHHUM Ju3aliHa W BEPCTKU HE BIUSIOT HA PACHOJIOKEHUE WU pa3Mep
Ipe/ICTaBICHHON NHGOPMALIHH.

7.4. [IpoBeneHne CBA3YIOMIETO UCCIENOBAHUSL.

[Tonsitue "cpszpiBanue" npumensiercs Kk JIB, koTopeie noctaTouHo 0Jau3Ku (M0 100HbI) Kak
0 COAEpKaHWUIO, TaKk W BepcTke. lIpu CBsI3BIBAHUM YCHEUNIHOE I0JIb30BATEIbCKOE



tectupoBanue JIB ponurensckoro JIB MOXXKHO MCMOIB30BaTh B Ka4eCTBE OOOCHOBAHUS HE
IIPOBEJICHUs TeCTUpPOBaHMUA aHanoruuyHelX JIB pouyepHux JIB. B HekoTopsIX ciydasx
nouepHue JIB MoryT nosararscs Ha pe3ysabTaTbl TECTUPOBAHMS HECKOJIBKUX POAUTEIBCKUX
JIB.

[TockonbKy nu3aiiH W BepcTKa MHPOPMALUU SBISIOTCS KIIOUEBBIMH (haKTOpaMu ee
UCIIOJIb30BAHUSI U MOHUMAaHMS, B LIEJNSAX YCHEUIHOTO CBA3bIBaHUSA no4yepHue JIB moinKHBI
MMETh TOT K€ AU3alH, BEPCTKY U CTHJIb U3JI0KEHMS, 4TO U poautenbekuid JIB. Ces3piBanue
He OyJeT 0JI00pEeHO YIMOJTHOMOUYEHHBIM OPraHOM TOCYy/IapCTBa-4ieHa, €CIU 3TH YCJIOBUS HE
BBIJICPKUBAFOTCHI.

7.4.1. KimtoueBble cBeeHUS 1)1 0€3011aCHOTO TPUMEHEHUSI.

B nensx ycnemHoro nojib30BaTebCKOro TECTUPOBAHUS HEOOXOAUMO 3a0J1arOBPEMEHHO
ONpENENIUTh KIFOYEBBIE CBEACHUSA JJIsI OE€30MacCHOr0 IMPUMEHEHUS PACCMaTPUBAEMOIO
JIEKapCTBEHHOT0 Mpemnapara. [ Kaxx10ro JIeKapCTBEHHOTO Mpernapara 3TH CBeJeHus OyayT
pasnuyarbCcsa. ONPOCHUK MNOJDKEH YUYHUTBIBATH 3TH KIIFOUEBBIE CBEICHUS U COIEPKATH
MOATBEPKJICHUE TOTO, YTO MAIMEHThl CIOCOOHBI HAWNTH W TMOHSITH 3TU CBEJCHUS C IIEJIbIO
0e30MmacHOro MPUMEHEHHUS JIEKapCTBEHHOro mnpemnaparta. [lo100HOE MOIb30BaTENBCKOE
TECTUPOBAHMUE BIIOCJIEJICTBUM MOKHO HCIIOJIb30BaTh B KauecTBe oOocHoBaHus JIB,
COCTaBJIEHHOI'O TEM € CIOCOOOM B OTHOILEHHH POACTBEHHOIO IpemnapaTta. B cBsa3yroiem
UCCJIEIOBAHUM KJIIOYEBBIE CBEJEHUS Il 0€30MacHOTO MPUMEHEHHUs, COJEpKalluecs B
poauTenbckux M godepHux JIB, momkHBI ObITh MAEHTHUYHBIMH. OJHAKO CBEICHHS IO
0€301acHOCTH, BBI3BIBAIOIINE 0COOBIE ONACeHHsI, HEOOXOIMMO MPOTECTUPOBATH B OTHOLICHUH
KaXxaoro gouepHero JIB.

7.4.2. ®opmar, 1U3aliH U BEPCTKA.

Jn3aiin u Bepctka JIB SBIISIIOTCS OCHOBOIIOJIATAIOUIMMU ACHEKTAMU IOJIYyYEHUS
MalMeHTaMH KJIOYEBbIX CBEJCHUN 1O O€30NaCHOMY NPUMEHEHHUIO JIEKAPCTBEHHOTO
npenapara. 3ajoroM YCIEIIHOCTH CBS3bIBAHUS SBIAIOTCS OOLIMN AM3allH U BEpCTKa
poautenbckux U pouepHux JIB. OOmue nu3ailH U BepcTKa BKIIOYAIOT B ce0s CleAyIOIIMe
BAJKHBIC ACIIEKTHI:

TapHUTYPY U Kerb mpu@Ta;

3aroJIOBKH U IOJ3ar0J0BKH, BKIIFOYAsl OJJHOPOJIHOCTb X PACIIOJIOKEHHUS;

pasmepsl JIB, Bkitodas KHMKHYIO (aJ1500MHYIO0) OPUEHTAIMIO CTPAHMIIBI U YUCIIO
KOJIOHOK;

UCIOJIb30BaHUE 1IBETOB U BBIOOP IIBETOBOW IraMMBbl;

CTHJIb U3JI0XKEHUS U (OPMYITUPOBKHU;

BEpCTKa KpuTudeckux paszzaenon JIB, kacaromuxcs 6e3onacHOCTH;

UCIIOJIb30BaHUE MTUKTOTPAMM.

Kaxnapiii HOBBIN qu3aiiH JIB (c KOHKpETHBIMU pa3MepaMM) WM Bapualuu B gopmate
npeacraBieHus (HampuMmep, OYKIET) [OJKHBI MPOUTH HECKOJbKO YCHEHIHBIX
MOJIb30BATENIbCKUX TECTUPOBAHMUM, YTOOBI JOMYCKAaJOCh HCIIOJIb30BaHUE OCTalbHbIX JIB,



CXOXHUX 10 (Qopmary, B CBs3ywIleM wHccieaoBaHud. KoanyecTBo HEOOXOIUMBIX
MOJIb30BATENbCKUX TECTUPOBAHUN KOHKPETHOro gopmara OyAeT 3aBHCETh OT CIIOKHOCTH
npecTaBIsieMold HHPOPMAIMK B KaKIOM KOHKPETHOM CIIy4yae U MOAJIEKHUT OINpPeIeTICHHUIO B
UHAUBUIYAJTEHOM TOPSIKE.
7.4.3. IlpumeHeHne IPaKTUKKU CBA3BIBAHHUS.
Huxe ykazanbl 00CTOATENBCTBA JTOMYCTHUMOCTH CBSI3bIBAHUS C aHAJIM30M KPUTEpPUEB
npuemieMoctd. Bo Bcex ciyuasx nesneBas MonmyJisius NalueHTOB JOHKHA ObITh OTMHAKOBOM

a) Pacimupenue muHenku.

Casi3pIBaHME, KaK IPaBUIIO, TOMyCTHMO B oTHomeHuu JIB ¢ Toit xe papmakomornuecku
AKTUBHOM YaCThIO MOJIEKYJIbI IEMCTBYIOIIETO BEIIECTBA IIPU PA3JIMYHBIX JO3UPOBKAX U MYTSX
BBeAeHMUA. B 3Tux cnywasx B kadectBe poautenbckum JIB momxken BoicTymnarts JIB,
coJiepKaliuii HauboJiee CIOXKHYIO JUIsl MalleHTa UHPOPMAIIHUIO.

Hanpuwmep, JIB Ha nuasenam B jekapcTBeHHOU (popme "pacTBop A pueMa BHYTph"
MO>KHO BBIOpATh B KauecTBe poauTeiabckoro JIB Ha quazenam B Tabnerkax (mouepuuii JIB).

Ecnn nexapCTBEHHBIM Ipenapar UMEET COCTaB, KaK IMPABUIIO, HE MOCTABIISIEMBIN
MalMEeHTaM I CaMOCTOATENBHOTO IIPUMEHEHUsA, COOTBETCTBYIOIMM JIB MOXHO CBSA3aTh C
JIB Toro xe npenapara, IpUMEHIEMOTO CAMOCTOSATEIIBHO.

Hanpumep, JIB Ha MHBEKUUOHHBIN qUa3enaM (JIOYEepHHI) MOKHO cBsizaTh ¢ JIB Ha
Ja3eraM B JIEKApCTBEHHOM (hopme "pacTBop i MpueMa BHYTPb" (POJUTENBCKUN).

Ecnu noteHuuanbHO CX0KHUE NpernapaThl TPEOYIOT NOHUMAaHUS NAMEHTOM CYLIECTBEHHO
pPa3IMYAIONIUXCsl CIIOCOO0B MPUMEHEHUS, TPUMEHSIOTCS Pa3jIuvHble KpUTepUuu (HarpuMmep,
MHTAJISATOP M IUIACThIpb). B NaHHOM ciiyyae HeoOXoaumo OyJeT 00EeCHeyuTh YCIEIIHOE
IPOXOKJEHUE MOJIb30BATEIbCKOTO TECTUPOBAHMS HMH(POpPMALMU, Kacarolleics pexuma
nosupoBanus. OnHako noyepHui JIB MoKeT monararsCcs Ha pe3yJIbTaThl OJIb30BATEIBCKAX
TECTUPOBAHUM, IPOBEJACHHBIX HA JIMCTKaX HECKOIBKUX IPENApaTOB.

Hanpumep, k JIB Ha MHransiuuoHHbIN canbO0yTamon (AoYepHUil) MOKHO NPUMEHUTH "
NBOMHOE CBsA3bIBaHME", cBsA3aB ero ¢ JIB Ha mpenapar canpOyTaMona Jyisi ipueMa BHYTPb,
OpOIEANINN YCHENIHOE TMO0JIb30BaTENbCKOE TECTUpPOBaHHE (B 4YacTU HHQPOpMALUH,
Kacaronieicss (apMakoJIOrH4ecKd aKTUBHOM YaCTU MOJIEKYJIbl JEHCTBYIOLIErO BEIIECTBA), U
JIB na mpemnapar O€KJIOMETa30Ha C WJCHTHUYHBIM HHTAISITOPOM (B 4acTu HHGOpMAIUU,
Kacaromiencst JOCTaBKH).

Ecnu nmopTtdens koMmanuu BKIIOYAET B ceOsl psAll CTAaHAAPTHBIX JIEKAPCTBEHHBIX (HopM
JUISE MECTHOT'O TPUMEHEHUS (Ma3u; KpeMa; TJla3Hble, YIIHbIE U Ha3aJbHbIE KAIlIM WU Ma3u (
Kpema), Mpenaparsl Il KOXH BOJIOCHCTOM 4YacTH TOJIOBBI, JIOCBOHBI), OTAEIBHOE
TECTUPOBAHUE MHCTPYKLUHUM MO MPUTOTOBJICHHUIO M NPUMEHEHHUIO Ipernapara B HOPME HE
TpeOyeTcs, €CIHM TOJIBKO OHU HE COJIEpkKAT HEMPOTECTUPOBAHHBIE TUKTOIPAMMBI.

[Ipu sTOM coxpansiercsi TpeOoBaHME 00 OJMHAKOBOCTH JIU3aiiHA, BEPCTKU U CTHIIS
M3JI0KEHUs noyepHux JIB;



0) JleKkapCTBEHHBIE MTpenapaThl U3 TOTO e (papMaKOoJIOTHIECKOro Kiacca.

CBsi3bIBaHuME, KaK MTPABUIIO, IPUEMIIEMO B OTHOIIEHUH JIB Ha JIeKapCTBEHHBIE MTPENapaThl
U3 TOTO XK€ TEPANEBTUYECKOrO KJIacca IPU YCIOBUM CXOKECTHU KIMHUYECKHUX CBEICHUM,
coJiepKaliuxcsi B CBOAHOM XapaKTepUCTUKe Mpemnapara (M, Kak ciencTBue, HHGopMaluu B
JIB). Baxxno, uT0OBI KIIOUEBBIE CBEICHUS MO 0€30MacHOMY MPUMEHEHHUIO POJCTBEHHBIX
npenaparoB OblIM cxoxumu. Bmecte ¢ tem ¢opmar u Bepctka JIB, moasepraembix
CBSI3bIBAHUIO, JOJIKHBI ObITh OJIMHAKOBBIMU. DTO O3HAYAET, 4yTo JouepHuil JIB HeoOxoanumo
[IEpECMOTPETh U NPUAATh €My JW3alH, BEPCTKY U JIMHTBUCTUYECKUU CTUIIb, KOTOpbIE
COOTBETCTBYIOT poAUTENbCKOMY JIB, KOTOpbBIM 1OABEpPrcs MOJIb30BATEIBCKOMY
TECTUPOBAHMUIO.

TepaneBTUUECKH CXO0KHE MPENapaTsl — 3TO TPyINIa JEKAPCTBEHHBIX MPENAPATOB CO
CXOKMM MEXaHH3MOM JeucTBUA. Huke npuBOAATCS IPUMEPHI, IPU 3TOM BKIIFOYEHUE DTHUX
TEpPaleBTUYECKU CXOKMX IMPUMEPOB B IIpejesiax KOHKPETHBIX KJIACCOB HEOOSA3aTENIBHO
O3HAYaeT, YTO CBA3BIBAHUE OYAET YJOBJIETBOPATH BCEM TpeOOBaHUSM B OoTHolIeHUH JIB Ha
CJIEAYIOIINE KaTerOPUH IIPenapaTos.

CEpPACUYHO-COCYAUCTHIE MPEIAPATHI:
TUA3UIHBIC U TUYPETUKU MTOJI0OHOTO AEUCTBUS;

p
-aipeHO0I0KATOPHI;

UHTUOUTOPBI aHTHOTEH3WHIIPEBPAIAIOIETo (pepMeHTa;

CPEICTBA, BIUAIONINE HA LIEHTPAJIbHYIO HEPBHYIO CUCTEMY:

CEJIEKTUBHBIE THTHOUTOPHI 0OPaTHOTO 3aXBaTa CEPOTOHHHA;

TPULIMKJINYECKUE U CXOKUE aHTUETIPECCAHTHI;

AHTUTUCTAMHUHHBIE TIPENapaThl;

OcH3011a3eHEI;

OMHOUJIHBIE AHAJIBIETUKU;

IPOTUBOMHUKPOOHBIE Tpenaparhl:

NEHULWUIMHBI, 11€()aToCIOPUHBI U MAKPOJINIBL;

IPOTUBOIPUOKOBBIE TPENApPATHI;

CpPEACTBA, BIUSIONIME HAa KOCTHO-MBIIIEUHYIO CHUCTEMY: HECTEPOMIHBIC

MIPOTUBOBOCIIAJIUTENbHBIE ITPENAPATHI;

9HJIOKPUHOJIOTMYECKHE JIEKapCTBEHHBIE NPenapaThl: MIIOKOKOPTUKOUIBI;

IPOTHUBOOIYXOJIEBBIE JIEKAPCTBEHHBIE MPENapaThl: ANKWINPYIOIINE [IMTOCTATUKH;

JIeKapCTBEHHBIE MpenapaThl, UCIOIb3yEMbIE JJI1 BHYTPUBEHHOTO MUTAHUS;

JIEKapCTBEHHBIE MPEMapaThl, IPUMEHSIEMbIE B aKyIIEPCTBE U THHEKOJIOTUH: IEpOpabHbIE
KOHTPALICTITUBBI,

JIEKapCTBEHHBIE IIpenapaThl, pacCMaTpUBAEMble B KaUECTBE YJICHOB OJHOW I'pyIIIbl Ha

OCHOBaHUHU O0JIACTH UX NPUMEHEHHs, HO KOTOpblEe (PAKTUYECKH COAEpKaT IMpernaparbl



pa3IMYAOIIUMUCS MEXaHU3MaMU JICUCTBUA U KIIIOUEBBIMHU CBEICHUAMH MO 0€30MacHOMY
MIPUMEHEHMUIO, TOJIBEPTAIOTCS IKCIIEPTU3E B UHAUBUIYAITBHOM MOPSJIKE.

B oTHOWIEHNH crenyromux JIEKAPCTBEHHBIX MPENapaToB, KaK MPaBHIIO, HEBO3MOXKHO
MPOBECTH YCIICIIHOE CBA3BIBAHWE BCJEJACTBUE PO3HAIIMXCS KIWMHUYECKUX AaCIEKTOB HX
JNEUCTBUS U TPUMEHEHUSL:

AHTUAPUTMHUYECKHUE MPENApaThl, TAKUE KAaK AMUOJAPOH U JU3O0MHPAMU;

MPOTUBOIMUJIEITUYECKUE TIPENapaThl, TAKUE KaK BAIBIIPOEBAS] KUCIOTA, TAMOTPHUJIKUH U
(heHHUTOUH,;

00J1e3Hb-MOAUDUITUPYIOIIUE TPOTUBOPEBMATHYECKUE TIPenapaThl, TAKUE KaK penapaThl
30JI0Ta U IEHULWIUIAMUH.

B TepaneBTrnueckux 06acTaX ¢ OOJBIIUM KOJIUYECTBOM JICKAPCTBEHHBIX MPENapaToB C
Pa3IMYAOIIMMHUCS MEXAHU3MAaMU JCUCTBUS, HO MEHEE KPUTHUYHBIMU KITIOUEBBIMU ACIIEKTaMH
1151 0€30IMaCHOTO MPUMEHEHUSI BOZMOXHO CBSI3bIBAHUE, HAIIPUMED:

AHTALUJOB U CMIAa3MOJINTUYECKUX MIPENAPATOB;
IPOTUBOKAILJIEBBIX ITPENapaToB;

BUTaMHUHOB;

IIPENApPATOB ISl OPOLICHUS ITOJIOCTH PTa;
MPENApaTOB U3 IPYIIIbI KEPATOIUTHUKOB.

B GonpmmHCTBE CiiydaeB B Ka4eCTBE POAUTENHCKOTO BhiOMpaercs JIB, comepskarmmii
UH(pOpPMAIINIO, MAKCUMAJIBHYIO 110 OXBAThIBAEMBIM acleKTaM;

B) OJIMHAKOBBIE KJIFOUEBBIC CBEICHUS 10 O€30MaCHOMY TPUMEHEHMUIO.

Ecnu xmoueBble cBeeHus 0 0€30MacHOMY NMPUMEHEHUIO, YCTAaHOBJIEHHBIE I psla
JIEKapCTBEHHBIX MPENapaToB, CX0XH, a JIB cnpoekTHpoBaHbI, CBEPCTAHBI M HAMUCAHBI
UJCHTUYHBIM CITIOCOOOM, CBSI3BIBAHUE JIETKO MOJIAETCSI 00OCHOBAHMIO;

') OJTHOPOJIHOCTD MOMYJISIIUU MMAIIUEHTOB.

JlekapcTBeHHBIE Mpenapartsl B Mpeeiax OJHOTO Kilacca, Kak IMPaBUilo, IPUMEHSIOT y
OJIHOM W TOM ke MOMYJISAIUU NalueHToB. BMecTe ¢ TeM HeOoJIbIlIoe KOJIMUEeCTBO IIpenapaToB
MPUMEHSIIOT B HECKOJIbKUX TEPANEBTHUYECKUX OOJACTAX, HAPUMEp, TITIOKOKOPTUKOUABL. B
TaKUX CIy4asX MOXHO MNPUOETHYTh K JIBOMHOMY CBSI3BIBAHHMIO, YOEIMBIIUCH, YTO
ponutenbckue JIB, ¢ KOTOpbIMU CBSI3BIBAOTCS JouyepHHE JIB, 0XBaThIBAIOT BCE KIFOUEBBIC
CBeJIeHUs M0 0€30MacCHOMY NMPUMEHEHHIO, 00YCIOBICHHBIE MPOTUBONIOKA3AHUSIMU, OCOOBIMU
YKa3aHUsAMHU, MEpaMH MPEAOCTOPOKHOCTH W HEKENATEIbHBIMU PEAKIUSIMH, a TaKkKe
YUYUTBHIBAIOT BOIIPOCHI, OTHOCSIIMECS K MOKAa3aHUAM K IPUMEHEHUIO U PEKUMY JO3UPOBAHUS,

1) KOMOMHUPOBAHHBIE MpPEIapaThl.

JIB Ha KOMOMHUPOBAHHBIN MIpENapar B 1EJIOM CIIEyEeT pacCMaTPUBATh
B KauecTBE poAUTENbCKOro JIB i nenei CBSI3bIBAHUS OTIAEIbHBIX KOMIIOHEHTOB JTOYEPHUX
JIB. HeoOxoaumo yOenIuThCsl, YTO BCE KIIFOUEBBIE CBEICHHMS M0 0€30MaCHOMY MPUMEHEHHUIO
OTJIENTbHBIX KOMIIOHEHTOB BKJIFOUEHBI B ONMPOCHUK komMOuHUpoBaHHOTO JIB. Jlomyckaercs
nuCcnoyb30Bath JIB OTIENBHBIX KOMIOHEHTOB B KAaue€CTBE pOAHUTENbCKHX JIB u cBA3BIBAaTH



KOMOMHUpOBaHHBIN JIB B kauecTBe modepHero npu yclioBU, YTO BCE Pa3IMUUs B €T0 BEPCTKE
U JUIMHE YCHEUIHO BBIIEPXAJIU IOJb30BATENBCKOE TECTUPOBAHUE B paMKax IPENaparos,
BXOJIAIINX B TOPT(HETh KOMITaHUU;

e) kparkue JIB nmexkapcTBEHHBIX MpENnapaToB C BTOPOCTEIICHHBIM TEPareBTUUYECKUM
JNEUCTBUEM.

Kpatkue JIB nHa Takue mnpenaparbl, Kak HpaBujio, He TPeOYIOT MPOBEICHUS
MOJIb30BATEIBCKOIO0 TECTUPOBAHUSA. J[OCTATOYHO MOJIATaThCS HA YCIEIIHbIE TECTUPOBAHUS,
MIPOBE/ICHHBIC B OTHOIICHUU JPYTUX MPEMapaToB B paMKax MopTdess KOMIaHUH, JaXKe eclid
OHU HE MPUHAJIEKAT TOMY
K€ TEpareBTUYECKOMY KJIaccy, HallpUMep BOJA Il UHBEKIIHI, KpEMbl Ha BOJIHOW OCHOBE,
IJIa3HbIE Karlld ¢ THAPOKCUTIPONMIMETUIIEIIIIONI030H (TUIIPOMEILTI03011);

k) Oe3pelenTypHble Npenaparsl ¢ pa3IndYHbBIMUA BTOPOCTENIEHHBIMU KOMITIOHEHTAMH.

be3penenTtypHsie npenaparsl ¢ HECKOJIBKAMU MHIPEIUEHTAMUA MOHO CBs3aTh ¢ JIB,
KOTOpBIE YCHEIIHO NPOUIJIA TECTUPOBAHME OCHOBHOTO KOMIIOHEHTAa, Hampumep,
KOMOMHUPOBaHHBIE aHABIETUKA HAa OCHOBE Mapaiieramosa. TpeboBaHue 00 0JIMHAKOBOCTH
dbopmara JIB coxpansiercs.

3) MUKTOTPAMMBI.

[TuKTOrpamMMBbl, SBISIOMIMECS DJIEMEHTOM COOCTBEHHOT'O CTWUJIS KOMITAHWHU, MOJJIEKAT
MIPOBEPKE B paAMKax MOJIb30BATEIBCKOTO TECTUPOBAHMUSL.
B mensx ycnemHoro cBsi3bIBaHUS MUKTOTPAMMBI To4epHUX JIB OHM JOMKHBI UMETH TOT XKeE
IU3aiH, pa3Mepbl U [IBETHOCTD, YTO U poauTenbckuil JIB;

M) CBSI3bIBAHUE MEKy KOMITAHUSIMHU.

Kaxxmas komnaHus JOJKHA OMUPaThCS HA COOCTBEHHBIE JaHHble. OHAKO MPU HATUYUU
paspelieHus Ha JOCTYNl K KOMMEpUYecKoW uH(opMmanuu ojHa U3 KOMIIAHWH BIIpaBe
MCT0NIB30BaTh JIB NIpyroii KOMHaHWu MPHU yCIOBUH, UYTO MX JIEKAPCTBEHHBIE MPENApaAThI
OJIMHAKOBBIC (32 UCKITIOYEHUEM MH(OpMAIUU 0 KOMIIaHUH). B yKa3aHHBIX ciydasx AW3aiH U
BepcTKa paccMarpuBaeMbiX JIB 10MKHBI ObITh UAEHTUYHBI IO BCEM PACCMOTPEHHBIM BHIIIE
acriektam. Vcnonb30BaHUE Pa3IMYHBIX JIOTOTUIIOB KOMITAHUN JIOIMYCTUMO IPU YCIOBUU HUX
OJIMHAKOBOTO pacrojoxkenus B AByX JIB u 3anstug umu cxoxeil miomanu. Heo6xonumo
TAKXK€ MPEJCTABUTH JCKIAPALUIO, YTO 3asBUTEIb O3HAKOMIIEH C JAHHBIMU TECTUPOBAHUA HA
OpUTHHAJILHBIN TpernapaTr U MOATBEPXKIAET, UYTO IMOJb30BATEIHCKOE TECTUPOBAHUE OBLIO
YIOBIETBOPUTEIbHBIM.

7.4.4. CocTaBiieHHE U T10Jlaya CBS3YIOIIETO OTYETA.

Kaxnoe perucrpanimoHHOE TOChE AOJDKHO COJEPKATh JAaHHBIE, NOATBEPKIAOIINAEC
CIIOCOOHOCTH MAIIMEHTOB HAXOAUTh M IOHUMATh CBEJCHUS, HEOOXO0IUMBIE 11T 0€30MacCHOTO U
¢ pexTuBHOTO NMpUMeHeHus. CBA3YIOUIUNA OTYET — ATO OTYET, HE BKIIOYAIONIMN B cels
OpUTHHAJIbHBIEC TAHHBIE, TOJAHHBIE B OTHOIIEHUH poautenbckoro JIB. Ilepen yrBep:xxknenuem



nouyepHero JIB HE0OX0aUMO MpenCcTaBUTh PE3yJIbTaThl MOJIb30BATENBCKOIO TECTUPOBAHUS
poautenbckoro JIB um monyuuth ux omoOpeHue. DTO HE NPENsATCTBYET OJIHOBPEMEHHOM
roJiadye HeCKOJbKKX JIB Ha sKCriepTu3y;

a) BBISBJIICHHE KJIFOUEBBIX CBEJCHUH I 6€30MaCHOTO MPUMEHEHUSI.

B otuere 0 cBA3BIBAHMM HEOOXOAUMO, B IEPBYIO OUYEPEIb, YKa3aTh KIKOUEBbIE CBEICHUS
1o 0e30MacHOMY MPUMEHEHHIO, COJIEPKAIUECS
B nouepHeMm JIB, u moka3arb, KaK OHM OBUIM YUTE€HBl B TECTUPOBAHUHU, MPOBEIECHHOM C
ponurensckum JIB. Eciin kitroueBbie cBEICHUSA
HE HJECHTUYHBI (3TO XapakTepHo s MHorux JIB, moaBeprmmxcsi CBSI3bIBaHHIO), B
CBA3YIOLEM OTYETE HEOOXOAMMO KPUTHUYECKH OLEHHUTH 3TH Pa3JIMYMsl U BKIIOYHUTH MX B
onpocHUK Ha pgodepHuit JIB. HeoOxoauMo mnpoaHalu3upoOBaTh CXOXKECTh KIHYEBBIX
CBEJICHUU;

0) BOIPOCHI AU3aliHa U BEPCTKHU.

B o0ocHOBaHME CBS3YIOIIETO MCCIECIOBAHUS HEOOXOIUMO MPOBECTH KPUTHUECKOE
CpaBHECHUE [M3allHA U BEPCTKU JOYEPHUX U poauTenbCkux JIB, a TakKe BBISIBICHHOU
CXOXKECTH;

B) CJIOKHOCTH CBEJICHHUI M CTUJIS U3JI0KECHHUSL.

Heobxonumo mpencTaBUTh aHajau3 CBEICHHUH, COAEPKAIIMXCS B POAUTEIHLCKOM U
nouepHeM JIB, HeoOXOIMMO NpoaHaNU3UpPOBaTh M CPABHUTHh CTUJIb H3JIOKECHUS,
UCIIOJIb30BAHHBIN B 3TUX JIB, a Takke CHOBa IIPOAHAIIU3UPOBATH CXO0KECTh U CUHEPTU3M.

B kaxmom otuere cienyeT OTpa3uTh BCE BOIMPOCH! OOIIETO XapaKTepa, BO3HUKIINE Y
YYaCTHUKOB B XOJI€ MOJIb30BATEIbCKOIO TECTUPOBAHHUS, KACAIOIIUECS IOHPABUBILINXCS U HE
ITIOHPaBUBIIMXCS acneKkToB JIB.

7.5. IlpoBenenue pokyc-rpymi.

B psine cinyuaeB nenecoodpasHo nposeaeHue Goxkyc-rpymnmbl. DoKyc-rpyIa HalelaeHa Ha
otnenbHyto dacth JIB u ucnonb3yercss B 000CHOBaHME OINPEAEIIEHHOTO €ro M3MEeHEHUSs (
nocie uaMmeHenus OXJIIl) mnam B KauecTBe »J€MEHTa HAYaJIbHOW perucTpaluu npu
HEBO3MOKHOCTH CBSI3bIBaHMS OTAEIBHOIO acrekra JIB ¢ yxe 3apeructpupoBanasivu JIII.

@okyc-rpynia npoBOAUTCS AHAJIOTUYHO MOJHOLIEHHOMY IOJb30BaTEIbCKOMY
TecTupoBaHuio. IIpu sToM noTpedyeTcss MEHbIINIT Ha0Op BOMPOCOB, MOCKOJIBKY H3yYECHHE
IIPOU3BOAUTCS B OTHOIIEHUH JIMIIb OTAeIbHON yacTu JIB. BmecTe ¢ TeM B LIENISIX TOyUYEeHUS
HAJI©KHBIX JAHHBIX, KOTOpPbIE MOJBEPTHYTCS 3KCHEPTHU3E, (OKYC-TPYNIy CIAEAYET MPOBOIUTH
B COOTBETCTBUM C PEKOMEHAALMAMU K IPOBEICHUIO ITOJIHOLEHHOIO I10JIb30BATEIBCKOTO
TECTUPOBAHMS.

[Tockonbky mpoBeneHue (HoKyc-rpyIibl 3aHUMAET MEHBIIIE BPEMEHU, YEM MOJHOILICHHOE
M0JIb30BaTENIbCKOE TECTUPOBAHUE, €€ MOKHO MTPOBOJIUTH CPEAM YUYACTHUKOB, HAOPAHHBIX /IS
ITOJTHOLIEHHOT O ITOJIB30BATENIBCKOI0 TeCTUpOoBaHus JIB Ha npyroi npemnapar B paMKax TOM ke
CECCUU TECTUPOBAHUS.



7.6. DxcnepTr3a NaHHBIX, MPEJICTABICHHBIX BO HCIOJHEHUE TpeboBaHUM pazzena 4
HacTosiux TpeOoBaHU.

OKCIepT YIOJHOMOYEHHOTO OpraHa rocyJapcTBa-wieHa CHadala IpOBEpSET
cootBeTcTBUE JIB TpeOoBaHUsAM, yCTaHOBJIEHHBIM 3aKOHO/IATEIBLCTBOM T'OCYAapCTB-UJICHOB,
MIPEeLyCMOTPEHHBIM pazzierioM 4 Hactosuux TpeboBaHui, BKIIOYas MOPSAIOK MPEICTABICHUS
uHOopMaInH.

3aTeM OLIEHMBAIOTCS IW3alH U BepcTka JIB, BKitouas rapHutypy
U Kerib mpudTa, a TakKe Crnocod M3II0XKEHUS CBEICHUN U MPUHUMAETCS pelieHue o0
ynobouutaemoctu JIB, npenHazHauyeHHOTO K BBEICHUIO
B 000pOT.

Hanee ompeznensierca kiodeBas uHopManus nmo 6€30MacHOCTH, HEOOXoauMast Jist
0e301acHOro NMPUMEHEHHsI IEKAPCTBEHHOT'O IIpernapara,

U YyCTAHABJIMBAETCS, COBMNAja JIU OHA C ONPEICICHHBIMH 3asBUTEIIEM KIHOUYEBBIMU
CBEJICHUSIMU 110 0€30MACHOCTH, BKIIFOUAEMbIMU B MMPOTOKOJ
U onpocHUK Ha JIB 1s nenei moiab30BaTebCKOro TECTUPOBAHUSI.

3areM sKcrnepTHU3e MOABEPraeTcs MoJIb30BaTeIbCKOE TECTUPOBAHUE WM MHas GopMma
KOHCYJIbTAlMM C LEJEBBIMH TpyNIIaMd NAUUEHTOB. OKCHEPT NPOBEPSAET [IAHHBIE,
MOATBEPKIAAIOLIME CIOCOOHOCTh YYACTHUKOB MOHATH KIIIOUEBBIE CBEACHUS 10 0€30MaCHOCTH,
YCTAHOBJICHHBIE J0 HadaJla TECTUPOBAHMS. ODKCIEPT IMPOBEPSET TAKXKE NPUTOJHOCTH
CyObEKTOB, MO3TOMY B OTYET HEOOXOAUMO BKJIOUHMTH JOCTATOYHBIE CBEACHUS 00 HX
Oouorpaguu M MX 3HAYMMOCTU ISl IIEJICBOM MOMYJSIIIUM MallMeHTa paccMaTpUBaeMOro
npenapara. ¥Y4acTHUKOB HE JOIMYCKAeTCsl BKIIIOYATh B MOJO00HOE TECTUPOBAHUE Yalle, yeM 1
pa3 B 6 Mecs1eB.

Ecnu 1aHHBIE CBUAETEIBCTBYIOT O TOM, YTO MALIUEHTHI CTAIKUBAKOTCS
C 3aTpYJIHEHUSAMHU MPU ONPEIETEHHBIX BOIIPOCAX, MOXKET MOTPeOOBATHCA MEPECMOTP CIIOco0a
YKa3aHUs CBEJICHUM.

8. BkitoueHue T0NoJHUTEIbHON HHPOpMauu

8.1. O0uue Noa0KeHHUs.

B mMapkupoBKy JIeKapCTBEHHOr0 Ipenapata u JIB nomyckaercs BHECEHHE UHBIX CBEACHUN
, He nporuBopevamnx OXJIII, mone3HbIX A MalMeHTa W HE HOCAIIUX PEKIAMHOTO
Xapakrepa.

[TauyieHThl, NPUHUMAIOLIME HA JOJTOCPOYHONW OCHOBE JIEKAPCTBEHHBIE Mpenaparhl,
OTIIyCKaeMbl€ II0 PELENTy, MOTYT H3BJI€Yb I0Jb3y U3 JONOJHHTEIBHBIX CBEICHUU O
MEXaHHM3Me JIeUCTBUS JIEKapCTBEHHOTO IMpernapara U 3a0o0JieBaHUM, MPU KOTOPOM OH
IIPUMEHSETCSL.

K cBeneHusM, pa3peliecHHBIM B paMKaX JaHHOW KaTerOpuu, OTHOCSTCS JTOIOJTHUTEIbHBIE
JAHHBIE O NPUMEHEHWE JEKapCTBEHHOI'O IpernapaTra, a TakKe OoOlue CBEAEHUS O
3a00JIeBaHUU U CIIOCO0AX €ro JCUCHHUS.

8.2. CchUIKM Ha Jpyrue UICTOYHUKH UH(POPMALIUU.



JIB mna manueHTa UrpaeTr KIKYEBYIO POJIb B JOBEACHUU /10 MALMEHTOB CBEICHUMU O
JIEKaQpCTBEHHOM Ipernapare U COACHCTBUH €ro 0€30MacHOMY MPUMEHEHUIO.

OCHOBHOM I1eJIbI0 KOMIIAaHUK JOJDKHO OBITH co3aanue JIB, coaepikaimiero HaiexKamme
CBEJICHUS O JIEKApPCTBEHHOM TMpenapare, OJHAKO TOJIbKO cBeaeHus JIB He wmoryt
YIOBICTBOPUTh BCE NOTPEOHOCTH TMAIMEHTOB B HEOOXOAWMOW wWHGOpPMAUU s
obOecrieueHusi MPABWIHHOTO W 0E€30MacCHOT0 MPUMEHEHHS JIEKApCTBEHHOI'O Iperapara.
[TanuentaM, TPUMEHSAIOMUM JIEKAPCTBEHHBINM Mmpemnapar, MOTyT TpeboBaThCs
JOTIOTHUTENNbHBIE cBenenus. Hactosmue TpeboBanus comepxkaT OMMCaHUE JOMOJTHUTEIbHBIX
MEp, KOTOPBhIE MOXKHO TNPHUHATH B LENSIX HMCMNOJb30BaHUs JIB B KadecTBE CCHUIOYHOTO
JOKyMEHTa Ha JAPYrue UCTOYHHUKK WHOOpPMAIMU JUIs MAIlMEHTOB, HANpUMEp, CBEJACHUS O
MAIMEHTCKUX OPTraHU3alMsAX U YCIYrax, OKa3bIBA€MbIX IPOW3BOAMUTENEM, Takue kak JIB,
KypHaJbl U TenedoHHas noaaepkka. /[u3aitH Bcex nHGOPMAIIMOHHBIX MAaTEPUAIOB JOJIKEH
crocoOCTBOBaTh MH(POPMHUPOBAHHOMY MNPUHATUIO MAIMEHTAMH PEIICHUH OTHOCHUTEIIBHO
CBOETO 37]0POBbSI.

Kpome toro k JIB npuMeHstoTcs 3 KIHOYEBbIX TPUHIUIIA:

ceeaeHust B JIB moimkHBl OBITE coBMecTUMBI ¢ OXJIII, TO ecTh CBedeHUS TOJIKHBI
KacaTbCsl 3apErMCTPUPOBAHHBIX I[IOKA3aHWKW K IMPUMEHEHUIO U peXUMa JTO3UPOBAHUSA
JIEKapCTBEHHOTI'O MPEIAapara;

cBenenus B JIB MOKHBI OBITH TOJIE3HBIMU MAIMEHTaM U (WJIM) YXaKUBAIOIIUM JIUIIAM B
KayecTBe 00pa30BaTENbHBIX MATEPUATIOB;

JIB He NOJDKHBI HOCHUTBH PEKJIAMHBIA XapakKTep: CBEACHUS O TEPANEBTUYECKUX
anpTepHaTHBax BKIOUaTh B JIB He nomyckaercda. B JOnmoOAHUTENBHBIX MaTepHaniax
JOTMYCKAeTCsl YKa3bIBaTh OOBEKTUBHBIN 0030p TEpaneBTUUECKUX BOZMOKHOCTEH U UX MECTO B
JOKAa3aHHBIX TEPANEBTUYECKUX PEKUMAaX, OJHAKO MCHOJIb30BAHUE CPAaBHUTEIBHBIX
BBICKa3bIBaHUM (Hampumep, "0osiee HOBBIN", "Oonee addexTuBHbIN", "Tyulne nepeHocurcs",
"OoJIbIIIe TOKA3ATENBCTB B TOJIb3Y NpuMeHeHus", ueM XXX u T.J.) He JOIyCKaeTCsl.

8.3. BO3MOKHbI€ CCBHUIKHU.

8.3.1. Yka3anue cchI0K Ha HH(POPMAIIUIO B AIbTEPHATUBHBIX (popMaTax.

JIB sBisieTcsl CTaHAAPTHBIM CIIOCOOOM MPECTaBICHUS TPOU3BOAUTEIAMH HH(POPMALIUU O
JeKapCTBEHHOM mpenapate. Jlomyckaercst npeacTaBieHue albTepHAaTUBHBIX (hopmatoB JIB,
TaKUX Kak ucrnoijib3oBanue mpudra bpaiinsg, CD-aucka, ayano-aucka win JIB ¢ kxpynmHbiM
mpudToM. Ecau HeoO6XoauMo 4To-TO BhIACIUTE B JIB, MOXKHO MCIIOJIB30BATh MOJTYKUPHBIN

mpudT Kernpb 14 mr.

MPUJIOXKEHHUE Ne 13
k TpeOoBaHUSIM K HHCTPYKIHH TI0
MEUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIperapaTa u oouiei
XapaKTEePUCTUKE JIEKAPCTBEHHOTO
npenapara Juisi MEJUIUHCKOTO
MPUMEHEHHS



ITIPUMEP
JIMCTKA-BKJIABINA AJI1 TOMEONaTHICCKOT0 JICKapCTBEHHOTO ITpenapaTa, pErHCTpUPYEMOro 1o
YIIPOIEHHOM MpOneAype

B Hacrosmem nmpuMmepe TeKcTa JUCTKA-BKIAAbIa HAMMEHOBAHUE TOMEONIATUYECKOTO
JIEKapCTBEHHOTO Mpemnapara o0o3HavaeTcs kak "XXXX®".

TekcT mMCcTKa-BKIIaIbIIIA, IOCTABIAEMOrO C YHaKOBKOﬁ JICKapCTBCHHOI'O IIp€IIapaTa

JIucTok-BKIaAbINI: HH(MOPMALUS AJI TOTpeOUTENs
XXXX®

Tabnerku

JIJ1st InpUMEHEHHUs Y B3POCIIBIX

BHuMaTenbHO pouuTaiiTe BeCch JIMCTOK-BKJIA BIIL, TOCKOJIBKY OH COJIEPKHUT BaXKHYIO ISl BaC HH(POPMAIHIO.
JlaHHBIN rOMeomaTHYecKHi JIeKapCTBEHHBIN IpenapaT oTIryckaeTcs 0Oe3 perenTta Bpaua. Ui TOCTHKEHHS
HAaWIy4IIUX pe3ylbTaTOB JaHHBIA TOMEONATUYECKUH JIEKapCTBEHHBIM Ipemnapar ciexyeT NPUMEHSTh B
COOTBETCTBUU C YKAa3aHUSAMU, OIIMCAHHBIMU B 3TOM JIUCTKE.

- COXpaHI/ITe 9TOT JIMCTOK-BKJIAAbIIII. BO3M0)KHO, BbI 3aXOTUTE NPOYUTATH €TO CUIC pas.

- OOpartuTech 3a JONOJMHHUTENbHOH HH(OpManuedl WM KOHCYJbTallMEd K Bpadyy MM (apmanesTy,
peKOMeH/I0BaBIIeMy BaM npuHUMaTh JaHHBIN Mpenapar.

- Ecnu Bamm cuMNTOMBI yXyIIAtOTCS WU YJIy4IIEeHUE HE HACTYNUIIO T0CIIe

2 Henenb JieueHus, Bam He00X0MMO B JIIO00M citydae 00OpaTHThCS K Bpady.

- Ecnm mrobast uM3 HeXeNaTeNbHBIX pPEaKIHWi CTaHOBUTCS CEPhE3HOW WM BBl 3aMETHIM Kakue-JInOo

HEXXeJIaTeIbHbIE PeaKiliy, He IEPEeUNCIICHHBIE B HACTOSIIEM JINCTKE-BKIIAbIIIE, OXKaIyicTa, COOOIUTE CBOEMY
Bpady WiH (papMareBTy.

B Hacrosmem nucTke-BKIabIIE TPUBOAUTCS CIAEAYIOIIast HHPOpPMAIIUS:

1. Uto Takoe XXXX® u 7151 4E€TO OH UCIMOIb3yETCS?

2. To, 4TO BBI JOJKHBI IPUHATH BO BHUMAaHUE, IPEXIe YeM MPUHUMATh X XXX®?

3. Kak npumensaTe XXXX®?

4. Kakue noOoYHbIe AEHCTBUS BO3ZMOKHBI?

5. YcnoBusi XpaHEeHHUs..

6. bonee noapoOHas nHpopmanus.

1. 4TO TAKOE XXXX® 1 JJIA YEI'O EI'O ITPUMEHSAIOT

O6nactb NpUMEHEHU

['omeonaTtnyeckuii JIEKapCTBEHHBIN mpemnmapaT 0e3 0J00pEHHBIX MOKa3aHWUU K

MPUMEHEHUI0, JIEKAPCTBEHHBIA MpernapaT MMEET [JIUTEIbHbIA OMNBIT NMPUMEHEHUS IS
00JieTYeHUs CHUMIOTOMOB MEHOMAay3bl, TAKUX KaK MPUIUBBI, MOTIUBOCTh, YYalllEHHOE
cepaueduenue, 6ecrnoKoncTBO, HApyIEHUS CHA.

O (DHeKTUBHOCT JAHHOTO TOMEOINATHYECKOTO JIEKApCTBEHHOTO Ipernapara B
JOKIMHUYECKUX U KIMHUYECKUX HCCIIEIOBAaHUSAX HE MOATBEpkKAeHA (00s3aTeNIbHOE YKa3aHHE
JUTSL BCEX TOMEONAaTHYECKUX JIEKAPCTBEHHBIX MPENapaToOB, PETUCTPUPYEMBIX 110 YIPOUIEHHOM
MPOLIEType PETUCTPAIIUN).



JIaHHBIM TOMEONIATUYECKUH TIpenapar sSBJISETCS MPENnapaToM, KOTOPbIA 3apEeruCTpUpOBaH
HCKJIFOYUTEIBHO HA OCHOBE TAKOTO OIBITA JUIMTENBHOTO TPUMEHEHMUS.
2. TO, UTO BbI AOJIKHbBI ITPUHATH BO BHUMAHUE IIPEX/IE, YEM
[MPUMEHUTDH XXXX®?

XXXX® He NOJKEH HNPUMEHSATBHCA, €CJIM Y Bac ajuIeprusi WIM HENEepEeHOCHMOCTh
JNEUCTBYIOIIMX BEUIECTB, MIIEHUYHOrO KpaxMmalla WKW JPYyTMX KOMIIOHEHTOB IIpernapara
XXXX®.

Cobmtonaiite 0co0yr0 OCTOPOXKHOCTH MpH NMpuMeHeHnH XXXX® mpu craeayronmx
00CTOSITENbCTBAX:

B CJIy4ae CTOMKHUX, HEACHBIX WJIM HOBBIX CUMIITOMOB BaM CJIe1yeT OOpaTUThCS K Bpady;
npu npuMeHeHNH XX XX® ¢ IpyruMu JIEKApCTBEHHBIMU IIpenapaTaMus;
no’kajyicra, cooOIuTe CBOEMy Bpady Wiu (apMaleBTy, €CIM Bbl IPUHUMAETE WU
HEJaBHO NMPUHUMAIH JIIOObIE JpyTrHe JIEKapCTBa;
BiusiHUE Ha 3P ekt XXXX® npyrux JiekapcTB HE ObLIO OMKUCAHO;
npu npuMeHeHn XXXX® BmecTe ¢ €01l U TUTh ¥ M;
3¢ PexT roMeonaTuyecKoro npemnapara MOKeT YMEHBIIUTHCA NPH KypEeHUU WA MOJ
BIIUSIHUEM JIPYTUX BPEIHBIX MIPUBBIUEK (HAPUMEp, YIIOTPEOICHUE aJIKOTOJIS);
OepEeMEHHOCTh U JIaKTaIlHS;
npenapar He IpeJHa3HauyeH AJid MPUMEHEHHUS BO BpeMsi OEpEMEHHOCTU U B MEPHUO]
JAKTaluu;
BOXJICHUE U HUCIIOJIb30BAaHNE MAILIHH.
Oco0bIX Mep MPEAOCTOPOKHOCTH HE TPeOyeTCs.
Baxxnast uHpopManus 0 HEKOTOPBIX U3 HHIPeANEHTOB XXX X®
Hacrosiuii iekapcTBEHHBIN Mpenapar COACPKUT JIakTo3y (MOIOUHBIN caxap). Eciou y
BaC HEMEPEHOCUMOCTh HEKOTOPBIX caxapoB, 00paTUTECH K JieHallleMy Bpady Mepeja NpueMoM
JAHHOTO IpenapaTra. Kolm4yecTBo J1akTo3bl B OJJHOKPATHOM 103€ cocTaBiseT X I, mpenapar
CJIEIyET C OCTOPOKHOCTHIO MPUHUMATh OOJIbHBIM C CaXapHbIM AHA0ETOM.
[IpoTuBONIOKa3aH IMLAM C AIEPTUYECKMMH PEAKLIUAMH Ha NIIEHUYHBIN KpaxMmall.
3. KAK XXXX® ITPUMEHAETCA?
Ecnu nHOE He Ipennucano CrenuanucToM, OObIYHO MPUHUMAIOT 10 1 TabneTke 3 pa3a B
JieHb. BBl TOJDKHBI IPUHATH Ta0JIETKY 3a Moji4aca 10 WIH MOCHe €JIbl.
[Ipy yMEHBIIEHNH CUMIITOMOB KPATHOCTh MIPHEMA CIEAYET CHU3UTb.
Kpome Toro, romeonaruueckue npenaparbl HE CleIyeT MPUHUMATh JJIUTEIBHO 0e3
KOHCYJIbTAllMM Bpadya-rHHEKOJIOra.
Ecam BbI ipunsn 6osbire TadaeTok X XXX®, deM IO KHBI
[TocnencTBust NEPENO3UPOBKU 10 CUX NOP HEU3BECTHBI. ECIM BBl mEpego3UpOBaIN
JAHHBIN JIEKApCTBEHHBIN IPenapar, Bbl JOJUKHBI IPOKOHCYIBTUPOBATHCS C BPAYOM.
Ecau BbI 3206011 puHATE XXX X®
He npunumaiite 1BOMHYIO 103y, YTOOBI BOCIIOJHUTH 3a0BITYIO 103Y.



Ecnu Bl npekpaTtute npueM XXXX®
He cymiecTByeT BpeIHbIX MOCIEACTBUM B CiIydae npekpameHus npueMa X XXX®.
Oob1iee 3amevanue
Ecnn y Bac BO3HUKIIM JONIOJTHUTENIBHBIE BOIPOCHI IO MCIOIB30BAHUIO HACTOSIIETO
rOMEOTAaTHYECKOTO TIpernapara, o0paTUTECh K Bpady Wiiu GapMarieBTy.
4. KAKUE ITOBOYHBIE JENCTBUS BO3MOXXHBI?
Kax u Bce nekapctBa, XXXX® MOKET BbI3BATh MOOOYHBIE IEUCTBHS, XOTS U HE Y BCEX.

B oTaenbHBIX Ciydasx MOXKET IMPOU30UTH KPOBOTEUEHUE U3 MOJOBBIX IyTeH. B aTnx

Clly4asix clefyeT MpeKpaTUTh IpPHUEM IpernapaTa i 00paTUTbCs K Bpady.
[TmIeHnYHBIN Kpaxmaa MOXKET MPUBECTH K aJJIEPTUUECKON pEaKIUU.

[Ipumeuanue. 1Ipu npueMe romeonaTuyecKoro JEKApCTBEHHOrO Mpenapara BO3MOKHO
yCUJIEHHE HMeIuxcs kano0. B 3Tom cioydyae BBl JOJKHBI NPEKPATUTh MpPHEM
JIEKapCTBEHHOTO IIpenapara u 00paTUThHCS K Bpayy-rHHEKOJIOTY.

[ToxanyiicTa, paccCKa)XuTe CBOEMY Bpauy wiu ¢apMaieBTy, €ClIu NOOOYHbIE JEHCTBUS
CTaHOBSITCSI CEPbE3HBIMU WJIM BbI 3aMETUJIM KaKUe-TU00 MOOOYHbIE JEHCTBUSA, HE YKa3aHHbIE
B HACTOSIILEM JINCTKE-BKJIAbIIIE.

5. YCIIOBUA XPAHEHUA

He TpeOyeTcs cnenuanbHbIX YCIOBUN XpaHEHUS.

XpaHHTE BCE JIEKAPCTBEHHBIE MPENapaTsl B HEAOCTYITHOM IS AETEN MECTE.

BbI HE JOJKHBI HCTIOJIB30BATh HACTOSIIMNA TOMEONATHYECKUN JIEKAPCTBEHHBIN ITpenapar
IIOCJIE UCTEYEHUS CPOKA TOJHOCTH, YKA3aHHOI'O Ha YIIAKOBKE.

6. BOJIEE ITOJPOBHA I THOOPMALA

Uro XXXX® conepxut
JleiicTBytOIITME BEIIECTBA, KOTOPHIE HAXOAATCS B OJTHOM TaOJIeTKe:
1. Cimicifuga  Tpur D2 25 wmr.,
2. Ignatia Tput. D3 25 mr.,
3. Sanguinaria Tput. D6 25 mr.,
4. Sepia Tput. D2 25 wmr.

KommonenTs! 1 — 3 moTeHIIMPOBaHbI BMECTE HA KOHEYHOM JTalle.

Jpyrue nHrpequeHThl: MOHOTHIPAT JaKTO3bl, CT€apaT MarHus, MIICHUYHbIA KpaxXMall.
Kak XXXX® BBITIISIAUT U COEPKAHUE €T0 YITAKOBKU

XXXX® Tabierka ceporo 1Bera, BO3MOXKHO ¢ HEOOJIbIIION 3€PHUCTOCTHIO.

VYnaxoBka conepxut 100 TabneToxk.

[IponsBoauTens.

HacTosimuii TMCTOK-BKIA I OCHEAHUN pa3 peaakTupoBascs B suBape 2016 r.
MTPUJIOKEHUE Ne 14
Kk TpeGoBaHMSIM K MHCTPYKIMH TI0
MCINIOHUHCKOMY IMTPUMCECHCHUTIO
JIEKapCTBEHHOTO TpeTapara 1 o0mei



XapaKTCPUCTUKE JICKAPCTBECHHOT'O
npenapara sl MEAUIUHCKOT O
TIPUMCHEHUA

Caocka. IIpunoxenue 14 ¢ nusmeHenueM, BHeceHHBIM perieHrneM CoBera EBpaszuiickoi
skoHOMHUYecKkoi komuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIy 1O UCTEUEHUU O MECSIIIEB C
JaThl €r0 O(UIIUATIBHOTO OITyOIMKOBAHUS ).

CTAHJIAPTHA I METOJTIKA

IDPOBEOCHHUA II0JIb30BATCIIBCKOI'0 TECCTHPOBAHUS JIMCTKA-BKIIAABINIA B [ICJICBRIX I'PyIIIIax

3asBUTENIO (JEepkKaATEI0 PErUCTPAlMOHHOTO yaocToBepenus (aanee — JIPVY)) B nemsx
o0ecrniedyeHus: y10004MTaeMOCTH, SICHOCTH U JIETKOCTH BOCIIPUSITHS JTUCTKA-BKJIaAbIIa (J1ajee
— JIB) cnenyer ctpemuthcs K TOoMy, 4yToObl JIB oTpakan pe3ynbTaThl KOHCYJIbTALUM C
L[EJIEBBIMU TPYTIIAMHU MAIMEHTOB C MPEICTaBICHUEM YIIOJHOMOYEHHOMY OpraHy rocyAapcTBa
— ynieHa EBpasuiickoil 5KOoHOMHUYECKONH KOMUCCHH (]ajiee — TOCYAapCTBa-YICHbI) Pe3yJIbTaTOB
OLICHKH, MIPOBEJICHHON COBMECTHO C LIEJIEBBIMU TPYINIaMu ManueHToB. JJanHas nndopmanus
OPUBOJUTCA KaK MPUMEpP BO3MOXKHOTO METO/AA MPOBEAEHUS KOHCYJIbTALUMH C LEJIEBBIMU
rpynmnamMu nauueHToB. J[aHHble TpeOOBaHHUS MO3BOJIAIOT MPOBECTH IOJIb30BATEIBCKOE
TECTUPOBAHUE, U MPUOETHYTh K IPYTHM MOAXOAAIIUM (GopMaM MPOBEPKU y1000UUTaEMOCTH,
SICHOCTH U JIETKOCTHU Bocupusatus JIB.

1. Iloms30BaTenBCKOE TCCTHPOBAHHUC

[Tonp30BaTenbCKOE TECTUPOBAHUE MPEAIIOIATAET IPOBEPKY Y1000UUTAEMOCTH 00pasLia B
IpylnIe UCHBITYEMBIX CyOBEKTOB. DTOT MHCTPYMEHT pa3paboTKu TMOOK M HamlpaBlIeH Ha
BBISIBJIEHHE TOTO, JIOBOJST JIM IMPEACTABICHHBIE CBEACHUS MPaBUIbHYI0 MH()OpPMALUIO 10
yuTaTens. CaMOTeCTUPOBAHNE HE MOBBIIIAET KAYECTBO CBEACHUM, HO MO3BOJISIET BBIIBUTH
3aTpyIHUTENbHbIE 00JaCTH, KOTOPbIE MOXKHO yiydlnuTh. [lonb30Barenbckoe TecTupoBaHue (
MIPY HAJIMYUU) TOJKHO BKIIIOUAThCsl B MOylib | perucTpaiioHHOTO JOChe.

Heo0xo1uMo yA0CTOBEPUTHCS, UTO B MOJIb30BATEIBCKOM TECTUPOBAHUU HCIOIb3YETCS
JIB, xoropsiii Oyner (akTUYECKH MOCTABISATHCS C JIGKAPCTBEHHBIM IpernapaTtoMm. ITO
noTpeOyeT UCIOIb30BaHMs MOJHOro Makera JIB, nBer, cTuiib 1 Oymara KOTOpOro COBNaIar0T
c JIB, xoTopblil OyJeT BJIOKEH B KOMMEPUECKYIO0 yNakoBKy. B udactHOcTH, B ciydae
MHOT0s13bIKOBBIX JIB 1BeT, cTuiib (BKIItOYash Keriap mpu@Ta) u Oymara si3bIKOBOW BEpCHH,
HOJIeKaIleH M0JIb30BaTEIbCKOMY TECTUPOBAHUIO, JOJDKHA coBNaaath ¢ JIB, koTopslil Oyaer
BJIO’KEH B KOMMEPUYECKYIO YIIAKOBKY.

VYKa3aHHBII METOJ 0OXBAaTBIBAET MHOKECTBO OJHOTHUITHBIX NIEPCOHAIBHBIX UHTEPBBIO (HE
menee 20 mnpenacraBuTeNed MECTHOTO HaceleHus), Il KOTOPBhIX IMpelHa3HaYeH
JIEKapCTBEHHBIN Mpenapar.

2. AnrpTepHAaTHBHEIC BApHAHTHl TECTHPOBAHUSA



JIoIyCTUMBI U IpyTrye METO/BI MOJIb30BATEILCKOTO TECTUPOBAHUS IIPU YCIOBUH, YTO HX
pe3ysbTaT o0ecneyuBaeT YA000YMTAEMOCTh, SICHOCTb M MPOCTOTY HCIOJIb30BAHUS
uH(dOpMaIuu, TO3BOJISIIOIIECH NarueHTaM HaxoIuTh B JIB BaxkHbIe CBEICHMS, TOHUMATh UX U
JeNCcTBOBAaTh MpaBuiibHO. 3asBuTeNb JIPY nomkeH 00OCHOBAaTh Takyl albTEPHATHUBHYIO
METO/I0JI0THI0, KOTOpast OyAeT MOABEPraTbCs SKCIEPTU3E B MHAUBUAYAIbHOM MOPSIKE.

2.1. IIpoBeaeHne UCTIBITAHMUSI.

TectupoBanue JIB moxetr ObiTh npoBeneHo JPY unu cnenuanu3upoBaHHOU
KOHTPAKTHOH opranu3anueil. TecTupoBaHue JOKHO MPOBOAUTHCS ONBITHBIM CIELIMAINCTOM,
BJIQJICIOIMM HaBBbIKAMU BEJICHUS MHTEPBbIO, HAOMIOAATEIbHBIM U YMEIOIIUM BBICIYIIATH U
MOHATh MOTPEOUTETIS.

Cneuunanucty, cocrasistomeMy JIB, HE00X0IUMO MOMOYb COCTABUThH AHKETY, U MPH
HEOOXOIMMOCTH CONPOBOXKAATh MHTEPBbIOEpPA MPH MPOBEIECHUU TECTUPOBAHUS C LIEIBIO
oMOYb MpsIMOM nepenaun nHdopmanuu. B nponecce pazpaboTku TecTa MOKHO MPUBJIEKAThH
accolMalMM IMAIMEHTOB WM NAlHUEeHTOB-3KCHEpTOB. JlJIsi TECTUPOBaHUS OJKHBI OBITH
UCITI0JIb30BaHbI oJaHouBeTHBIE JIB vim JIB, npenHazHaueHHbIe U1 pbIHKA.

2.2. Ilonbop y4acTHUKOB.

Heobxoaumo oToOpaTh pa3inyHble TPYIIbI JIIOAEH, KOTOpble MOTEHIIMAIbHO MOTYT
MMETh MOTPEOHOCTh B MPUMEHEHUH TpenapaTta. BeiOpaHHbIe JTI0U JOJKHBI MPEICTaBIISTh
PENpPEe3eHTATUBHYIO LEJIeBYIO MOMYyJSIuio. [ OONbIIMHCTBA JEKaPCTBEHHBIX MPENnapaToB
ATOro OyAeT JOCTaTOYHO, MOCKOIbKY HHpopManus B JIB nomkHa ObITh AOCTYyIHA 7151 BCEX
BHOBb BBISBIICHHBIX OOJIbHBIX. TeM He MeHee UIsi HEKOTOPBIX MpemnapaTtoB MOTpeldyeTcs
TECTHPOBAHUE YXAKUBAIOIIUX JIULI.

HeoOxonumo yOenuThcss B HEBKJIIOYEHHUM JIHUL, HANPAMYK padOTalOIIUX C
JIEKapCTBEHHBIMU IIpErapaTaMy, TaKUX KaK BpauM, CPEIHHI MEAULIMUHCKHI MEepCcOoHaN U
anTe4yHble pAOOTHUKHU.

Cnengyer mOMHHUTH, YTO MH(OpMaIUs, KOTOPOH MOTYT BOCIIOJIb30BaThCSd HAaUMEHEE
CIIOCOOHBIC TOTPEeOUTENH, JOJKHA OBITh MOHSATHA BceM mnoTpedutensiMm. Heobxommumo
UCIIBITATh U BKIIOUHTH:

onpeJieNIeHHbIE BO3PACTHBIC IPYIINbI, TAKME KaK JACTH M JIIOAU MOKHUIIOrO Bo3pacTa (B
YaCTHOCTHU €CJIM JIaHHBIN IpernapaT UMEeT 0co00€ 3HAaU€HHE ISl TAKUX BO3PACTHBIX IPYIII);

HOBBIX TOTpeOUTENe WM JIJAeH, KOTOpble, KaK MpPaBHJIO, HE MPUMEHSIOT
JIEKapCTBEHHbIE MpenapaThl, B YaCTHOCTU B OTHOILIEHUH MH(POPMALIMKM O HOBBIX Mpernaparax,
KOTOpbIE BEpOATHEE BCEr0 OYIyT MPUMEHATHCS B IIMPOKUX CIIOSAX HAceleHMs (Hampumep,
aHANbI€TUKH WJIM aHTUTUCTAMUHHBIE JIEKAPCTBEHHBIE MPETapaThl);

JOJIEH, KOTOPBIE OOBIYHO HE PA0O0TAIOT ¢ JOKyMEHTaMU (MaJIO WIJIH PEAKO YUTAIOT);

JH0JIEH, KOTOPBIE CYUTAIOT CIOKHBIM BOCIpUSTHE UHPOPMALIMU B MUCbMEHHOM BHJIE.

Heo0OxonuMo BKIIOUaTh yYaCTHUKOB U3 HanOOJee aKTyalbHBIX TPy (MOXKUIbIE JIOIH,
OPEACTABUTENN TPYNI CAMOIOMOIIHN, MAIMEHThl U3 TPYNIbl HOAJEPKKHU, MPEICTaBUTEIN
0OI1IeCTBEHHBIX IIECHTPOB, POAUTEIHN U JICTH).



2.3. Bo3MOkHBIE METOIMKU UCCIIEIOBAHMUS.

TpebyeTcss HEOOJIBIIOE YMCIO YYaCTHUKOB. [ oOecrnieyeHus ycnexa TeCTUPOBAHUS
noctatoyHo 20 4enoBeK (He BKIIIOYasi yYaCTHUKOB MPOOHBIX MCTIBITaHU). Henb3s moBTOPSTH
TECTUPOBAHHUE HA TEX YYACTHUKAX, KOTOPHIX YK€ OIEHUINU. DTOTO MOKHO IOOUTHCS IMTyTEM:

MUJIOTHOTO TECTUPOBAHUSI MPUOIU3UTENHHO 3 — 6 yYaCTHHKOB B LEJSIX MPOBEPKHU
OpPaBUIBHOCTU BOMpocoB. [lo Mepe HAKONJIEHWs ONbITa B MPOBEIECHUU MHUIOTHOTO
TECTUPOBAHUS MOXHO OFPAaHUYUTHCS 2-3 yYaCTHUKAMU WJIU Cpa3y NPUCTYNUTh K OCHOBHOM
(daze TecTUpOBAHUS;

aHaJu3a pe3yJIbTaTOB B X0JI€ TECTUPOBAHUS U BHECEHUS BCEX HEOOXOMMBIX U3MEHECHUH B
JIB;

MOBTOPEHUS TECTUPOBAHMS JI0 MOJTYUCHUS YIOBIECTBOPUTEIBHBIX PE3YJIbTATOB B TPYIIIIEC
u3 10 y4yacTHUKOB;

3aKJITIOYUTEIBLHOTO TecTUpoBaHUs enle 10 y4yacTHUKOB, UTOOBI MPOBEPUTH, UTO y HUX
TaKXke COOJIIOJIEHbI KpUTEpUH ycrexa (TIOJIHOCThIO B 00111eH C0KHOCTU Y 20 yYaCTHUKOB Ha
KOHEYHOM Tipesiaraemom JIB).

3. IToaroTroBKa K HCCIICAOBAHHIO

3.1. Ilpu moAroTOBKE K UCCIEAOBAHUIO HEOOXO0IUMO:
JUTSL KaXKJIOTO Mperapara COCTaBIATh HOBBIM MPOTOKOJ;
BKJIFOYATh BOIPOCHI, KOTOPHIE OTPAKAIOT BCE BAXHBIC M CIOKHBIC ACTIEKTHI, a TaKKe
MCII0JIb30BaTh CTPOTHE KPUTEPUHU OIICHKU;
yOemUThCsI, YTO BOMIPOCHI OXBATHIBAIOT MOUCK, TOHUMAHUE U CTIOCOOHOCTh YYaCTHUKOB
JIEHCTBOBAThH HAAJIEkKAITUM 00pa3oMm;
BKJIFOUYHTH OKUTAEMbIC TTPABUIILHBIC OTBETHI;
CIUTAaHMPOBATh TECTUPOBAHUE TaK, YTOOBI OHO JJIUIIOCH HE Oosiee 45 MUHYT BO H30EKaHHUE
YTOMJICHUS YYaCTHHKOB.

HeobOxoauMo yOeIuThCs, 9TO BOMPOCH OTPa)kKalrOT BCE OCOOSHHOCTH 0€30MacHOro U
3(GEeKTHBHOTO TMPUMEHEHHS JIEKapCTBEHHOT'O0 TIperapara, a TakKXe BOIPOCHI
MPUBEPKCHHOCTH K JICYCHHUIO TECTUPYEMBIM IMpernaparoM. TeCTUPOBAHUE TMPUHOCHUT
HAMOOJIBIIIYIO TOJIb3Y, €CIU BOIMPOCHl OXBATHIBAIOT O0JIACTH, BBHI3BIBAIOIINE Y MAIMEHTOB
HanOoJblee OECIOKOMCTBO, HAIpUMEp, HeXelaTeabHble peakiuu. M30eranue cepbe3HbIX
BOIIPOCOB, KACAIOIIUXCsl 0€30MaCHOCTH MPUMEHEHHUs TIpenapara, B X0/1€ M0JIb30BaTEIbCKOTO
tectupoBanus JIB He pekomenayercs.

3.2. luTepBbIOEp JOJIKEH:

yOeIUTh YYaCTHUKOB, YTO TECTHUPYETCS JIOKYMEHT, a HE OHU;

JlaTh YYaCTHUKAM IPU UX JKEIIAHUU NPOYUTATh BeCh JIB;

UCIIOJIB30BaTh B KAUECTBE MaMATKU HAITMCAHHBIC BOIIPOCHI;

3a/1aBaTh BOMPOCHI YCTHO;

BeCTU Oecey crnoco0oM, 00eCIeUrBaIOUM TECHOE B3aUMOCHCTBUE C YYACTHUKOM;



IPOCUTH YYaCTHHUKOB, [IOCJI€ TOTO KaK OHM HAILIUIM HEOOXOIMMBbIE CBEJICHUS, HE UNTATh X
HanpsaMmyto ¢ JIB, a onucath X CBOUMHU CIIOBAMH.

Kpome perucrpanuu OTBETOB Ha BOIPOCHI CJIeAyeT BECTH HaOJIOIEHHUE 3a TEM, Kak
KaXJIbIi yyacTHUK oOpamaercs ¢ JIB u ocymectBisier mouck uMH(pOpManuu, oTMeyas,
HaIlpuMep, TEPSUIUCh WIIM 3aIlyThIBAIKMCH JIM OHU. DTO JACT LIEHHBIE CBEICHHS O CIoco0ax
YIy4IIEHUs CTPYKTYpbI JIB.

3.3. BonpocChl TOMKHBL:

Ha/JIeXxaiuM o0pa3oM OCBeLaTh BCE KPUTHUUECKHE aCIIEKThl 0€30MaCHOCTU MPUMEHEHHUS
JIEKapCTBEHHOTI'O MPEIAapara;

OBITh MPEACTABICHb B MUHUMAJIBHOM KOJMYECTBE, OOBIYHO AOCTaTOYHO 12 — 15 mTyK,
OJIHAKO B HEKOTOPBIX CIydyasX MOXKET MOTpeOoBaThCsA U OOJbllie, HAIPUMED, €CIIM UMEIOTCS
3HaYMMBbIE aCMEKThl O€30MACHOCTH, MOJISKAIINE U3YUCHHIO;

BBIJICP)KMBATh OaJlaHC OOIIMX M YaCTHBIX BOMPOcOoB. OOLIMM BOIMPOCOM, HampuMmep,
SABJISIIOTCS MEPBI, IPUHUMAEMbIE IIPU NPOITYCKE J103bl, TOT/Ia KAK YACTHBIM BOIPOC MOXKET
OTHOCHUTBHCSI K HEXKEJIATEIbHOW pPEaKUHUHU, KOTOpas MHPUCYILIA JAHHOMY JIEKapCTBEHHOMY
Ipernapary;

OBITh COCTaBJIEHBI OTIMYHO OT JIB, uT0OBI N30€XaTh OTBETOB yYaCTHUKOB, OCHOBAHHBIX
JUIIb HA HAXO0KJACHUU TPYIII CIIOB;

CJIEIOBATh B CIy4YalfHOM MOPAIKE (TO €CTh B MOPSAKE, OTIIMYHOM OT MOJAaYU HH(POPMAIIH
B JIB);

OXBaThIBaTh MHCTPYKIMU IO MPUTOTOBJIECHUIO (110 paboTe ¢ MpernapaTroM, UMEKUIUM
CJIO)KHOYCTPOEHHBIE M3JIeNUs JIs1 BBEJIEHUS ), HEOOXOIUMO 1O BO3MOKHOCTH IPHOEraTh K
WCIIOJIb30BAHUIO MYJBDKEN NEPBUYHBIX YIIAKOBOK M AKTUBHOW IEMOHCTPALMU YYaCTHUKAMH
mpoliecca MPUroTOBICHUS (padoThI).

[Ipn nmpenacraBieHny yIOJTHOMOYEHHOMY OpraHy TOCyJIapCTBa-4jIeHa Ha DKCIIEPTHU3Y B
Moayib 1.3.4 peructpaluOHHOTO J0ChE HEOOXOJIMMO BKJIIOYUTH KOMUU MPOTOKOJIOB
ITOJIb30BATENILCKOI0 TECTUPOBAHMS, BKIKOYAs 3aJaHHBIE BONPOCHI, MOIYYEHHBIE OTBETHI,
Ha0JI0/IeHNsI MHTEPBbIOEpa B MMCHbMEHHOM BHUJIE€ U paznuuHble Bepcuu JIB, monseprmerocs
TecTupoBaHuto. CBeieHUs 0 crioco0e Mpe/ICTaBICHUs PE3yIbTaTOB MPUBENICHBI B pasnene 7
npunoxeHuss Ne 12 k TpeOOBaHUAM K HHCTPYKIUU MO MEIULHMHCKOMY MNPUMEHEHUIO
JEKapCTBEHHOTO TpenapaTta M OO0IIell XapaKTepHUCTHKE JIEKapCTBEHHOTO Mpemnapara s
MEJIUIIMHCKOTO IPUMEHEHNS.

4. Kpurepnu ycmexa

TecTtupoBaHue NPOBOAUTCS C LIEJIbIO COCTABIIEHUS JIA MOJb30BaTeNsl pa300pUHUBOro,
YETKOr0 M MPOCTOr0 B MCIOJB30BaHMH JIB, a Taxkke u s ydera BceX MNPEAI0KECHUU
noJyib3oBatesel. Bompockl, 3a1aBaemble B X0J1€ MCCIENOBAHMS, JOJKHBI ObITh TIATEIHHO



MOATOTOBJICHBI JIJIsi OBICTPOTO TOHUMAHUS M HAXOXKJEHHUS B TEKCTE KIIFOYEBBIX CBEIACHUH IO
0e30MmacHOMY MPUMEHEHUIO KOHKPETHOTO JIEKapCTBEHHOI0 TipenapaTa. Henb3st ucnonb3oBaTh
JIETKUE WK OOBIYHBIE BOIIPOCHI, BKIIFOYAaeMBbIe I 00€CTICUeHUS yCIexa.

Pe3ynbTaT Tecta cunTaeTcsl MpUeMIIEMbIM, €CITM WH(pOpMaIuio, 3anpaiiuBaemyto mno JIB,
noHUMaroT 90 MPOIEHTOB YYaCTHUKOB UCIBITAaHUSA. JTO 03HAa4YaeT, uTo 16 u3 20 y4acTHHKOB
CMOIJIM HAaWTH HYXHYI0 HH(POPMAIMIO, OTBETHUTh HAa KaXXJbId BOMNPOC M JACHCTBOBATH
COOTBETCTBYIOIUM oOpazoMm. Kpurepuu ycnexa AOKHBI OBbITh JTOCTUTHYTHI MO KaXIOMY
BOIIPOCY, PE3YIbTAThl HE MOTYT ObITH 000OIIECHBI B I[€JIOM 110 UCCJICIOBAHUIO.

[Ipu ucnonb30BaHUU APYTroro METOJa, OCHOBAHHOTO Ha HMHBIX KPUTEPHUSIX ycrexa,
YIOJHOMOYEHHBIMUA OpraHaMH TOCYJIapCTB-UJIEHOB (IKCIEPTHOW opraHuzainuen) Oyner

OLCHMBATLCA B HHAUBHUAYAJIBbHOM IMOPAIOKE.

IMTPUJIOXEHME Ne 15
Kk TpeOoBaHUSIM K MHCTPYKIMH TI0
MEAULUHCKOMY TPUMEHECHHIO
JIEKapCTBEHHBIX IIPENaparoB u oomien
XapaKTEPHUCTHKE JIEKapCTBEHHBIX
MIPEnaparoB AJsl MEAUIIMHCKOTO
MPUMEHEHHS

ITa6510H MHCTPYKIMH IO MEUIIMHCKOMY IPUMEHEHHIO (JIMCTKA-BKJIA IHIIIA)

B nacrosimem mabnone, BBEACHBI CIEAYIONINE MTpaBuia UCTIOIb30BaHUS CKOOOK:
{TeKcT} — B moJie MEXJy CKOOKaMu BHOCHUTCS MH(pOpMaLMs MCXOJd U3 COCTaBa U
0COOEHHOCTEMH JIeKapCTBEHHOT'O TIpernapara;
<TEKCT> — B TOJI€ MKy CKOOKaMHU TEKCT BBIOMPAETCS WIIH YAATSETCS U3 TPEIOKCHHBIX
CTaHJAPTHBHIX (POPMYITUPOBOK (BBIJIEICHB KYPCHBOM) B 3aBUCHMOCTH OT JICKaPCTBEHHOTO
npenapara;
"XXXX®" — HaMeHOBaHKE JIEKaPCTBEHHOIO Mpenapara.
JIucrok-BKIanpi — wHOpMalus s <mamueHta> <mnotpebutens> {(Toprosoe)
HaUMEHOBaHUE, TO3UPOBKA, JIEKapCTBeHHAas (hopma}
{ leficTByIOIITHE BEILIECTRA }
I.<

v
JlekapcTBeHHBIN Ipenapar MOJJIEKUT JOMOTHUTEIIBHOMY MOHUTOPHUHTY, KOTOPBIN

CrOCOOCTBYET OBICTPOMY BBISIBIICHUIO HOBBIX CBEJCHUN 0 O€30MaCHOCTU. DTO MO3BOJIUT B
KOPOTKHI CPOK BBISIBUTH HOBYIO HH(popMamuio o 6e3onacHoctd. O6pariaemMcs K paboTHUKaM
CHUCTEMBI 3/IpAaBOOXPAHEHUS € MPOCKOO0I COOOIIATh O JIFOOBIX MO03PEBAEMBIX
HEXEJIATeIbHBIX PEaKIIHsIX.

Crioco0 cooOlieHust 0 HeKeNlaTeIbHbIX PeaklMsIX OMUCcaH B pasjiese 4 TUCTKa-BKIaAbIIa.
>

2. <Ilepen <mpuemom> <MpPUMEHEHUEM> IMpernapaTa MOJHOCTHIO MPOYUTANTE

JUCTOK-BKJIAJIBIII, TIOCKOJIEKY B HEM COZCPIKATCS Ba)KHBIC JIJIS1 BAC CBEIICHUS.



CoxpaHuTe TUCTOK-BKIaABIII. Bo3M0kHO, BaM MOTpeOyeTCsl MPOYUTATh €T0 €Ille pas.

Ecnu y Bac BO3HUKIIM JOMOJIHUTENbHBIE BOIIPOCHI, 00pAaTUTECH K <JleyalleMy Bpady> <,>
<unu> <pabOTHHKY aNTeKu™> <,> <WIi> <MEIUIIMHCKON CeCTpe™.

IIpenapar HazHaueH uMeHHO BaM. He mepenaBaiite ero apyrum jgoasM. OH MOXKET
HaBpPEJIUTh UM, AK€ €CIIM CUMITOMBI X 3a00JIEBaHUsI COBIIA/IAIOT C BallIUMH.

Ecnu y Bac BO3HUKIIN KaKHe-TMOO HEXeNaTelbHbIE PEeaKIMK, 00paTUTECh K <JIeHallemy
Bpauy> <,> <unu> <pabOTHUKY anTekn> <,> <uiau> <MEIHUIMHCKOW cecTpe>. JlaHHas
PEKOMEHIalKs PaCIPOCTPAHAETCS Ha JTI0ObIE BO3MOXKHBIE HEXKENAaTelIbHbIE PEaKIUuU, B TOM
YHUCJIE HA HE IEPEYUCIICHHBIE B pa3ene 4 TMCTKa-BKJIAAbIa. >

3. <Ilepen <mpuemoM> <MNpPUMEHEHHEM> MpernapaTa MOJIHOCTHIO MPOUYUTANTE
JIMCTOK-BKJIAJBII, TOCKOJBKY B HEM COAEPKATCS Ba)KHBIC JIJI1 BAC CBEICHUS.

Bceerna <mpuHumaiite> <npuMeHSWTE™> Mpenapar B TOUYHOCTU C JIUCTKOM-BKJIAbIIIEM
WM peKOMCHIAIMIMHU <JIe4allero Bpada> <,> <HJIH> <pa60THHKa anTekn> <,> <ujau> <
MEIUIMHCKON CECTPBL>.

CoxpaHuTe TUCTOK-BKIaAbIII. Bo3M0kHO, BaM MOTpeOyeTCsl MPOYUTATh €ro eIlle pas.

Ecnu BaM HY)XHBI JOMOJIHUTENbHBIE CBEACHUSI WM PEKOMEHIAIMU, OOpaTUTECh K
pabOTHUKY arTeKH.

Ecnu y Bac BO3HUKIIM KaKHe-IM0O HEeXeNaTelbHbIe PEeaKlK, 00paTUTECh K <JIeyallemy
Bpauy> <> <wim> <paOOTHUKY anTeku> <,> <WiIu MEAUIMHCKON cecTpe>. JlaHHas
pPEKOMEHJIallis PacpoOCTpaHsAeTCs Ha JI00ble BO3MOXKHBIE HEXeNaTelIbHbIe PeaKliuu, B TOM
YUCJIC HA HE TIEPEUYNCIICHHBIE B pa3aene 4 IucTKa-BKIablia.>

Ecnu cocTostHue He yiydinaercsl WIM OHO yXyJIIaeTcs, <depe3 {4ucio} JHEI™> BaMm

cleayeT OOpaTUThCs K Bpady.>

Coneprxkanue nuctka-BKJIAJIBILITA

1. Yro u3 cebs npeacrasiget npenapat XXXX®, u 1J1 4ero ero NpuMeHsoT.

2. O ueMm cretyeT 3HaTh nepea <npueMoM™> <npuMeHeHueM> npenapara XXXX®.

3. <IIpuem> <npumeHeHHe> rnpemnapara X XXX®.

4. Bo3MOXHbIE€ HEXKEJIATEITbHBIE PEAKIIUY.

5. Xpanenue npemnapara XXXX®.

6. ConepKUMO€ YITaKOBKH W IPOYHE CBEIICHUSI.

1. Yto u3 ce6s npeactasisier [IPETTAPAT XXXX® u aj1s yero ero mpuMeHsoT

<Ecnu ynydiieHue He HACTYIUJIO WIHM Bbl YyBCTBYETE YXYIIIEHUE <4yepe3 {UHCIO} JHEH
>, He00X0AMMO 00paTUTHCA K Bpauy.>.

2. O uem cuenyet 3HaTh nepea <npueMom™> <npuMeHeHueM> [IPEITAPATA XXXX®
He <npunumaiite> <npumensite> npenapat XXXX® <:>
<ecnau y Bac ajuieprus Ha {aeicTByrolee(ue) BemecTro(a)} uUian JObIe IpyTrUe
KOMIIOHEHTHI Npernapara (epeyrciaeHHbIe B paseie 6 JINCTKa-BKIabIia).>
OcoOble yKazaHusi 1 MEpbl MPEIOCTOPOKHOCTH



<Ilepen <upueMoM> <mpuMeHeHueMm> mnpenapata XXXX® npoKOHCYIbTUPYUTECH C
JeYaniuM BpauyoM <ujin> <,> <paOOTHUKOM anTeKn™> <,> <UJu> ,<MEJIUIIUHCKON CECTPOII>>.
Jetn <u mogpocTku>
Hpyrue npenapatel 1 npenapat XXXX®
<CooOumuTe neyamemMy <Bpauy> <ujau> <paOOTHHKY alTeKu> O TOM, YTO BBl <
IIpUHUMACTC™> <IMPUMCHSICTC>, HCAABHO <IMPUHUMAIN> <IIPUMCHSIN> WA MOXETE Ha4yaTh <
MPUHUMATE> <IPUMEHSTH> KaKue-JIn0o JIpyrue npenaparbl.>
[Tpenapat XXXX® ¢ <nuiei™> <,> <> <,> <HanuTKamu> <,> <u> <aJIKOrojiem>
bepeMeHHOCTh <u> <,> rpy/IHO€ BCKapMJIMBAHUE <U (PEPTUILHOCTH>
<Ecnu Bbl OepeMEHHbI WJIM KOPMHUTE TPyAbl0, JlyMaeTe, 4yTo 3abepeMeHeNu, WM
IIaHupyeTe 0epeMEeHHOCTb, IIEpe]l HauajaoM MIPUMEHEHUS MpernapaTa NPOKOHCYIbTUPYUTECH
¢ <JedamuM BpadyoM> <> <paOOTHUKOM arTeKu.>
VYrpaBieHue TpaHCIIOPTHBIMU CPEICTBAMH M paboTa ¢ MEXaHU3MAMHU
<IIpenapaT X COAEPKUT {HAMMEHOBAHUE BCIIOMOraTeIbHBIX(0r0) BEIIeCTB(a)}>
3. <IIpuem> <npumenenune> [IPEITAPATA XXXX®
<Bcerma <mpuHumaite> <IpUMEHANTE> mIpemnapar B IOJIHOM COOTBETCTBUMU C
PEKOMEHJALMSIMHU JIeHalllero Bpaya <ujiu paboTHHKa anTeku>. [Ipu mosiBieHHMH COMHEHUMN
MOCOBETYUTECH € <JIeHalllUM BpavyoM> <UJu> <paOOTHUKOM alTeKu>.
<PekomMeHnnyemas no3a: ...>
<Bcerpa <mpuHumanTe> <IPUMEHANUTE> mIpenapar B IOJIHOM COOTBETCTBUMU C
JUCTKOM-BKJIAJIbIIIEM WIIA C PEKOMEHAANMIMH JIeUallero Bpada <paOOTHUKA anTeKn™> <,> <
MEIUIMHCKOMN cecTpbl>. [Ipu nosiBIeHNY COMHEHUI IOCOBETYUTECH € <JIeYalllUM BpadyoM™> <,
> <pnu> <,> <paOOTHUKOM anTeKn™> <,> <WJIH MEAUIIUHCKON CECTpOii>.
<PekomeHnnyemas no3a: ...>
<IIpumeHneHue y nerer <u noApPOCTKOB>
<Pucka HaHeceHa Wb Ui OOJIETYEHUS pa3iaMbIBaHUS TaOJIETKU MPU BOSHUKHOBEHHUH
3aTPYAHEHUN PU €€ IIPOTJIaThIBAHUU LETUKOM.>
<TabneTKy MOXKHO pa3/ieIuTh Ha paBHBIE J103b1.>
<Pucka He mpenHa3HavYeHa JIs pa3iaMblBaHUsI TaOJIETKU.>
<Ecnu Bbl <OpUHUI> <npUMEHWIN> npenapata X XXX® 0oiblIe, 4eM CIe10BaI0>
<Ecnu BbI 3a0b1TH <MPUHATH> <MPUMEHHUTH> Ipenapat X XXX®>
<He npuHuMaiiTe IBOMHYIO 103y, YTOOBI KOMIEHCUPOBATh MPOMYIIEHHYIO <Ta0NeTKy> <
J0o3y> <...>.>
<Ecnu BbI NPEKPATWIA <OpUEM> <IPUMEHEHHE™> IpenapaTa X XXX ®>
<IIpu HamTU4YMK BOTPOCOB IO MPUMEHEHHIO TIpernapara 00paTuTech K <JieuyamieMy Bpady>>
<,> <unu> <pabOTHHUKY anTeKn> <,> <M MEIUIIMHCKOH cecTpe>.>
4. BO3MOXHBIE€ HEXKETATEIbHBIC pEAKIIUU
<[logoOHO BceM JIEKapCTBEHHBIM MpenapaTaM Mpernapar MOXET BbI3BIBATH
HEXKEIATEJIbHBIC PEAKIUH, OJTHAKO OHM BO3ZHHUKAIOT HE y BCEX.>



<JlOMOJIHUTENBHBIC HEXKENATEIbHBIE PEAKLINU Y AETENU <H ITOAPOCTKOB>>
CooO1ieHue o HexenaTeNbHbIX PEeaKIHIX
<Ecnu y Bac BOBHUKAIOT KaKUe-TM00 HexKenaTeIbHbIE PeaklK, IPOKOHCYJIbTUPYHUTECH C
<Bpauom> <> <> <,> <paOOTHUKOM anTeKkn> <,> <WJIM MEIUIMHCKON cecTpoit>. JlaHHas
pPEKOMEHAIMs pacPOCTPAHSIETCSl Ha JI0ObIE BO3MOKHBIE HEXKeNaTeIbHbIE peakiii, B TOM
YUCJ€ Ha HE TEPEYUCICHHbIC B JIMCTKE-BKIAJAbIIIE. BbI Takke MOXKeTe COOOHIUTH O
HEXKeJaTeIbHbIX Peakiusax B UHGOPMAIMOHHYIO 0a3y JaHHBIX MO HEXEIaTeIbHBIM PEaKIUsIM
(meicTBUAM) Ha JEKAPCTBEHHBIE MpenapaThl, BKIIOYas cooOmeHus o Hed)PEKTUBHOCTH
JIEKapCTBEHHBIX MPENapaToB, BHISIBICHHBIM Ha TEPPUTOPHUH rocynapcTsa — uieHa. Coolmas o
HEXEJaTEIbHBIX PEaKIHIX, Bbl MMOMOTAETE MOJYyYHUTh OOJbINE CBEJAECHUN O 0€30MacHOCTH
npenapara.>
5. Xpanenue [IPEITAPATA XXXX®
<XpaHuTe npenapaTr B HEAOCTYITHOM U HEBUJIHOM JUJIsI IETEN MECTE.>
<He npuMeHsiiTe mpemnapar mocjie UCTEYEHHUs] CPOKa TOJHOCTH (CpOKa XpaHEHHs),
yKa3aHHOTO <B> <Ha> <MapKHUpOBKe> <KapTOHHOW mauke> <pumakoHe> <...> <mocie {
COKpAILIEHHUE, UCIIOJIb3yEMOE ISl 1aThl UICTEUYEHUS CPOKA TOJJHOCTH | .>
<JlaToi ucTteueHus: CpoKa roJHOCTH SIBJISIETCS MOCJIEAHUN JIEHb Mecsia.>
<He npumeHsiiiTe mpemnapar, €CJIiM Bbl 3aMETHJIM {OMUCAaHUE BUIUMBIX NMPU3HAKOB
HEMPUTOAHOCTH TIpenapara Jjisi IpUMEHEeHHUs | .>
<He BbiOpachiBaiiTe (He BBUIMBAWTE) Mpemnaparbhl B KaHAIM3ALMIO <BOAOMPOBOJ>.
YTouHuTe y paOOTHHWKA anTeKd, KaKk M30aBUTHCS OT MPEMapaToB, KOTOPBIC OOJIBIEC HE
NOTPeOYIOTCS. DTU MEPHI MO3BOJIAT 3aUUTUTH OKPYKAIOILYIO Cpeay.>
6. ConepKMMO€ YIIaKOBKH U IIPOYHE CBEICHUSA
{ITonHOE TIEpeUncIeHuE AEUCTBYIOMIETO(1X ) BEIIECTB(a) U BCIIOMOTaTeNIbHBIX BEIIECTB }
[Tpenapatr XXXX® coaepxut
<JleMcTBYIOMUM(MMU) BEIECTBOM(AMM) SIBISECTCS(FOTCS)>
<IIpounm(n) <uHrpeareHToM(amMu )> <(BcrioMoratelbHbIM(1) BelecTBOM(aMu))> sBseT(
10TCSA)...>
Buemnnit B XXXX® u coaepKUMoe YaKOBKH
Jlepkatenb perucTpaliOHHOIO yI0CTOBEPEHUS U POU3BOIUTEND
{HammenoBanwue u aapec}
<{Temn.}>
<{Paxc}>
<{aapec 3JIeKTPOHHOU MMOYTHI }>
<3a nmobo#t mHpoOpMamMeld O mpemapaTe cleayeT oOpamaTrhes K JIOKAJTbHOMY
NPEACTABUTEIIO IEPHKATEIS PETUCTPALMOHHOTO YAOCTOBEPEHHUS:
{Ctpana}
{HammeHoBaHue opraHu3aIiu }
{Anpec: {HaceneHHbIl MyHKT} {IIOYTOBBIM MHJIEKC} — CTpaHa}



Ten: + {nomep Tenedona}

<BeO-calT>>
JIucTok-BKIABIN IEPECMOTPEH

<{MM/ITIT}> <{mecsit I'TTT }>.

<IIpenapat "3apeructpupoBaH Ha yCIOBHSX". DTO 3HAYUT, YTO HOSBITCA HOBBIE
CBEJICHHUS O IMpernapare.

[IpencraBieHHble JaHHBIE O JEKAPCTBEHHBIX Mpenaparax OyAyT MPOBEPATHCS U
JIOTIONTHATHCS HOBBIMH CBEACHUSIMU, U TI0 MEPE HEOOXOIMMOCTH JIMCTOK-BKJIAJBII OyAeT
OOHOBJISATHCS.>

<IIpemnapat 3aperucTpupoBaH 1Mo "UCKIIOYUTEIBHBIM 00CTOATETHCTBAM'". ITO 3HAYUT, UYTO
<BCJICICTBUE peJIKoﬁ BCTPCYACMOCTH 3a00JIeBaHUT> <U3 Hay4YHBIX coo6pa>1<eHI/H?I> <HCXOId
U3 ATHUYECKUX COOOpa)KEHHII™ HEBO3MOXXHO MOJYYUTh BCE HEOOXOJIUMMBIE CBEIACHHS O
npenapare.

[1o 5TUM nekapcTBEHHBIM IIpenapaTaM OyJeT MIPOBOJAUTHCS IKCIEPTHU3a HOBBIX JTAHHBIX,
KOTOPBIE MOTYT MOSIBIISATHCS €KEroJTHO U M0 Mepe HEOOXOIUMOCTHU JIMCTOK-BKIAIBII OyIeT
OOHOBJISATHCS.>

<IIpourie UCTOYHUKHU UH(DOPMAITTI>

<IloapoOHble CBeleHUsI O MpemnapaTre cojaepkarcsi Ha BeO-calite Coro3za> <MmMerorcs
TaK)Ke CCHUIKU Ha IPyTHe BeO-CalThI M0 PEIKUM 3a00JIEBAHUSIM M BUIaM JICUCHUS.>
<JlucTok-BKJIabIII AOCTYIIEH Ha BceX s3bikax Coro3a Ha BeO-caiite Corosza.>

(JIUHMS OTPBIBA UJIK OTPE3a)
<Crnenyrolye cBe/IeHUs MpeAHa3HAYEHbI UCKITIOYUTENBHO I METUIIMHCKUX PAOOTHUKOB

[MPUJIOXKEHHUE Ne 16
K TpeOoBaHMSIM K MHCTPYKIHH TI0
MEIUIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0rmeit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
npenapara Jyuis MEJULIUHCKOTO
MPUMEHEHHS

Cnocka. IIpunoxenue 16 ¢ n3mMmeHeHneM, BHECEHHBIM pemieHnem Cosera EBpaszuiickoit
sKkoHOMHUYECKOM komuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIy IO UCTEYEHUH 6 MECSIIEB C
JaThl €r0 O(UIIUATIBHOTO OMMYOIMKOBAHUS).

VKA3AHUA
10 3aI0THeHHIO MabJI0HAa HHCTPYKIMH 10 MEIUIIMHCKOMY IPAMEHECHHUIO (JIHCTKA-BKJIa IbIIIA)

BwmecTo (ToproBoro) HaMMeHOBaHUS JICKAPCTBEHHOTO TperapaTa B TEKCTE YIOTPeOIsieTcs
ob6o3HaueHue "npemnapar X"



Bo Bcex ciyyasix mpu He0OOXOAMMOCTH CJIEAyeT UCIIOJIb30BaTh CTaHAAPTHBIC 3aT0JIOBKU U
dbpassl, coaepxaiirecs B mabdioHe. B oTaenbHBIX ciiydasx sl ydeTa cuelnuPuUIHbIX s
npemnapata TpeOOBaHUN 3asiBUTENIb MOXKET HE HCMOJb30BaTh ATH 3aroioBku ((dpassl) u
UCIIOJIb30BaTh JIPYyTHUe albTEPHATUBHBIC 3ar0JIOBKU WK (hpas3bl (HampuMep, I MpernapaTos,
BBOJIUMBIX MEIULIMHCKUMU paOOTHUKAMH, CJIOBO "MpUHUMaWTe" WK "MpuMeHsiTe" MOKHO
3aMEHUTH CJIOBOM "maeTcs" win "BBOAUTCS").

3asBUTENI0 HEOOXOAMMO O0OCHOBAThH MCIOJIB30BAHUE AJTTEPHATUBHBIX 3ar0JIOBKOB (
HalpuUMep, CCbUIKOW Ha PEe3yJbTaThl MOJIb30BATEIBCKOTO TECTUPOBAHUSA). JJI1 HEKOTOPBIX
npenapaToB HE NPUMEHUMBI BCE JJEMEHTHhl JIMCTKa-BKJIAbIla, B JTOM Cciydae
COOTBETCTBYIOIIMI 3ar0JIOBOK YKa3bIBaTh HE CIEAYET.

[enp mabnona — o0ecneyuTh BKIIOYEHHE B YKa3aHHOM MOPSJIKE BCEX DJIEMEHTOB
JUCTKA-BKJIQIBIIIA COTJIACHO TpeOoBaHUsIM EBpa3uiickoro SKOHOMHUYECKOTO COr03a (J1anee —
Coro03a) 1Mo MOATrOTOBKE TEKCTA JUCTKA-BKIIA IBIIIA.

JluzaitH U pacnoJiokeHue HHPOPMAIMU SIBIISIIOTCS KIIOYEBBIMU BJIEMEHTAMU
y10004YUTaeMOCTH TOTOBOTO JIMCTKa-BKiabIa. CrnenoBanue madnony JIB obGecreunBaer
ONpeJIeNICHHYI0 CTemneHb oaHopoAHOcTH JIB 3aperucTpupoBaHHBIX JIEKapPCTBEHHBIX
MpenapaTos.

[To 3ampocy opraHu3anuil MALMEHTOB 3asABUTEIU HOJDKHBI IPETOCTABUTH
JUCTOK-BKJIAJIBINT B popMaTe, MOAXOMSIIEM JJIsl CJICTIBIX WK craboBuasmux. Jepxarensim
PErUCTPALIMOHHBIX YJAOCTOBEPEHUNM PEKOMEHIYETCS YKa3blBaTh HaJW4yue MOJO0O0HBIX
aTbTEPHATUBHBIX (POPMATOB B KOHIIC JTUCTKA-BKIIA IBIIIA.

JIuctok-BKknaapil: MHCTpYKUMHA 1O MEAUUMUHCKOMY NMPUMEHEHHUIO JIEKAPCTBEHHOIO
npenapara g <manueHrta> <notpebutens™> {(ToproBoe) HauMEeHOBaHHE, JT03UPOBKA,
nexapcTBeHHas popma} {JleiicTByrolire BemecTna}

B nanHoM moj3arojioBke HEOOXOIUMO YyKa3aTh (TOPTOBOE) HaMMEHOBAHHE
JIEKapCTBEHHOTO Tpemnapara (Jajgee — npenapar), 3aTeM J03UPOBKY U JIEKapCTBEHHYIO popMy
(Taroke kak B pazaeine 1 OXJII), onu BbIAEIAIOTCS MOMYXUPHBIM ipudToM. [anee ciemyer
yKa3aTh JICUCTBYIOIINE BEUIECTBA (B COOTBETCTBUM ¢ MyHKTOM 11 TpeboBaHuii K MApKUPOBKE
JIEKAPCTBEHHBIX CPEJICTB) MH(MOPMAIUIO O KOTOPHIX MOXKHO MPEACTaBUTH CTPOKOU HUXkeE. B
OCTaBIIEHCS YaCTH IOKYMEHTAa TOPrOBO€ HAUMEHOBAHUE HE CIIETYET BBIJCIATh MOTYKUPHBIM
WIHM TOJYEPKHYTHIM IPUPTOM, U B LIETIOM CIIeyeT U30erarh 4acTOro yKa3aHusi TOProBOTO
HaUMEHOBAHUSI B TEKCTE.

TosbKO B OTHOIIEHHH TpenapaToB, TPEOYIOUUX JOTOJHUTEIHLHOTO MOHHTOPUHTA
0e30MacHOCTH, HEOOXOJWMO YKa3aTh B JIMCTKE-BKJIQJBINIC CHEHHATbHBIM CUMBOJ H
nosicHeHusi. CrenuanbHBIH CUMBOJI TIPEACTaBIsIeT COOOM YEpHBIN MEPEBEPHYTHIN

PaBHOCTOPOHHUN TPEYTrOJIbHUK "

v
" CHMBOJI JOJDKEH OBITh ITPOTIOPIIMOHAJICH KETIII0 IMIPHQTa IMOCICTYIOIIETO

CTaHIapPTU30BAHHOI'O TCKCTA, IIPHU 3TOM MUHUMAJIbHAA AJIWHA Ka}K,IIOI\/i CTOPOHBI



TPEYTOJIbHUKA JIOJPKHA COCTABIISITh HE MEHEE 5 MM. [[J1s1 TOATOTOBKH JTOTOJTHEHUH K
nH(popMaIu o Mpenapare, MoxaiyucTa, BOCIOJIb3yHTECh YEPHBIM TPEYTOJIbHUKOM,
coJIepIKalIMcs B JaHHOM ITa0JIoOHE.

<

v
JlekapcTBeHHBIN MpenapaT MOJIEKUT JOMOTHUTEIIBHOMY MOHUTOPHUHTY, KOTOPBIN

CroCOOCTBYET OBICTPOMY BBISIBIICHUIO HOBBIX CBEJIEHUM 10 Oe30macHoCcTH. Bel MoxeTe
MOMOYb, COO0TIast HGOPMAITHIO O JTIOOBIX HEXEIATEIbHBIX PEAKIHIX, KOTOPhIE BO3HUKIIN B
NEepUo/ MPUMEHEHUS JIEKAPCTBEHHOIO Mpemnapara (B TOM YUCIIE U O CIIy4asix €ro
He?((PEeKTUBHOCTH).

Crioco0 cooO1reHust 0 HeKeNaTeIbHbIX PEaKIMsIX OMUCaH B pasjiese 4 TuCTKa-BKIaabIIIa.
>

JInd NeKapCTBEHHBIX IPENapaToB, OTIIYCKAEMBbIX HCKIIOUYMTEIBHO IO PELENTY,
HEO0OXOIMMO MTOMECTUTh B JIMCTOK-BKJIQIBIII CICAYIOITUE HAITHUCHU:
<Ilepen <mnpuemom> <IMpPUMEHEHHEM> Mpenapara IOJHOCTbIO MPOYUTANUTE
JIMCTOK-BKJIAJIBIII, [IOCKOJIBKY B HEM COAEPIKATCS Ba)KHBIE JJI BaC CBEICHU.

CoxpaHuTe TUCTOK-BKIaAbII. Bo3M0XHO, BaM OTpeOyeTCsl IpOYUTaTh €ro €lle pas.

Ecnu y Bac BO3HUKIIM JOTIOJTHUTENBHBIE BOIIPOCHI, 00pAaTUTECH K <JleyalieMy Bpady> <,>
<unu> <pabOTHHKY anTeKu> <,> <> <MEIULUHCKON CeCTpe>.

[Ipenapat HaznaueH umeHHo BaMm. He nepenaBaiite ero apyrum mroasiM. OH MOXKET
HaBPEAUTh UM, XK€ €CJIM CUMIITOMBI WX 3a00JieBaHUs COBMAJAIOT C BallUMH (HE CJIEAYEeT
BKJIIOYAaTh JAaHHOC yKa3aHHWE, €CIH Ipenapar InpeaHa3HaueH TOJIBKO JJIS CTallHOHApHOI'O
IPUMEHEHHS ).

Ecnm y Bac BO3HUKIIN KaKHe-TN0O HEXKENATeIbHBIE PEaKINK, OOPaTUTECH K <JIeHaIemy
Bpauy> <,> <ujau> <pabOTHUKY anTekm> <,> <uwin> <MeIUIMHCKON cecTpe>. JlaHHas
PEKOMEHAIMsI PAcTIPOCTPAHSIETCSl HA JTI0ObIe BO3MOXKHBIE HEXKeIaTeIbHbIE peakii, B TOM
YUCJIe HA HE IEPEUYMCIICHHBIE B pa3/eie 4 TucTKa-BKIaAbla. >

s mekapCTBEHHBIX MpEnapaToB, OTMYyCKaeMbIX O€3 pelernTa, ClIeayeT YKa3biBaTh
CICAYIOITYI0 HH(pOpMAIHIO:

<Ilepen <mpuemom> <IpPUMEHEHUEM> Ipenapara IOJHOCTbIO IPOYUTANUTE
JIMCTOK-BKJIAJBIII, IIOCKOJIBKY B HEM COIEPIKATCS BaKHBIE JUIST BAC CBEICHUS.

Bceerna <npunHumaiite> <npuMeHAUTE™> Mpenapar B TOUHOCTH C JAHHBIM JIMCTKOM WU
PEKOMEHAANUIMHN <JIeHallero Bpada> <,> <UIu~> <pa6OTHI/IKa anTekn> <> <uam> <
MEJIUIIUHCKON CECTPBL>.

CoxpaHuTe TUCTOK-BKIaAbIII. Bo3M0XHO, BaM OTpeOyeTCsl IpOYUTaTh €ro €llle pas.

Ecnu Bam HY>XHBI JOTIOJIHUTEIbHBIE CBEICHUS WM PEKOMEHAAIMU, 0OpaTHUTECh K
pabOTHUKY aIlTeKH.

Ecnu y Bac BO3HUKIIN KaKHe-TM0O HEXeENaTebHbIE PEaKINK, O0paTUTECH K <JIeHallemy
Bpauy> <,> <ujau> <pabOOTHUKY anTekn> <,> <uwiu> <MeIULMHCKON cecTpe>. JlaHHas



pPEKOMEH/Iallksl PaclpOCTPaHAETCS Ha JII0ObIe BOZMOXKHbBIEC HEXKEIaTeNIbHbIE PEaKlUu, B TOM
YlCJIe HAa HE IEPEUMCIIEHHBIE B pa3jene 4 TUCTKa-BKIIa IbIIa.>
Ecnu cocTostHue He ynmydinaeTcss WM OHO yXYAIIaeTcs, <uepe3 {4ucio} JHEi™ Bam
CleyeT 0OpaTUThCs K Bpady.>
ConeprkaHue JTUCTKA-BKJIA bIIIA

TectupoBanue norpeduTeneil mokasano, 4To OOJIBIIMHCTBY MALIUEHTOB HEOOXOIMMO
MPEACTABUTH COJEPKAHKE JIMCTKA-BKJIaAbIIIa, KOTOPOE JOJKHO OBITh YETKO BhIJIEIeHO. Eciu
JUCTOK-BKJIAJIBIII CTAHAAPTHBIN, OH OOBIYHO COCTOUT M3 6 OCHOBHBIX Pa3/IeIoB.

1. Yro u3 cebs mpeacTaBiiseT npenapar X, U JUIsl 4ero ero NpUMEHSIOT.

2. O ueMm cliielyeT 3HaTh nepea <npueMoM™> <IpuMeHeHueM> npenapara X.
3. <IIpuem> <npuMeHeHHE> mpenapara X.

4. Bo3MOXHbBIE HEXKEJIATEIbHbIE PEAKIIUHU.

5. XpaHeHue npenapara X.

6. ConepKUMO€ YITaKOBKH W IPOYHE CBEIICHUS.

Onnako ecnu ucrnoib3yercs ¢opmar OykieTa WM CTaHIAPTHBIN JIMCTOK-BKIQIBIII
COJIEP>KUT MHOTO MOJPa3eNoB, JOMyCKaeTcs 0ojee noipoOHOE MPEICTaBICHNUE COACPKAHUS
JWCTKa-BKIaabla (C yYKa3aHUEM HOMEPOB CTPAHUIl MU KOJIOHOK, IO3BOJISIOIINX
NOTpeOUTENsAM OBICTPO HAXOAUTh HEOOXOJUMbIE UM CBEIEHUS, STH JaHHBIE MOKHO
YKa3bIBaTh JIUIIb HA MAKETaXx).

1. Yto u3 cebs mpencTapisier nmpenapar X, U AJi Yero ero NpuMeHsoT
ToproBoe HanMeHOBaHuUE, ACUCTBYIOLINE BEIIECTBA U (papMaKOTepaneBTUYECKas rpymnmna
npenapara.

Cnenyer ykaszaTh TOProBO€ HaMMEHOBAHUE MpemnapaTra U JOMNOJHUTH €ro, MpH
HEOOXOJIUMOCTH, YKa3aHUEM JCHCTBYIOIIUX BemnlecTB (kak B pasaenax 1 u 2 OXIJIII),
Hanpumep, "mpenapar X COAEPXKHUT JeucTByromee BemecTBO Y'". HeoOxoaumo ykasaTh
Takke (apmMakoTepaneBTHUecKyro rpymmy (kak B paszmene 5.1 OXJIII), u (wnum) Ha 4TO OH
JEeHCTBYET (HalpuMep, CTaTUHBI (JIJ1s1 CHUDKEHUS COJIEP KAHMSI XOJIECTEPUHA)).

[Toka3zaHus K MPUMEHEHUIO

3nech HEOOXOIMMO yKa3aTh MOKa3aHUs K MPUMEHEHHUIO, B COOTBETCTBHH C paszzesoM 4.1
OXJIII. HeobxoauMo yka3aTh, B KaKMX BO3PACTHBIX TpYyIIax [OKa3aHO MPUMEHEHUE
npenapara ¢ yKazaHueM BO3PAacTHOTO Auara3oHa, Hapumep:

<mpenapaT X OpUMEHSETCA I JieueHus: {yKa3aTb NOKa3aHHE} Yy <B3pOCIBIX> <
HOBOPOXKJACHHBIX> <MJIaJICHLICB> <nmereir> <IIOAPOCTKOB>
<B BO3pacTe {0T X J10 Yy }> <JeT> <MeCSIeB>.

Ecnu npuMeHnMo, yKa3bIBaroT:

YTO Ipenapar SBISAETCS BBICOKOTEXHOJIOTHUYHBIM JIEKAPCTBEHHBIM IPENapaToM,
COJIEpKAIUM KJIETKH WU TKaHU (HE0OXOIMMO MPEACTaBUTh OMUCAHUE STUX KIETOK HIIU
TKaHeW, UX MPOUCXOXKJICHUE (BKIOYas BHUJ JKUBOTHBIX, €CIIM OHHM HEYEIOBEYECKOTO
MIPOUCXOKCHUSI) B COOTBETCTBUM pazjaesioM 2.1 OXIJIII);



YTO IpenapaTr SBISIETCS BBICOKOTEXHOJIOTUYHBIM JIEKAPCTBEHHBIM IPENapaToM,
co/iepKallluM MEIUIMHCKUE H3JEIUsl WIM AKTUBHBIE HWMIUIAHTUPYEMbIE MEIUIIMHCKHE
u3nenuss (HeoOXOAMMO MPENCTAaBUTh OMHCAHUE 3THUX M3ACIMM U HX HPOUCXOXKJEHUE B
COOTBETCTBHH ¢ pazaenom 2.2 OXJIII).

CBeneHus 0 TOJIb3€ MPUMEHEHHUSI Ipernapara

B nanHOM paszzaene n0omyckaeTcsi B MHAUBUYaIbHOM MOPSAKE YKa3aTh CBEACHUS O MOJIb3E
MIPUMEHEHUS MIpenapara npu yciaoBuH cooTBeTcTBUS HHPpopMauuu B OXJII, noneznoctu s
MalMeHTa U OTCYTCTBUA JIIOOBIX 3JIEMEHTOB PEKIIAMHOTO Xapakrepa. JlaHHble momyckaercs
MPEACTAaBUTh MOJT OTACIBHBIM 0/13ar0JIOBKOM, Hanpumep, "Crocob nericTBus npemnapara X"

CBeneHust HEOOXOUMO U3JI0KUTh YETKO M KPATKO.

Hamnpumep, cBeiennst MOryT BKJIIOYATh B CEOSI:

MPU3HAKK M CUMIITOMBI 32a00JI€BaHMs, PU KOTOPOM JICKAPCTBEHHBIN MpErapaT MOXKET
NPUMEHSTHCS, OCOOEHHO B OTHOIICHUM O€3pelenTypHbIX MpenapaTtoB, HO TaKke B
OTHOLIEHUH NpenapaTroB, IPUHUMAEMBbIX "MO TpeOoBaHMIO" (HapuMep, npenapaTsl MPOTHUB
MUTPEHH );

CBEJICHUS O MOJIb3€ MPUMEHEHUS Mpernaparta (Hanpumep, "mpenapaTr CHUXKaeT 00Jb npu
apTpute", '"mpemapaT CHUXKAET COJIep)KaHUE caxapa B KPOBH, UYTO CIOCOOCTBYET
MPEIOTBPALICHUIO OCJIOXKHEHUM auadera"). DTO OCOOEHHO BaXXHO JJIs MOBBIIICHUS
MPUBEPKCHHOCTHU TAIlMEHTa TEPAK, HAIPUMED, TPU JTOATOCPOYHOM U MPOPUIAKTUIECKOM
neyeHuu. [lonp3y npuMeHeHus npenapara MOKHO ONKCAaTh ¢ TOYKU 3PEHUS NPEIOTBPALICHUS
OCTIO’)KHEHUH 3a0oJeBanus (Hampumep, TuabeTUYECKUX), eCIi OHa MOATBEepkKAeHa. MOKHO
TaK)Ke yKazaTh CPOK HACTyIUIeHHs d(@eKTa oT AelcTBUS mpenapara (€ciu 1enecooopasHo).
B mro0oM ciydae cBefeHUs JOJKHBI cOOTBeTcTBOBaTh MHpopmanuu B OXJII (ocobenno
pazzneny 5.1 OXJIII);

CBEJICHUS O BPEMEHHU, HEeoOXOoIMMOM s HacTymiaeHus sddexra npenapara (
00e300MBaroLUi penapar, aHTUICIPECCAHT U T. J1.), €CJIU 3TO 3HAYUMO JIJIs MAllMeHTa.

OO0s3aTenbHOM ABIETCS cieayoas GopMyJIUpOBKa:

<Ecnu yiydllleHHe HE HACTYNHJIO WM Bbl YyBCTBYETE YXYALIECHNUE <4epe3 {4UCIIO} JHEH
>, HEOOXO0IMMO O0PaATUTHCA K Bpady.>

2. O geMm cietyeT 3HaTh nepe <mpueMoM™> <IpUMEHeHueM™> npenapara X

B nannbiii pazgen HeoOXOAMMO BKIIOYUTH UHPOPMAIINIO, O KOTOPOM JOJKHBI 3HATH
ManueHThl (MoTpeduTeNn) A0 Hayaia MpueMa mpenapara U Ha IpOTSHKEeHUU BCEro Kypca ero
npuMeHeHus. BceraeacTBue OonbIIOro pasMepa JAaHHOTO pasjelia JIMCTKa-BKIIAJbIIa Y
MalKueHToB (MpU UX TECTUPOBAHWM) BO3HUKAIU HauOoJbIIUe 3aTpyaHenus. s yaoocTBa
HAXO0XJICHUS HYKHOU MH(OpPMALMK MOJIE3HO BKIIOYEHHE JOMOJHUTENBHBIX MOA3ar0JI0BKOB (
Harpumep, uHGopMalru 00 OMpeaeICHHON KaTeropuu IMoTpeduTeneil) ¢ coOroeHrueM
MIOCJIEIOBATENBHOCTH yKa3aHUsl HH(OPMAIIMU B COOTBETCTBHH C €€ Ba)KHOCTBIO.

2.1. IlpoTuBoIIOKa3aHuUA.
He <npunumaiite> <npumeHsanTe> npenapar X<:>



B nannom nojnpaszene He0OX0IMMO yKa3aTh BCE MPOTUBOINOKA3aHUSI, IEPEUUCICHHBIC B
pazaene 4.3 OXJIII, B Tom xe nopsake, yto U B OXJIII. OcTtanbHble 0cOObIe yKa3aHUS U
Mepbl MPETOCTOPOKHOCTH CIIEIYET NMPUBECTU B CICAYIOLIEM pa3fiesie JUCTKa-BKIIAbIIIA.
Heo0xoa1umMo BKIIFOUUTH BCE CYIIIECTBEHHBIE /ISl IPUMEHEHUS IIperapara MpoTHBONOKa3aHusl.
Henomyctumo yka3bIBaTh JUIIb OCHOBHBIC WJIM YaCThIE BCTPEUYAIOUINECS MPOTUBOIIOKA3aHHUS.
He cnenyer uckiatoyaTh MpOTHMBOINOKA3aHUE UCXOJS U3 MPEANOJI0XKEHHS, YTO MAlUCHT He
ITIOMMET 3TO IPOTUBONIOKA3aHUE.

<eclld y Bac ajjieprus Ha {JACHCTBYIONIME BEIIECTBA} WIH JIOOBIC APYrue KOMIIOHEHTHI
npenapara, (IepeyuciaeHHble B pasjiese 6 IMCTKa-BKIIabIIa).>

B sToM nmpenynpexaeHnn TakkKe yKa3blBatOT OCTaTOYHbIE TIPUMECH, €CIIU ATO TPUMEHHUMO

CoOTBETCTBYIOIINE MEPHI IPETOCTOPOKHOCTH, OCOOBIE YKA3aHUS

2.2. Oco0bie yKa3aHUs U MEPBI MPEIOCTOPOIKHOCTH.

<Ilepen <npuemom> <npuMeHEHHEM> npenapara X IPOKOHCYJIbTUPYUTECH C JeHaIlUM
BpauoM <wjin> <paOOTHUKOM aNTeKu> <WJIH MEIUIIUHCKOU CecTpoir>

B cnydae mIMHHOTO NepedHsl MPEeJOCTEPEKEHUN PEKOMEHIYETCsl MCIOJIb30BaHUE
€MHOT0 OKOHYaHHsA (HalmpuMep, PEKOMEHJAalMM O HEOOXOJMMOCTH KOHCYJIbTalluU C
JIeYallliM BpavyoM WM pabOTHUKOM anTeKH MO0 yKazaHue Mep MPEeA0CTOPOKHOCTH), YTOOBI
IIOBTOPATH €r0 HECKOJIBKO Pa3s.

B nannHom moapasznene HEOOXOAUMO HU3JIOKHUTH BCE OCOOBIE YKa3aHUS U MEpbI
MPEIOCTOPOKHOCTH MIPU MIPUMEHEHUU TIpenapara, BkiatoueHHble B pazaen 4.4 OXJIII (kak u B
OXJIII, mopsaoK U3N0kKeHUsT HHOOPMAITUU JOJKEH ONPEENSITHCS BaXKHOCTHIO HHPOpMAIIUU
0 0e30IacHOCTH); KpOME TOro, B pazfeie JUCTKa-BKIaablma "OcoOble yKa3aHUs U MEphI
MPEAOCTOPOKHOCTH" HEOOXOJMMO HYETKO YKa3aTh, YTO JOJDKEH MPENNPUHSATH MAIUeHT (
NOTPeOUTENb) ISl TOTO, YTOOBI MUHUMU3UPOBATh NOTEHIIMAIBHBIN PHUCK.

[TogpoOuyro uHpOpMaIUIO 00 OCOOBIX YKa3aHUSIX M Mepax MPEeIOCTOPOKHOCTH,
0OyCJIOBJIEHHBIX HEXKENATEIbHBIMHU PEAKIUSIMU, KOTOPbIE MOT'YT BOSHUKATh MPU MPUMEHEHUU
npenapata HNalueHTOM, CJIEAYET MPUBECTH B paszfene 4 JIMCTKa-BKJIaJblla (HarpuMmep,
CUMIITOMBI) C COOTBETCTBYIOILIEH MEPEKPECTHOM CCHUIKOM B paszesnie 2 TMCTKa-BKIaAblIIa.

Oco0ble yka3zaHus, Kacarolluecs B3aMMOAEHCTBUN mpemnapara, (pepTUIBHOCTH,
OEpEeMEHHOCTH W TPYJIHOIO0 BCKapMIIMBAHUS, CHOCOOHOCTH YIPaBISATh TPAHCHIOPTHHIMU
CpeAcTBaMU U paboTaThb C MEXaHU3MaMH, a Tak)K€ BCIOMOTaTEIbHBIX BEIIECTB, CIEAYET
JaBaTh B COOTBETCTBYIOUIUX MOCIEAYIONIMX MOJApa3aenax JMCTKa-BKIAbIIIA, €CIU TOJIBKO
OHM HE MPEJICTABISIOT 0COOYI0 BaXXHOCTh C TOYKH 3pEHUs 0€30I1aCHOCTH (MPOTUBONOKAa3aHUe
), B 3TOM clly4ae MX CJIeAyeT OTpa3uTh BbIllle, B MOApa3iele JUcTKa-BkiIaabima "He <
NpUHUMANTE™> <IpUMEHSNWTE> npenapat X".

Jlist nHbOpMaLuy O TOTOJIHUTEIBHBIX JIa00PATOPHO-UHCTPYMEHTABHBIX UCCIIETOBAHMIX
, KOTOpble HEOOXOJAMMO MPOBOJUTH B XOJI€ TEparuu, AOMYCKAETCS MNPEeAyCMOTPETh
JOTIOJIHATENIBHBIN I1013ar0JI0BOK.



2.3. letn <u MOAPOCTKH>.

Ecnu npenapat noka3aH JeTsM, 01 JAHHBIM 110J3ar0JIOBKOM CIEAYET U3JI0KUTh 0COObIE
yKa3aHusg W MEpbl TPEJOCTOPOKHOCTH, CHENUPUYHBIE I JaHHOW TOMyISIHU U
o6o3HaueHHbie B paznene 4.4 OXIJII. Ilpu HeoOXoaMMOCTH, clielyeT MNpeAyNpeluTh
poauTeneit (yXaKuBaroluX JIUI) O BO3MOXKHBIX 0COOBIX YKa3aHUSIX JJis AeTeil (OAPOCTKOB),
BKJIIOUEHHBIX B MOJpa3/ei JIMCTKA-BKIIAJbIIA "CIIOCOOHOCTh YIPAaBISATh TPAHCIOPTHBIMU
CpEIICTBAMM U padOTaTh C MEXaHU3MaMH'".

Ecau mpenapaTt He moka3aH HEKOTOPBIM WJIM BCEM MOATPYMNIaM JIeTei, He0OX0AMMO
MIPUBECTHU CBEJICHUS, coaepxaiuecs B pasaene 4.2 OXJIII, nanpumep:

<He pmaBaiiTe mpenapar AETSAM B BO3PacCTe OT X A0 y <JIET> <MECSLEB> BCJIECICTBUE <
pucka [...]> <ueapPpeKTUBHOCTH> <TOr0, YTO MOTEHIIMAIbHAS T10JIb3a HE MPEBBIIIAECT PUCKU>
, <BEpOATHON HEOE30TaCHOCTI>.

2.4. B3auMoIelicTBUS ¢ APYTUMH JIEKAPCTBEHHBIMH MPETIApATAMHU.

2.4.1. Ipyrue npenaparsl u npemnapar X.

<CoobmuTe neyameMmy <Bpady> <uiu> <paOOTHHKY alTEKH> O TOM, UYTO BBl <
MNpUHUMACTC> <IIPUMCHSICTEC>, HCJABHO <IPUHUMAIN> <IIPUMCHSJIN> WU MOXKXETEC Ha4yaTh <
MPUHUMATL> <IPUMEHSTH> KaKue-In0o JIpyrue mpemnaparhbl.>

B coorBerctBuu ¢ pazgenom 4.5 OXJIII HeoOXoauMo omnucaTh BIUSHHUE APYTUX
IpenapaToB Ha paccMaTpPUBAEMbIM Ipernapar U pacCMaTpUBAEMOroO Ipernapara Ha APYTHE
npenaparsl. [Ipyrue npenapaThl HEOOXOJMMO YKa3bIBaTh Kak (hapMaKOTeparneBTHUYECKYIO
rpynny win MHH (Heo6xoaumo yka3bIBaTh CHayana OOMICYNOTpEeOUTENbHbIE TEPMUHBI U
MHH B cko0kax, eciii TOJIbKO B3aWMOJICCTBUE HE MPOMCXOJUT C OJHUM JIEUCTBYIOIIUM
BEILIECTBOM M3 BCEro Kjacca, HalpuMep, 'MpaBacTaTUH (mpenapaTr, NpUMEHSEeMbIA IS
CHUKEHHUSI COJIEPKAHUS XOJIECTEPUHA)"), IO BOBMOKHOCTH.

B HekoTopbIX ciyyasx, eciau 3TO OyJeT MOJE3HO MalMeHTy, MOKHO KPAaTKO OMHCaTh
MOCJEACTBUS B3aWMOJICUCTBUSL TpenapaTta. Hampumep, s o0o3Ha4YeHUs MpenapaTos,
KOTOPBIE HENB3SI IPUMEHATH C JaHHBIM IpenaparoM: "He npuHuMaiite npenapaTt X BMECTE €
Y (mpenapaToM, NpUMEHSIEMOM IPH Z), TOCKOJIBKY 3TO MOKET MPUBECTH K <CHUKEHUIO €T0
s pexTa><HekeNaTeNbHOU peakium>".

Jns mpenapaToB, KOMOMHALMU C KOTOPBIMM clielyeT u30eraTh, U Ipenaparos,
KOMOMHAIIMM C KOTOPHIMH TpPeOYIOT OIpeNeIeHHOW MPeIOCTOPOKHOCTH (HAIpUMeED,
KOPPEKLIMHU A03bl, B ATUX CIy4YasX CIEIyeT NaThb NEPEKPECTHYIO CCBUIKY Ha paszen 3
JWCTKa-BKJIaAbima). Hampumep, ecnu uMeeTcs BEpPOATHOCTb, 4YTO B PE3YJbTATE
B3aMMOJEUCTBUS TOPMOHAJIbHBIA MEpOpadbHbIA KOHTPALCNTUB IOTEPSET CBOIO
3¢ (HEeKTUBHOCTD, MALIUEHTY CIEAyeT PEKOMEH0BATh UCIIOJIb30BATh APYTrOi JOMOJIHUTEIbHBIN
METOJl KOHTpaleniuu (Hanpumep, 6apbepHble KOHTPALIEIITUBBI).

CBeneHuil 0 B3aMMOJIEUCTBUM IIpENapaTa C PaCTUTEIbHBIMU WA aJbTEPHATUBHBIMU
BUJIaMH TEPANUM YKa3bIBAIOT MPU UX Haau4uu B paznene 4.5 OXJIIL

2.4.2. B3auMoerlcTBrE C MUIIEH U HAITUTKAMMU.



<IIpemnapar X ¢ <numen> <,> <u> <HaIUTKaMu> <,> <pu> <aJIKOTOJIeM>>

[Tpu HaIMYMK COOTBETCTBYIOIIMX yKazaHuii B paznaene 4.5 OXJII neo6xoauMo npuBecTH
CBEICHUA O IPYTUX BHUJAX B3auMojieicTBus. Hanpumep, manueHTsl He TOJKHBI yIOTPEOISATh
MOJIOKO BMECTE C TETPALMKIMHAMU, AJKOTOJb MPHU JICUeHUH OeH3o/ua3enuHaMu. B stom
pazzene He cieayeT JaBaThb PEKOMEHJALMH O MpUeMe IpenapaTa A0, BO BpeMs WIIN IMOCHe
€bl, TTOCKOJIbKY WX CJEAYET BKJIIOUMTH B pa3fen 3 JUCTKa-BKJIAJbIlIa, HO AOMYCKAETCS
MEPEKPECTHAS CChUIKA HAa yKa3aHHBIA pa3/ien JUCTKA-BKIaAbIIIa.

2.5. IlpumeHenre OepeMEHHBIMU U KOPMSILUMU TPYAbIO JKEHIIMHAMM, CBEJIEHUS O
(hepTUIBLHOCTH.

bepeMeHHOCTh <> <,> rpy/IHOE BCKapMJIIMBaHUE <U (PEPTUIHLHOCTH>

Ecnu cBeneHus o npuMEeHEeHUH Mpenapara CyleCTBeHHO pa3inyaroTcs, HHGOpMaIuio o
OEpEeMEHHOCTH, KOPMIICHHHM TPYJbI0 M (PEPTHIBHOCTH JOMYCKAETCS MPEACTaBIATH IO
OTZEJIbHBIMU M0/13aT0JIOBKAMU.

Heo0xoauMo BKIIOYUTH B JIMCTOK-BKIIA IBIII PE3IOMUPYIOIINE CBEACHMS, IPUBEICHHbBIE B
pazaene 4.6 OXJIII, a Takxke cienyouiee:

<Ecnu Bbl OE€peMEHHBI WJIM KOPMHTE TPyJbl0, JyMaeTe, u4To 3a0epeMeHeNnu, Wiu
IUIaHUpYyeTe OEPEMEHHOCTb, IIepe]] HauajJoM MPUMEHEHUs MpernapaTa IPOKOHCYJIbTUPYHTECH
¢ <jedaluM BpauoM> <> <paOOTHUKOM arTeKH.>

OOparute BHUMaHKE, YTO €CJIM TIpernapar MPOTUBOIOKA3aH Mpu OEPEeMEHHOCTU U (WJIH)
IpyJHOM BCKapMJIMBaHHHM, BO BCEX IMOJpa3jesiax JHUCTKa-BKIajsima ("OepTUIbHOCTS,
OepeMeHHOCTb, JaKTalus'") clenyeT NpeAcTaBuTh oAuHaKoByro wuHpopmanuio ("He
npuHUManTe (TMpuUMeHslTe) mpemapar X'"), a Takke BKIYUTh HHOOPMAILHIO O
TE€PaTOT€HHOCTH MPU HAJTUYHH.

2.6. BousiHue Ha cCIOCOOHOCTh YIPAaBIISATh TPAHCIOPTHBIMU CPEICTBAMHU UM PabOTaTh C
MEXaHU3MaMH.

<VYmpaBieHre TPaHCIIOPTHBIMU CPEJICTBAMU U paboTa ¢ MEXaHU3MaMu>

[Ipu namnuuum B paszgene 4.7 OXJII nmpenynpeauTenpbHbIX pEKOMEHAALUHUN HX
HEOOXO0MMO yKa3aTh Ha MOHSATHOM IMallMEHTy Pa3rOBOPHOM SI3bIKE.

JlepKaTenu perucTpaloOHHbIX YAOCTOBEPEHUN HOJIKHBI MOMHHUTh, YTO IpENapaThl,
MIPUHUMAEMBbIE IETbMH, MOT'YT TpeOOBaTh ClIELMAIbHBIX peKkoMeHaauuii. Hanpumep, B yactu
0€30MacHOCTH JOPOKHOTO JBIKEHUS (HECMOTpS HAa TO, YTO JETSAM B NPUHLMIE HE
pa3penieHo ynpasisiTh aBTOMOOWIIEM, CIEAyeT YKa3aTh B JIMCTKE-BKJIAJbIIIE MOTYT JIU JI€TU
KaTaTbCsl HA BEJIOCUIIEZE, CAMOKATE U T. I1.).

Pexomenaanuu AOMKHBI BKIFOUATh OOBSICHEHUS MPUYUH HEXKEIATENbHOCTH YIIPABIEHUS
TPAHCTIOPTHBIMH CPEACTBAMM UM pabOThI C MEXaHHU3MaMU MalleHTaM, a TaK)Ke yYKa3aHHue Ha
HEOOXOJMMOCTh KOHCYJbTAllMM C JEYalluM BpauyoM, €CJIM MAIlUEeHThl BCE K€ 3aXOTAT
BBIIIOJIHATH 3TU JECHCTBUS.

2.7. OcoOble yka3aHus, Kacarolrecs: BCIOMOTaTEIbHBIX BEIIECTB.

<IIpenapat X COOEPKHUT {HAMMEHOBAaHUE BCIIOMOraTEIbHBIX(0r0) BEelecTB(a)}>



Ecnu npuMeHnnMo, B TJaHHOM Mo/ipa3/iesie HeoOX0IUMO MIPUBECTH 0COOBIE YKa3aHUS O TeX
BCIIOMOTATENIbHBIX BEIIECTBAX, 3HAHHUE O KOTOPBIX HEOOXOAMMO i O€30MacHOro H
3¢ (PEeKTUBHOTO MPUMEHEHUSI U KOTOpbhIe BKIIOYeHBI B mpuiiokeHue Ne 1 k TpeboBanusm k
MHCTPYKIIMU MO MEIUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOrO IMpernapara v oOlien
XapaKTEPUCTHUKE JIEKAPCTBEHHOI'O Ipemnapara Uil MEJULIHMHCKOTO NPUMEHEHUs, KaK U B
pazaene 4.4 OXJII. Jlanubiii nogpasnest caeayeT UCKIIOUNTh, €CIU MpenapaTr He COACPKUT
BCIIOMOTATEJIbHBIX BEUIECTB C U3BECTHBIM JEUCTBHEM. ECIM NMPUBOASTCS CCBUIKM HA IPYron
pasJien JIMCTKa-BKIIAJbIIa (HapuMep, B CBSI3U C HAIMYKMEM B COCTaBE ajKOroJs); Tpedyercs
oOpaTHasi cChblJIKAa M3 3TUX pa3JeioB JIMCTKAa-BKJAJblIa HA OCOObIe YKa3aHHS O
BCIIOMOTaTEIbHBIX BEIIECTBAX WU BHI3BIBAEMBIX UMHU ACHUCTBUAX (HANpPUMEp, BIUSHUE Ha
CIIOCOOHOCTh YIPAaBIATH TPAHCHOPTHBIM CpPEICTBOM, OEPEMEHHOCTh U TPYyIAHOE
BCKapMJIMBaHUE, IEHCTBUE HA ETE).

3. <IIpuem> <npumMmeHEHHE> npenapaTa X

B npocThIx ciiydasx cieayromue 3 3JieMEeHTa MOKHO 0ObEIMHUTD B OAMH a03all.

3.1. Jo3a (paznen 4.2 OXJIII)

JIns1 TeKapCTBEHHBIX MPENapaToB, OTIIYCKAEMBbIX MO PELENTy, JOJKHbI ObITh CAEIAHbI
CIIEAYIOIINE YKA3aHUs:

<Bcerpa <mpuHumaiTe> <IpUMEHANTE> mIpenapar B IOJIHOM COOTBETCTBUHU C
PEKOMEHIAlUSIMU JIeUaIero Bpadya <uwiu paboTHUKa anTekw™>. [Ipu mosBIEHWH COMHEHHIA
MOCOBETYHUTECH ¢ <JIeUalllUM BpauoM> <HJIKU> <paOOTHUKOM alTeKu>.
<Pekomenayemas nosa: ...>

JIyist mekapCTBEHHBIX MPEnapaToB, OTIMYCKAEMbIX 0€3 perenTa, T0KHBI ObITh CeTaHbl
YKa3aHHUs:

<Bceraa <npuHUManTe> <NPUMEHSIWTE> NAaHHBIM MPENApaT B [OJHOM COOTBETCTBUU C
JAHHBIM JIMCTKOM HWJIM C PEKOMEHJALMSIMHU Jieyalero Bpaya <paOOTHHKA anTekn™> <
MEIULUHCKOU cecTpbl>. [Ipu MOsABIEHUN COMHEHUN MTOCOBETYUTECH C <JIEUAIIUM BpayoM> <
Wi <,> <paOOTHUKOM anTeKn> <WJIU METULUHCKOU CeCTpOoit>.>

<Pekomenayemas nosa: ...>

CrnenyeT ykazaTh CBEJICHHUSI O MAKCUMAJIBHOW OJJHOKPATHOW, CyTOYHOU
U (unum) obmieit (KypcoBoii) A03€ NMpu HAIMYMU. Eciii pexuM JO3UPOBaHUS MPU PAZTUUHBIX
MOKA3aHUSAX WM Yy Pa3UYHBIX MOMNYJIANUN (HampuMmep, y TOXWUIIBIX, MalUEeHTOB C
HapyleHueM (YyHKIHMHU TEYEHH, MOYEK) OTINYAETCS, MOXKHO CIEJaTh JOMOJHUTEIbHbIE
MO/13ar0JIOBKH. YKaXXUTE€ PEKOMEHAYEMYIO 03y M MpPU HEOOXOIUMOCTH BpeMsi, B KOTOpPOE
IpenapaT MOKHO WIH CIETYET IPUMEHSAT.

3.2. <IIpumeHeHue y aeteil <u NogpOCTKOB>.

Ecnu npenapart 1okasaH pa3jnyHbIM BO3PACTHBIM I'PYIIIaM C Pa3IMYAOIUMUCS J03aMH,
crocobamMu ero MPUMEHEHHs, YaCTOTOM BBEIEHUS WIH MPOAOJIKHUTEIBHOCTHIO TEpaIuu,
HEO0OXOIUMO JaTh MHCTPYKIIMH 1O MPUMEHEHHUIO MpernapaTa i KaKI0H BO3PACTHOM TPYyMIIbI



[Tpu Hanmuuu 60Jee MOAXOASIICH I MPUMEHEHHS JO3UPOBKHU U (UITK) JIEKaPCTBEHHON
(bopMBI 17151 HEKOTOPBIX WM BCEX MOATPYII JAE€Tel (HarmpuMep, pacTBOp ISl IpUEMa BHYTPb
IUISL IeTel ), Ha 3TO CIIEAyeT yKa3aTh, HAIPUMED:

<[lpyrasi(ue) ¢opma(bl) mpemapara MOXET(TyT) Jydllle MOIXOIUTH JETSIM,
IIPOKOHCYJIBTUPYUTECH C JIEUALIUM BPAauOM WU paOOTHUKOM anTeKn>.

3.3. IlyTh u (mm) cioco6 BBeaeHus (pazaen 4.2 OXJIII).

[Ipn HEOOXOOUMOCTH MOXHO YyKa3aTh IyTh BBEACHHS U JaTh MOHSATHbIC NMALUEHTY
OOBSICHEHHUSI.

Cnoco0 BBefieHUs (PEKOMEHAALMH 110 TPAaBUILHOMY MPUMEHEHUIO TIpenapara (Hanpumep
, "He mpornateiBats", "He xeBate", "BeTpsixuyTs nepen npumenenuem")). Llenecoodpaszno
yKa3bIBaTh IPUUMHY NI0JI00HOM pekoMeHiauuu (Hanpumep, "He paznaMbIBaTh U HE KPOIIUTh
TabneTky(un).

B npoTuBHOM cilyyae BO3HUKAET yrpo3a NepeAo3UpPOBKH, MOCKOIBKY IpenapaT NOCTYyIUT B
OpraHu3M O4eHb ObICTPO").

Heo6xonumo mpuBectu onucaHue (BO3MOXKHO, C WUTIOCTpaIuen) crnocoda BCKPHITUS
MEPBUYHBIX YNAKOBOK, 3aLIMLIEHHBIX OT JAETEH, WM APYTUX MEePBUYHBIX YIAaKOBOK,
OTKPBIBAIOIINXCS HEOOBIYHBIM CIIOCOOOM, €CIIU IPUMEHUMO.

Heo6xoquMo npuBecTd peKOMEHIAallMM OTHOCUTEIBHO IPpUEMa Ipenapara ¢ €10i, BO
BpeMs U (WIKM) 10 IpUeMa MHUILIH WA YETKO yKa3aTh, YTO MHUILA HE OKA3bIBACT BIUSHHUE HA
npenapar | T. 1., €CIIU 3HAYUMO.

<Pucka HaHeceHa JUIIb AJi1 O0JErdYeHrs pa3iaMblBaHUs TaOJIETKU PYU BO3SHUKHOBEHUH
3aTPyJHEHUI MPU €€ MPOTJIAThIBAHUYU LETUKOM.>

<TabneTKy MOKHO pa3/ieuTh HA PaBHBIE JO3bI.>

<Pucka He mpenHa3HavYeHa IS pa3iaMbIBaHUsI TaOJIETKU.>

3.4. llponomxutenbHOCTh Tepanuu (paznen 4.2 OXJIII).

Ecnu npuMeHnMo, 0COOEHHO B OTHOIIEHUHU IMpenapaToB, OTIIyCKaeMbIX O€3 pelenTa,
CJIelyeT MPUBECTH YETKUE PEKOMEHIAIUH O:

CTaHAAPTHOM JJIUTEIBHOCTA IPUMEHEHUS;

MaKCUMaJIbHOW JUTUTENBbHOCTH TPUMEHEHHS;

HEOOXOIMMBIX HHTEPBAJIAX MEXY KypCaMHU JICUEHUS;

ClTy4asix, TpeOYIOIHUX OTPaHUYCHUS IITUTEIHLHOCTH MPUMEHEHHS.

JIns HEKOTOPBIX IpenapaToB MOXET MOTPEeOOBATHCS BKIIOUEHUE B JAaHHBIN pa3zien
JMCTKA-BKJIA/IbIIIa HEKOTOPBIX JOMOTHUTEIbHBIX CBEIEHUHN, OHAKO 3TO HEOOXOAUMO HE BO
BCeX ciyyasx. B kauecTBe peKOMEeHAAMI MOXHO MCIIOIb30BATh CIAEAYIOIINE 3ar0J0BKU:

<Ecnu BbI <npuHsUTI> <OPUMEHWIN> TpenapaTta X O00JbIle, 4eM CJIe10Bajo.>

Heo6xoauMo onucaTh KIMHUYECKHE CUMITOMBI, €CJIM MPOU30IILIa NMepe03upOBKa, U
croco0 KynupoBaHwus nepeao3upoBku B coorBeTcTBUU ¢ O XJIII.

<Ecnu BbI 3a0b11H <MPUHATH> <IPUMEHUTH> X.>



HeoOxoaumo naTh yeTkre yka3zaHus HallieHTaM, 4To CIEAyeT AeNaTh PU HePeryIipHOM
MPUMEHEHUH TIpenapara, HapuMmep, yKa3aTb MaKCUMaJIbHbI UHTEPBaJl, B TEUEHHUE KOTOPOTO
MO>KHO TIPUHSTH 3a0BITYIO 103y (B COOTBETCTBHH ¢ pazaenom 4.2 OXJIII).

<He npunumMaiiTe ABOMHYIO 103y, YTOOBI KOMIEHCHPOBATh MPOIMYIICHHYIO <Ta0IeTKy> <
03y> <...>.

<Ecnu BbI IpekpaTuiv <mnpuemM> <npuMEHEHUE™> rpenapara X>

OnummTe CUMOTOMBI CUHApPOMA "OTMEHBI" U CIIOCO0 NX MUHUMU3AIMU B COOTBETCTBHH C
paznenoM 4.2 u (unm) pazgenom 4.4 OXJIIIL

Ecnu npuMeHnMo, cliefyeT onucaTh BO3MOXHBIE MOCIEACTBUS JOCPOYHOTO MPEKPAILICHUS
Kypca JI€UeHHUs] U HEOOXOJUMOCTh MPEABAPUTEIbHON KOHCYIbTAIMK C JICYAIIMM BpPayOM,
pPabOTHUKOM arTeKH WM METUIUHCKON CECTPOH.

JlaHHBIN pa3zien caeayeT 3aBEePIIUTh CASAYIOIUM HHPOPMAIIMOHHBIM (PparMeHTOM:

<IIpu HanM4KMK BOMPOCOB MO MPUMEHEHHUIO MpernapaTa, o0paTUTECh K <JieyalleMy Bpauy>
<> <> <paOOTHUKY anTekn> <,> <Ujau> <MeIHUIMHCKOI cecTpe>.

4. Bo3MOKHbIE HEKENATEIbHbBIE PEAKIINU

4.1. Onucanue HeKENaTEIbHbBIX PEAKIUN.

JlaHHBIN pa3zien JUCTKa-BKJIaAbIIIA CIelyeT HayaTh CIeAYIOUIMM a03aleM:

<IlogoOHO BCEM JIEKapCTBEHHBIM MpenaparaM MpenapaT MOXET BbI3bIBATh
HEXEJATeIbHbIE PEAaKIMHU, OJHAKO OHH BO3HUKAIOT HE Y BCEX.>

JIaHHBIN pa3zen JTUCTKA-BKIAbIIIA, KaK IPaBUIIO, CIEAYET pa3feIUuTh Ha 2 4aCcTH, TAK KaK
HE00XOAMMO NPEICTaBUTh JOCTATOYHO MOHSATHOE MAalUEHTY ONMCAHUE SIBHBIX KIIMHUYECKHUX
IPU3HAKOB U CUMIITOMOB, MTO3BOJISIIOIIEE €My Paclo3HaTh Bce 0003HAYEHHBIE B pazzeie 4.8
OXJIII HexenaTenbpHbIE PEAKIIUN, KOTOPBIE MOTYT BOZHUKHYTb.

Bnauane He06X0AMMO BBLACIUTH HauOOJIEe CEPbE3HbIE HEXENaTeIbHbIE PEaKIUU U JaTh
MalMEeHTaM YE€TKUE UHCTPYKUUU OTHOCUTEIBHO NPUHUMAEMBIX Mep (Hanmpumep, NpeKpaTuTh
npueM mpenaparta U (WIh) HEMEIJIECHHO O0paTUThCS 3a MEIUIIMHCKOM MOMOIIBI0, IPU 3TOM
1esecoo0pa3Ho UCIOJIb30BaTh CJIOBO "'cpa3y" wiu "HeMeaJIeHHO").

3aTeM cieayeT NPUBECTH B JIMCTKE-BKJIAJbIIIE IEPEYEHb BCEX OCTAJIbHBIX
HEXKEJAaTeNIbHbIX PeaKlUid ¢ YKa3aHMEeM YacTOThl UX BO3HMKHOBEHHUS, HAUMHAs C HamOoJliee
yacTbIX (0€3 MOBTOPEHUS HauOO0JIee CEPbE3HBIX, YIIOMSHYTHIX BBIIIIE).

B pamkax kaxaoro u3 3TUX pa3JeiaoB HEKEIATEIbHbIE PEAKIIUU CIEIYET CrPYIIUPOBATh
0 UX YyacTtore. PekoMeHyeTcs ciieayronias rpajgaius 4aCTOThI:

OYEHb YaCTO — MOTYT BO3HUKATh y Oojiee ueM 1 denoseka u3 10;

4acToO — MOTYT BO3HUKATh He OoJiee ueM y | uenoseka u3 10;

HEYacCTO — MOT'YT BO3HHUKATh He Oosiee ueM y 1 uenoseka u3 100;

peIKO — MOTYT BO3HUKATh He Oojiee yeM y 1 uenoBeka u3 1 000;

OYEHb PEAKO — MOT'YT BO3HUKaTh He Oosiee ueM y 1 yenoBeka u3z 10 000;

HEU3BECTHO — UCXOMS M3 UMEIIIMNXCS JaHHBIX YaCTOTY BO3HHUKHOBEHHUS ONPEAECIUTH
HEBO3MOXHO.



JlaHHYIO0 rpaJalMio 4acTOThl HEXKelaTelbHbIX PEaklnil He CIeAyeT yKa3blBaTbh Mepea
MepeYHeM HEKeNaTeNbHBIX PEeakKIMii, MOCKOJbKYy OHAa, KakK I[0Ka3aj0 TeCTUPOBAHUE
MoTpeOuTENeH, MOXKET BBOAUTH MAIIIEHTOB B 30Ty KICHHE.

B nmo6om ciydae mpu ykazaHUHM BEPOSTHOCTH BOSHHUKHOBEHHS HE)KEIATEIbHBIX PEAKIIU
BaYKHO 1O BO3MOXKHOCTHU J1aTh OMHUCAHKUE M MPUBECTH YUCIOBBIE JaHHbIE. ClielyeT MOMHUTD,
YTO TECTUPOBAHUE MALMEHTOB MMOKA3aJI0, YTO TaKWE MPEAJIOKEHU, KaK "BO3HUKAeT y Oosee
yeM | u3 100, Ho mMenee yem y 1 mu3 10" He coBceM IOHATHBI NMAMEHTaM, MOITOMY
UCIIOJIb30BaTh UX He cieayeT. He ciaenyeT Takxke yka3bIBaTh Ha3BaHUSI CUCTEMHO-OPTaHHbBIX
Kkj1accoB. OJIHaKO €CIM 4YacTOTa HEXEJaTeIbHbIX PEaklUil HeU3BeCTHa (HampuMmep, IS
JIEKapCTBEHHBIX MpenapaToB, JaBHO OOpAIIAIOIIMXCSA HAa PBIHKE U MOATOMY HE MMEIOLIUX
pe3yJIbTaTOB ydeTa HEXeNaTeIbHBIX pEakuuii B paMKaxX COBPEMEHHOW CHCTEMBI
(dbapmakoHaa30pa) B KAYECTBE 3ar0JIOBKOB MOXHO MCIOJIb30BaTh MOHITHHIC MAIIMEHTY CJIOBA,
0003HaYa0IMEe OPTaHbl YEI0BEKa, HaIpUMeEp, KOXkKa, KEITYJOK U KMILIEYHUK U T. JI.

</lomonHuTEIHHBIC HEXKETATENbHBIE PEAKIIUH Y AeTeH <U MOJPOCTKOB™>

Ecnu npumeHnMO (B COOTBETCTBUU CO CBEJICHUSIMU, cofepamumu B pazaene 4.8 OXJII
), B JaHHOM TOJpa3jieie JUCTKa-BKJIAJbIIa HEOOX0IUMO O0O3HAUYHTh BCE KIMHUYECKU
3HAUYMMbIE€ pa3IMyusi B HEKENATEJIbHBIX pEaKUUsAX B JIOOBIX NOATpyHHax JaeTed Mo
CPaBHEHHIO C APYTUMU TOJATPYTIIIaMH WU B3POCIBIMHU.

Jlist Bcex JIeKapCTBEHHBIX IpENnapaToB B KOHIE pasnena 4 JHMCTKa-BKJIaJbIIIa
HEOO0XOAMMO yKa3aTh CJIEAYIOINN 013ar0JJ0OBOK U TEKCTOBBINA (hparMeHT.

4.2. CooO1eHne 0 HeKENaTENbHBIX PEAKIUAX.

<Ecnu y Bac BO3HUKAIOT KaKue-IMO0 HEXKeNaTeNIbHbIE PEAKIIUU, TPOKOHCYJIbTUPYHTECH C
<BpauoM> <,> <uiu> <paOOTHUKOM anTeKkn> <,> <WUJM MEIULHMHCKON cecTpoir>. JlaHHas
PEKOMEH/Iallks PaclpOCTPaHAETCsl Ha JI0Oble BOZMOXKHbBIEC HEXKEIaTeNIbHbIE pEakliy, B TOM
Yicjie Ha HE TEPEUHCIICeHHbIE B JIMCTKE-BKJIaJbimie. Bel Takke MoOXKeTe COOOIIHTH O
HEXKeJIaTeJIbHBIX PEAKIUAX HANPSMYIO Yepe3 CHCTEMY COOOIIEHHMH rocyJapcTB — WJIECHOB
EBpa3niickoro 3KOHOMHUYECKOI0 cOr03a {yKa3zaTh NOpsIoK aAocTyna kK cucteme}. CooOmas o
HEXKeJIaTeJIbHBIX PEaKIUAX, Bbl TIOMOTaeTe MOJY4YUTh OOJbllle CBEAECHUN O 0e30MacHOCTU
npenapara.>

BxurouaTs B iedaTHBIE MaTEPHUAIIbl CCHUTKY Ha CUCTEMY COOOIICHHI TOCYAapCTB — YWICHOB
Coro3a He TpeOyercs. [IpuBeneHHBIN BbIlIe (parMEeHT CCBHUIKH, 3aKJIOYEHHBIN B (PUTYpHbIE
CKOOKHM {}, UCIIONB3YyETCA JIMIIb B OMyOJIMKOBAHHOW OJIOOPEHHOW Bepcuu HHGPOpMAIUU O
npernapare.

[IpencraBieHHble HIKE MPUMEPHl pEANTH3aMU TaKOW CCHUIKA HE SIBISIOTCA
MCYEPIBIBAIOIINMHY, HU3aliH U PACIOJOKEHHE CBEACHUN B JUCTKE-BKJIAJBIIIEC JTOIKHBI
OTpaXkaTb MOJAPOOHBIE CBENECHUA. B 3aBUCHMMOCTH OT IpaBWJl rpaMMaTHKU HCIIOJIB3yEMOIO
A3bIKa MOXKET MOTPEOOBATHCS JIMHTBUCTHYECKAS ITPaBKa.



Ecnu nmanubie o cucteme cooOmeHUN KpaTKue, HAIpUMEpP, TOJBKO CalT B
MH(}OPMATMOHHO-TEIEKOMMYHUKAIMOHHOM ceTu "MHTepHeT", MOXHO BKIIOUUTh 3TU JAHHBIE
B TEKCT, HaIlpuMep:

<Ecnu y Bac BO3HUKAIOT Kakue-I100 HeXKeNaTeNbHbIE PeaKIuu, TPOKOHCYIbTUPYHTECH C
<Bpauom> <,> <uJn> <paOOTHHKOM aNTeKu> <,> <UIn> <MEIHULMHCKOHN cecTpoir>. K HUM
TaK)Ke OTHOCSITCS JIIOObIE HEXelaTelbHbIE PEakliM, He YKa3aHHbIE B JIMCTKE-BKIIA bIIIe. Bo
TaK)K€ MOXKETE COOOIIUTh O HEXENATENbHBIX PEAKLMIX HANPIMYIO UYEepPe3 WWW.XXX.XX.XX.
CooOmasi 0 HeXeNaTedbHbIX pEeaklUsX, Bbl MMOMOraere MHOJy4UTh OOJbllIe CBEACHUH O
0e30macHOCTH Mpenapara>.

Ecnu nmannple o cucteMe cooOmIeHH 00BEMHBIE, HANPUMEpP, aJIpec, CAUT B
MH(OPMAIIMOHHO-TEIEKOMMYHHUKAIMOHHOUW ceTn "MHTepHeT" M anbTepHAaTUBHbBIE CIIOCOOBI
Ui TOCTaBKM MHGOpMaluu, U (WJIK) JUCTKa-BKJIAJbIIIA aJpecoBaH Oojiee 4eM OJHOMY
rocyaapctBy — uieHy Coro3a, MOXKHO BOCITOJIB30BATHCS CIEAYIOIIUM ITPUMEPOM:

<Ecnu y Bac BO3HHUKAIOT KaKue-I1M00 HEXKENAaTeIbHbIE PEaKUH, IPOKOHCYIbTUPYHTECH C
<gpadyom> <,> <wim> <paOOTHUKOM anTeKn> <,> <WJIn> <MEJIUIMHCKOU cecTpoi>. K Hum
TaK)K€ OTHOCATCS JIIOObIE HEXeNaTelIbHbIE PEaKINK, HE YKAa3aHHbIE B JIMCTKE-BKIIA bIIEe. Bol
TaKXe MOKETe COOOIINUTh O HEXKEeJIaTeIbHBIX peakluax HanpsaMyro (cMm. Hrke). CooOmias o
HEXeJIaTeNbHBIX PEaKlMsIX, Bbl TIOMOTAETE MOJYyYUTh OOJbIIE CBEAECHUNH O 0€30MacHOCTH
npenapara.

{Ctpana}

{HanMeHOBaHHE OpraHu3alH

{Anpec: {HaceneHHbI! MyHKT} {MOYTOBBIN WHJEKC} CTpaHa}

Ten: + {Homep Tenedona}

Wi

<caur>

{HanMeHoBaHue opranu3aum }>

5. XpaneHue npemnapara X

<XpaHuTe mpemnapar B HEJJOCTYITHOM JJIsl peOeHKa MECTe TaK, YTOObI peOCHOK HE MOT
YBUJIETH €T0.>
5.1. Jlata ucteyeHus cpoka roAHOCTH (CpOKa XpaHEHUS])
Ecnu B MapKkupoOBKE UCIONIB3YETCS CIEIUAIbHOE COKPAIIEHUE JaThl UICTEYEHHUS CpOKa
TOJTHOCTH, €T0 CIEAYEeT MPOo1yOInpOBaTh JAHHOM pa3/iesie JUCTKA-BKIaIbIIIa.
<He npumeHsiTE Npenapar Mocjae UCTEYEHUs CPOKa FOJHOCTH (CpoKa XpaHEHHs),
YKa3aHHOro <B> <Ha> <MapKHpPOBKE> <KapTOHHOHN mauke> <puakoHe> <...> <mociue {
COKpAILIEHHE, UCITOJIb3yEMOE JUIsl 1aThl HICTEUYEHHS CPOKA TOJHOCTH | .>
</laToi nucreueHus Cpoka rogHOCTH SIBJIIETCS OCJIEIHUI IEHb JaHHOTO MecsIa.>
5.2. YcnoBus xpaHeHus
CaeneHus JOJKHBI COOTBETCTBOBATH pazzaeny 6.4 OXJIII, crangapTHbie GOpMYITUPOBKU
U1 YKa3aHus YCJIOBMM XpaHEHMS IPENaparoB NPUBEACHBI B NpuiokeHMH Ne 8 K



TpebGoBaHUsAM K MHCTPYKIIMH 110 METUITMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHOTO Tpernapara u
oO11el XapaKTepUCTUKE JIEKAPCTBEHHOIO Mpenapara Jjisi MEAULIMHCKOTO IPUMEHEHUSI.

Cpok rogHOCTH IOCIE BOCCTAHOBJIEHUS, PAa3BEICHUS WIIU MOCIE MNEPBOTO BCKPBITUS
NEPBUYHON YIAKOBKH (€CITU IPUMEHHUMO).

CBeneHus JOJKHBI COOTBETCTBOBATh pasneny 6.3 OXJIIL, taxxe ciemnyer oOpaTuThbes K

npuiokennio Ne 7 k TpeboBaHUSM K HHCTPYKIIUH
0 MEIUWLUHMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHOI'O Mpernapara U oOIlIeld XapaKTEepHCTHKE
JIEKapCTBEHHOTIO Mpernapara Jjisl MEIUIIMHCKOTO PUMEHEHUS.

5.3. IlpenynpexaeHus O MpU3HAKaX HEMPUTOAHOCTH Ipernapara K NPUMEHEHUIo (B
COOTBETCTBYIOIIMNX CIy4asix).

<He mpumeHsiiTe mpemnapar, €ciyd Bbl 3aMETUJIM {OMUCAHUE BUIUMBIX MPU3HAKOB
HEMPUTOJHOCTH Mpenapara K IPUMEHEHHUIO | .>

<He BwiOpacbiBaiiTe (He BBUIMBAWTE) Mpenapar B KaHAIM3ALMUIO <BOJOMPOBOI>.
YTounute y paOOTHUKa aNTeKW, KaK CIEAyeT YTHUIM3HPOBATH (YHUUYTOXKATh) Ipemnapar,
KOTOpBIi O0JIbIlIe HE TOTPeOyeTCs. DTU MEPHI TTO3BOJIAT 3AIIUTUTH OKPYKAIOUIYIO CPEILy.>

6. ConepKUMO€ YIIaKOBKH U IIPOYKE CBEICHUSA
6.1. IlonHOE nepeuynciieHne JeHCTBYIOMNX BEIECTB M BCIOMOTaTEIbHBIX BELIECTB
<IIpenapart X couepxur>

HeobxoauMo yka3aTh ACHCTBYIOIIME BEIIECTBa (C yKa3aHUEM HX COJAEpKaHUS
KaueCTBEHHO W KOJIMYECTBEHHO) U MPOYUE KOMIOHEHTHI (C yKa3aHUEM HUX COACpPKaHUS
Ka4eCTBEHHO), C HUCMOJIb30BAaHUEM MX HAaNMMEHOBAHUM, MPUBEACHHBIX B paznenax 2 u 6.1
OXJIII, a Takxe Ha TOM SI3bIKE, HA KOTOPOM COCTABJIEH JIMCTKOK-BKJIQIbIII.

<JIeNCTBYIOIMMU BEIIECTBAMU SIBIISFOTCS . ..>
<Kaxnmass <rabneTka> <Karcylia> COAEPKUT X <rpamMM> <MULIUTpaMM>...{
JIEUCTBYIOIIETO BEIIECTBA | >,
<IIpounmu <uHTrpeareHTaMU> <(BCIIOMOTraTEIbHBIMHU) BEIIECTBAMU )> SIBISIOTCS. . .>
Ecin nmpumMeHuMMO, cleayeT NPUBECTHU IMEPEKPECTHYIO CCBUIKY Ha paszaen 2
JUCTKa-BKJIA IbIIIA
<npenapaT X COAEPKUT {HAMMEHOBaHNE BCIIOMOTaTEIHLHOTO BEIIECTBA }>.
6.2. JlekapcTBeHHast popMa, XapaKTEP U COJEPKUMOE NMEPBUYHOM YIIaKOBKH IO Macce,
0o0beMy WIIA €IUHUIIAM JO03UPOBAHMUS.
Bremnuii Bua npenapara X v COAEPKUMOE €TI0 YIIAKOBKH.

JlekapcTBeHHyI0 (OpMy clielyeT yKa3aThb B COOTBETCTBMHM ¢ HoMmeHkmarypoi
nekapcTBeHHBIX Qopm Coro3a, yrBepkaaemoit Komuccueil, 1 JOMOJHUTEIBLHO MPUBECTH
MOHATHOE MalUeHTy O0bsicHeHue (mpu HeoOxonumocTu). Ecnm Ha mepBUYHON yMakoBKe
UCIIOJIb3YETCS MOHATHBIN NallMeHTy TEPMUH, €r0 HE0OX0IMMO PUBECTH B CKOOKaX.

PexoMennyercs onucarh (puU3HUECKHe XapaKTepUCTUKU, HampuMmep, Gopmy, IBET, BU/,
IPABUPOBKY U T. J. B COOTBETCTBUH ¢ pazzaesioM 3 OXJIIIL.



Heo6xonumo omucaTh BCe pa3Mephbl YIMAKOBOK JaHHOW JIEKaApCTBEHHOW (OPMBI U
JIO3UPOBKU B COOTBETCTBUU C paznenioMm 6.5 OXJIII, ¢ ykazaHuem BceX AOMOITHUTEIbHBIX
3JIEMEHTOB, BJIOKEHHBIX B YIIAKOBKY, TAKUX KaK WIJIbl, TAMIOHBI U T. A. B OTHOLIeHUU
IPYNIOBOM YIAaKOBKM HEOOXOJMMO YETKO YyKa3aTh COJCPKUMOE yINaKoBKH, Hampumep "
npemnapatr X AOCTYNEH B YIMaKOBKax, cojepxkamux Y, Z unu W TabneTok, 1 B rpynnoBoi
yIHaKkoBKe, cOCTosIIIel n3 N KapTOHHBIX MayeK, KaK/as U3 KOTOPBIX coaepkuT M TabieTok".

Eciu npuMeHuMo, yKaKHUTe, UTO HE BCE pa3Mephl YIIAKOBOK MOTYT HaXOJIUThCS B 000pOTE
. JlomyckaeTcsi yka3blBaTh NEPEKPECTHBIE CCHUIKH Ha JPYTUe€ JICKAPCTBEHHBbIE (HOPMBI H
J03UPOBKH.

6.3. HaumeHoBaHME U aapec AepikaTeyish PEerucTpallMOHHOTO YJAOCTOBEPEHUS U
MPOM3BOJUTENSA, OTBETCTBEHHOT'O 3a BBINYCKAIOIIMHA KOHTPOJh KadyecTBa, €CIU OHHU
pa3IMYaroTCA.

Jlep>katesb perucTpallMOHHOTO YA0CTOBEPEHUS U POU3BOIUTENb:
{HaumeHnoBanue u aapec}

<{rTemn.}>

<{paxc}>

<{nJIeKTpOHHAas MoYTa }>

HeoOxoauMo yka3aTh HaMMEHOBAHME U aApec JepikaTelisi PEerucTpaliioHHOTO
YIAOCTOBEPEHHS B cOOTBETCTBUU ¢ paznesiom 7 OXJII u 0603HaYUTh ero B KaueCTBE TAKOBOT'O
, Harpumep,

</lepxkarenpb peructpanmonHoro yaocrosepenus — ABC dapm u T. 1. (moaHsbIi agpec)™>
HaumeHnoBanue cTpaHbl U aapec NpelrnoYTUTENHHO YKa3bIBaTh Ha A3BIKE, HA KOTOPOM
COCTaBJICH JINCTOK-BKJIQJIBIII, OAHAKO JIJIsl JIepKaTelied perucTpallMOHHBIX YIO0CTOBEPEHUN,
pacmnoyiokeHHBIX 3a mpenenamu Coro3a cieyeT UCTOIb30BaTh JIATUHCKUH andaBut. MoxHO
yKazaTb HoMepa Tesie)OHOB, (PAKCOB W ajapeca JJIEKTPOHHOW MOYTHI (BeO-CaiThl U
AIIEKTPOHHYIO MOYTY, CBSA3BIBAIOIIYIOCS C BeO-caliTaMu, yKa3bIBaTh HE JOMTYCKACTC).

Heo6xonuMo yka3aTh HaMMEHOBaHUE U aJpec MPOU3ZBOAMTEINS, OTBETCTBEHHOIO 3a
BBITTYCKAIOIINI KOHTPOJIb KauecTBa M 0003HAYHTH €ro B Ka4eCTBE TAKOBOTO Ha S3BIKE, HA
KOTOPOM COCTaBJIEH JUCTOK-BKJIABIII, HAIPUMED:

<IIpouszBoautens — JIE® Men u T. 1. (MOAHBIN aapec)™>

HaszBanue ctpanbl U aapec mpeANOYTHUTEIHLHO YKa3biBaTh Ha sI3bIKE, HA KOTOPOM
COCTaBJICH JINCTOK-BKJIQJIBIII, OAHAKO JIJIsl JIepKaTeNied perucTpallMOHHBIX YIO0CTOBEPEHUN,
pacrosioxkeHHbIX 3a mpenenamu Coro3a, CieAyeT HCIOJIb30BaTh JATUHCKUM andaBuT.
VYka3piBaTh HOMEpa TeNePOHOB, (PAKCOB U ajipeca JIEKTPOHHOM MOYTHI HE JOIYCKAETCS.

Ecnu nepxxatenb perucTpaiioOHHOTO YJOCTOBEPEHHUS U MTPOU3BOIUTEID SIBISETCS OJHUM
U TeM K€ JHULOo, JOMyCKaeTcs HCHoJb30BaTh o0O0umuii 3arosoBok "/lep:kaTtenb
PErHCTPALlMOHHOrO YIOCTOBEPEHHUS U TPOU3BOAUTEID' .

Ecnu npousBoauTeneii, oCymecTBISIIONIUX BBITYCKAIOMUNA KOHTPOJIb KayecTBa, Oojee
OJIHOTO, UX HEOOXOJUMO yKazaTh 3/IeCh (C cepoi 3aJuMBKOW wiin 0€3 B 3aBUCHUMOCTH OT



BApHUaHTa II€YaTH JIMCTKa-BKiIaablua). OJHAKO B MEYATHOW BEPCHUM JIMCTKA-BKJIAJbIIIA
JIEKapCTBEHHOI'O MpernapaTa HE0OXOAMMO YETKO BBIACIUTH MPOU3BOIUTENS, OTBETCTBEHHOIO
32 BBIITYCKAIOIIMI KOHTPOJIb KaueCcTBa MPOAYKIMH, IOCTaBIIsIEMOM Ha pbIHOK Coro3a.

Ecnau nekapcTBEHHBIM mpenapar 3aperucTpUpOBaH MO/ Pa3lUYHBIMU TOPTOBBIMU
HaVMEHOBAHUSIMU B TOCYJIapCTBax-4JICHaX, B JaHHOM pa3Jieie TaKKe MPUBOAAT MEepEeYEHb
HAaUMEHOBAHUs, 3apPETUCTPUPOBAHHBIX B KAXKJIOM U3 HUX.

6.4. IlepedyeHp npencTaBUTENEN AEpKaTeNsd PETHCTPAUMOHHOTO yJAOCTOBEPEHUS Ha
tepputopun Coro3a, eciiu IpUMEHUMO:

nepevyeHb MNpeacTaBUTENeH(-g) AeprKaTeliss PEerucTPalMOHHOTO YJIOCTOBEPEHHS Ha
tepputopun Coro3a siBisieTcss o0sA3aTeNbHBIM TpeOOBaHHWEM, B Cllydae €CIU Jiep)KaTellb
PETUCTPAIMOHHOTO YIAOCTOBEPEHUs HE MpenacTtaBiieH Ha Tepputopun Corosza. IIpu ero
YKa3aHUU CJeAyeT NPUBOAUTH CBEIACHUS O MPEJCTABUTENAX AEPKAaTEsl PErUCTPALOHHOTO
YAOCTOBEPEHHUsI I BCEX I'OCYNApCTB-4ICHOB. BMmecTe ¢ TeM IpeacTaBUTENb AEp KaTells
PETHCTPALIMOHHOTO YAOCTOBEPEHUS MOKET OBITh OAMH JJISI HECKOJIBKUX TOCYAapCTB-YJIE€HOB,
UM TaK)K€ MOXET SBIIATHCS E€PKATENIb PErUCTPALMOHHOIO YAOCTOBEPEHUS HEITOCPEICTBEHHO
, €CJIM IpyTHe TPEICTaBUTENIN HE yKa3aHbl. ECiu OAMH U TOT e MpeAcTaBUTeIb paboTaeT B
HECKOJBKUX TOCYJapCTBaX-4JIeHaX, [aHHBIE O HEM YKa3bIBAIOTCS OJMH pa3 IOJ
HAaMMEHOBAaHHUEM COOTBETCTBYIOUIUX FOCYJapCTB-UJICHOB;

€CJIM NPEACTAaBUTEINb JIEPKATEN PErMCTPALMOHHOTIO YIOCTOBEPEHUSI HAXOIUTCA BHE
IIPEEIIOB PaCCMaTPUBAEMOI'0 TOCYIAPCTBA-WICHA U €CIIM YKa3aH aJIpec, TO B JAHHBIN aapec
clenyeT BKJIIOYMTh HAaUMEHOBAaHUE TOCYJapCTBa-4i€HAa Ha TOCYJAapCTBEHHOM S3bIKE(ax)
rocyAapcTBa-wieHa, Juisi KOTOPOro MpeIHa3HAYEH JOKAIbHBIN ITPEACTABUTEID;

B LIEJSIX 3aMEHBI MOJHOTO HAaMMEHOBAHHS TOCYJIAapCTBA-4JEHA B 3ar0JOBKE MOXHO
BOCIIOJIb30BaThCA KOJIAMU CTPaH B COOTBETCTBHUU C MEXAYHAPOAHBIM cTaHaapToMm ISO 3166-1
-2013 "Konbl mig nmpeacraBieHus Ha3BaHUM CTpaH W ux noxapasneneHuil. Yacte 1. Koxbl
cTpaH";

B LEIAX KOHOMHHM MECTa B HaleyaTaHHOM JIMCTKE-BKJIAJbIIIE MpeaCcCTaBUTENeH
JepKaTess PErUCTPALMOHHOIO YJIOCTOBEPEHUSI MOKHO YKa3aTh IOCJIEN0BATENIBHO, a HE B
tabnuuHoM (opmate. Ecny JHCTKU-BKIAIBILN SBISIFOTCS MHOTOSI3bIYHBIMU, IE€PEUYEHb
JIOKaJbHBIX MPEICTABUTENEH MOKHO HaneyaTaTb OJHOKPATHO B KOHILIE JTUCTKA-BKIIA/IbIIIA;

JOITyCKAeTCs yKa3bIBaTh TOJIbKO HAMMEHOBAHUE, HOMEpP Tene(oHa U aJpec IMEKTPOHHOU
nouThl (MO BBIOOPY) MPEIACTABUTENS AEpiKaTeNsl PEruCTPallMOHHOIO yaocTtoBepeHud. [Ipu
HaJUYUM MECTa MOXHO YKa3aTh TOYTOBBIA ajpec. BeO-calThl M 3JIEKTPOHHYIO TOUTY,
CBS3BIBAIONIYIOCS C B€O-caiiTaMM, yKa3bIBaTh HE JIOIYCKAEeTC;

YCIIM MPEJICTaBUTEND JAEPKaTeN PErUCTPALMOHHOTO yJIOCTOBEPEHHS HAXOJIUTCS 3a
IpeAeiaMid COOTBETCTBYIOIETO TIOCYyAapCTBa-wiIeHa, CIEAyeT YKa3aTb HAMMEHOBAHHUE
JAHHOTO rOCY/1apCTBa-4JICHA.



<3a mo0oit nHpopMalueii o mpenapare, a TakKKe B CIIydasX BOZHUKHOBEHUS MPETEH3UH
cleayeT oOpalaThesl K MPeICTaBUTENIO JepiKaTelsl peruCTPAllMOHHOTO YOCTOBEPEHUS WU
JEPKATENI0 PETUCTPALIMOHHOTO yI0CTOBEPEHHUSL:

{Ctpana}

{HanMeHOBaHHE OpraHu3aliy

{Anpec: {HaceneHHbI! MyHKT} {MOYTOBBINA WHJEKC} — CTpaHa}

Ten: + {Homep Tenedona}

<BeO-calT>>

Wi

<Bce mpereH3un motpeOUTENCH CleayeT HAmpaBisATh MPEACTABUTEIIO JCp KaTems
PErUCTPAIMOHHOTO YAOCTOBEPECHUS U JICPKATEII0 PETUCTPAIIMOHHOTO YIOCTOBEPEHUS:

{Ctpana}.

{HanmeHnoBaHue opraHu3aIuu }.

{Anpec: {HaceneHHbIl MyHKT} {IIOYTOBBIM HHJIEKC} — CTpaHa}.

Ten: + {HOMep Tenedona}.

<azapec AIEKTPOHHOM MOYTHI>>.

6.5. JIaHHBIN JIMCTOK-BKJIA IBIII ITE€PECMOTPEH

<{MM/TTTT}> <{mecsau I'TTT}>.

VYKka3bpIBaIOT JaTy peructpanuu (0100peHus) MOCIeTHEr0 U3MEHEHUS W IONIOJIHCHUS (B
coorBeTcTBUU ¢ paznenoM 9 wim 10 OXIJII), manpumep, mocieaHee MNOATBEPKICHUE
perucTpanuu (TepeperucTpanun) mo o0CToATeNIbCTBAM, JaTa CPOYHOTO OTPAHHYCHHS IO
Borpocam Oe3omacHoctu. [lose, 3amonHseTcsa JepiKaTteieM pPEerucTparmoHHOrO
YIAOCTOBEPEHUS TIepe]] eYaThIO.

B oTHOLIEHHH npenapaToB, 3apErUCTPUPOBAHHBIX MO MPOLEAYpe "yCI0BHAS PETUCTPALIUS
" cleayeT BKIIOUUTH CICAYIONIYI0 dpa3sy:

</laHHBII Ipenapat "3aperucTpupoBaH Ha yCIOBUAX'". DTO 3HAYUT, YTO MOSIBATCS] HOBBIE
CBEJICHMS O JAHHOM IIperapare.

[IpencrtaBieHHble JaHHBIE O JIEKAPCTBEHHBIX Mpenaparax OyAyT MPOBEPATHCS U
JIOTIOJHATHCS HOBBIMU CBEJICHHUSIMH, U TI0 MEpe HEOOXOIUMOCTH JAHHBIA JTUCTOK-BKIIAIbIII
OyzieT OOHOBISATHCA.>

B oTHomeHHM mpenapaToB, 3apEerHCTPUPOBAHHBIX MO "HUCKIKYUTEIbHBIM

oOcTosaTenbcTBaM'", HAIUICXKUT BKIIOUUTH CIIEAYIOIIEE YTBEPKICHUE:

</laHHBIN Tpemapat 3aperucTpUPOBaH Mo "UCKIIOUUTEIBHBIM 00CTOsATEIhCTBAM". DTO
3HAYUT, YTO <BCJICJICTBUE pezucoﬁ BCTPCUYACMOCTH 3a00JIEBaHUT> <U3 HAy4HBIX coo6pa>KeHHﬁ
> <HUCXOJS U3 DTUUYECCKUX 0006pa>1<eH1/H71> HCBO3MOJXHO IIOJIYYHTH BCC HEO0XOIMMBIE
CBEJICHHS O JAaHHOM IIperapare.

[To 5TUM nekapCcTBEHHBIM IpenapaTaM OyJeT IPOBOJAUTHCS IKCIEPTHU3a HOBBIX JTAHHBIX,
KOTOpbIE€ MOTYT TOSABIATHCS €XETroJHO, M 10 Mepe HeOOXOIMMOCTH JaHHBIN
JUCTOK-BKJIAJBINI Oy1eT OOHOBIATHCA.>



6.6. <IIpouue ucTouHUKH UHPOPMAITUL>
B nauHBIA pa3nen cieayeT BKIOYUTh CChUIKM Ha JAPYrue UCTOYHUKU HHOOpMAIUU,
KOTOpbIE MOTYT OBITh TOJIE3HBI MAIUEHTy. OTH HCTOYHUKH WHOOpMAIUU JOJKHBI
cootBercTBOBaTh OXJIII 1 HE NOJIKHBI HOCUThH PEKJIAMHOIO XapakTepa:

JaHHBIE O TOM, KaK MMaIMeHTHl MOTYT IMOJYYHTh AOCTYN K WHPOpPMAIUU B
aNbTepHATUBHBIX (popMaTax, Takux Kak wpudt bpaiiis, ayauo, nundpoBoit AMCK WK KpyIHas
rneyath JIMCTKA-BKJIAJbIIA. DTH JTaHHBIE CJIEAYET yKa3blBaTh KPYIMHBIM HIPU(PTOM, 4TOOBI
MAIMEHTHI C HAPYIICHUEM 3PESHUSI 3HAIH 00 3TUX BO3MOKHOCTSIX;

cchlika Ha BeO-caiT Coro3a:
<IlompobOHbIe CcBeAeHUS O JAHHOM Ipernapare cojaepkarcs Ha BeO-caiiTe Coroza> <
NmeroTest Takke CCHUIKU Ha JIPyTHe BeO-CaThl MO peAKUM 3a00JI€BaHUSM U BUIAM JICUCHUS.
> BTOpas 9acTh JJAHHOTO OJIOKA MPUMEHUMA UCKITIOUNUTEIHLHO K Op(haHHBIM TIpemapaTaMm.
Bce »Tu cBeneHus B HaneuaTaHHOM MaTepualie IOJDKHBI ObITh OTUETIUMBO PA3IMYUMBbI U
JIETKO YATAEMBL.

(JIMHMS OTpBIBA UIIK OTPE3a)

Jns mapeHTepaJbHBIX MOpenapaToB M MOPOUYHMX MPENApaTOB, HCHOJb3YEMBIX
MPEUMYILIECTBEHHO B CTallMOHApaxX, B HUCKIIOUHUTENBHBIX CIIydasX IJi1 3KCTEeMIOPAIbHBIX
npenapaToB (IIpU yCJIOBUU YTO OHM TMOKAa3aHbI JAETSAM M IPU OTCYTCTBUU BO3MOXKHOCTH
pa3pabOTKH JIEKApCTBEHHOUW (DOPMBI, TIOIXOASAIICH AeTSIM (Ha OCHOBAHHH CTPOTHUX HAYYHBIX
000CHOBaHMI1)), B JAHHBIN pa3/ie] MOXHO BKJIIOYUTH TaKHWE 3HAYUMBIC JUISI MEIUIIMHCKUX
pPa0OTHUKOB MPAKTUYECKUE CBEJCHUS, KaK MPUTOTOBIEHUE U (Miu) paboTa ¢ MpemnapaTrom,
HECOBMECTUMOCTb, PEKUM JIO3UPOBAHUS, MEPEIO3UPOBKA, MEPHI KOHTPOJIS, JIa0OpATOPHBIE
aHalu3bl, TPU HEOOXOAUMOCTH, C MEPEKPECTHOM CChUIKOM Ha pazaen 3. B sToMm ciyuae
paszzien cieayet HadaTh (pa3oi:

<Crnenyroniue CBeICHUS peaHa3HAUYCHbI UCKITIOYUTEIBHO JJIsI MEAUITMHCKUX paOOTHUKOB
>
6.7. Ecnu B yImakoBKy MPEANOJaraeTcsi BJI0KUTh MPOUYH0 JAOMOJHUTENBHYIO HAYUYHYIO
MH(}OpPMAIUIO JUIsI MEIULIMHCKUX pa0OOTHUKOB, 3TO MOKHO C/EJIAaTh CIEAYIOINUM 00pa3oM:
BKJIFOYMB B YIIAaKOBKY npemnapara nojanyo OXJIII B kauecTBe OTAEIBHOTO JOKYMEHTA UIU
no6aBuB noianyro OXJIII B kadecTBe OTPHIBHOTO pasjeia B KOHIIE HAlleuyaTaHHOTO
JUCTKA-BKJIAbINIA, YTOOBI MOKHO OBUIO YETKO pa3/ieuTh MH(POpMALUIO IS TAIlueHTa OT
nHpopMarmu 41t MeauImHckoro padotauka (OXJIIT).
3asBUTENb JOJDKEH 000cHOBaTh BKItoueHue monHor OXJIII u kak 3To Oyner cuenaHo, a
TaK)Ke yKa3aTh B KOHIIE JIOMOJIHEHHE 0e3 (aKTUuecKoro moBTopeHus nouHoro tekcra OXJII
B MOCJICAHEN PEIAKIINH.
3asBUTENN JOJDKHBI BHUMATEIBHO MPOAHAIU3UPOBATh HEOOXOIUMOCTh BKIIOUECHUS
o100HOM HayYHOU HH(OpMALMU B yIAKOBKY, TPUHUMAs



BO BHHMaHHE CBOWCTBa mpemnapara. Madopmaiuio o mpenapare cleayeT NpeacTaBUTh

HUICHTUYHBIM o6pa30M Ha BCCX A3LIKAX roCyJapCTB-4JICHOB.

I[MPUJIOXKEHUE Ne 17
Kk TpeOoBaHMSIM K MHCTPYKIMH TI0
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0rmeit
XapaKTEPHUCTHKE JIEKAPCTBEHHOTO
mpenapara Jyuis MEJULIUHCKOTO
MPUMEHEHHS

Cuocka. IIpunoxenue 17 ¢ u3mMmeHeHneM, BHECEHHBIM pemieHnem Cosera EBpaszuiickoit
sKOHOMHYECcKO koMuccuu oT 19.05.2022 Ne 80 (BcTynaeT B CHILy IO UCTEUEHUH 6 MECSIIEB C
JaThl €r0 0(UIIUATIBHOTO OMMyOIMKOBAHUS).

ITPABUAJIA
obecmeueHns y10609MTaéMOCTH JIHCTKA-BKJIaJbIIIa H MapKAPOBKH

1. O6mue monoxeHus

Jlucrok-Bkianpi (najgee — JIB) npenHa3zHaueH Jyuis maruenTa (moTpeduTtess). XopoIio
COCTABJICHHBIM M YETKO M3JI0KEHHBIN JIB mo3BossieT MakCMMaabHOMY KOJMYECTBY JIIOACH
BOCIOJIb30BaThCS 3TON MHpOpMaluel, BKIOYas IeTel CTapuiero Bo3pacra, U MOApPOCTKOB,
MaJIOTPAMOTHBIX JIMIl M JIMI C HapyleHueM 3peHus. UToObl Au3ailH MO3BOJISLT JIETKO
opueHtupoBathcsi B JIB m obecrneumBan AOCTYNMHOCTh HH(OpMamuu, mpu BbIOOpE
¢upmennoro ctuis JIB npomyckaercs oOpamieHue KOMIAHUM K CHEUHAIUCTaM IO
UH(POPMALIMOHHOMY TU3alHY.

Hacrosiiee npunoxeHue coaepKuUT peKOMEHIANH, KACAIOIIUECS PA3INYHbBIX aCIIEKTOB
coctaBienuss JIB. OHM HampaBiieHbl Ha COJAECHCTBUE 3asABUTENSAM (JEepiKATEIAM
PEeTUCTPAIIMOHHBIX yaocToBepeHui (manee — JIPY)) B coOmwogeHun TpebGoBaHUM
EBpa3suiickoro 3KOHOMHUYECKOTO COK03A.

2. Kernp u rapuutypa mpudra

Crnenyet BbIOMpPATh TApHUTYPY, KOTOpast Jerko yutaercss. CTUIM30BaHHbIE TAPHUTYPHI,
KOTOpbIE TPYJHO YWUTaTh, UCIOJB30BaTh HE cieayeT. BaxHO BbIOpaTh Takylo TapHUTYDPY
mpudTa, B KOTOPOl Takue cxoxkue OykBbl M mudpsl, kak "a", "n", u "1" MOXHO JIeTKO
OTJINYUTH JIPYT OT Apyra.

Kernp mpugra nomkeH ObITh KaK MOXXHO OOJBIIMM, YTOOBI TOMOYb YMTATEINIO.
MuHuManbHbIM cuMTaeTcst padmep kerib 8 nT wpudt Times New Roman 6e3 kypcusa ¢
MEXIyCTPOYHBIMM HMHTEpBajaMH, paBHbIMU 1O MeHblIell mepe 3 MM (nis JIB, koropslit
OyJeT BKJIJbIBaThCSl B MHAMBUIYAJbHYIO YIIAKOBKY JIEKAPCTBEHHOI'O IIpenapara).

JItst BBIIETIEHUS KITFOUEBBIX CBEACHUI U COAEHCTBHS OPUEHTUPOBAHUIO B PA3EiIax TEKCTa
CJIeIyeT MOJb30BATHCS PA3IMYHBIMU pa3MEPAMH TEKCTa (HalpuMep, B 3aroJIOBKaXx).

Ecnu nexapcTBeHHBIN Npenapat NpUMEHSETCs IpU 3a001eBaHUIX, COIIPOBOXKIAIOIIUXCS
HapyILIEHUEM 3pEHMsI, HEOOXOIMMO HUCII0JIb30BATh 00JIee KPYIHBINA MIPUPT.



He cnenyet 310ynoTpe0iasaTh UCIOIB30BAaHUEM 3aryIaBHBIX OYKB. st KpymHBIX OJIOKOB
TEKCTa CJeAyeT UCIOJIb30BATh CTPOUYHbIE OYKBbI. TeM He MeHee, UCI0Ib30BaHNUE 3ariaBHBIX
OyKB 11eJ1eCO00pa3HO ISl PACCTAHOBKH aKI[CHTOB.

He cnenyer ucnonb3oBaTh KypcUB U MOJYEPKUBAHUE, TTOCKOIBKY OHH 3aTPYIHSIOT
YUTATEI0 pacrno3HaBaHue (Gpopmel ciioB. OHAKO JUIsl YKa3aHUsl JIATHHCKUX TEPMHUHOB KYypCHB
JOMYCTHUM.

3. JluzaiiH 1 pacnojoxeHne nHpopMauuu
Hcnonb30BaHue BEIPOBHEHHOT'O 110 IIMPUHE TEKCTA, KaK MPaBUIIO, HE IOy CKAETCsl.

JIOJKHBI YETKO MPOCIEKUBATHCS MHTEPBAIBI MEXIY CTpOKaMU. MeXCTpOYHbIE
WHTEPBAJIb — BXXHBIA (haKTOp, BIMSIONINNA HA MOHUMaHUE TekcTa. [lo oOumuM mpaBuiam
MEKCTPOUHbIE MHTEPBAJIbI 10 BO3MOXHOCTH HE JOJKHBI OBbITh MEHBIIE YE€M MOJyTOPHBIN
pa3Mep UHTepBasia MeXly OyKBaMU B CTPOKE.

BaxxHbIM sIBISIeTCS HAJIM4YKE KOHTpAacTa MEXAy TeKCToM U (hoHoM. ClielyeT yUUThIBATh
Takue (PaKkTopbl, KaKk IJIOTHOCTh OyMmaru, pasmep, uBeT Oymaru u Tekcra. HeOoisbuioi
KOHTPACT MEXJy TEKCTOM M (OHOM OTPHUIATENIBHO CKa3bIBAETCS Ha JTOCTYIHOCTH
uH(popmanuu. 3a TEKCTOM He CIeAyeT MoMelmaTh (POHOBbIE N300paKeHUs], TOCKOJIbKY OHH
MOTYT CHUXaTh YE€TKOCTh HH(OPMALIUU U 3aTPYAHSITH €€ IPOUYTEHUE.

dopmMar TeKcTa ¢ HECKOJbKUMHU KOJIOHKAMU MOKET CIIOCOOCTBOBAaTh 00JIETYE€HUIO
OPUEHTHPOBAHUS YUTAKOUIET0. PaccTosiHME MEXTy KOJIOHKAMH JOJIKHO OBITh IOCTATOYHBIM
JUISL TOTO, YTOOBI HaJJIeKaIUM 00pa3oM pa3feiauTh TeKCT. Eciu mMecTo orpaHuyeHo, s
pa3ieneHns TEeKCTa JIOMyCKaeTcsl HCIOJb30BaTh BEPTUKAIBHYIO JHHUIO. CXOXYIO
uH(opMaIuio CcleayeT YKas3blBaTh IOCJIENIOBATEIbHO, YTOOBI CTPOKHM TEKCTa JIETKO
MEPEXOAUIN C TEKYIIEW KOJOHKU K clienyromei. Ciaeayer paccMOTPETh BO3MOKHOCTD
UCIIOJIb30BaHuUs a1bOOMHON OPUEHTALIMU TEKCTA, IOCKOJIBbKY 3TO MOYKET IIOMOYb ITallUEHTaM.
Ecnu npencraBnen JIB Ha pa3HbIX fA3bIKaX, HEOOXOIMMO YETKO pa3leiauTbh S3bIKU;
uH(dOpMaIUs Ha pa3HBIX SA3bIKAX JOJKHA OBITh UACHTHYHOM.

4. 3aronoBku

BaXHBIM 371€MEHTOM SBJSIOTCS 3aroJOBKH, KOTOpPbIE MOTYT IOMOYb HNalHEHTaM
OpUEHTHPOBATHCS B TekcTe. CreqoBaTeabHO, MOMYKUPHBINA mIpUdT U (WIM) Apyrol 1BET
3arojioBKa BbIAENSET 3Ty uHdopmanuu. Pacctosinue 10 ¥ nociie 3arojioBkoB B JIB nomkHO
OBITh OJNUHAKOBBIM. Jliis yno0CTBa uwWTaTeNsl 3arojOBKM OJHOTO pa3Mmepa CleayeT
UCIIOJB30BaTh IOCJIENOBATENbHO (HYMEpPOBAaHHbBIE M HEHYMEpPOBAHHBIE CIHCKH, IIBET,
OTCTYIIBbI, TAPHUTYPA, pa3Mep, U Kerib mpudTa).

K ucnonb3oBaHui0 OOJBIIOrO KOJIMYECTBA 3ar0JIOBKOB PAa3HOIO pa3Mepa clielyer
MNOJXOJUTh C OCTOPOXKHOCTHIO, MOCKOJBKY HMCIOJb30BaHUE HIpU(Ta pazHOro pasmepa
3aTpyAHSIET OPUEHTUPOBAHUE YHUTaTeNsd B TekcTe. OaHaKO MpU HEOOXOIUMOCTH JIOBEICHHUS
CIIOXKHOW MH(QOpPMALUA MOXKET MOTPeOOBaThHCS OONbIIEe KOJUYECTBO Pa3sMEPOB TEKCTa
3aroJ0BKOB.



B kauecTBe MHCTpyMEHTa OPUEHTHPOBAHUS BO3MOXKHO HCIOJIb30BaHUE JIMHHM,
pa3IeAIONIUX Pa3IMYHbIC Pa3/Ieibl TEKCTA.

B JIB HeoOxomumo BKIOYHTH Bce ocHOBHBIE paznenbl OXJIII. Brmtouats B JIB
MOJ[3aT0JIOBKM W COOTBETCTBYIOIIUWM TEKCT CJIEAYET TOJIBKO B TOM Cllyyae, €Cld OHH
MPUMEHHUMBI JIJIT KOHKPETHOTo Tpemnapara. Hampumep, mpu OTCyTCTBHH WH(MOpPMAIUHA O
BCIIOMOTaTEJIbHBIX BEIIECTBAX C M3BECTHBHIM BJIUSHUEM Ha OpPTraHu3M, JaHHbIA pazzaen JIB
MOXET OBITh UCKITIOUECH.

5. LlIBet nevatu

JoctynHocTh nHGOPMALIUK OTIPEACIISIETCS HE TOIBKO pa3MepoM mpudTa, KOTOPLIM OHA
HareyataHa. CHMBOJIBI MOKHO HAreuyaTaTh B OJHOM MM HECKOJBKHX I[BETAX, YTO TO3BOJISIET
YETKO OTJIMYUTH UX OT OCTaJbHOIrO TekcTa. Mcnonb3oBanue mpudTa pazHoro pasmepa uiu
I[BE€Ta — OJIMH W3 CMOCOOOB TMPHUIAHUS 3arojOBKaM WM JPyrod BakKHOW WH(opMarmu
O0JIbIIICH BBIPA3UTEIHHOCTH.

CoueTaeMoCTh HCIOJIb30BAHHBIX IBETOB BaXKHA TaK ke, Kak U caM 1BeT. Kak mpasuio,
TEMHBIN TEKCT JOJKEH ObITh HarmedaTaH Ha cBeTJoM (one. OJHAKO B HEKOTOPBIX CIydasXx,
HampuMmep, I BBIACICHUS ONPEACICHHBIX MPEIyNpPEeXKACHUN MOXHO HCIOJIh30BaTh
oOpaieHue 1BETOB (CBETIBIM TEKCT Ha TeMHOM (one). B Takux cimydasx HE0OXOauMO
TIIATENbHO OTCJEXKHBATh KauyeCTBO TMe4YaTH, IOCKOJbKY MOXKET MOTpeOOoBaTHCS
UCIIOJIb30BaHME 00Jiee KPYITHOTO pa3Mepa mpudTa Wiau BBIICICHUE TEKCTa MOTY>KUPHBIM
mpudromM. He crnemyer ucnonab30BaTh CX0XKKE LBETA JJIsl TEKCTa U (POHA, MOCKOJIBKY B 3TOM
Ciydae CHIDKAeTcs pa300punBOCTh TEKCTA.

6. CuHTaKCcuc

HexoTtopbie N10aM MMEIOT MJIOXWE HABBIKU UYTEHUSI WM IJI0XO pa3OuparoTcs B
MEJUIIMHCKUX BOIPOCAX, MO3TOMY HEOOXOJMMO HCIOJIb30BaTh MPOCThIE MOHSATHHIE CIIOBA C
HEOOJIBIIINM KOJTUYECTBOM CIIOTOB.

He pexomeHmyeTcs MCNONb30BaTh JIMHHBIE MpEIoKeHHs. [[MMHHOE MpeaIoKeHue
1esiecoodpa3Ho pa3duTh Ha 2 MPEAJIOKECHUS, OCOOCHHO €CIM OHO COJICPKUT HOBYIO
uH)OpMAITHIO.

I'pomo3akue aG3aipl MOTYT BBOJAMTH uUWTaTesneil B 3a0iyxieHUE, OCOOCHHO TpHU
MCTIONIb30BAaHUU JUIMHHBIX MPEIJI0KEHUN MPU yKa3aHUM HEXeIaTeIbHbIX peakiuil. bomnee
MNOAXOMSIINM B TaKUX CIydasiX SIBJIIE€TCS HCIOJIb30BaHUE HEHYMEPOBAHHBIX CHHUCKOB. I1o
BO3MOXXHOCTH PEKOMEHIYETCS UCIIOIL30BaTh HE OoJiee 5-6 MO3UIUA B CIIUCKE.

[Ipu ykazaHum HexenaTeNbHBIX PEaKIUi 0COOCHHO BAXKHO OIPENEIUTH MOPSIOK UX
MepeYUCIIeHUs, YTOOBI cliesaTh HHGOPMAIIMIO JJIsl TAIMEeHTOB (MoTpeduTenel) MaKCUMaJIbHO
none3Hoi. C 1enpi0 JOBENEHUS JO MalMEHTOB (moTpeduTteneil) ypoBHS pHCKA
HEXENATeJNbHbIX pEaKlMi, Kak MNpaBWJIO, UX PEKOMEHAYETCS YyKa3blBaTh B MOpPSJIKE
YMEHBIIIEHUS YaCTOTHI BOSHUKHOBEHHUSI (HAYMHASI C HAMOOJIBIIICH 4acTOTHI).

I'pamarnus 4acToThl 10KHA OBITH OOBSICHEHA TaKMM 00pa3oM, YTOOBI OBLUIO IMOHSITHO
NauueHTaM (MoTpeduTeNsiM), HapuMmep, "odeHb yacto — Oonee yem y 1 manuenta u3 10".



OpHako mpu HaJIMYUU CEPhE3HOM HEXKeNaTeIbHOM peaklnH, KOTopas TpeOyeT MpHUHSATHS
MAlMEHTOM (MOTPEOUTENIEM) HEOTIIOKHBIX MEP, €€ CIAEAYET BBIACIUTh U IIOMECTUTH B HAYAJIO
pazaena JIB, HE3aBUCUMO OT €€ YacTOThl. YKa3aHHE HEXKEJIATEIbHBIX PEaKIUU 10
CUCTEMHO-OPraHHbIM KJIacCaM HE PEKOMEHIYETCs, TOCKOJIbKY MallMEeHTHI (IOTPEOUTENN), KaK
IIPaBUJIO, HE 3HAKOMBI C 3TOM KJIacCU(HUKaUen.

7. Ctunb

B npennoxxeHusix peKOMEHAYETCsl UCI0JIb30BaTh AKTUBHBIN (JE€HCTBUTENIbHBIN) 3aJI0T
BMECTO MaCCUBHOTO 3ajora. Hampumep:

"mpumuTe 2 TabNeTKu" BMECTO "AOHKHO OBITh MPUHATO 2 TaOJIETKU";

"BbI JIOJIKHBI..." BMECTO "HE0OX0AUMO...".

[Ipu yka3aHuu nauydeHTaM o NpeAIpUHUMAEMBIX JTEHCTBUIX HEOOXOIMMO yKa3bIBaTh UX
npuunHy. CHavana HEOOXOJUMO JaTh MHCTPYKIMWH, 3aT€M MX 00OCHOBaHHeE, Hampumep: "
€CJIM y Bac acTMa, COOJII0JaliTe OCTOPOKHOCTD IIPU MPUMEHEHHH TTpenapaTa X, OCKOJIbKY OH
MOXET BBI3BATh IIPUCTYyN".

BmecTo noBTOopeHus TOproBoro HaMEHOBaHUs IIpernapara ciaelyeT yKa3blBaTh ""mpenapar
, JaHHBIN npenapat” U T. [., €CIH U3 KOHTEKCTa MOHATHO, YTO KIMEHHO OH UMEETCSI B BULY.

[To BO3MOXHOCTH HE ClIeJlyeT UCIOIb30BaTh aO0peBUaTyphl U cokpaieHus. [Ipu nepsom
YIIOMHUHAHUM B TEKCT€ MX HEOOXOJAMMO MOJHOCTHIO pacmudpoBarh. Ciaenyer uzbderarhb
UCIIOJB30BaHMUsl MAaTEMaTHYECKUX CUMBOJIOB (HAIpuUMep, > WIM <), €CId OHH IIJI0XO
[IOHUMAaEMBI.

MenuuuHCcKrEe TEPMUHBI CIIEAYET NEPEBECTH Ha IMOHSATHBIA MalUEeHTaM S3bIK.
Heobxoaumo co0i0CTH NpeeMCTBEHHOCTh OOBSCHEHUsS TEPMUHOB, NPHUBOAS CHaydala
HEnpo(peCCHOHABHOE ONKMCAaHUE, a 3aTEM COOTBETCTBYIOIIMNA MEIUUMHCKUNA TepMHUH. B
nocleayromneM, no Bcemy Tekcty JIB st goctuxkeHuss yao00uUUTaeMOCTH JOIYCKaeTCs
UCIIOJIb30BaTh HauOosiee MOAXOASINIUNA H3 TEPMUHOB (HENpo(ecCHuOHANbHBIN WU
meauiuHckuit). HeoOxonumo yOenuThesi, YTO HCIONb3yeMas TePMHUHOIOTUS (HOPMHUPYET
HAaCTOPOXKEHHOE OTHOUIEHHWE YHUTaTelsl KO BCEd BaXXHOW mJid Hero HUHGOpMaLUU U
MpEeICTaBIseT JOCTATOYHO MOJAPOOHYI0 MH(OPMALIMIO O TOM, KaK PAacloO3HATh BO3MOKHBIE
HE)KeJIaTeJIbHbIE PEaKUU U IPUHATh HEOOXOIUMBIE MEPBHI.

8. bymara

bymara nmomxHa OBITH OCTaTOYHO IJIOTHOHM, YTOOBI CHU3UTH IMPO3PAYHOCTb,
3aTPYIHSIONIYI0 YT€HUE, 0OCOOCHHO MpH HEOOJIbIIOM pa3dMepe mipudTra. ['nanHieBas oymara
OTPa)kaeT CBET, U TEM CaMbIM 3aTPYJHSAET YTECHUE, IIO3TOMY PEKOMEHAYETCS HUCIIOIb30BATh
MaToBYIO Oymary.

Heo6xoaumo yoeauThes, uTo npu crudanuu JIB u3moM He cHIKaeT yao00uynTaeMoCTh
uHdOpMaInH.

9. Ucnonp30BaHnE CUMBOJIOB M ITUKTOIPaMM

Jlonyckaercsi UCNOIb30BaHNE U300paKeHUM, MUKTOTPaMM U APYIHX IpaduuecKux
AJEMEHTOB, OOBSCHAIOUIMX CMBICH HH(POPMALMHU, OJHAKO OHM HE JOJKHBI HOCHTH



pexiaMHbId XxapakTep. CHUMBOJIBI U MUKTOTPAMMBI MOTYT OBITH TOJIE3HBI, €CJIM 3HAUCHUE
CMMBOJIa TMOHSTHO, a pa3Mmep rpaduyeckoro sjaeMeHTa yaoOouutaem. Mx cruegyer
HUCHOJb30BaTh JUIIb [JISI YIYy4YIICHUS OPUEHTAIMH, IOSICHEHHS WU BbIJICICHUS

OMpEJICJICHHBIX aCMEKTOB TEKCTa, OHM HE JOJKHBI 3aMEHSTh TeKCT. MokeT moTpeOoBaThCs
MOATBEPKICHUE, 00OCHOBBIBAIOILIEE, YTO WX 3HAYEHHUE B LIEJIOM XOPOIIO MOHUMAEMO, HE
BBOJIUT B 3a0JyKJeHUE M HE cOUBAET C TOJKYy norpedutens. [Ipum Hanmuum kakux-mmbo
COMHEHHMII OTHOCUTEIBHO 3HAYEHUs OINPEIEICHHOW MHUKTOrpaMMbl, OHA MPU3HAETC

Henoaxoasmie. Heobxomumo coOarogaTh 0CoOyIH0 OCTOPOKHOCTH MPH TEPEeHOce |
HCTOJB30BAaHUM CHUMBOJIOB B JAPYTHX S3BIKOBBIX Bepcusix JIB, mockoibky MoOXeT

noTpedOBaTHCS AOMOJHUTEIBHOE TECTUPOBAHNE TTOTPEOUTENEH.

10. JlonoJHUTEIbHBIC CBEACHUS

10.1. AccopTuMmeHT mnpemnapara.

Heo6xonumo, kak mpaBHIIO, COCTaBIATh OTAEAbHBIN JIB Ha KaXXayio AO3UPOBKY U
JIEKApCTBEHHYIO (OpMY JIEKapCTBEHHOro mpenapara. OJIHaKO rocy1apcTBa-4ieHbl MOTYT B
WHJIUBUIYyaJIbHOM TOPSIAKE pa3pelluTh HCIOJIb30BaHUE eAauHblXx JIB s pasznuuHbIx
JO3UPOBOK M (WJIM) JIEKapCTBEHHBIX (QopM (Hampumep, TaOJETOK M Karcymi), €ciu
JOCTI)KEHHE PEKOMEHIyeMOU J103bl TpeOyeT KOMOUHUPOBAHUS PA3IUYHBIX JO3UPOBOK WIIH
€CJIM 1032 B 3aBUCUMOCTH OT KIIMHUYECKOTO OTBETA KaXAbIA JJ€Hb MEHSETCS.

Bo03MOXXHBI POCTHIE CCHUIKK HA JPYTUE TIO3UPOBKHU U JICKAPCTBEHHBIE (POPMBI TOTO KE
npenapara, €cid OHM HeoOXOoAMMBI sl Tepanuu. Hanmpumep, HeqomycTUMa CChbUIKa Ha
IpYTyl0 JO03UPOBKY WiK cchlika B JIB Ha TabieTky, He MOAXOIAIIYIO JUIsl MPUMEHEHUS Y
JETEN, HAa HaJTMYue pacTBOpa IJIs IpUeMa BHYTPb, IPEIHA3HAYEHHOTO JIJISl [IPUEMA JIETbMHU.

10.2. IIpenapaTsl, BBOAUMBIE MEAUIIMHCKAM PAOOTHUKOM HJIM MTPUMEHSEMBIE B YCIOBUAX
CTalMOHapa.

B xonue JIB npenapara, BBOIUMOTO MEIUIMHCKUM PAOOTHUKOM, MOKHO MPHUBECTHU
ceenenus u3z OXJIII (manmpumep, cBEEHUS MO MPUTOTOBICHUIO U MPUMEHEHHIO), B BUJIE
OTPBIBHOW YacTH, OTAeiageMon 10 nepenaun JIB mauuenty. B kadyecTBe ambTEpHATUBHOTO
BapuaHTa B nauky BMmecte ¢ JIB MoxHO BiaoxuTh nosinyro OXJIII.

Ji1st mpernapaToB, yIakoBKa KOTOPBIX MpeHAa3HAuEHA JUIsl HCTIOJIB30BAHMS B CTalMOHape (
T. €. YHakoBKa coJepkuT Oonee 1 ¢uakona), mo 3ampocy cieayeT NpPeaoCTaBIsTh
nononHutenbHsie JIB (B gomonHeHue k BiokeHHOMY B mnauky JIB), uToObl obecrieunThb
KQ)KJIOT0 MallMeHTa, MOJIYy4arollero npenapar, nojaHol nadopmanuen.

11. Hla6nousr JIB

Bocnonp3oBaBuiuch npeAcTaBieHHbIMA B mpuiiokeHUuax Ne 4 u 5 k TpeOOBaHUSAM K
WHCTPYKIIUU 10 MEIMIIMHCKOMY NPUMEHEHHIO JIEKapCTBEHHOTO IMpermapara W oOIei
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO MpernapaTa s MEIUIMHCKOrO0 MPUMEHEHHU 1abioHaMH,
Jep>KaTen PEerucTPaAllMOHHBIX YIOCTOBEPEHUM JOJKHBI CBEPCTATh OKOHYATEIIbHBIM TEKCT B
COOTBETCTBYIOIIME MOJTHOLBETHBIE MaKeThl Wi 00pasisl JIB. [Ipu aToM 3asBUTENAM ClieyeT
YYUTHIBATh, YTO UCIOJIH30BAHUE ITOTO IIA0JIOHA caMo Mo cebe HeA0CTaTOuHO, U TOTpedyeTcs



IIPOBEICHUE KOHCYJIBTALMU C LEJEBBIMU IPYNIIAMU MMALUEHTOB, UCIIOJIb3Ys ITOJHOLBETHBIN
MakeT uin oopazer] JIB B coorBeTcTBuM ¢ npuinoxeHueM Ne 3 k TpeOOBaHUAM K MHCTPYKIUU
10 MEIWLIHMHCKOMY IPUMEHEHMIO JIEKAPCTBEHHOI'O Mpernapara U oOlIeld XapaKTEepHCTHKE

JICKAapPCTBCHHOI'O ITpcriapara AJid MCAUIUMHCKOI'O IPpUMCHCHU .

I[MPUJIOXEHME Ne 18
K TpeOOBaHUSIM K HHCTPYKLIUH MO
MEAULIUHCKOMY NTPUMEHECHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEePUCTHKE JTEKApPCTBEHHOTO
mpernapara Juist MEAULIUHCKOrO
IPUMEHEHNUS

KPUTEPUN
Ka9eCTBa JIMCTKA-BKJIa (bIIIa

ITokazaTenn Bamn
WHaukaTopsl, XapaKTepH3yIOIIHe MpoIiece

1. TloarBepxjaeHue mpuUBICYEHHS K pa3zpaboTke

MHalMEHTOB:
€CTb IOATBEPKIACHHE 1
HET MOJTBEPKICHUS 0

2. IlogTBepKOCHWE TOTO, YTO YUYTCHBI MOTPEOHOCTH
0COOBIX TPYIIT MALIUCHTOB:

00CyXJIeHHE B OCOOBIX IpyIIax MPOBOIMIOCH 1
00Cy»XIeHre B 0COOBIX TPYIax He MPOBOIUIOCH 0

3. Ilonbp3oBaTenbckoe TECTHUPOBAHUE MPOBEACHO (

COKpAIIICHO):
pitc} 1
HET 0

I/IHZ[I/IKaTOPBI, XAPAKTCPU3YIOIIUC JINCTOK-BKJIAABIIIT

A. OreHka mojadd Marepuana: yao004HTaeMOCTh
TEKCTAa U JICTKOCTh HaBUTAIWH |

Al. Beibop mpudra, Kerip U TapHATYpa
YEeTKUI U y1000UNTAEMBIi TEKCT 1
Jr00BIe 3aTPyAHEHNUS TIPH IPOYTEHUN 0

A2. Wcnons3oBanue mnpu O(GOPMICHHH TEKCTa
3ariiaBHbIX OyKB, KypCHBa, TOAYEPKUBAHUS, PAMOK U T.

I.

OTCYTCTBHE HEHA/IJICIKAIIIETO MCIIOIE30BaHUS 1
ar000¢  HEHAAJIeXKAIlee HCIOIb30BAHUE TaKOTO 0
odopmieHUS

A3. KoHTpacT MeXIy TEKCTOM U (POHOM, IIBET

XOPOIIHHA KOHTPACT 1
MJIOXOM LIBETOBOM KOHTpacT 0

A4. dopmatupoBaHHE U MEXCTPOUHBIM HHTEpBAI



HaJJIeXalllee UCIoJIb30BaHle HHTEPBAJIOB
YIUIOTHEHHBIN TEKCT

AS5. Ucnonb3oBaHue KOJIOHOK, 0OOCHOBAHHWE U IJIMHA
CTPOK, IIPEJUIOKEHUI U ab3areB

HET CIIy4acB HEHAJICKAILETO ITPUMEHEHU A

HaJIMYHe XOTS ObI OIHOro Cliydasd HCEHAIJICKALICro
MNPUMCHCHUSA

A6. Ucrionp30BaHKe 3arojI0BKOB

UCIIOJb30BAaHUE TIOJ[3aT'0JIOBKOB  (JIOTIOJTHUTEIBHBIN
OOHYCHBIM 0ar 3a YEeTKOE M OCMEICICHHOE
HCIIONIb30BAHUE  3ar0JIOBKOB, CIIOCOOCTBYOIIUX
HaBHTaITUH)

HCIIOJIB30BAHUC TOJBKO OCHOBHBIX 3arojOBKOB
mabaoHa JIMCTKa-BKJIaJbIlIa

A7. Vcnionp30BaHUEe CHMBOJIOB U H300paKeHUH

HajaJekallee  HUCIONHEHUE  (JOIOJHUTENIbHBINR
OoHycHBIH Oajyul, ecim HMeeTcs Haljexalee
000CHOBaHME HMX NPHMCHEHUS WIH INPH HaTHYUH
YEeTKHUX TpapUIecKIX HHCTPYKITUH IO TPUMEHEHHIO)

HEHaJJIeKallee UCTIONHEeHHe 6e3 ydeTa notpeGHoCTel
NalHEeHTOB

b. Onenka comepxuMoros

Bl. Vka3zanus WMCTOYHHUKOB JIOIOJHHUTEILHOHU
uHpopmanum:

HaJINYUE CCBUIOK;

OTCYTCTBHUE CCBUIOK.

B2. Yka3anue Ha HamM4ne albTePHATUBHBIX (JOPMATOB:
HaJIN4ME YKa3aHUS;

OTCYTCTBHE yKa3aHHUsL.

b3. Hcnonb3oBaHWE TOHATHBIX TEPMHUHOB BMECTO
MC[[HHHHCKOﬁ TEPMUHOJIOTUU:

MPEVMYIIECTBEHHO TMOHATHBIE MPOCTBHIM JIIOISM
TEpMHHBI;

COXpaHEeHHE MEIUIIMHCKONW TEPMHUHOJIOTHH.
b4. Brmrodenue 3aroiioBKoB:

HaJINYKE 3ar0JI0BKOB;

OTCYTCTBHE 3ar0JIOBKOB.

Bb5. BxinroueHue cBeieHUH O I10JIb3E:
HaJJIe)Kalllue CBeACHUS O IOJIb3¢E;
OTCYTCTBHUE CBEICHUH O TIOJbB3E.

b6. I'pynnupoBka HexxenaTeNbHbIX PEAKITHi:

yKa3zaHHe MOpsAKA HEXeIaTeIbHbIX Peakluil, Koraa
HeXeJlaTeJIbHble PEaKIUU CICAYIT IMepBBIMH  (
JIOTIOJTHUTENbHBI OOHYCHBIM Ol 3a BBIJICICHHE
KJIIOYEBBIX HEXeJIaTeNbHBIX peaKIHi, TpeOyoux
NPUHSTHUS MeD);



MOJIHOE OTCYTCTBHE Tpajallid HeXelaTeIbHBIX
peakuuii;

HCUCIIOJIb30BAHUE CUCTCMHO-OPTaHHBIX KJIaCCOB. 0

b7. BxkilodeHne U NOPEACTABICHUE YaCTOTHI
BO3HUKHOBEHHS HEXKEIIATEJIbHBIX PEaKIINii:

YKa3aHHE 4acTOThI; 1

OTCYTCTBHUE YKa3aHUA YaCTOTBI HIN OTCYTCTBUE
00BICHEHUS rpaganyvn 4aCcToOThI.

HUTOIO:

IIpumedanme. bamibsl mpucyxaaroTcs ciaeayromuM odpa3om: 1uioxas npakTuka — 0
O6aymoB, mpuemiiemas — 1 0ami, B ciiydae HaJJexalled MPaKTUKH MO JTO00MY KPHUTEPHUIO
HavKCIAeTCsa 10 3 OOHYCHBIX 0aJTOB (MaKCUMAJIBLHO TOJIBKO 32 1 KpUTEPHUid ) JOMOTHUTENBHO.

MakcumanbHbI cueT mo oreHke nokazareneit — 20 6amnoB (10 GannoB 3a mogauy
Martepuaia u 10 6aioB 3a coaepkaHue).

WNHukaTophl, XapakTepU3YIOIIUE pe3yibTarT.

Hamnenennocts Ha coOmtoeHNe — WHPOPMHUPOBAHHBIE NEUCTBUS MPU NMPUMEHEHUU
npernapara B COOTBETCTBUU C PEKUMOM JIO3UPOBAHUS U NMPU HEOOXOTUMOCTU PUHSATUSI MEP
JUTSE MUHIMHU3AIIAHA PUCKOB.

CypporarHbie Mepbl:

COOOIIIEHNE O HEXKEJIATEIbHBIX JIEKAPCTBEHHBIX PEAKIUAX BCIICICTBUE HEMPABUIBLHOIO
IPUMEHEHHUS;

CBEJICHUS, MOJYyUYEHHBIE TIO pe3yJibTaTaM HCCIEAOBAHUM JTOCTYNMHOCTH M MPUMEHEHUS,
BKJIFOYAs CBEJICHUSI O HA3HAYEHUH, TyOJIUKyeMbIe YIIOJTHOMOYEHHBIMHU OpraHaMH TOCY/IapCTB
— unieHoB EBpa3uiickoro 3KOHOMHMYECKOTO COI03a; ONMyOJWKOBAHHBIE HCCIEAOBaHHS (B
MEPUOANYECKON HAyYHOU MeYaTH U T. I1.);

MOJIy4eHHE 0JJOOPEHUS OT YIOJIHOMOUYEHHBIX OPTaHOB rOCYJapCTB-UJICHOB (MPU HATUYUHN)

’KaJI00bl OOIIECTBEHHOCTH M MEAMIIMHCKUX PaOOTHUKOB B YIOJHOMOYEHHBIE OPraHbl
roCyAapCTB-4JIEHOB 00 OTJAENbHBIX JIMCTAB-BKIAAbIIIAX;
MEpBI, IIPUHUMAEMbIE KOMIIAHWEN, HalpuMep, MPEICTaBICHUE JOIOIHUTEIbHBIX
CBEJICHUH, ropsiure TejaedOHHbIE TUHUU, BOIPOCH MOTpeOUTENeH U T. 11.;
KOMMEHTApUU OT OpraHu3aluil ManueHTOB, MEIULUMUHCKUX pPaOOTHUKOB H
OOIIECTBEHHOCTH, Kacalolruecs OTACNIbHbIX KaTEropuil B paMKax MIaHUPOBAHUS MIEPECMOTpa

KaTEerOpUH.
MPUJIOXXEHHUE Ne 19
K TpeOOBaHHUSAM K HHCTPYKLHUH 110
MEIUIUHCKOMY IIPHMEHEHHUIO
JIEKapCTBEHHOTO IIpernapara u
o0l1eit xapakTepucTruke
JIEKapCTBEHHOTO Mpenapara Jyis
MEJHUIHCKOTO IPHUMEHEHUS



Cnocka. TpeboBaHus TOMOIHEHBI MpHIOKeHUEM 19 B cooTBeTCTBHM ¢ penieHueM CoBeTa
EBpasuiickoii skoHOMHUeckor komuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIy IO
UCTEUCHUHN 6 MECSIIEB C JaThl €ro OPUIIMAIBLHOTO OIMYOJUKOBAHUSA).

YKA3AHWA

10 MOJIFOTOBKE TEKCTa IMpeaympexaaomei napopmanmu 06 HHPEKIMOHHBIX areHTax B 00mux
XapaKTEepHUCTHKAX JICKAPCTBEHHBIX IIPENapaToB U JIMCTKaX-BKIAJbIIIAX JIEKAPCTBEHHBIX
[penaparoB, MOTyIeHHbIX 3 KPOBH HJIM IUTa3Mbl KPOBH 9EJIOBEKa

I. O6mue monoxexnus

Hacrosmue VYkazanus copaepxar craHIapTHble (DOPMYIUPOBKU TEKCTa
npeaynpexaaronieid ntHpopMaluu 0 pucKe nepeayu ¢ KpoBbio U (MJIM) €€ KOMIOHEHTAMHU
BO30OyauTene MHGEKIUNA, KOTOPHIA JOJKEH OBITh BKJIIOYEH B OOIIME XapaKTEPUCTUKHU
JIEKapCTBEHHBIX MPENapaToB U JUCTKU-BKIAIBIIIN JEKAPCTBEHHBIX MTPENapaToB, MOJTYUYECHHBIX
13 KPOBU WJIM IJIa3Mbl KPOBH YEJIOBEKA.

[Ipu BBeIeHNM JIEKApPCTBEHHBIX MPENApaToOB, MOJYYEHHBIX U3 KPOBU WJIH IJIa3Mbl KPOBU
YeJI0BEKa, HEBO3MOXKHO MOJHOCTHIO HCKJIIOUHTH Tepelayy T€MOKOHTAaKTHBIX areHTOB U
pa3BuUTHE UHPEKIIMOHHBIX 3a00I€BaHUIA.

Mepbl, npuHUMaeMble ISl TPEAYNPEXKICHUS Nepenadyd ¢ KpoBblO U (WIH) ee
KOMIIOHEHTaMHU B030yauTenell MHOEKUUi Nnpu NMPUMEHEHUH PacCMaTpPUBAEMON TPYyMIIbI
JIEKapCTBEHHBIX MpEnapaToB, BKIOYAIOT OTOOpP JAOHOPOB, CKPUHUHT WHJIMBUYaJbHBIX
JOHALMWA U MYJIOB IJIa3Mbl HA COJEPKAHUE MAPKEPOB U3BECTHBIX BUPYCOB, MEPEIAIOIINXCS
yepe3 KPOBb U €€ KOMIOHEHTHI, M BKIIOUCHHE CTaIui MHAKTUBALMU U (WUJIK) SIIMMUHAIIUN
LIIMPOKOTO CIIEKTPa BUPYCOB.

B oOmel xapakTepuCTHKE JIEKapCTBEHHOr'O Ipernapara W JIMCTKE-BKJIAJbIIIe
JIEKapCTBEHHBIX IMpenapaToB, MOJYYEHHBIX U3 KPOBU WM IUIa3Mbl KPOBHU YEIOBEKA
UCIIOJIb3Y€eTCs CTaHIapTHast (hOPMYJIUPOBKA C LENbI0 HH(POPMUPOBAHUS Bpaueil U MallMeHTOB
O pUCKE Mepeiadyn Bo30yauTeNnel BUpYCHbIX MH(MEKIUA, 00YCIOBICHHOM BBEACHUEM JIFOOBIX
JIEKapCTBEHHBIX MPENapaToB, MOJYYEHHBIX U3 KPOBU WJIU IIJIa3Mbl KPOBH YEJIOBEKA.

TekcT mpeaynpexaatoiieid nHGopMaIli O PUCKE Mepeiadud Bo30yaAuTEIeH BUPYCHBIX
MH)EKIUH MOCTOSHHO TIEPECMATPUBALETCS C 1ENIbI0 0OOHOBICHHS. TekcT nHGOPMAIINK TaKKe
M3MEHSIETCSl B Clyuyae, €ClIM HEKOTOPhIE MPEAYNPEKICHUS MePEeCTaHyT ObITh aKTyaJbHBIMU
JUTsl KOHKPETHOTO MPOyKTa U3 KPOBU WJIU IJIa3Mbl KPOBU YEJIOBEKA.

B cooTrBercTBHM ¢ TnaBoi "OneHKa KayecTBa JEKaPCTBEHHbBIX MPENapaToB, MOJIYYEHHBIX
3 IU1a3Mbl KpoBU 4yenoBeka" IlpaBun mnpoBeneHUsT HCCIEIOBAaHUN OHMOIOTHYECKHUX
JIEKapCTBEHHBIX CpeACTB EBpa3niickoro 3KOHOMUYECKOIO COK03a, YTBEPKACHHBIX Pemennem
Cosera EBpazuiickoil 3xoHOMHUYECKOW KoMHuccHH OT 3 HOAOps 2016 r. Ne 89, menuunHCKOMY
MEePCOHANTY HEOOXOAMMO JOKYMEHTHPOBATh HAMMEHOBAHUE M HOMEDP CEPHH JIEKAPCTBEHHOTO
npenapara Mnpu KaxJaoM BBEACHUH €ro NallMeHTy ¢ UEbI0 MoAIepKaHusl 0OpaTHOU CBSI3U.



[TarmmenTsl Takxke HHGOPMHUPOBAHBI O HEOOXOAUMOCTH JOKYMEHTHPOBAHUS
HAaMMEHOBAHUS U HOMEpPA CEpHUM JIEKAPCTBEHHOT'O Mpernapara IpHu KaXJIO0M €ro BBEJICHHUH C
LEeJbI0 TMOJACpXKAaHUs OOpaTHOM CBSI3U IMOCPEACTBOM MNPEAyNpPEKIAIONIEro yKa3aHUs B
JIMCTKE-BKJIA/IbIIIE JIEKAPCTBEHHBIX MPENapaToB, MOJIYYEHHBIX U3 KPOBU WJIM TJIa3Mbl KPOBU
YeJIoBeKa.

[Ipenynpexnatomas uHGopMalus O pHUCKe Mepeaadyd BO30yIUTeNIe BUPYCHBIX
MH(EKIMI BKIIOYaeTCs B OOIIYI0 XapaKTEPUCTUKY JIEKAPCTBEHHOTr0 Ipernapara B pasjaen 4.4,
COJIepKalllui KIIMHUYECKU Ba)KHBIE YKa3aHUS U MEPbI MIPEJOCTOPOKHOCTU MPHU TPUMEHEHUU
JIEKapCTBEHHBIX MPENapaToB, MOJTYYEHHBIX U3 KPOBU WJIH IJIa3Mbl KPOBU YEJIOBEKA.

B cBsi3u ¢ 3TUM naHHYI0 (OPMYITMPOBKY HE JOMYCKAECTCS PACHIUPATH 3a CUET IPYTHUX
CBEJICHUH, HE SIBISAIOMIMXCS OCOOBIMU YKa3aHUSIMHU WJIM MEpaMu MNPeAOCTOPOKHOCTH (
HapuMep, OMHUCAHMEM CTaJWil WHAKTUBALMU W (WJIM) DJIUMHHALIMK BUPYCOB WIIH
UCIIBITAHUSAMM Ha OTJENIbHbIe BUPYCHI). PaccMoTpeHHas GopMyiaupoBKa OTHOCUTCS M K
o0beMy HH(pOpMaALUU AJIs NOTPEOUTENEH, BKIIFOUaEMOM B JIMCTOK-BKJIA/IBIII JIEKAPCTBEHHBIX
npenapaToB, MOJIYYEHHBIX U3 KPOBH HIIH IIa3Mbl KPOBU YEJIOBEKA.

Hacrosimue Ykazanus comep:kaT JBa M3MEHEHUS B CPAaBHEHUU C TPAJUIIMOHHBIM
NOAXOJOM IO COCTaBJCHHUIO Mpenynpexaarouel MHGopManuu O pUCKE Neperadu
BO30yAuTENeld BUPYCHOU HH(DEKIUU:

He TpeOyeTcs CChUIKAa Ha KOHKPETHBIC 00s3aTeNIbHBIE MEPHI, ITOCKOJIBKY OHA HE SBIISICTCS
NpeaynpexxJIeHUeM WM Mepoil O€30MaCHOCTH, U YKa3aHHbIE CBEJACHUS JOCTYIHBI B JPYTUX
UCTOYHHKAX (0Os3aTenbHble MEphl MYyOIUMKYIOTCS B 4YacTHOM cratbe dapmakonen
EBpasuiickoro sxoHomuueckoro corosa (nanee — @apmaxonesi Coroza) "[lnasma yenoBeka
st pakuMOHUPOBAaHUA", a B cllydae OTCYTCTBUSI 3TOM CTaThbM — B YAaCTHBIX CTaThIX
dbapMakomneld TocylapcTB — WICHOB EBpa3wilckoro 3KOHOMHUYECKOTO colo3a (maiee —
rocyJ1IapCTBa-4JICHBI));

npeaynpexaaronias nHpopMaius COAEPKUT cBeaeHHs 00 o0mel 3P heKTHBHOCTH BCEX
Mep, NPUHATHIX AJI 00ecriedeHus: BUpYCHOM 0e30MacHOCTH JIEKapCTBEHHOrO Ipenapara us3
KpPOBU HJIM TUIa3Mbl KPOBHM YEJIOBEKa, U HE COJAEPKUT cBeAeHUs 00 3(PeKTUBHOCTH
OTJIEJBHBIX CTAANN MHAKTUBALMU U (W) SJIMMUHAIIMU BUPYCOB B MpOIlecCce MPOU3BO/ICTBA.

Nudopmanus, oTHOcsImasACsa K MpoleaypaM HHAKTUBAUMU U (UJIW) DJIMMUHAIUH,
crioco0OHa BBOJUTH MOTPEOUTENS B 3201y I€HHE, OCOOCHHO B OTHOIIEHUU NTapBoBupyca B19.

Hamnpumep, eciu B mpoliiecce mMpou3BOJICTBa IpeaycMoTpeHa 3PGeKTUBHAS CTaaus B
oTHoOIIeHUH napBoBupyca B19 (To ecTh cTanus, ciocoOHasi CHU3UTh Ha HECKOJIBKO TOPSIKOB
YPOBEHb BUPYCHOW Harpy3ku), OJHAKO BO3MOXHOCTH CTaJuu OyAYyT 3aBBILIEHBI B Clyyae
BBICOKOM BUPYCHOM Harpy3Ku B ITyJI€ IUIA3MBbl.

[Ipenynpexnaroniee ykazaHue cooOUIaeT O MOTEHIMAJbHOM pHUCKE Nepeaayu
BO30yIUTENIe BHUPYCHBIX HWH(EKIUHA TpH MPUMEHEHUW JICKAPCTBEHHBIX IPENapaToB,
NOJYYEHHBIX W3 KPOBU WJIHM IUIa3Mbl KPOBU 4YejaoBeka. OCHOBHOW TEKCT JOKYMEHTA
pPa3bsICHSAET MCIOJb30BAHUE NPEAYNPEKIAIOMUX YKa3aHUM, TPUBEICHHBIX B HACTOSIIUX



Vkazanusx. B Tekcre npemymnpexparonieii MHPOpMAIMU YIOMUHAIOTCS OMpeeIeHHBIC
BHUPYCHI, KOTOPHIE B MPOIILJIOM NEPEIaBAIUCH NPU TPUMEHEHUH JIEKAPCTBEHHBIX MPENnapaTos,
MOJIYYEHHBIX U3 KPOBH WJIH IJIa3Mbl KPOBU YEJIOBEKA.

Mepsl, npyHUMaeMble JJI MPEAYNPEKICHUS epeaund TaKuX 000JI0UE€YHbIX BUPYCOB,
Kak BUpyc uMMyHoae¢puuurta yenoeka (BUY), supyc renarura B (BI'B) u Bupyc renatura
C (BI'C), paccmaTpuBatotcs B kKauecTBe 3(h(PEKTUBHBIX JJIs1 BCEX KOMMEPUYECKUX MPenapaToB.
Takue 6e300010ueuHbIe BUPYCHI, Kak BUpyc renatuta A (BI'A) u mapsoBupyc B19, tpynxo
MOJJAIOTCS WHAKTUBAUM U (WMIW) JMUMUHAIMU, a 2G()EKTUBHOCTH MEp YyIaJCHHS
0€300010Y€YHBIX BUPYCOB OTJIMYAETCS AJI Pa3HbIX JIEKAPCTBEHHBIX MPENapaToB.

B cBsi3u ¢ 3TUM CBelieHUs, COMepKAIIUecs s MOTpeduTenel B o01eil XxapakTepucTUKe
JIEKapCTBEHHBIX MPENapaToB U JIMCTKE-BKJIAAbIIIE JIEKAPCTBEHHBIX MTPENapaToB, MOJIYYEHHBIX
M3 KpPOBM WM TJa3Mbl KPOBHU YEIOBEKA, JOJIKHBI COJEpkaTh HHGOPMALUIO O
NOTEHIMAIBLHOM pUCKe Tiepeaaun 0e3o00o0moueunbix BupycoB (BI'A u mapBoBupyca B19) ¢
YYETOM NPUHUMAEMBIX Mep 0€30MacHOCTH M PE3yJIbTAaTOB UCCIEAOBAHUN MHAKTUBALUU U (
WIN) 3JIMMUHAIIMY BUPYCOB, MTPOBEACHHBIX JIEPXKATEIIEM PETUCTPAIIMOHHOTO yIOCTOBEPEHUS
JIEKapCTBEHHOT'O Mpenapara, NoJIy4eHHOr0 U3 MIa3Mbl KPOBU YEJIOBEKA.

HeB03MOKHO COCTaBUTH OT/IETBLHOE YKa3aHHUE O MOTEHIIMATHLHOM pUCKE HHOUIIUPOBAHUS
0e3000104ueyHBIMU BUpYcaMH. B mponecc mpou3BoACTBa BCEX JICKAPCTBEHHBIX MpEnapaToB
W3 KPOBH WJIU TUIa3Mbl KPOBH YEJIOBEKA JOJDKHBI OBITh BKIIOUCHBI dP(HEKTUBHBIC CTaINU
WHAKTUBALUU U (UJIM) SIMMUHAIIMY IIHPOKOTO CHEKTpa BUPYCOB, 00JIaalOMIUX Pa3HBIMU
(GU3UKO- XUMUYECKUMU CBOMCTBaMH. DTO JaeT YBEPEHHOCTh B 3(P(HEKTUBHOCTH HHAKTHUBAIIH
U (UIM) PIUMHUHAIUM BUPYCOB, HE H3BECTHBHIX B HACTOSIIEE BpEeMs WM HEIaBHO
MOSIBUBIIUXCSL.

Bupyc nuxopanku 3anagnoro Huna nosisuiics B CeBepHOM AMEpPHUKE U IepeiaBajics
yepe3 KOMIIOHEHTHI KpoBU. BMmecTe ¢ TeM ciiyuau mepenayu BUpyca JUXOpPaaKHu 3anagHoro
Huna yepe3 nekapcTBEHHbIE Ipenaparbl, MOJTYYEHHbIE U3 IJIa3Mbl KPOBU YEJIOBEKa, HE
3apeructpupoBanbl. Mcrnosib3yemble B HAcTosllee BpeMs CTaauW WHAKTHUBAUUMU U (WUIIN)
ANMMHMHALIMKA JTOCTAaTOYHBI ISl oOecredeHus] 0e30MacHOCTH JIEKapCTBEHHBIX MPENapaToB,
NOJIYYEHHBIX U3 IUIa3Mbl KPOBU YEJIOBEKA, B OTHOIIEHUHU BHpYyca TUXOopaku 3anagHoro Hua

C ydeToM 3TuX (aKTOpPOB B MPEAYNPEXJIAOMINX YKa3aHUIX HUHPOpMaIUsi O JaHHOM
BHUpYCE HE YKA3bIBACTCS.

PaccmarpuBaeTcst Bompoc 0 HE0OOXOAUMOCTH OTAEIBHOIO YIOMUHAHUS O BapUAHTHON
oone3nu Kpeittudenpara — Sxkobda (BBKS) B mpenynpexnaromux ykazanusx. [Ipunsaro
pelIeHne O Helesleco0Opa3HOCTH BKJIIOYEHHUS OTAEIBbHOTO YIMOMHHAHHUS O IMOBBIIICHHON
OMACHOCTH B CBSI3U C NOTEHUMAJIBHOW Iepenadyeil Bo3OyAuUTENss BapUaHTHON Oo0Je3HU
Kpeiitidensara — SIkoba yepe3 neKapCTBEHHBIE Mpenaparhbl, MOJTYYEHHBIE U3 KPOBU HIIU
IUIa3Mbl KPOBH UY€JIOBEKA, U MPOJOJIKEHUH MPAKTUKU MPEACTABICHUS YaCTHBIX CBEJCHUI B
APYTUX TOKyMEHTaX.



Nudopmanus B npeaynpekIaoiieM yKa3aHUu COACPKUT 00IIee mpeaypexacHue o
HEBO3MOYXHOCTH TIOJTHOTO MCKJIFOYEHUS Mepeiadynd BO30YyAUTENeH BUPYCHBIX MH(EKIUN TTpU
NIPUMEHEHHUH JIEKAPCTBEHHBIX IIPENapaToB, IMOJYYEHHBIX W3 KPOBU WM IUJIa3Mbl KPOBH
YEJI0BEKA.

Coo0bmenns 00 MHPUITMPOBAHUU BHPYCaMU MPU BBEJCHUH JIEKAPCTBEHHBIX MPENapaToB
HAa OCHOBE albOyMHHA, TOJYYEHHBIX CTaHAAPTHBIMU METOJAAaMU U COOTBETCTBYIOIIUX
(dbapmakonelnbiM cTathaM @Papmakonen Coro3a, a IpU OTCYTCTBHUU B HEW — CTaThbsIM
(dapmakoriell rocy1apcTB-4JICHOB, HEe TIocTymnaiu. Ecinu anb0yMuH UCTIONB3yeTCsS B KAUECTBE
BCIIOMOTATEILHOTO BEIIECTBA B IPYTUX JICKAPCTBEHHBIX IIpenapaTax, He TpeOyeTcs BKII0YATh
Kakue-mu0o OTAENbHBIC MPEAYNPEKACHUS, UYTO OOBSICHACTCS IUTEIBHON HCTOpHEH
0e30macHOTO TPUMEHEHHUS JIEKapCTBEHHBIX IMpenapatoB Ha OCHOBE albOymuHa. B
PACCMOTPEHHOM CiIydae albOyMHUH YKa3bIBA€TCS B TMEPEYHE BCIIOMOTATEIHHBIX BEIIECTB,
UCITOJIb3YEMBIX JJISI IPOU3BOACTBA APYTOr0 JEKAPCTBEHHOTO MpErapara.

II. TIpexynpexnenue 06 HHPEKTUOHHBIX areHTax B 00melH XapaKTepUCTHKE JIEKApCTBEHHBIX
IpenapaToB, MOTydeHHBIX H3 KPOBH W ILTa3MbI KPOBH 9eJI0BEKa

B oO0mieii xapakTepucTuke JIeKapcTBEHHOTo ipenaparta B pazjeine 4.4 "OcoOble ykazaHus
U MEpPBI MPETIOCTOPOKHOCTHU TIPU TPUMEHEHUU" BHIOOP (OPMYITHPOBKH, 3aKIFOYEHHON B < >,
3aBUCUT OT 3 (PEKTUBHOCTU MEP B OTHOIIICHUU COOTBETCTBYIOIIETO BUpYCa.

1. JIexapcTBeHHEBIE IpENapaTHI, IOJXYICHHEIE U3 KPOBY MM ILIa3MEI KPOBH 9EJI0BEKA (32
ACKIIOYCHAEM HMMYHOITIOOYJIMHOB U anb0yMuHA)

"CraHzapTHble MEpbI IPEAYNPEKICHUS PA3BUTHS BUPYCHBIX HH(DEKIUH, 00yCIOBIEHHBIX
IIPUMEHEHHUEM JIEKAPCTBEHHBIX IPENapaToB, MOJYYEHHBIX U3 KPOBU WM ILIa3Mbl KPOBHU
YeJioBeKa, MpeycMaTpruBatoT 0TO0p TOHOPOB, CKpUHUHT MHAUBUAYAJIbHBIX JOHAIMM U ITyJI0B
I1a3Mbl Ha crenu@uueckre Mapkepbl HHPEKIHUNA U BKIIOUYEHHE B MPOIECC MPOU3BOJICTBA
3¢ (PEeKTUBHBIX CTaUN MHAKTUBAIIMU U (WJIM) JIMMHUHAIIMU BUpYycoB. HecmoTps Ha 310, Npu
BBEJICHUH JIEKAPCTBEHHBIX IIPENAPATOB, ITOJYYEHHBIX U3 KPOBU WJIU IIJIa3Mbl KPOBU YEJIOBEKA,
HEJIb3s1 IOJHOCTBIO UCKIIFOUUTh BO3MOXHOCTD I€peiaul BO30yIuTeNel BUPYCHBIX UH(EKIHIA
, 0OCOOCHHO B OTHOLIEHUY HEU3BECTHBIX U HOBBIX BUPYCOB, a TAKXKE IPYTUX NaTOTE€HOB.

[TpunsThIe MEpBl cUUTAIOTCS () (PEKTUBHBIMU B OTHOIIEHUN TaKUX 000J0YEUHBIX BUPYCOB
, Kak BUpyc uMmmyHojeduuura yenoseka (BIY), Bupyc renatura B u Bupyc renatura C.

<, a TaKkKe B OTHOIICHUH 0€3000I04eYHOTO<BIX> BUPYyca<oB> <rematutra A> <p> <
napBoBupyca B19>>.

<I[IpuHsTHIE MEPHI HE CYUTAIOTCS JOCTATOUHO 3(HPEKTUBHBIMU
B OTHOIIICHUH TaKuX 0€3000JI04€UHBIX BUPYCOB, KaK <BHUPYC renaTuta A> <u> <mapBOBHUPYC
B19>>.



<UndunuupoBanre mnappoBupycom B19 omacHo misi GepeMeHHBIX KEHIIUH (
MH(UIIMPOBaHUE MJIOAA) U JIMIL ¢ UMMYHOAE(PUIUTOM HJIM MOBBIIIEHHBIM 3PUTPOIOI30M (
HaIlpuMep, IpU FeMOJUTUYECKOM aHEMHHM)™>. YKa3aHue O TPylIax pHCKa M0 NapBOBUPYCY
B19 Bkitouare He TpeOyeTcs, €cild MPHUHAThIE MEphl PACIEHUBAIOTCS B KadyecTBE
s dexTuBHBIX B oTHOIICHNH B19.

[Ipu xaxxqoM BBEIEHUHU MAIMEHTY {HAaWMMEHOBaHUE Mpernapara} TOKYMEHTUPYETCS €ro
HAaMMEHOBAaHHE U CEPUIHBIA HOMEP B LIEJIAX COXPAHEHUS CBSI3M MEXAY MMAallUEHTOM U Cepuein
npemnapara.".

IIpumeppr.
Mepel, 5¢h¢pexkTHBHBIE B OTHOIIIEHHH BHpYCA refaTuTa A u nmapBoBupyca B19:
"[IpunsiThie Mepbl cUUTAIOTCS 3(P(PEKTUBHBIMU B OTHOIIEHUU TAaKUX O0O0JOYEYHBIX
BHUPYCOB, KaKk BUpyc nMMmyHoedunuta genoreka (BUY), supyc remarura B (BI'B) u Bupyc
renatuta C (BI'C), a Takke B OTHOIIEHUWU TaKUX 0€3000J0YEUHBIX BUPYCOB KaK BUPYC
rernaruta A u napsosupyc B19.".
Mepel, 5¢h¢pekTHBHBIE B OTHOIIIEHHH BHpYCA rernaTtuTa A, Ho He napBoBupyca B19:
"[IpunsiThie Mepbl cUUTAIOTCS (P(PEKTUBHBIMU B OTHOIIEHWU TAaKUX O0OJOYEYHBIX
BHUPYCOB, KaKk BUpyc uMMmyHojedunurta yenoreka (BUY), sBupyc renarura B (BI'B) u Bupyc
renatuta C (BI'C), a Takxe B oTHOIIEHHH 06€3000104e4HOro Bupyca renatuta A. [IpunsTeie
Mepbl HE CYMTAIOTCSA JAOCTATOYHO 3(PPEKTUBHBIMU B OTHOIIEHHUU TaKUX 0€3000JI04€YHBIX
BUpYCOB, Kkak mnapBoBupyc B19. Mudunuposanue mnapsoBupycom B19 omacho s
OepeMEeHHBIX JKeHIIMH (MHQUIUpOBaHWE IIOAA) U JIMI C HMMMYHOJICPHUIUTOM WU
MOBBIILIEHHBIM 3PUTPOIIO330M (HAIPUMEp, TPU TeMOJIUTHYECKON aHeMun).".
Mepel, HEa(phekTHBHBIE B OTHOLLIEHHH BHpYCa IeflaTuTa A H napBoBupyca B19:
"[IpuHATHIE MEpbl CUUTAIOTCS 3PPEKTUBHBIMU B OTHOIIEHMHM TAaKUX O00OJOUYEUYHBIX
BHUPYCOB, KaK BUPYC UMMYHOJe(hULINTA YeloBeKa, BUpyc remarura B u Bupyc renarura C.
[IpuHsATBEIE Mepbl HE CUMTAIOTCS JOCTATOYHO S()PEKTUBHBIMU B OTHOILIEHHH TaKHUX
0€3000J104eUHbIX BUPYCOB, KaK BUpycC renatura A u mapoBupyc B19. Mudunuposanue
napBoBupycoMm B19 omacHo jisi 6epeMeHHBIX KEeHIMUH (MHPUIIMPOBAHUE TUIOAA) U JIUIL C
UMMYHOAE(UIIMTOM I MOBBIIIEHHBIM 3pUTPONO330M (HAIpUMeEp, NpU FEMOJIUTHUECKOM
aHeMum).".

2. TononHuTensHas GOPMYIHPOBKA UL PEryIApHO U (KIM) HOBTOPHO BBOJUMEIX JTEKAPCTBEHHEIX
IpenapaToB, MOTydeHHBIX H3 KPOBH WM ILTa3MbI KDOBH 4EJI0BEKa, 32 HCKIIIOYCHHEM
AMMYHOTJIOOY/IHHOB

B oTHomenun npenapatoB GakTOPOB CBEPTHIBAHMS KPOBH, MPENapaToOB aHTUTPOMOUHA U
IPYTUX PETYJISAPHO U (WIM) NOBTOPHO BBOJMMBIX JIEKAPCTBEHHBIX MPEMAPATOB, MOITYYEHHBIX
U3 KPOBM WJIM IIa3Mbl KPOBU YEJIOBEKA, 3a MCKIIOUYECHHEM HMMYHOTJIOOYJIHWHOB, TMEpes



MOCJIEAHUM TMPEIOKEHUEM O JOKYMEHTUPOBAHMHM HAUMEHOBAHUSA UM CEPUMHOIO0 HOMEpa
JIEKapCTBEHHOr0 TpenapaTra HEOOXOJIMMO TMPUBECTU CHEAYIOUIYIO JAOMOJHUTEIbHYIO
(bOpMyITHPOBKY:

"[TariueHTOB, PETYSPHO U (WJIM) MOBTOPHO MOJIYYAIOIINX {KJIACC MpernapaToB, HapUMep,
npenapatsl gakropa VIII, mpemapatsr aHTUTpOMOWHA}, TTOTYUYEHHBIE U3 KPOBU WIIH TIJIa3MbI
KPOBH YeJIOBEKA, HEOOXOAMMO BaKIIMHUPOBATh OT renatutoB A u B.".

3. ImMyHOTITOOYJIMHED

CBeneHus 1O JIGKAPCTBEHHBIM TIpemnapaTaM, OTHOCSIIUMCS K MMMYHOTJIOOYJIHHAM,

JOJKHBI BKJIKOYATh CIIEAYIOUIUE NPeIypeKIaonue Haanuc 1 UHPOpMaLHIO.
"CraHIapTHBIE MEPBI MPEAYNPEeKACHUS pa3BUTHUS UH(EKINH, 00yCIOBICHHBIX

MPUMEHEHUEM JIEKapCTBEHHBIX MpPENapaToB, MOJYYEHHBIX M3 IJIa3Mbl KPOBH YEOBEKa,
MpeyCcMaTpuBaloT 0TOOp IOHOPOB, CKPUHUHT MHAWBHIyaJIbHBIX JOHAIMHI U MyJIOB IIa3Mbl
Ha cnenuduyHble MapKepbl HHOEKIUN U BKIIOYEHHE B IIPOLIECC MPOU3BOACTBA 3 (HEKTUBHBIX
CTaAui WHAKTUBAIMU W (MJIM) AIMMUHALMM BUpycoB. HecMOTpsi Ha 3TO, pu BBEACHUU
JIEKapCTBEHHBIX IPEINAapaToB, MOJYYEHHBIX U3 KPOBH WJIM IUIa3Mbl KPOBH UYEJIOBEKA, HEJb3S
HCKJIIOUYUTh BO3MOXKHOCTh Tepe/laud Bo30yauTeneil nHQpeKiuii, 0COOCHHO B OTHOIICHUU
HEU3BECTHBIX U HOBBIX BUPYCOB, a TaKXKE€ APYIHX MTATOT€HOB.

[TpunsiTHIE MEpBI cunTaIOTCS 3PPEKTUBHBIMU B OTHOIIEHUH TAKUX 000JI0UE€YHBIX BUPYCOB
, kKak BUpyc nMmyHoedunura yenoseka (B1Y), sBupyc renatura B u Bupyc renatura C.

<, a TaK’Ke€ B OTHOIIEHUHU 0€3000I04eYHOTO<BIX> BUpYyca<oB> <rematutra A> <p> <
napoBupyca B19>>,

<IIpuHATBIE MEPHI HE CUUTAIOTCS JOCTATOUYHO IP(HEKTUBHBIMU
B OTHOILIEHUU TaKUX 0€3000J104€YHBIX BUPYCOB, KaK <BUpYC renatuta A> <u> <mnapBOBUPYC
B19>>.

HakormieHn 1octatoyHblii KIMHUYECKHUH OTNBIT OTCYTCTBHUS MEpeayu BUpyca renatuta A u
napBoBupyca B19 npu BBeneHMNM MMMYHOTJIOO0YJIMHOB, KPOME TOTrO, MPEANOIAraeTcs, 4yTo
HaJu4Ke Crelu(pUYeCKUX aHTUTEN BHOCUT 3HAUMTENIbHBINA BKIIAJl B 0OecieueHre BUPYCHON
0€30IacHOCTH.

[Ipu xaxj0M BBEJEHUU NMAIMEHTY {HAWMMEHOBAHME IMpernapara} JOKYMEHTUPYETCS ero
HaMMEHOBAaHHE U CEPUIHBIA HOMEP B LIEJIAX COXPAHEHUS CBSI3U MEXAY MAallUEHTOM U Cepuei
npemnapara.".

4. Airs6ymuH

CBeieHHs TI0 JIEKApCTBEHHBIM TMperapaTaM Ha OCHOBE albOyMHHA JOJHKHBI BKIIOYATh
CJIeIyIOLME TPeIyIpekIaloIIe HaIUCH U HHPOPMALIHIO.

"CtanmapTHbIE MEpBI TPEAYNPEKICHUS pPa3BUTHS BUPYCHBIX 3a00J€BaHUM,

00YCJIOBJICHHBIX MPUMEHEHUEM JICKAPCTBEHHBIX MpPEnapaToB, MOJIYUYEHHBIX U3 KPOBH WIIH



MJ1a3Mbl KPOBU Y€JIOBEKa, MPEAYCMATPUBAIOT OTOOP JOHOPOB, CKPUHUHT MHAMBUIYATbHBIX
JIOHAIIMH | ITYJIOB TIa3MbI
Ha crnenuuyHble Mapkepbl UHOEKIUNH 1 BKIOYeHUE A(H(PEKTUBHBIX MPOU3BOICTBEHHBIX
CTaauil WHAKTUBAIMU W (WJIW) DJIMMUHAIMK BUPYcOB. HecMoTpst Ha 3TO, IpU BBEACHUU
JIEKapCTBEHHBIX MPEMapaToB, MOJIYICHHBIX U3 KPOBH WJIU TUIA3MbI KPOBU YEIIOBEKA, HEIb3S
UCKIIIOYUTh BO3MOXKHOCTh TMEpenaud BO30yAHUTENe BUPYCHBIX HMHQEKIIHI, 0OCOOEHHO B
OTHOIIICHUU HEM3BECTHBIX M HOBBIX BUPYCOB, a TAKXKE IPYTHUX MATOTCHOB.

Coo0mienrs 00 UHPUIIMPOBAHUU BUPYCaMU MPU BBEJCHUU JIEKAPCTBEHHBIX MPENapaToB
Ha OCHOBE aJlhb0OyMHHA, TOJYYCHHBIX CTAaHJAPTHBIMA METOJAaMH W COOTBETCTBYIOIIUX
dbapmakonelinpiM cTaThaM @Dapmakomnen Coro3a, a TpPU OTCYTCTBUM B HEW — CTaThsIM
dapmakorieil ToCy1apCTB-4WICHOB, HE MOCTYIAIIH.

[Tpu xax0M BBEJEHWY TAIMEHTY {HAWMMEHOBAHHE Mperapara} JOKYMEHTUPYETCS €Tr0
HAaUMEHOBAHUE U CEPUUHBIA HOMED B LIEJISIX COXPAHEHUS CBSI3U MEX]y MAllMEHTOM U cepuei
npemnapara.”.

[I. ®opmympoBka pasnena 4.8 "HexxenarenbHbie peaknun" o0mei XxapakTepHCTUKA
JIEKapCTBEHHOT'O IpenapaTta, MOXyIeHHOTO W3 KPOBH WM ILIa3MbI KDOBH J€I0BEKa

CBeneHus TOJKHBI BKIIIOYATh CIIEAYIOIINE IPEeyTpeKIalolue Hallucu 1 HHHOpMaIIHIO.
"CBenenusi 0 0€30MACHOCTH, Kacaroluecss BO30yAuTeNeld BUPYCHBIX HHQPEKIUH,
MpUBEICHBI B pazjene 4.4.".

IV. IIpenynpexnenns 06 HEQEKIUOHHBIX ar€HTaxX B IMCTKAaX-BKIAbIIIAX JCKAPCTBEHHOTO
Ipenapara, OJIy4eHHOTO U3 KPOBH MM ILTa3MBI KPOBH 9ETIOBEKA

[Ipenynpexpaatomiee yka3aHue, COBMECTUMOE C TEKCTOM OOIIeld XapaKTepUCTUKH
JIEKapCTBEHHOTO Mpernapara, BKIo4aeTcs B paszznen 2 "O yem HeoO0XOIMMO 3HaTh nepep <
nmpueMoM><INpUMEHEeHHeM> {HauMEHOBaHue mpenapara}.".

B crneayromux ykazaHusx BbIOOp (OPMYIHPOBKHU, 3aKIIOYEHHON B < >, 3aBUCHUT OT
3¢ ($HEeKTUBHOCTH MEp B OTHOILIEHUHU YKa3aHHOTO BHUpYcCa.

1. JIexapcTBEeHHBIE IIpENapaThl, IOXYICHHBIC U3 KPOBH HIH IUIa3MEI KPOBH JeJIOBEKa (3a
HACKIIIOY€HIEM UMMYHOTIOOYJIMHOB U ans0ymMmHa)

"Ecnu nexkapcTBEHHBIE MpenapaThl U3TOTaBJIMBAIOTCA U3 KPOBU WJIM IUIa3Mbl KPOBHU
YeJIOBEKa, MPUHUMAIOTCS CIICHMAIIbHBIE MEPBI JIJIsl IPEOTBPAICHUS TTepeiaur BO30yauTeNen
MH(PEKIIMOHHBIX 3a00JICBaHUM MAIUEHTaM.

K HuM oTHOCSATCS:

TIIATEJbHBIA OTOOpP AOHOPOB KPOBU U IJIa3Mbl, YTOOBI HE JTOMYCTUTh K JOHOPCTBY

HOCHUTEJICH BUPYCHBIX UH(EKITUH;



UCHBITAaHUE KaXJOW [JOHAIlMM M NYyJOB IJa3Mbl Ha MapKepbsl BHPYCOB
MMMYHOJIOTHYECKMMU U MOJIEKYJISIPHO-T€HETUHUECKMMHU METOJIaMU;

BKJIIOUEHHUE B 00pa0OTKY KPOBH WU IJIA3MbI CTaAHM, CTIOCOOHBIX MHAKTUBUPOBATH WU
yAAJSATh BUPYCHI.

HecMoTpst Ha 3T0, IpHU BBEJECHUU JIEKAPCTBEHHBIX MTPENAPATOB, U3TOTOBICHHBIX U3 KPOBU
WIN TUIa3Mbl KPOBU YEJIOBEKA, HEJb3s UCKIOYUTh BO3ZMOXKHOCTH MEpeauu BO30yauTenen
MH(]EeK1Hii, 0COOEHHO B OTHOLLIEHHH HEHU3BECTHBIX M HOBBIX BHPYCOB, a TaKXe IPYTrUx
IIATOT€HOB.

[TpunsTHIE MEpBI cUNTaIOTCS 3PPEKTUBHBIMUA B OTHOIIEHUH TAKUX 000JI0UE€YHBIX BUPYCOB
, KaKk BUpyC UIMMYyHoAe(uiinTa 4eaoBeka, BUpyc renatura B u Bupyc renaruta C.

<, a Tak’Ke B OTHOIICHUHU 0€3000I04eYHOTO<BIX> BUpYyca<oB> <rematutra A> <p> <
napBoBupyca B19>>.

<IIpuHsATHIE MEPBI HE CUUTAIOTCS JOCTATOYHBIMHU B OTHOILIEHUH TaKUX 0€3000JI04€UHBIX
BHUPYCOB, KaK <Bupyc remnarura A> <> <napBoBupyc B19>>.

<WupuuupoBanue mnapBoBupycoM B19 omacHo ans OepeMEHHBIX >KEHIIUH (
MH(ULIMPOBAHKE IJI0/1A) U JIUL C YTHETEHHEM UMMYHHOU CHCTEMbI UJIM HEKOTOPBIMU BUIAMHU
aHeMu# (Hampumep, IpH CEPrOBUIHO-KICTOYHON OOJIE3HHU WM TEMOJIUTUYECKON aHEMUH )>.
[Ipyn mosiyyeHMM BaMU KaXKJOW J03bl {HaMMEHOBAHUE Mpemnapara; HEoOXOIUMO
JOKYMEHTUPOBATh €r0 HAMMEHOBAaHHE U CEPUUHBIA HOMEDP B LEISAX COXPAHEHHS HCTOPUU
UCIIOJIb30BAHHBIX CEpPUM.".

VYkazaHue o rpymnmax pucka mno mapsoBupycy B19 Bkiiouate He TpeOyercs, eciu
IPUHATHIE MEPBI PACLIEHUBAIOTCS B KauecTBE 3 PEKTUBHBIX B oTHOIIEHHU B19.

Ipumepsr.

Mepel, 5¢h¢pexkTHBHBIE B OTHOIIIEHHH BHpYCA refaTuTa A u napBoBupyca B19:

"IIpunsiThie Mepbl cUUTAIOTCS 3(P(PEKTUBHBIMU B OTHOIIEHUWU TAaKUX O0OJIOYEYHBIX
BHPYCOB, Kak BHpyc uMMyHoneduiura yenoBeka (BUY), Bupyc rematuta B u Bupyc
renatuta C, a Tak)Ke B OTHOIIIEHUH 0€3000J104€UHbIX BUpYyca renaTuta A u napsosupyca B19
.".

Mepsi, 3¢hpexTnBHBIE B OTHOLIEHHH BHpYca renatuta A, Ho He napBoBupyca B19:

"[IpuHsiThie Mepbl CUUTAIOTCSH I(P(PEKTUBHBIMU B OTHOIIEHUU TAaKUX OOOJOYEUYHBIX
BUPYCOB, KaKk BUpyC MMMYyHozaeduuurta yenoBeka (BUY), Bupyc rematuta B u Bupyc
renatuta C, a Takke B OTHOLIEHUHU 0€30005104e4HOro Bupyca renarura A. ITpuHsaTeie Mepbl
HE CYHUTAIOTCS JIOCTaTOYHBIMM B OTHOUICHUM TaKUX 0€3000JI04€YHBIX BHUPYCOB, Kak
napBoBupyc B19. Undunuposanue napsoBupycom B19 onacHo s 6€peMeHHBIX XKEHITUH (
MH(GUIUPOBAHUE TUI0JA) U JIUI] C YTHETEHHEM UMMYHHOU CUCTEMbI WM HEKOTOPHIMU BUIAMHU
aHeMMi (HampuMep, PU CEPIIOBUIHO-KJIETOUHOM 00JIE3HN MIIM FEMOJIUTUYECKON aHeMUn).".

Mepbi, Hea(h(hekTHBHBIC B OTHOLICHHH BHpYCa renatuta A u napBoBupyca B19:

"[IpuHATHIE MEpbl CUUTAIOTCS 3PPEKTUBHBIMU B OTHOIIEHMHM TAaKUX O00OJOYEUYHBIX
BHPYCOB, Kak BHpyc MMMYyHoneduuura yenoBeka (BUY), Bupyc rematura B u Bupyc



renatuta C. I[IpuHATBIE MEpbl HE CUHUTAIOTCS JOCTATOYHBIMH B OTHOILIEHUHU TaKUX
0€3000J104eUHbIX BUPYCOB, KaK BUpyc renatura A u mapoBupyc B19. Mudunuposanue
napBoBupycoMm B19 omacHo /st 6epeMeHHBIX KEeHIIUH (MHPUIIMPOBAHUE TUIOJA) U JIUIL C
YTHETCHUEM HUMMYHHOW CHCTEMbl WJIM HEKOTOPHIMH BHUJAMH aHEMUU (HAmpumep, Mpu
CEPHOBUIHO-KIECTOYHOU OOJIE3HH WIIM T€MOJIUTUYECKOU aHeMun).".

2. lonomauTensHas GOpMyTHPOBKa [isl PETYIAPHO H (HIH) IOBTOPHO BBOJMMEIX JIEKapCTBEHHEIX
[penaparoB, MOTyYeHHBIX U3 KPOBH HIH IUIa3MbI KDOBH JEJIOBEKa, 332 HCKIIOYCHHEM
AMMYHOTJIOOYJIHHOB

B oTHomenun npenapatoB GakTOPOB CBEPTHIBAHUS KPOBH, MPENapaToOB aHTUTPOMOUHA U
IPYTUX PETYJISAPHO U (WIM) NOBTOPHO BBOJHUMBIX JIEKAPCTBEHHBIX MPEMAPATOB, MOITYYEHHBIX
U3 KPOBHM WJIM IUIa3Mbl KPOBU YEJOBEKA, 3a MCKIIOUYEHHEM HMMYHOTJIOOYJIHUHOB, TMEpe]
MOCJIEIHUM MPEJIOKEHUEM O JOKYMEHTUPOBAHUM HAaMMEHOBAHUS M CEPUHHOTO HOMEpa
JIEKapCTBEHHOr0 IpernapaTta HEOOXOJMMO NPHUBECTH CIEIYIOUIYI JIOMOJHUTENIbHYIO
(hOpMYIUPOBKY:

"Ecnu BBI peryisspHO (MIOBTOPHO) MOTyYaeTe {KJiacc mpenapaToB, HAPUMEp, IpenapaThl
¢dakropa VIII, npenapaTsl aHTUTpOMOUHA }, TOTYUYEHHBIE U3 MJIa3Mbl KPOBU YeJIOBEKa, Bpay
MOXET PEKOMEH/I0BaTh BaM MPONTH BaKIMHALIMIO OT renaTtutoB A u B.".

3. IimMyHOTIIOOY THHBI

CBeneHus 1O JIGKAPCTBEHHBIM IpernapaTaM, OTHOCSIIMMCS K UMMYHOTJIOOyJIHHAM,
JOJKHBI BKIIKOYATh CIEAYIOLINE PeAyIpeKaatolne HaANuCcu U HHPOPMAIHIO.

"Ecnm JIeKapCTBEHHBIE MpPENapaTsl W3TOTABIMBAIOTCA W3 IUIa3Mbl KPOBU YEJIOBEKA,
NPUHUMAIOTCS CIELMAJIbHBIE MEpbl A MpPeNOoTBpalleHuss Iepenadd Bo3OyauTeneit
MH()EKIMOHHBIX 3200JIEBAHUN MALIUEHTAM.

K HuM oTHOCATCS:

THIATEIbHBIA OTOOP JOHOPOB KPOBH U IUIa3Mbl, UTOOBI HE JOMYCTUTh K JOHOPCTBY
HOCHTEJICH BUPYCHBIX MH(EKIHIA;

UCIBITAHNE KaXJOW JIOHAlMM M NyJOB IIJIa3Mbl Ha MapKepsl BHPYCOB
MMMYHOJIOTHYECKUMH U MOJIEKYJIIPHO-TEHETUYECKUMU METOJaMU;

BKJIIOUEHUE B 00pa0OTKY KPOBH WX IJIa3Mbl CTaAHM, CIIOCOOHBIX MHAKTUBUPOBATH WU
YAAJISATh BUPYCHI.

Hecmotps Ha 370, IpU BBEICHUH JIEKAPCTBEHHBIX IIPENIapaTOB, U3TOTOBJIEHHBIX U3 KPOBU
WM TJ1a3Mbl KPOBU YEJIOBEKA, HEJb3d UCKIIOUUTH BO3MOXKHOCTH Mepe/ladyu Bo30yauTenei
uH(pekui, 0COOEHHO B OTHOUICHUU HEU3BECTHBIX M HOBBIX BHUPYCOB, a TaKXKe IPYrUX
[IaTOTEHOB.

[TpunsTeie Mepbl cuUTAIOTCS () (PEKTUBHBIMU B OTHOIICHUN TaKUX 000JI0YEUHBIX BUPYCOB
, Kak BUpyc uMMmyHoaedunura yenoseka (B1Y), Bupyc renarura B u Bupyc renatura C.



<, a TaKkKe B OTHOIICHUH 0€3000JI04eYHOTO<BIX> BUpYyca<oB> <rematutra A> <u> <
napeoBupyca B19>>.

<IIpuHSATHIE MEPHI HE CUUTAIOTCS JOCTATOYHO d(PGEKTUBHHIMU B OTHOIIEHUU TaKHX
0€30007104€YHBIX BUPYCOB, Kak <BHUpYC remnatuta A> <u> <napBoBupyc B19>>.

BBenenne nMMyHOTr100yJIMHA HE BBI3BIBAJIO Pa3BUTHUE remnatuta A v nHQUIMpPOBaHUE
napsoBupycoM B19 B cBs3u c coaepkaHHEM B JIEKAPCTBEHHOM MpeNapare 3allUTHBIX
AHTUTEI IPOTHUB 3TUX UH(EKIIHIA.

[Ipu mosyuyeHun BaMU KaXKJOW J03bl {HaMMEHOBAHUE Mpemnapara} HEoOXOIUMO
NOKYMEHTHPOBATh €ro HAMMEHOBAHHME M CEPUMHBIA HOMEpP B LEIAX COXPAaHCHMS Clena
HCTOJIb30BaHHBIX CEpUid.".

4. Ams6ymuH

CBeneHusi o JEKapCTBEHHBIM IpenaparaM Ha OCHOBE anbOyMHUHA JOJDKHBI BKIIOYATh
CIIEYIOIKE IPeayNpEeKIaoLue HaIMCU U HH(POPMALIHIO.

"Ecnm JIeKapCTBEHHBIE MpPENapaTsl W3TOTABIMBAIOTCA M3 IUIa3Mbl KPOBU YEJIOBEKA,
OPUHUMAIOTCS CHELUalbHbIE MEphl A MPEeJOTBpalleHusl Iepenadd Bo3OyauTenei
MH(EKIMOHHBIX 3200JIEBAHUN MALIUEHTAM.

K HuM oTHOCATCS:

TIIATEIbHBIA OTOOP JTOHOPOB KPOBH U IUIa3Mbl, YTOOBI HE JOMYCTUTh K JOHOPCTBY
HOCHTEJIeH BUPYCHBIX NH(EKIIHIA;

UCIBITAHUE KaXXJOW JOHAMM M NYJOB MJIa3Mbl Ha MAapKepbl BUPYCOB
MMMYHOJIOTHYECKMMU U MOJIEKYJISIPHO-T€HETHYECKUMHU METOJIaMU;

BKJIIOUEHHUE B 00pa0OTKY KPOBH WM IJIa3Mbl CTAJMM, CHOCOOHBIX MHAKTUBUPOBATH WU
YAQIATHh BUPYCHI.

HecMoTpst Ha 3T0, IpU BBEJEHUU JIEKAPCTBEHHBIX [TPENAPATOB, N3TOTOBJIEHHBIX U3 KPOBU
WM TJ1a3Mbl KPOBU YEJIOBEKA, HENb3d UCKIIOUYUTH BO3MOXKHOCTh Mepeayu Bo30ynuTenen
uH(peKui, 0COOEHHO B OTHOUICHUU HEU3BECTHBIX M HOBBIX BUPYCOB, a TaKXe IPYrUX
MTaTOr€HOB.

Coo0miennst 00 MHOUIMPOBAHUM BUPYCaMU MPH BBEJICHUH JIEKAPCTBEHHBIX MPENapaToB
Ha OCHOBE aJIbOYMHHA, IIOJYyYEHHBIX CTAHJAPTHBIMU METOAAMU U COOTBETCTBYIOIIMX CTAThSIM
®apmakonen Coro3a, a pU OTCYTCTBUU B HEH — CTaThIM (papMaKkorieil rocy1apCTB-4JICHOB,
HE MOCTyI M.

[Ipyn moslyyeHuH BaMU KakJOW A03bl {HaMMEHOBAHUE Mpemnapara; HEOOXOIUMO
JOKYMEHTHPOBATh €r0 HAMMEHOBAHUE WM CEPUNHBIA HOMEDP B LEIAX COXPAHEHHUs clena
HCMOJIb30BaHHBIX CEpUid.".
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