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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



TPEBOBAHWA

K MHCTPYKIHH IT0 MEAUIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOT'O Ipenapara u o0mei
XapaKTEpHCTHUKE JIEKapCTBEHHOTO IIpenapara Il MEAUIMHCKOTO IPAMEHCHHA

CHocka. Pazgen 1 ¢ u3dmeHenuem, BHeceHHbIM pemeHneM CoBeta EBpasuiickoi
sKOHOMMYECcKOM kKoMmuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIy 11O UCTEUEHUU 6 MECSIIIEB C
JaThl €ro O(PUIUATIBHOTO OIMYOIMKOBAHUS).

I. O0mue mosoKeHus

OO0uras xapakTepucTHKa JEKApCTBEHHOIO Mpernapara Jyisi MEJUIMHCKOTO MTPUMEHEHUS (
nanee — OXJIII) conepxkut opunnanbHy0 HHPOPMALIUIO O JEKAPCTBEHHOM Ipemnapare s
MEIUIIMHCKOTO MPUMEHEHUSI, MPEIHA3HAYCHHYIO Il MEIUIIMHCKUX PaOOTHHUKOB B IIENSAX
MIPaBUJIBHOTO HA3HAYEHHUS JIEKAPCTBEHHOI'O Mperapara U KOHTPOJIA 3a €ro NPUMEHEHUEM.
Nudopmarus B OXJII nmoiesxuT coraacoBaHUIO YIIOJHOMOYEHHBIMUA OpraHaMU roCy1apCTB
— wieHoB EBpa3uiickoro 3KOHOMHUYECKOTO COr03a (Jajee COOTBETCTBEHHO —
rocygapctBa-usieHbl, Corw3) B cdepe oOpalieHHs JEKapCTBEHHBIX CPEACTB B XOJe
pPETUCTpaAllUd W TOCIEAYIOMIETO OOpalieHus 3apeTHUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npenapara Ha Tepputopuu Coroza. Conepxanne OXJIII MoxeT ObITh U3MEHEHO TOJIBKO C
0100peHHUs YIIOJTHOMOUYEHHBIX OPraHOB rOCYyAapCTB-WICHOB B cepe 3ApaBOOXPAHECHUS WIH
IIPU HANpaBJICHUM UM YBEIOMJICHUS B COOTBETCTBHUU C IPABUIAMH PETUCTPALUU U
AKCIEPTU3bI JICKAPCTBEHHBIX CPEICTB JJI MEIUIMHCKOTO MPUMEHEHUS, YTBEPKIAEMbIMU
EBpasniickoit 5xoHOMHYECKOM KoMuccuen (nanee — Komuccus).

OXJIIT siBnsieTcst OCHOBHBIM MCTOYHMKOM MH(OPMAITUU TSI METUIIMHCKUX PAOOTHUKOB O
6e3omacHOM U 3 (PEKTUBHOM HCIIOIH30BAHUU JIEKAPCTBEHHOTO Tpenapara. MHCTpyKIus 1o
MEIUIMHCKOMY NMPUMEHEHUI0 (JIMCTOK-BKIaAbI) (Hasee — JIB) nexkapcTBeHHOro mnpemnapara
coctaBisiercst B coorBeTcTBHM ¢ OXJIII.

OXJIIT ve mpeaHa3HaveHa JJisi yCTAHOBIEHUS OONIMX PEKOMEHIAIUNA MO JICYCHUIO
OT/ACJBHBIX 3a00JICBaHUM, OJTHAKO B HEHM MOMKHBI ObITh yKa3aHbl KOHKPETHBIE aCIEKThI
JIEYEHHUSI W TIOCIENCTBUS NpPUMEHEHUs JiekapcTBeHHoro mnpemaparta. OXJII He gomkHa
COJIEpKaTh OOIIMX PEKOMEH AU IO TIPOoIeAypaM BEJICHUs TE€X UM UHBIX MAIlUEHTOB, HO B
HEel JIOJHKHBI IPUCYTCTBOBATH CIICIM(PUIHBIC ACTIEKTHI JIJI1 HA3HAYEHUS COOTBETCTBYIOIIETO
JIEKapCTBEHHOIO Ipernapara.

Hacrosmue TpebGoBanus coaep:kaT yKa3aHHST OTHOCUTENIBHO IMPEICTaBICHUS
undopmanmu B OXJIII. Uudopmarus, npeacraBieHHas B kaxaoM pazaene OXJII, nomkHa
OBITh COOTBETCTBOBATh KaK JOKYMEHTY B 1I€JIOM, TaK U C 3ar0JIOBKY pa3jielsia, K KOTOpOMY OHa
oTHocHUTCsl. HekoTopeie BOIPOCHl MOTYT OBITH PACCMOTPEHBI 0oJjiee YeM B OJIHOW YacTu
OXJIII, m B Takux ciaydasx JOIyCKaeTcsa ccbuika Ha apyrue paszpensl OXJIII, B KOTOpbIX
MpPE/ICTaBIICHa COOTBETCTBYIOIIAS IOMOJIHUTEbHAS HH(OpMAITHSI.



Hacrosimue TpeboBanus ciieqyer paccMaTpUBaTh B COYETAHUM CO CIEUU(PUUECKUMU
tpeboBanusiMu kK OXJII oTnenbHBIX TPyNI JEKAPCTBEHHBIX MpenapaToB (Hampumep,
BaKIMHBI, I3TMIIMPOBAHHBIE OCJIKHU WIIM JIEKAPCTBEHHBIE MPENAapaThl, IOJIYYEHHBIE U3 TUIA3MBI
KpPOBH, TOMEONIaTUYECKUE JIEKAPCTBEHHBIE MPENapaThl), yKa3aHHbIMH B IpHIIokKeHus X Ne 2, 3,
13 u 19 k Hacrosuum TpeboBaHUsM.

Kak npasumno, tpedyercs otaenpuHas OXJIII mis kaxmaoi 1ekapcTBeHHON (OpMBI, a B
HEKOTOPBIX ciay4dasx W s no3upoBku. [logroroeka eaunont OXJIII gns HECKOTBKHX
JEKapCTBEHHBIX (HOpM U (MJIM) JO3UPOBOK OCYIIECTBISIETCS B T€X Ciydyasx, KOT/a cxema
IIpUEMa JIEKApCTBEHHOTO MPEIapara npeyCMaTpuBacT U3MEHEHUE PEKUMA JO3UPOBAHUS I
crioco0a MpUMEHEHUs, UCTIOIb3yEeMOH JIEKapCTBEHHOM (POPMBI B MpoOIIecce JeUeHusl.

OXIJIIT pomxkHa OBITH pa3MeleHa Ha caiTe YINOJHOMOYEHHOrO opraHa
rocyiapcrBa-djicHa B chepe oOpalieHust  JIEKapCTBEHHBIX CpEICTB
UH(OPMAIMOHHO-TEIEKOMMYHUKAaIIMOHHOU cetn "MHTepHer", a Takke Ha OpUIHATBHOM
caiite Coro3a B ”HPOPMALIMOHHO-TEJIEKOMMYHHUKAIIMOHHOM ceTu "MHTepHeT".

I1. IIpuHOuIE peAcTaBIeHAs HHPOPMALMH O JIEKApCTBEHHOM IIpenapare,
a TaxKe BOIMPOCHL, KaCaIOIMecs COCTaBIICHAA (M3MEHEHH), SKCIIEPTH3EI H 0H00peHHA
rHGOpMaNUY O JIEKAPCTBEHHOM IIpenapare

1. Uadopmanus, conepxarasics B OXJIIT u JIB nomkHa OBITH MpeicTaBICHA B YETKOW U
nakoHnyHout popme. OXJIII u JIB BrirouaroTcst B Moaysb 1 peructpaimonsoro aocke. [lpu
HEBBINIOJTHEHUN TpeOOoBaHUM, NpeabsaBiaseMblx K cocraBieHuto OXJI u (umm) JIB,
YKa3aHHBIX B MYHKTAaX 7—9 — JIsi OpUTHHATBHOIO JIEKAPCTBEHHOTO Mpenapara, B NyHKTax 7 U
8, moamynkTtax 10.1.1-10.1.3 — g5 BOCIIpOM3BEIEHHOTO, THOPUAHOTO, OMOAHATIOTUYHOTO (
O0uorno00HOTO) JIEKAPCTBEHHBIX TMpPENapaToB, PETUCTPAIMOHHOE JIOChE TaKoOTO
JIEKapCTBEHHOI'0O IIpEIapara Wik J0Che Ha BHECEHUE U3MEHEHUN B PETUCTPALMOHHOE JOCHE
JIEKapCTBEHHOTO TIpernapara MpU3HAETCS HEKOMIUICKTHBIM, W 3agBUTENIO MPEIOCTABIACTCS
MPEeIYCMOTPEHHBIN MPaBUWIAMH PETHUCTPALMU M IKCIEPTU3BI JEKAPCTBEHHBIX CPENICTB IS
MEIUIIMHCKOTO TMPUMEHEHUsA, yTBepkaaeMbiMu Komuccueil, Cpok Ha IpelcTaBlICHUE
HEJIOCTAKIIUX MAaTEPHUAJIOB PETUCTPANUOHHOTO JOCHE B COOTBETCTBUU C 3aMEUAHUSIMHU
YIOJIHOMOYEHHOT'O OpraHa (3KCIEPTHON OpraHu3aiuu) peepeHTHOr0 rocy/1apcTBa.

2. Kaxnaeiil pazgen n0KeH HAYMHATHCSA ¢ UHGOPMAIIMU, OTHOCSIIEHCS K OCHOBHOM
LIEJIEBOM TPYIIIE MALMEHTOB, Ui KOTOPBIX MpEJIHA3HAYaeTCs JICKAPCTBEHHBIN Npenapar, u
MpU HEOOXOJAUMOCTH JIOJIKEH JIOMOJHATHCA KOHKPETHOM uH(oOpMaiuel mo oTIelbHBIM
rpynnaMm (Hampumep, AeTH WU Jula MOXWIOTro Bo3pacta). B ciyuae eciu mpemnapar
npeaHa3Ha4YeH Il €IMHCTBEHHOM LEJIEBOM TPYIIIbl "'B3pOCIbIE MALUEHTHI'", TO yYKa3bIBaTh
3TO B KaXXJIOM pa3zelie He 00s13aTeNbHO.

3. B OXJIII nomkHa KCHOJIB30BATHCSI COOTBETCTBYIOIIAS] MEAUIIMHCKAS TEPMUHOJIOTHSL.

4. OXJIIT coaepkuT MHPOPMALIMIO O KOHKPETHOM JIEKAPCTBEHHOM Ipenapare, Io3ToMy
OHa HE JOJKHA BKJIIOYATh B ceO0sl CCBUIKM Ha JAPYrue JIEKapCTBEHHBIE Mpernaparsbl, 3a



HCKJIOYEHUEM CIIy4yaeB, KOTJa JTO SBIAETCA NPEIOCTEPEKEHUEM, PEKOMEHIYEMbIM
YIOJTHOMOYEHHBIM OpPraHoOM TrOCyJapCTBa-ujieHa, a TakKe B cCiydyae, €clii Mpenapar
HEOOXOAMMO TMPUHUMATH MO CXEME HCKIIOUYUTEIHHO B COBOKYIMHOCTH C JPYTUMH
JIEKapCTBEHHBIMU TperapaTaMH.

5. IlpuHIUIIBI, YCTAaHOBICHHBIE HACTOSIIMMHU TpeOOBaHUSIMU, TPUMEHUMBI KO BCEM
JEKapCTBEHHBIM TIpenapaTaM. Vcrnonp3oBaHHE S3TUX MOPUHLMUIIOB [JI1 KOHKPETHOTO
JIEKapCTBEHHOT0 TpemnapaTta OyAeT 3aBUCETh OT HAy4YHBIX JaHHBIX O HEM U MPaBOBBIX
ocobeHHocTel ero peructpanuu. OTKIOHEHUE OT HacTosmuX TpeOoBaHMIl JOIKHO OBITh
000CHOBAHO B COOTBETCTBYIOLIEM 0030p€ WIIH PE3IOME PETUCTPALIMOHHOTO JJOChE.

6. B OXJIII nonxHa coaepxatbCsl CChUIKA (B COOTBETCTBUHU ¢ mpuioxeHuem Ne 10 k
HacToAlUM TpeboBaHMSAM) Ha CalT YMOJHOMOYEHHOIO OpraHa rocyaapcTBa-djieHa B
WH()OPMAITMOHHO-TEIICKOMMYHHUKAITMOHHOM ceTn "MHTepHeT", Ha KOTOPOM OHa pa3MelieHa.

7. Hus mpoBeneHus sxcneptusbl npoektsl OXJIIT u JIB npenctaBisitoTcs, B 4ucie
npouero, B ¢popmate MS Word ¢ BO3MOKHOCTBIO pelakTUpoBaHus. B xone skcnepTussl ¢
1eJIbI0 HanOoJiee MOJIHOTO U IPABMWIILHOTO OTPAKEHUSI 3aMEYaHU IKCIIEPTHI BIPABE BHOCUTD
uchnpaBlieHUus B pexume peneHsupoBanus (byHkuus MS Word) B mnpencTtaBieHHbIE
3asiutesieM npoekTsl OXJIIT u JIB.

8. B cnyuae BHeceHuss uzamMmenenuit B OXJIII u (wnm) JIB HeoOXoauMO NpeACTaBUTH
MoJHbIE NpOoeKThl AecTByomux peaakuuid OXJII u (win) JIB, a Takxke moiHble MPOEKTHI
OXJIII u (unu) JIB ¢ u3MeHeHUsIMU, BHECEHHBIMH B peXuMe pelieH3upoBaHus. [lomHbie
npoexTbl OXJIII u (wim) JIB ¢ u3MeHEeHUsIMH, BHECEHHBIMU B PEKUME PELEH3UPOBAHMS,
npeAHa3HAYEeHbl I OTCIEKUBAHUSA BCEX BHOCUMBIX M3MEHEHUH, YTBEPKIACHUIO MOJIECKAT
HCKIIFOUMTENIBHO COTJIaCOBAaHHBIE MO PE3ybTaTaM BHECEHUS M3MEHEHWH IMOJHBIE MPOEKTHI
OXJII u (umm) JIB. Bee Bnocumsbie B OXJIII u (unun) JIB u3MeHeHus H0KHBI ObITh HAYYHO
000CHOBaHBI, 32 UCKJIFOYEHUEM MPABOK PEJAKIIMOHHOTO XapaKTepa.

9. Ilpu BHecenun uzMeHenut B Tekct OXJIII u JIB pepxkatenb perucTpallMOHHOTO
YAOCTOBEPEHUSI OPUTHHAIBHOTO JIEKAPCTBEHHOTO IMpernapaTa JOJKEH BKIIOUYNUTh B MOTYJIb |
PETUCTPAIIMOHHOTO JIOChE, B COOTBETCTBHUU C TPEOOBAHUSMH MPABWI PETUCTPAIUA U
AKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB I MEOULUMHCKOTO NPUMEHEHUS, YTBEPKICHHBIX
Komuccueir, OXIJIII u JIB, yTBepXAeHHbIE B CTpaHe—IpousBoauTene, u (HJIu)
CTpaHe—JiepKaTesie PErUCTPallMOHHOTO yanocToBepeHus, u (uiau) apyroit crpane ICH, rae
3apeTrUCTPUPOBAH JIEKAPCTBEHHBIN ITpenapaT (Ipu HATUYUHN).

10. B oTHOIIEHNN BOCTIPOU3BEICHHBIX, THOPUIHBIX U OMOAHATOTUYHBIX (OO0 JOOHBIX )
JIEKapCTBEHHBIX IpenapaToB Npu BHeceHUU u3mMeHeHuil B Tekct OXJII u JIB meicTByroT
CJIEYIOIKE AOMOJHUTENIbHbIE TPEOOBaHUSI.

10.1. JlepxaTtenp perucTpalMOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOIO Ipernapara
JIOJI’KEH MPEICTaBUTh:

10.1.1. Konun pneiictByromux B pamkax Coroza OXJII u JIB opurunanbaoro (
pedepeHTHOTrO) JeKapcTBEHHOro mpemnapara. Ecnu opurnHanbHbld  (pedepeHTHBIN)



JeKkapcTBeHHbIN npemnapaT B Coro3e He 3aperucTpupoBaH, HeoOxoaumo npeactaButsh OXJII
u JIB opurunanbHoro (pedepeHTHOro) JIeKapCTBEHHOTO Ipenaparta (Mpu HAIUYUH),
NEUCTBYIOIIME B CTpaHE—IIPOU3BOAUTENE, U (WIU) CTpaHEe—Aep KaTele PErucTPaliOHHOIO
yaoctoBepenus, u (win) crpane ICH Ha si3bIke yTBEpAUBIIEH UX CTPaHBI.

10.1.2. Hexnapauuto o ToM, uto B npoektax OXIJIII u JIB BOCHpoOU3BENEHHOTO WU
OroaHanoruyHoro (OMOMoA0OHOTO) JEKAPCTBEHHOTO IMpernapaTa OTCYTCTBYIOT OTIMYHS OT
nevctByronux OXJIII u JIB opurnnansHoro (pedepeHTHOr0) JIeKapCTBEHHOrO IIpenapara, 3a
WCKIIFOUEHHEM OTJIMYUH, BBIJICTICHHBIX 1 O0OCHOBAaHHBIX B COOTBETCTBHH C TPEOOBAHUSIMH,
MpUBEICHHBIMU B noaAnyHkTe 10.1.3.

10.1.3. TlocTpouHoe (pacroyioKEHHOE MapaJUIeIbHO HAa OJIHOM JIUCTE) CPaBHEHUE
neiictBytouux OXJII u JIB opurunansHoro (pedepeHTHOr0) JeKapCTBEHHOT O MpernapaTa u
npoektoB OXJIIT m JIB BocmpowsBeneHHOTO, THOPUIHOTO WM OHOAHATOTHYHOTO (
OO0 A00HOT0) JIEKAPCTBEHHOTO Mpenapara ¢ BbleJIeHHeM 1 000CHOBaHUEM BCEX OTIMYHUU.
K TUnUYHBIM pa3nuuusiM OTHOCATCS pa3ivuus B MPOU3BOAUTENSAX, CPOKE TOJHOCTH, COCTaBe
BCIIOMOTaTEJIbHBIX BEIIECTB, HE3HAYUMBIE pa3iIuuusi B OHUOJOCTYHHOCTH WJIH
(hapMaKOKHMHETHKE, a TAaKXKE pa3JIMuMs B CBSI3U C OrPAHUYEHUSIMU, TPETyCMOTPEHHBIMHU
3aKOHOJIATEIHCTBOM TOCYAaPCTB-WICHOB 00 OXpaHe aBTOPCKUX M CMEKHBIX MTpaB. BO3MOKHEI
U JIpyrue HayyHO OOOCHOBaHHbIE pa3nuuus. Paznuuus B HaNMYUM PUCKH, MO3BOJISIOUIEH
pa3fensaTh NENUMYI0 JIEKapCTBEHHYI0 (OpMy Ha paBHBIE J0JIM, HE Bceraa OyayT
HE3HAYMMBIMU, TOCKOJIbKY OHU MOTYT 3HAYUTEIbHO NOBIUATH HA BO3MOXXHOCTH JOCTHKEHUS
pexxuma nozupoBanus, mpuseaeHHoro B OXJII pedepeHTHOTO NTeKapCTBEHHOTO Mpemapara.

10.2. Ecau nocne peructpaiii BOCIPOU3BEACHHOT0, THOPUTHOTO WIIH OMOaHAIOTMYHOTO
(6buonono0OHoro) nekapcreennoro mnpenapara B OXJII u (unu) JIB cooTBeTcTBYyIOIIETO
OpUTHUHAIBHOTO (pedepeHTHOr0) JIEKapCTBEHHOr0 Ipenapara BHOCSITCS H3MEHEHUS, TO
Jep>KaTellb PEruCTPAllMOHHOIO YJIOCTOBEPEHHUsI BOCHPOM3BEACHHOTO, TMOPHUIHOIO WIH
OnoaHaIOruyHOr0 (OMOTOMOOHOTO) JIEKAPCTBEHHOTO Mpemnapara Jo/DKeH B TeueHue 180
KaJIeHIapHBIX AHEU co JHA, ykazaHHoro B paszaene 10 OXJIII u (wim) pasnene "JlaHHbIi
JUCTOK-BKJIaAbII nepecMoTpeH" JIB pedepeHTHOro JeKkapCcTBEHHOTO IpernapaTra, BHECTH
cooTBeTcTBYytOIUe u3MeHeHuss B OXJIII u (unm) JIB Takoro BOCHpPOU3BEIECHHOTO,
TUOPUAHOTO WM OMOAHAIOTMYHOTO (OMOMOI00HOI0) JEKAPCTBEHHOIO Mpenapara ¢ y4eToM
JIOIYCTUMBIX OTIUYWH, yka3aHHbIX B noamyHkTe 10.1.3. Ilpu HeBbimosHeHun TpeOOBaHUMA
HACTOAILETO MOJMNYHKTa B OTHOLWIEHWH TaKOr0 BOCHPOM3BEAEHHOTO, THOPHUIHOIO WU
OomoanamornyHoro (GMOMOMOOHOT0) JEKAPCTBEHHOrO Ipemapara MNPUMEHSIOTCA
COOTBETCTBYIOIINE MOJOXKEHUS IPABUJI PETUCTPALIMHU U SKCIIEPTHU3bI JIEKAPCTBEHHBIX CPEJICTB
JUIS. MEJTUIIMHCKOTO MPUMEHEHUs, yTBepkaaeMbix KoMuccuen, 0 mpuoCTaHOBKE, OT3bIBE (
OTMEHE) PErUCTPALlMOHHOTO yIOCTOBEPEHMS, MJIM OTPAaHUYEHUN TPUMEHEHUS, NI BHECEHUU
M3MEHEHUH B YCIOBUS PETUCTPAMOHHOTO YOCTOBEPEHUSI.

10.3. Eciin B xo1e skcnepTtusbl OXJIII u (nn) JIB Boctipon3BeneHHOT0, THOPUIHOTO WITH
OroaHamOrnyHOro (OMONMOAOOHOr0) JEKAPCTBEHHOIO Mpenapara (B paMKax MOATBEPKIACHUS



peructpanuu (IepeperucTpamnmn), IpuBeIeHus J0Che B COOTBETCTBUE, BHECEHUSI U3MEHEHUN
B PETUCTPAIIMOHHOE JI0ChE) BBISBICHO, YTO AEUCTBYIOMIas B pamMkax Coro3a Ui B OTHOM M3
rocynapctB-wieHoB OXJII u (unm) JIB opuruHanbHOro (pedepeHTHOr0) JIEKapCTBEHHOTO
npernapara He COOTBETCTBYET COBPEMEHHBIM AaHHBIM MO 3(P(GEKTUBHOCTU U 0€30MaCHOCTU
JEKapCTBEHHOr0 IpenapaTa (BKJIOYas 3aKIOYEHUS OHKCHOEPTU3 M PEKOMEHJAluu

YIOJIHOMOYEHHBIX OpPraHoB B cepe oOparieHus: JeKapCTBEHHBIX CPEJCTB TPETbUX CTPaH)
unu He cootBeTcTBYeT OXIJIIl m (unm) JIB, ogqoOpeHHBIM B CTpaHE—TIPOU3BOJIUTENE HIIH
CTpaHE—JIepKATENE PETUCTPAIMOHHOIO YJIOCTOBEPEHUS Ha JIEKApPCTBEHHBINM Mpemnapar,
MPUMEHSIOTCS CIEAYIOIINE MOT0KEHUS.

10.3.1. YnonHoMOYeHHBI OpraH (3KCHEpTHAs OpraHu3aius) rocyaapcTBa-djieHa
dbopMupyeT 3ampoc JepiKaTeN0 PEeruCTPallMOHHOTO YJIOCTOBEPEHHUS COOTBETCTBYIOILETO
OpUTHHAIBHOTO (pedepeHTHOro) JEeKapCTBEHHOro IMpemnapara O HEoOXOAMMOCTH
uctpasienuss OXJII u (wnm) JIB Takoro opuruHaisHOTO (pedepeHTHOr0) JEKaApCTBEHHOTO
npenapaTta M HampaBisIET €ro YINOJIHOMOYEHHOMY OpraHy pe(epeHTHOro rocylapcTBa,
3apEeruCTPUPOBABILETO JaHHBIN JIEKaPCTBEHHBIN Mpenapar.

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

10.3.3. YnosHOMOYEHHBIM OpraH TocyaapcTBa-ujieHa B TeYeHHE 5 pabouux JHEH
HampaBJsieT TOJYYEHHBII OT SKCHEPTHOM OpraHu3alud 3ampoc JAEpiKaTemro
PETUCTPAILIMOHHOTO YAOCTOBEPEHHS] COOTBETCTBYIOIIETO PE(EPEHTHOIrO JIEKAPCTBEHHOTO
npenapara.

10.3.4. [lepkaTeiib pPErucTpalMOHHOIO YIOCTOBEPEHHS COOTBETCTBYIOLIETO
OpPUTHHAIBHOTO (pedepeHTHOro) JIEKapCTBEHHOIO MpemnapaTa IO0JKeH B TedeHue 60
KaJEHJIApHBIX JTHEH CO AHSA MOJIydeHHUs 3ampoca MoJaTh B YNOJHOMOYEHHBIM OpraH
rocyJapcTBa-ujieHa, HalpaBUBUIETO yKa3aHHBINA 3a1poOcC, 3asBJICHUE O BHECEHUU U3MEHEHUH B
PErUCTPALIMOHHOE JIOChE€ TaKOr0 OPUTHHAIBHOTO (pedepeHTHOro) JeKapCTBEHHOTO
npernapara ¢ y4eToMm TpeOOBaHUN U PEKOMEHJAMM, COAepKAIIMXCS B TOJIyYeHHOM 3aIpoce,
7100 MPEeACTaBUTh MUCHbMEHHOE 0OOCHOBAHHE OTCYTCTBHS HEOOXOIUMOCTH BHECEHHS TaKUX
U3MEHECHUM.

Ha ocHoBaHMM NHMCBMEHHOr0 OOOCHOBaHUS, NPEICTABICHHOTO JIepKaTeiaeM
PETUCTPALlMOHHOTO YJIOCTOBEPEHHUS, YINOIHOMOYEHHBIM OpraH JOJKeH B TeueHue 30
KaJICHJAPHBIX JHEHW CHATh WIM NOATBEPAUTH TpeOoBaHUE 0 BHeceHnU n3meHenui B OXJIII u
(wm) JIB. Ecnu ynmogTHOMOUYEHHBIM OpPTaHOM TOJTBEPKIAI0TCS TpeOOBaHMS, yKa3aHHBIE B
MEPBUYHOM 3ampoce, TM00 OHU KOPPEKTUPYIOTCS C YYETOM MPEACTaBICHHBIX JIepKaTesieM
PETHCTPALMOHHOTO yIOCTOBEPEHMSI Pa3bsICHEHUI, BHECEHHE U3MEHEHUI B PErUCTPALIMOHHOE
JI0ChE 3aPETUCTPUPOBAHHOIO OPUTHHAIBHOTO (pedepeHTHOr0) JEKapCTBEHHOIO Mpernapara
OCYLIECTBJISIETCS B COOTBETCTBUU C MPABUJIAMH PETUCTPALIMHU U SKCIEPTHU3BI JIEKAPCTBEHHBIX
CPEACTB ISl MEAULIMHCKOTO MIPUMEHEHUS, yTBEpKAaeMbIMu KoMuccuen.



10.3.5. ITocne cornacoBanus OXJIII u (unu) JIB opurnnansHOro (pedepeHTHOTO)
JIEKapCTBEHHOTO Tpernapara B COOTBETCTBUM C YKa3aHHOM MpOLEAYpOM, IKCIEpTHU3a
PETUCTPAIMOHHOTO JIOChE BOCIPOM3BEIACHHOTO, TUOPUIHOTO WM OWOAHATIOTHYHOTO (
OMOMOI00HOTO) JIEKAPCTBEHHOTO Mpernapara Bo300HoBIseTcs. [Ipu aToM 3anpoc, ykazaHHbIN
B noanyHkre 10.3.1, He paccMaTpuBaeTcs B Ka4€CTBE 3aMpOca ACPKATENS PETUCTPALTMOHHOTO
yAOCTOBEPEHUSI BOCIIPOU3BEACHHOI0, THOPUIHOTO MJIM OHMOAHAJOTHYHOrO (OMOTMOA00HOTO0)
JIEKapCTBEHHOT'O IIpenapara;

10.3.6. B cBsi3u C BO3MOKHOCTHIO HMHUIMALIMUA YHOJHOMOYEHHBIM OpPTaHOM
rocyJlapcTBa-ujeHa yKa3aHHOM B HACTOSIIIEM MOAMYHKTE MPOIIEAYPhl, BHECEHHE U3MEHEHUH B
nerictByrontyro OXJIII u (umn) JIIT Boctipon3BeAeHHOTO, THOPHUIHOTO WIIM OMOAaHAJTIOTHYHOTO
(6romog00HOTO) JIEKAPCTBEHHOTO Mpernapara He PEKOMEHIyeTCsl TPyNIUpoBaTh C APYTUMHU
BHUJIAMU N3MCHEHUM.

10.4. Ecnu nepskaTeiab PErucTpaldOHHOTO YAOCTOBEPEHUS OPUTHHAIBHOTO (
pedepeHTHOro0) JeKapCTBEHHOro0 mpemnapara B TeueHwe 60 KaJeHIapHBIX THEW co IHS
MOJIy4EeHHS 3anpoca, ykazanHoro B noanyHkre 10.3.4 nactosimux TpeboBaHuil, HE MOAAET B
YIIOJTHOMOYEHHBIA OpraH 3asiBJICHHE O BHECEHMHM W3MEHEHUW B PETrUCTPAIIMOHHOE JI0ChE
TaKOr0 OPUTHHAIBHOTO (pedepeHTHOTO) JIEKaPCTBEHHOTO Mpenapara Wid He MPEACTaBISIET
MUCbMEHHOE OOOCHOBAaHWE OTCYTCTBHUS HEOOXOJMMOCTH BHECEHMS TaKHUX H3MEHEHUM,
MPUMEHSIIOTCS COOTBETCTBYIONIME TIOJIOKEHHS TPABUI PETUCTPAMU U IKCTIEPTU3HI
JIEKApCTBEHHBIX CPEJCTB JJISI MEIUIIMHCKOTO NMPUMEHEHUs, yTBepxkaaeMbix Komuccuei, o
MIPUOCTAHOBKE, OT3bIBE (OTMEHE) PETrMCTPAIMOHHOTO YJOCTOBEPEHUS, WU OTPaHUYCHUU
NPUMEHEHUSI, UM BHECEHUH U3MEHEHHU B YCIIOBUSI PETUCTPAIMOHHOTO YJIOCTOBEpeHHs. B
ATOM clly4yae dKCIepTH3a J0Che BOCIPOU3BEIECHHOI0, THOPUAHOTO UM OMOAHATOTUYHOTO (
O1OMmoI00HOT0) JIEKAPCTBEHHOI'O Mperapara OCYIIECTBISIETCS 0e3 ydeTa HeaKTyaJlbHbIX
OXJIIT u (unum) JIB opuruHanbHOTO (pedepeHTHOr0) JEKapCTBEHHOTO Mpernapara.

10.5. Ecnu cutyarnus, ykazanaas B noamyHkte 10.3 Hactosmux TpeGoBaHnuii, BOSHUKAET
MIPU PETUCTPALIMK BOCTIPOM3BEICHHOT0, THOPUIHOTO WIIM OMOaHAIOTMYHOTO (OMOIOA00HOTO)
JIEKapCTBEHHOIO Mpenapara, TO 3KCIEePTH3a PETUCTPAIMOHHOTO JOChE BOCIPOU3BEAECHHOTO,
TUOpPUIHOTO WM OHOaHAJOTHMYHOTO (OMOmOA00HOTO) JICKApCTBEHHOI'O IpernapaTa He
MIPUOCTAHABIIUBAETCS, U NPUMEHSIOTCSA TpeboBanus noanyHkra 10.1 HacTosmmx TpeboBanumii

DKcnepTHasT OpraHu3alus WHUIUMUPYET TMPOLEAYypY BHECEHUsS U3MEHEHHUH B
PEeTUCTPAIIMOHHOE JOChE COOTBETCTBYIOIIETO OpPUTHMHAIBHOTO (pedepeHTHOro)
JIEKapCTBEHHOI'0 IpenapaTta B COOTBETCTBUM C MPOUEAYypo#l, ykazaHHOW B myHkTe 10.3
HacTosmux TpeboBaHuUM.

11. TIpu BeIABACHUM HecooTBeTCTBUS AercTBYyromei OXJIII u (vm) JIB nekapcTBEHHOTO
npenapara, 3aperucCTpUpOBAHHOTO B OJIHOM U3 TOCYJapCTB-UJIEHOB, COBPEMEHHBIM JaHHBIM
o 3h(}EeKTUBHOCTH M OE30MACHOCTH JICKAPCTBEHHOTO MpemnapaTa (BKIOYas 3aKIIOUYCHUS
AKCIIEPTU3 U PEKOMEH MU YIIOJTHOMOUYEHHBIX OPraHoB B cepe oOpalleHus JeKapCTBEHHbIX
cpeacts TpeTrbux ctTpaH), B ToMm uyuciae OXJII u (unm) JIB, yTBepXAeHHBIM B



CTpaHEe—TIPOU3BOJUTEINIE WM CTpaHe—Aep KaTejle PErMCTPAlMOHHOIO YIOCTOBEPEHMS Ha
JIEKapCTBEHHBIM MpEnapar, OJKCIEPTHbIE OpPraHu3allM, YIOJIHOMOYEHHBIE OpTaHbI
roCyapCTB-WICHOB WJIM ApPYrHe JIMla BIpaBe OOpAaTUTHCS K YMOJHOMOYEHHOMY OpraHy
rocy/1apcTBa-4jieHa, B KOTOPOM 3aperucTpUpOBAH TAaKOW JIEKAPCTBEHHOW Mpemnapar, ¢
VHHIIMATHBOM O HANPABJICHUM JEPHKATEIIO PETHCTPALMOHHOIO YAOCTOBEPEHHMS 3ampoca O
HeoOxouMocTu nipuBeaeHus AciictByromeit OXJIII u (nnun) JIB B cooTBeTCTBHE.

12. Ilpu monydeHuu 3ampoca, ykazaHHoro B nyHkTe 11 Hacrosmmx TpebGoBanmii,
Ha4YMHAETCs Mpoleaypa, ykazanHas B moanyHkrax 10.3.4. u 10.4 nactosmux Tpeboanuii.

13. Ilpu HeBBIMOJHEHUH TPeOOBAHUMU, yKa3aHHBIX B IMYHKTE 12, mpUMEHSIOTCS
nosioxkeHust noanyHkra 10.4 sacrosmux TpeGoBanuii.

14. TpeboBanus nyHktoB 12 u 13 nacrosmux TpeGoBaHuil pacnpocTpaHSIOTCS Ha
JepKaTeJed PErucTPalMOHHBIX YJAOCTOBEPEHUH BCEX JIEKAPCTBEHHBIX IIpENaparos,
3apEruCTPUPOBAHHBIX B COOTBETCTBUM C NPAaBUJIAMHU PETUCTPALUUM M DKCHEPTU3HI
JIEKApPCTBEHHBIX CPEJICTB I MEAUIIMHCKOTO IPUMEHEHHUSI, YTBEpKI1aeMbIMU KoMuccuei.

15. Ha odunmansHOM cailiTe yNOJTHOMOYEHHOTO OpraHa rocyjapcTBa-djieHa B
MHQOPMAMOHHO-TEIEKOMMYHHUKAIMOHHON ceTu "WHTepHeT" M B €JUHOM peecTpe
3apEeTUCTPUPOBAHHBIX JIeKapCTBEHHbIX cpenctB Coro3a MyONHKYIOTCS OJ00pEHHbIE
YIIOJTHOMOYEHHBIMH opranamu rocynapcts-uieHoB OXJIIT u JIB (B dopmare PDF ¢
pPacIiO3HAaHHBIM TEKCTOM).

16. Jlns nexapCTBEHHBIX MPENapaToB, TPEOYIOMUX JTOMOTHUTEILHOTO MOHUTOPUHTA

6e3omacHoctu, iepen pasaenom 1 OXJII pasmentaercs cienuaibHBIN CUMBOT (

v
), COTPOBOXKIAEMBbIH ciaeayroIiel GopMynupoBKo: "JlaHHBIN JIeKapCTBEHHBIN Mpernapar

MO/IICKUT JIOMOJTHUTEILHOMY MOHUTOPHHTY. DTO TMO3BOJIUT OBICTPO BBHISIBUTH HOBYIO
uHpOpMAaIHIo TIo 6e30macHOCTH. MBI oOpariaeMcs K pabOTHUKaM CUCTEMBI 31paBOOXPAHCHHUS
C Ipoch0OI COOOIATH O JIOOBIX MOI03PEBAEMBIX HEXKEJIATEIIbHBIX PeaKIMIX'".

1. Pazgemsr OXJIII
1. HamMeHOBaHHe JIEKapCTBEHHOT'O Ipemapara

B manHOM pasznerne yka3pIBarOTCS TOPrOBO€ HAUMEHOBAHUE JIEKAPCTBEHHOIO Ipenapara,
CBEJICHUS O JI03UPOBKEe U JiekapcTBeHHOU dopme. [amee nmo tekcty OXJIII cBenenus o
JO3UPOBKE W JICKAPCTBEHHOW (opMe B HAWMMEHOBAHHWM JICKAPCTBEHHOTO Mpemapara
JOMYCKaeTcsl He yKa3bIBaTh. [Ipy onrcanuy IeHCTBYIOLIErO BELIECTBA CIEAYET MOJIb30BATHCS
MEKIyHapOJAHBIM HENMAaTEHTOBAaHHBIM HauMeHoBaHueM (nanee — MHH), pexkoMeH10BaHHBIM
Bcemupnoit opranuzanueit 3apaBooxpanenus (ganee — BO3), a mpu orcyrctBuun MHH —
OOIIENPUHATHIM, XUMHUYECKUM WU TPYNINUPOBOYHHIM HAUMEHOBAHHEM JCHCTBYIOIIETO
BemecTBa. [Ipn HE0OXOAMMOCTH PEKOMEHIyEeTCsl UCTIOJIb30BaTh MECTOMMEHUS (Hampumep, "
on").



1.1. JTozmpoBka

Jlo3upoBKa J0JKHA COOTBETCTBOBATh KOJIMYECTBEHHO OMPEACIIEMOMY COICPKAHUIO U
MPUMEHEHUIO TIpernapaTa U COBIAJATh C KOJUYECTBOM, YKa3aHHBIM B KOJHWYECTBEHHOM
COCTaBE U pEXUME N03UpoBaHMs. PazHble JO3UPOBKU OJHOTO U TOTO K€ JEKAPCTBEHHOTO
Ipernapara ciaeayeT ykKas3blBaTb OJWHAKOBO, Hampumep, 250 mr, 500 mr, 750 mr. Cuenyer
n30eraTh UCTIOJIb30BAHUS JAECITUUHBIX pa3IeTUuTeNeH, ecu npuMeHumMo (Harpumep, 250 MKT,
a "He 0,25 wmr). OgHako ecnu JekapcTBeHHas (opma mpencTtaBiieHa AByMs U Ooliee
J03UPOBKaMU, BHIPAXKEHHBIMH HECKOJIBKUMHU €IMHHUIIAMU U3Mepenust (Hanpumep, 250 Mkr, 1
MI 4 6 MT'), TO B HEKOTOPBIX CITydasx 1eJiecoo0pa3Hee YKa3blBaTh JIOZUPOBKY B OJHUX U TE€X
kK€ eQUHUIAX B LeJsX comnoctaBuMoctu (Hampumep, 0,25 mr, 1 mr u 6 mr). B mensix
0€30MacHOCTH MUJUTMOHBI (Hampumep, €IUHUI]) BCerja CJIeAyeT MuUcaTh MOJHOCThIO, a HE
cokpamath. He cnenqyet yka3plBaTh He3HaUMMbIe HyJU (Hanpumep, 3,0 unu 2,500).

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

B €JIMHUIIAX, UCTIOJIB3YEMBIX B (DapMaKoIesx:

ME — mexayHapoHas eqrHuIa OMOJIOTHYECKON aKTUBHOCTH;

Lf — equaMIIa OMOTOTUYECKON aKTUBHOCTH TOKCHHA (AHATOKCHHA);

PFU — 6nsmikoo0Opasyroiye e uHUIIb;

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

U APYTUX €AUHULAX, HallpuMep:

EJl — enuHULBI ACHCTBHUS OMOJIOTMYECKON aKTUBHOCTH;

PNU — egunauIisr 6e1KoBoro a3ora.

Ecnu mexnyHapoHas eMHuIa OMoIorH4eckoi akTuBHOCTH Obliia onpeneneHa BO3, To
PEKOMEHAYETCSI IPUMEHSATh IaHHYIO €AUHUILY.

1.2. JlexapcTBerHas popMma

JlekapcTBeHHYIO0 (HDOPMY JICKApPCTBEHHOTO Mpernapara HEOOXOAMMO YKa3biBaTh B
COOTBETCTBHHM C MOJIHBIM CTaHAAPTHBIM TepMUHOM Papmakornen Coro3a, BO MHOKECTBEHHOM
qucie, eclid MIPUMEHUMO (Harnpumep, TaOJeTKH) (B COOTBETCTBUM C MyHKTOM 3 HACTOSIIIETO
pazzaena). [lpu OTCYyTCTBMM TOAXOJAIIETO TMOJHOTO CTaHJAPTHOTO TEPMHHA, MyTEM
KOMOMHUPOBAHUSA CTaHAAPTHBIX TEPMHUHOB B COOTBETCTBUM C HOMEHKJIATYpOU
JeKapCTBEHHBIX (OpM, yTBepKaaeMon Komuccureid, MoKeT ObITh COCTaBJICH HOBBIN TEPMUH.

Ecnu 3TO HEBO3MOXKHO, CJIEAyEeT HapaBUTh OOpallleHUE B YIIOJHOMOYEHHBIM OpraH
rocyJapcTBa-ujieHa 0 HeOOXOIMMOCTH HOBOTO CTaHAApTHOTO TepmMuHa y dapmakoneitHoro
komutera Coro3a. IlyTh BBelneHUsI U TiepBUYHAsl (BHYTPEHHSA) YIIAKOBKa B OOpalleHUU He
YKa3bIBAIOTCS, 3a HCKIIOYECHUE CJIy4aeB, KOTJa O3TU DJIEMEHTHI SBIAIOTCS YacTbhIO



CTaHAAPTHOTO TEPMHUHA, WJIW HEOOXOAMMBI B LENsAX 0€30MacCHOCTH, WJIH NpU HAIUYUU
UJICHTUYHBIX JIEKAPCTBEHHBIX IIPENapaToB, KOTOPBIE BO3MOXHO Pa3JIMYUTHh TOJIBKO
MIOCPEJICTBOM YKa3aHMsI IIyTH BBEJICHHSI WJIM IEPBUYHON (BHYTPEHHEH) YIIAKOBKHU.

HanmeHOBaHME M JAO3UPOBKA PACTUTEIBHBIX JIEKAPCTBEHHBIX MPENAPATOB JOJIKHBI
COOTBETCTBOBATH TPEOOBAHUAM IPABUII PETUCTPALIUN U IKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB
JUIsL MEIULIMHCKOTO IPUMEHEHMs], yTBepkKaaeMblx Komuccuen.

2. KagecTBEHHEIHM 1 KOIIMIECTBEHHEIN COCTaB

B nmannom pazgene OXJIII mpuBOAUTCS TOJHOE ONMHUCAHUE KAauy€CTBEHHOTO U
KOJIMYECTBEHHOTO COCTaBa JIEUCTBYIONIETO BEIECTBA, a MPU HEOOXOAUMOCTH B pazaeinax 4.3
u 4.4 OXIJII npuBoAUTCA OMNMHCAaHME KAauY€CTBEHHOTO M KOJMYECTBEHHOTO COCTaBa
BCIIOMOTaTeJIbHBIX BellecTB. Hampumep, KaueCTBEHHBIH M KOJUYECTBEHHBIH COCTaB
BCIIOMOTATENIbHBIX BEIIECTB, YKa3aHHBIX B MpmioxeHun Ne 10 k HactosmuuMm TpeboBaHUsIM,
TOKeH ObITh yKa3zaH B jgaHHOM pasznene OXJII moa oTaenbHBIM I10/13ar0JI0BKOM
Bcnomorarenshsie BemectBa". B konie pazaena OXJIIT HeoOxoaumo yka3aTh CIEAYIONIYIO
ctangapTHyio GopmynupoBKy: "[loHBIN TepedeHb BCIIOMOTaTeIbHBIX BEIIECTB MPUBE/ICH B
paznene 6.1.".

Ecnu pactBOpuUTENb SABISETCS YAaCThbIO JIEKAPCTBEHHOTO Ipernapara, CBEJAECHHUS O HEM

"

HEO0OXOJIMMO BKJIIOUUTH B cOOTBeTCTBYIOIIME pasaenbl OXJIII (kak npaBuiio, pasznens 3, 6.1,
6.5 6.6).

2.1. KagecTBEHHEIHM COCTaB

HanmMenoBanue neiCTBYIOMIETO BEIIECTBA MIPUBOAUTCS COTVIACHO PEKOMEHIOBAHHOMY
BO3 MHH u npu He00X0IUMOCTH JIOTIOTHAETCS YKa3aHUEM COJICBOM WJIM TUIPATHON (hOPMBI.
IIpn orcyrctBun MHH cnenyer nenonb3oBare HaMMEHOBaHUE, yKazaHHoe B PapMakonee
Coro3a, a eciu JEWCTBYIOIIEE BEIIECTBO HE BKIIOYEHO B (hapMakorer — OOLIEMPUHSTOE,
XAMHUYECKOE WM TPYINIUPOBOYHOEC HAMMEHOBAaHME JEUCTByrOUIEro BemiectBa. I[lpu
OTCYTCTBUHM OOIIENPUHITOTO, XUMHUYECKOTO WJIH TPYNIUPOBOYHOTO HAUMEHOBAHUS
HEOOXOJAUMO yKa3zaTh TOYHOE Hay4dyHOoe oOo3HaueHue. [l MelCTBYIOIIUMX BEIIECTB, HE
MMEIOIINX TOYHOTO HAYYHOTO 0003HAYCHUS, YKA3bIBACTCS, KaK U U3 YETO OHU U3TOTOBJICHBI.
He nonyckaercs BKItoYaTh CChUIKHM Ha (papMaKoIeiHoe KauecTBO.

Ecnu nexkapcTBEHHBIN Npenapar SBJISIETCS PACTUTEIbHBIM JIEKAPCTBEHHBIM MTPENAPATOM,
yKa3aHUE KauyeCTBEHHOT'O COCTaBa JIOJPKHO COOTBETCTBOBATH IPABUJIAM PETUCTPALUU
AKCIIEPTU3bl U JIEKAPCTBEHHBIX CPEACTB JUII MEIUIMHCKOTO MPUMEHEHHUS, YTBEPKIAAEMbIM
Komuccuen.

[Ipu yka3zaHun Ka4eCTBEHHOI'O COCTAaBa JIEKAPCTBEHHOIO Mpenapara, IpPeACTaBISIONIErO
coboii paguodapManeBTHISCKUN HAOOp, HECOOXOAUMO YeTKO 0003HAYNTh, YTO PATUONU30TOI
HE SIBJISIETCS YaCThIO Habopa.



2.2. KonmmaecTBEHHEBIH COCTaB

KonuuecTBo neicTBYIOIIETO BelllecTBa HEOOXOJUMO BhIpa)KaTh HA €AUHUILY JI03UPOBAHUS
(103UpOBaHHBIE MHTATSIIUOHHBIE MPENAPaThl — HA JOCTABISAEMYIO 03y U (MJIM) OTMEPEHHYIO
7103y ), Ha €UHUILY 00BbEMA WM €IMHUILY MACChl, 1 OHO JOJIKHO COOTHOCHUTBCS C I03UPOBKOM
, ykazanHou B paszzgene 1 OXJIIL.

KonuuecTBo neicTBYOIIEro BelecTBA HEOOXOAWMO BBIpaXXKaTh C MOMOIIBIO
MEXKJIYHApOHOT'O0 MPU3HAHHOTO CTAaHJIAPTHOTO TEPMHUHA, KOTOPHIM MpPU HEOOXOJIUMOCTH
JIOTIOHSIOT JPYTUM TEPMHUHOM, €CJIM OH 00Jiee TOHITEH METUIIMHCKUM paOOTHUKAM.

2.2.1. Conu ¥ TUAPATHI.

Ecnu gelicTByrolniee BEIIECTBO SIBISETCS COJIbIO WM TUIPATOM, KOJTUYECTBEHHBIN COCTaB
CJIeyeT BhIpaXKaTh B €IMHUIIAX MACCHI (UJIM OMOJOTUYECKON aKTUBHOCTH B MEXKIYHAPOIHBIX
(WM MHBIX) €IMHULIAX, €CJIU PUMEHUMO) ACHCTBYIONIETO Hayasaa (OCHOBaHUS, KUCIOThI WU
0e3BoaHOM conu), Hampumep, "60 mr Topumedena (B Buae murpara)’ wim "topumedeHa
LUTpAaT, SKBUBaJIEHTHBIA 60 Mr TopuMedeHa'.

Ecnau B xoie mpuUroToBIEHUS TOTOBOTO MpemnapaTra B peakimoHHOW cmecu (in situ)
oOpazyercs cosib (HampuMmep, Mpu CMEIMIMBAHUUA PACTBOPUTENS U MOPOILKA), HEOOXOIUMO
OTPa3UTh KOJIMYECTBO AaKTUBHON YaCTH MOJIEKYJIbI ACHCTBYIOIIETO BEIIECTBA C YKa3aHUEM Ha
oOpa3zoBaHue COJH in situ.

B oTHOmIEHMM WUPOKO MPUMEHSIEMBIX JEUCTBYIOIIMX BELIECTB B COCTaBE
JIEKapCTBEHHOTI'O MperapaTa, J03UpOBKa KOTOPHIX TPAJIULIIUOHHO BBIPAXKAETCA B COJIEBOM WU
rugpaTHoi (opMe, KOJUUYECTBEHHBIN COCTaB JOMYCKAETCS BbIpaXkaThb B BHUJAEC COJU WU
ruapara, Harpumep, "60 Mr auntuazema rugpoxiaopuaa’. ITo MpaBUIO NPUMEHUMO, €CIU
coJib o0pa3yercs in situ.

2.2.2. Ddupsl u NpoaeKapcTaa.

Ecnu nelicTByroliiee BEIIEeCTBO ABISIETCS 3(PUPOM UM MPOJIEKAPCTBOM, KOJTUUECTBEHHBIM
COCTaB HEOOXOIMMO BBIPAXKaTh B BUJIE KOJIMYECTBA d(Prpa UiIH MPOIeKapCTBa.

JIns nekapCTBEHHOTO Mpemnapara — MpOJeKapcTBa, aKTUBHAS YacTh MOJIEKYJIbI
JNEUCTBYIOIETO BEUIECTBA KOTOPOrO 3aperucTpUpoOBaHa B BHUAE CaMOCTOSTEIBHOTO
JIEKApCTBEHHOTO TMpenapara, yKa3blBaeTCs TaKKe HKBUBAJECHTHOE KOJIMYECTBO AKTUBHOM
4acTU MOJIEKYJbl JeWCTByIolero BemectBa (Hampumep, "75 Mr ¢ocheHuTonHa
skBUBaNCHTHBI 50 Mr ¢eHuTonHa").

2.2.3. ITopomok Jyisi IPUTOTOBIIEHUS pACTBOPA WIIN CYCIIEH3UU JUIsl IPUEMA BHYTPb.

KonudecTBO neiicTByoMIero BemecTsa He00X0AMMO BBIPA3UTh HA €UHUILY JO3bI, €CITH
npenapar siBjsieTcsl OIHOA030BbIM, UJIM HA €IUHUILY OOBEMHOM J03bI MOCIE BOCCTAHOBIICHHUS.
B HexoTOpBIX citydas 1ernecoo0pa3Ho yKa3aTh MOJISIPHYIO KOHIICHTPAIUIO.

2.2.4. [TapenTepaiibHbIE PEMAPATHI, 38 UCKIIOYEHUEM BOCCTAaHABIMBAEMBIX ITOPOIIKOB.

Ecnu obmiee comepkumoe mepBUYHON (BHYTPEHHEN) YMAKOBKU OJHOJ030BBIX
napeHTepalbHbIX MpEenapaToB BBOJIUTCS B BHUAE OAHOM 1103bl ('MOJHOE HMCIOJIB30BAHHE



COJIEP’KUMOT0 TIEPBUYHON (BHYTPEHHEN) YIAKOBKU'"), KOJIMYECTBO JICMCTBYIOIIETO BEIIECTBA
cleayeT BhIpaxkaTh Ha (popMy Bblltycka (Hampumep, 20 Mr u T. A.) 0€3 yKa3aHus U3JIUIIKOB U
n30bITKa. HeoO6x0oaMMo Takke yKa3aTh KOJIMYECTBO Ha 1 MJT ¥ OOIIHiA 3asBICHHBIN 00BEM.
Ecnu xonmm4ecTBO OJHOJ030BBIX MApEHTEPAbHBIX JIEKAPCTBEHHBIX IPEINapaToB,
paccUMThIBACTCA HAa OCHOBAHUM MAacChl Teja, IUIOMIAJM MOBEPXHOCTU Tejia WU WHOU
nepeMeHHoM narnueHTa ('YacTUYHOE HUCIOIb30BaHUE COJIEPKMUMOTO MEPBUYHON yHaKoBKH"),
KOJIMYECTBO JICHCTBYIONIEr0 BEIIECTBA CJIEAYET BhIpakaTh B MHILTUIUTpax. HeoOxoaumo
TaK)Ke yKa3aTh OOIINi 3asBIICHHBIN 00beM. M3muiiku u n30bITOK HE YKa3bIBAIOTCA.
KonuuecTBo NelCTBYIONIETO BEIIECTBA MHOTOJ030BbIX TapEHTEPATbHBIX JIEKAPCTBEHHBIX
MpenapaToB U MapeHTEPATBbHBIX JIEKAPCTBEHHBIX MPEMapaToB B OOJBIIUX 00BEMaxX CIIETyeT
BeipakaTh Ha 1 mi, Ha 100 mu, Ha 1000 M1 U T. 1. cooOpa3HO OOCTOATEILCTBAM, 3a
HCKJIIOYEHHEM MHOT'0/I030BBbIX BAaKIIMH, COAEpKaIKX "n" OJUHAKOBBIX 103. B 3TOM ciydae
JO3UPOBKY CIIEYET BbIpAXXaTh HA 00bEMHYIO 103y. M3MuIiky u n30bITOK HE YKa3bIBAIOTCS.
Ecnu mpumenumo, HanmpuMep, B OTHOLIEHUH PEHTIEHOKOHTPACTHBIX MPENapaToB U
NapeHTEepaIbHBIX IMpenapaToB, COAEPXKAIIMX HEOPraHUYEeCKHE COJIU, KOJHUYECTBO
NEeUCTBYIOIIEr0 BEHIECTBAa CJEAYEeT TakXke yKa3bplBaTh B MWIIUMOJIX. Jlns
PEHTT€HOKOHTPACTHBIX MpEnapaToB C HOACOAEpPKAIIMMU JEUCTBYIOIIMMHU BEIIECTBAMU
MMOMUMO KOJIMYECTBA JICUCTBYIOIIETO BEIIECTBA CJIEIyeT yKa3bIBaTh KOJUUYECTBO oja Ha 1 mit

2.2.5. [lopouiok, nojiexaninii BOCCTAHOBJICHHIO NIEpe]] MapeHTEPATbHBIM BBEICHUEM.

Ecnu nexapcTBeHHBIN Ipenapar SIBJISIETCS MOPOIIKOM, MOJICKAIIUM BOCCTAHOBIICHUIO
nepel TapeHTepajbHBIM BBEIEHHUEM, HEOOXOIMMO YyKa3aTh o0O0Illee KOJIUYEeCTBO
NEUCTBYIONIETO BEIIECTBa, COJIepKalleecs B NMEPBUYHON (BHYTpEHHEH) ymakoBke, 0e3
yKa3aHUs U3JUIIKOB U M30BITKA, a TaKKe KOJIWYECTBO Ha 1 MII MOCJie BOCCTAHOBIICHUS TIPU
YCJIOBUU OTCYTCTBUSI HECKOJBKUX BAPUAHTOB BOCCTAHOBJICHHUS U PA3JIMUHBIX UCIOJb3yEMBbIX
KOJIMYECTB, KOTOPHIC IPUBOISIT K 0OPA30BAHUIO PA3IMYHBIX KOHEYHBIX KOHIIEHTPAIIHIA.

2.2.6. KonueHTtparsl.

KonngecTBo HE0OXOAMMO BHIPA3UTh KaK COAEpKaHWE HA | MJI KOHIIEHTpaTa M oOIiee
coJiep KaHue IeUCTBYIONIETo BenlecTBa. HeoO0xoauMo Takke BKIIOYUTh coepxkaHue Ha 1 mi
MOCJI€ PEKOMEHIYEMOTO Pa3BEICHUS MPU YCIOBUU OTCYTCTBUS pa3Be/ICHUs] KOHIIEHTpaTa J10
Pa3TUYHBIX KOHEYHBIX KOHIICHTPAIIUH.

2.2.77. TpancaepmaabHbIE IIACTHIPH.
HeoOxonumo ykazaTh cleAyloliue KOJMYECTBEHHBIE IaHHBIC: COJEp)KaHUE
JIEUCTBYIOIIETO BEIIECTBA B IJIACTHIPE, CPEIHIOI JOCTABISEMYIO 32 €IMHUILY BPEMEHH /103y,

IIJIOIIAIb BRICBOOOIKIAIOIIIECH TTOBEPXHOCTH, HAIIPUMED:

2 coaepkut 750 MKT 3CTpaanosa, BEICBOOOXKAas 3a

"Kaxxapiit macTeiphb miomaabo 10 cm
24 yaca HOMHUHAJIBHO 25 MKT 3CTpaanoia’.

2.2.8. MHOTO/1030BBIE€ TBEP/IbIC U MATKHE JIEKAPCTBEHHBIC (DOPMBL.



KonuuecTtBo neicTBYIOIIETO BELECTBA HEOOXOAUMO MO BO3MOKHOCTH yKa3blBaTh Ha
€AMHUILY TO3UPOBAaHUS, B OCTAJIbHBIX ciydasx —Ha 1 1, Ha 100 r win B nporieHTax cooOpazHo
00CTOATEILCTBAM.

2.2.9. buonornyeckue JeKapCTBEHHbIE MPENapaThl.

2.2.9.1. Yka3zanue 103UPOBKH.

KonnuecTBO OMOTOTMYECKHX JIEKAPCTBEHHBIX MpPEINapaToB ClelyeT BbIpa)xaTb B
€AMHUIIAX MACChl, €AUHUIAX OMOJOrMYECKON aKTUBHOCTH WIIM MEXIYHAPOJHBIX €IMHULIAX B
3aBUCUMOCTH OT KOHKPETHOTI'O ITpenapara U 0Tpakas B COOTBETCTBYIOIIUX CIIy4asiX MOPSAOK,
npuHAThI B @apmakonee Coro3a. B 0OTHOLIEHNWH MATMIIMPOBAHHBIX OEIKOB CIEAYET TaKXKe
YUYUTBHIBaTh mpriioxkeHue Ne 2 k HacrosmuM TpeOoBaHUSM B 4acTH OMHCAHUS COCTaBa
MATWIMPOBAHHBIX (KOHBIOIMPOBaHHBIX) OenkoB B OXJIIL.

2.2.9.2. [JeficTByIOlIME BEIIECTBA OMOJIOrMYECKOT0 MPOUCXOXKICHHUS.

Heo6xonuMo kpaTko onucaTth MPOUCXOXKACHUE JCHCTBYIOIIETO BELIECTBa, yKa3aTh
CBOMCTBA BCEX HCIIOJIb30BAHHBIX B MPOU3BOJCTBE KJIETOUHBIX CHUCTEM M, €CIU NPUMEHUMO,
UCIIOJIb30BaHUEe TexHojoruu pekomoOmHantHoi JIHK. dpasza umzmaraercs B ciemyronien
penakiuu: "[lonyueHo ¢ ucnonb3oBaHueM KJIETOK XXX [[10 TEXHOJIOTUU PEKOMOUHAHTHOM
JIHK].".

Huxe npuBeeHbl TpUMEPDI, WILTIOCTPUPYIOIINE UCTIONb30BaHNUE JAHHOTO MPUHIIMIIA:

"MOJIY4EHO C MCMOJIb30BaHUEM JAUIIOMIHBIX KeToK yenoBeka (MRC-5)";

"[MOJYyYEHO ¢ UCTIONb30BaHUEM KJIeTOK Escherichia coli IO TEXHOJIOTMH PEKOMOWHAHTHOM
JAHK";

"MOJIYyYEHO C UCIIOIB30BaHNEM KJIETOK KYPHHBIX SMOPHOHOB";

"MOJTy4EHO M3 JOHOPCKOM IIa3Mbl YETOBEKa';

"[MOTYy4YEHO U3 MOYH YeJIoBeKa';

"IMOJTyYEHO U3 KPOBH [KMBOTHBIX|";

"[MOJTYy4YEHO W3 TKAHU MOJKETYI0YHOM JKelle3bl CBUHEH";

"MOJIy4EeHO U3 CIM3UCTON 000JIOUKH KUIIEUHUKA CBUHEH".

2.2.9.3. OcoOsbie TpeOoBaHUS K HOPMAJIBHBIM HIMMYHOTJIO0YTHHAM.

Heobxoanmo ykazaTh pacnpeeieHue HOpMalbHBIX HMMYHOIJIOOYJIMHOB 10 cyOKiIaccam
IgG B mponenTax ot oOmero coaepxxkanus IgG. 3aTeM yka3bIBaeTCs BEpXHsSA I'paHHUIA
coaepxkanus IgA.

2.2.9.4. OcoOble TpeOOBaHUs K BaKI[THAM.

HeoOxoaumo yka3zath copepkaHue JEeHCTBYIOIIETO BEIECTBA HA €IMHUILY 103UPOBAHUS (
Harpumep, Ha 0,5 mi). [Ipu HanuuuM aapIOBaHTOB HEOOXOIUMO yKa3aTh UX KaU€CTBEHHBIN U
KOJINYECTBEHHBIN COCTaB.

Heobxoanmo nepeyncinTb npuMecu, MpeACTaBISIIONINE 0CO0YI0 3HAYUMOCTh (HampuMmep,
OBILOYMUH B BaKIIMHAX, MOJTYYECHHBIX U3 KYPUHBIX SIUII).



B mpunoxenun Ne 3 k Hacrosmum TpeGoBaHUSIM cOAepKaTCA IOMOTHUTEIbHBIC
peKoMeHaIuu 1o (papMaleBTUUECKUM aclieKTaM MpeACcTaBieHUus] HHPOpMAaIuK O BaKIMHAX
JUIS. METULIMHCKOTO TPUMEHEHUS.

2.2.10. PacTuTenbHbIC JICKAPCTBEHHBIC MPENAPaTHI.

VYka3zaHue KOIMYECTBEHHOTO COCTaBa JOJKHO COOTBETCTBOBATH ITPABUIIAM PETUCTPALINU U
AKCIEPTHU3bl JIEKAPCTBEHHBIX CPEACTB JJISI MEAULMHCKOTO MPUMEHEHUS, yTBEPKIaEMbIM
Komuccuern.

3. JlexapcTBeHHas popma

HanmenoBaHue jekapcTBEHHON (DOPMBI yKa3bIBA€TCS B COOTBETCTBUM C HOMEHKJIATYpOU
JeKapCTBEHHBIX (popm, yTBepxkmaemont Kommccueir. DTOT TepMHH JOJDKEH COBIAJATH C
TepMUHOM, ykazaHHbIM B paznene 1 OXJIIl. Oanako, eciiu Ha NMEPBUYHON (BHYTpEHHEM)
YIIaKOBKE HMCIOJIb3YETCSI COKPAIleHHbIN CTaHAApTHBIA TepMuH, B naHHOM pazaene OXJIII
COKpAIIEHHbIN TEPMUH JOTOJHUTEIHLHO MPUBOJIUTCS B CKOOKAX.

B oTaensHOM OT CTaHIApTHOIO TEPMHUHA ad3ale HEOOXOAMMO MPUBECTH ONHCAHUE
BHEITHEr0 BHja TpemapaTta (LIBET, 3HAKU M T.J.), BKJIIOYas CBEACHHUS O (PaKTUUECKUX
pa3Mepax TBEpJI0i JieKapCTBEHHOW (POPMBI sl IpUEeMa BHYTPb, HAIIPUMED:

"TabneTkn

benbie, kpyriabie TabJETKHU C MUIOCKUMHU CKOUIEHHBIMU KpasMu JIHAMETPOM 5 MM CO
3HakoMm "100" Ha ogHOM cTOopoHE"

Ecnu Ha TabneTkax mpeaycMoTpeHa pucka, HeOOXOAMMO yKa3aTbh, MOATBEPKIACHO U
BOCIPOU3BOJIUMOE paznesieHue Tabnerok. Hampumep, "Pucka nmpegnasHaueHa JulIb s
pasliaMbIBaHUs C 1IEJIbIO 00JIETYEHUsI TPOTJIaThIBAHUS, a HE IJI pa3/IeJICHUs Ha paBHbBIC 103bI"
, "TabJeTKy MOXHO pa3JeUTh HA PaBHbIE TOJOBUHBI".

Crnenyer mpencTaBuTh cBefieHUs 0 pH 1 0CMOISIpPHOCTH TTPU HEOOXOTUMOCTH.

Ecnu nexapcTBeHHBIN Ipenapar MOJJICKUT BOCCTAHOBICHUIO NIepel MPUMEHEHUEM, B
nanaoMm pasnaene OXJIII HeoOxoauMo ommcaTh BHEIIHWN BHUJ IEPE] BOCCTAHOBIICHHEM.
Buenrnuii BUj JIEeKapCTBEHHOTO TMpenapara Mocjie BOCCTAHOBICHUS! HEOOXOIUMO YKa3aTh B
paznenax 4.2 u 6.6 OXJIIL.

4. KnmaM9ecKue JaHHBIC
4.1. IToxa3aaus K NPUMEHEHUIO

[ToxazaHusi K MPUMEHEHUIO YKA3bIBAIOTCS YETKO M JJAKOHUYHO, U JOJDKHBI OTpakaTh
neseBoe 3a00J€BaHUE WM COCTOSHUE C YKa3aHUEM HaNpaBJIE€HHOCTH Tepanuu (
CUMIITOMAaTHYECKasi, ATHOTPOINHAS WM OKa3blBalOllash BJIMSHHUE HA TEUYECHUE WU
MporpeccupoBaHue 3a0osieBaHusl), Uil NPOOUIAKTUKA (MEPBUYHOM WM BTOPUYHOW) U
JTUAarHOCTUKHU. Eciu mpuMeHuMo, yKa3blBaeTcss WHQOpMAIus O IEJE€BOW MOMYJISINH,
O0COOCHHO TMPHY HAJTUYUW OTPAHUYCHHU I OTJEIbHBIX KaTErOpUM MaIfueHTOB.



HNudopmarusi 0 KOHEUHBIX TOUKAX UCCIEIOBAHUS, KaK MPABUIIO, HE PUBOIUTCS.
[TokazaHusi K IPUMEHEHHUIO C IIEJbI0 MPOQPUIAKTUKA U UHPOPMAIUIO O IIEJIEBOU
MOMYJISIIUU JOYCKaeTCsl YKa3blBaTh B OOIIMX YepTax.

Pe3ynbTaThl MOCHEAYIOMUX HCCIAENOBAHUM, YTOUHAIOIUX (QOPMYIUPOBKY
3apEruCTPUPOBAHHBIX MMOKA3aHUW WJIM CBEACHUM O HHUX, MOXXHO BKJIIOYHMTH B paszaern J.l
OXJIII, ecny OHU HE MPEANOJIAral0T BKIFOYEHUE HOBOT'O IMOKA3aHMUS.

Heobxoanmo ykazaTe uH(popmaiuio 00 00s3aTesbHbIX YCIOBUSAX NPUMEHEHHS MpernapaTa
, €CTIM OHU JIOJDKHBIM 00pa3oM He yrnoMuHarTcs B aApyrux pazaenax OXJIII, o sBustorcs
3HAYMMBIMH, HAIPUMEP, O COMyTCTBYIOIINX TUETUUECKUX MEpPaxX, U3MEHEHUIX 00pa3a KU3HU
WJIU COMYTCTBYIOIIEH TEpPaIHH.

Heo6xoaumo yka3aTh BO3pacTHbIE IPYIIIbI, KOTOPBIM MOKa3aH IMpenapar, ¢ yKa3aHuem
BO3PACTHBIX FPAHUL, HAIIPUMED:

"X mokasaH [B3pOCIIbIM, HOBOPOXKIECHHBIM, MJIAJEHIIAM, IETSIM, ITOAPOCTKAaM| B BO3pACTE
oT X 1o y [ner, mecsues].". Jna neneit Hactosmux TpeOoBaHMil neTckas MOMyISLUS
paszenieHa Ha BO3pacTHBIC MOATPYIIIBI: HEIOHOIIEHHBIE HOBOPOXKIECHHbBIE (C yKa3aHUEM
CpOKa recraiyu), JOHOIICHHbIE HOBOPOXAeHHbIe (0—27 mHel), JeTH rpyAHOro BO3pacTa U
MianeHus! (28 queii—23 mecsua); aetu (2—11 ner), noapoctku (ot 12—-18 ner).

Ecnu nokazanue Kk IpuMEHEHUIO IIpernapara 3aBUCUT OT OMPEIeIEHHOTO I'eHOTUIa, WU
AKCTIPECCHH TE€HA, WM OMNpeeIeHHOr0 (DeHOTHUIa, TaHHOE OOCTOSITEIHCTBO HEOOXOIMMO
OTPa3UTh B MOKA3aHUHU.

4.2. PexxuM JTO3UPOBAHUSA H CIIOCO0 IPAMEHEHHS

B cnydae Hanmumyusg o0coOBIX MEIUIIMHCKUX MPEANUCAHUN MO MNPUMEHEHUIO
JIEKapCTBEHHOTO IIpenapara, B TOM YUCJIE OrPaHUYEHHOI0 OTIYCKa, JaHHbIM pasaen OXJIII
CJIEAYET HauaTh C ONMUCAHUS TAKUX YCIOBUH.

[Ipu HanM4MKM 0COOBIX OMACEHUN B OTHOIIEHUM OE30MACHOCTH CIEAYET TaKkKe OTPa3UTh
PEKOMEHyEMbIE OTPAHUYECHUSI OTHOCUTEIBHO YCIOBUN NPUMEHEHUs (Harmpumep, "TOJIBKO
JUISL CTallMOHApPHOTO TIpUMEHEeHUs" uiu "HeoOXOAUMO pacroyiaraTh MOJIXOSIIUM
peaHuMaIMOHHBIM 000py10BaHUEM").

4.2.1. Pexum 103UpOBAHUSL.

CrnemyeT 4eTKO yKa3aTh PEeKUM JO3UPOBAHUS JIJI KaXKJI0ro crocoba (IyTH BBEJEHUS) U
IUTSL KayKJIOTO MOKa3aHMs K IPUMEHEHUIO.

Ecnu npuMennmo, NpuBOASTCS CCHUTKA Ha OUIIUATIBHBIC PEKOMEHIAIMU (HAPUMED, 110
MEPBUYHOM BAKIIMHAIIMY U aHTUOMOTUKAM, a TAK)KE PEBAKITMHAIIUN ).

Ecnau npumeHuMo, I KaXJI0W KaTeropuu (BBLACISIIOTCS MOATPYIbI MOMYJISIIIUUA 1O
BO3pacty (Macce Temna, IUIOMAAUA IMOBEPXHOCTU TEJIa) COOTBETCTBEHHO) YKa3bIBAIOTCS

pPEKOMEHyeMble 103bl (HampuMep, B MI, MI/KT, MF/M2) JUIl AHTEPBAJIA JTO3UPOBAHUA.
KpatHocTh nprMeHEHUS ClienyeT BbIpaXkaTh B €IMHULIAX BpeMeHu (Hanpumep, | wim 2 pas3a B



JIeHb (CYTKH) WJIM KaXJble 6 4acoB), BO M30EKaHUE MyTaHUIIBI HE CIEIYET MOJIb30BAThCS
COKpallleHusIMH, Haripumep, "1 p/n, 2 p/a, 1 pas/cyr, 2 paza/cyt".

Ecnu npumMeHnMo, yKa3bIBaroTC:

MaKCUMaJlbHasi peKOMEHIyeMasl pa3oBasi, CyTouHas ¥ (W) oo1ast (KypcoBasi) 103a;

HEO0OX0IUMOCTh T0A00pa 103bI;

CTaHJApTHAas JIUTEIbHOCTh IPUMEHEHUS U BCE OTPAHUYEHHUS 110 €€ MPOJOJIKUTEIIBHOCTH,
a TaKXke, €Cld NPUMEHHMO, HEOOXOJMMOCTb MOCTEINEHHOTO CHUXEHHS J03bl WIU
PEKOMEHJalMK 110 OTMEHE IPUMEHEHUS;

NpeANpUHIMAEMbIE MEPHI MPU MPOMYCKE OJHOW WU Oojee 103, WIH, HapUMep, Mpu
pBOTE IOCJIE ITpHeMa Npenapara (PeKOMEHAAINN JOIKHBI ObITh KaK MOXKHO 00Jiee TOYHBIMH,
VUYUTBHIBAIOIIUMHU PEKOMEHAYEMYI0 KpaTHOCTb MPUMEHEHHS M COOTBETCTBYIOIIHE
(bapMaKOKMHETUYECKUE JAHHBIC);

IPEBEHTUBHBIE MEPHl BO M30€KaHUE PAa3BUTUSI HEKOTOPHIX HEXKEJIATeNbHBIX peakiui (
HaIpuMep, MPUMEHEHNE MPOTUBOPBOTHBIX IPEMNAapaToB) co cchulkoi Ha pasnen 4.4 OXIJIII;

CBSI3b IIpUEMA IIpenapaTa ¢ MPUEMOM KUIKOCTH U MHIIH BMECTE CO CCBUIKOM Ha pa3aen
4.5 OXJIII, ecniu uMeeT MECTO B3aUMOJIEHCTBUE, HATPUMED, C ATKOT0JIEM, TPendpyToM UiH
MOJIOKOM;

PEKOMEHJIallK 10 TOBTOPHOMY IPUMEHEHHUIO BMECTE C MH(popMalueld 0 HE0OXOIUMBIX
MHTEpBaIaX MEXAY KypcaMu JICUEHHUs, €CIIU IPUMEHHUMO;

B3aUMOJICUCTBUS, TPEOYIOIIKE CIIEUATBLHON KOPPEKIMHU J103bl, CO CChUIKAMU HA JAPYTHE
npumeHuMele pasnaensl OXJIII (manpumep, pasnenst 4.4, 4.5, 4.8, 5.1, 5.2);

Py HEOOXOJIUMOCTHU — PEKOMEHAAIIMU O HEJIONMYCTUMOCTH JIOCPOYHOTO MpEKpaIIeHUs
Tepanuy Mpyu BO3SHUKHOBEHHH HECEPhE3HON HEKENATENbHOU PEAKIUH, ABIISIFOLIEICS YacTo,
HO TIPEXOIAIISH WM yCTPaHsIEMON ¢ IIOMOIIBIO M0100pa JT036I.

JI71s1 KOHKpETHOTO TMpenapara, €ciu JaHHas uH(opManus sBIsSETCS 3HaYUMOH, CIeayeT
yKa3aTh CJIEIyIOLIee:

"AKTHBHOCTb JIEKAPCTBEHHOTO Ipernapara [ ToproBoe HamMEHOBAaHUE JIEKAPCTBEHHOTO
npenapara] BbIpa)kaeTcd B [yKa3aTh HAaMMEHOBAHUE| €AMHUIAX. OTU E€IUHULIBI HE
B3aMMO3aMEHSEMbl C €IMHUILIAMU, HCIOJb3YEMBIMH JJISI BBIPAXKEHUSI aKTUBHOCTH IPYTHUX
IIpEenapaToB ¢ [HAaMMEHOBaHUE JENCTBYIOIIETO BemecTna).".

4.2.2. Oco0bie TrpyIIIibl MAIllIEHTOB.

[IpuBoasTCS CBEEHUSI O KOPPEKIMHU J03bl UM MUHBIE CBEJICHMSI, Kacaloluecs pexnuma
JO3UPOBAHUS y OCOOBIX TPYII IMAIMEHTOB B CIELMAIBHO BBIJACICHHBIX MOJpa3jesax.
VYka3aHHbIE CBEICHHSI PACIIONAral0TCs 110 CTENEHU BaXXHOCTH, HAIIPUMED, B OTHOILICHUH:

JIUIL TIOKUIIOTO Bo3pacTa. YeTko yka3biBaeTcsi HEOOXOUMOCTh KOPPEKIIUHU 03Bl y JTFOOBIX
NOATPYIII JIMI] IOYKUJIOTO BO3pacTa cO cChlIkaMu Ha apyrue pasnensl OXJII, cogepxkamue
YKa3aHHbIE CBEAEHUsI, Harpumep, 4.4, 4.5, 4.8 nnm 5.2;

MalKEeHTOB C MOYEYHON HENOCTATOYHOCThIO. PEKOMeHAauy 10 TO3UPOBAHUIO JOJKHBI
KaK MO>XHO 00Jiee TOYHO COOTHOCUTBCS C JUANa30HaMH 3HAUCHU OMOXMMUYECKUX MapKEPOB



[MOYEYHOW HEJAOCTATOYHOCTH, HCIIOJb30BAHHBIMH B KIWHUYECKUX HCCIECIOBAHUAX, U
pe3yibTaTaMH 3TUX UCCIIEI0BAHUN;

MAlMEHTOB C MEYEHOYHON HEJIOCTATOYHOCTHIO B COOTBETCTBUU C JAHHBIMH O MAI[UEHTAX,
BKJIIOYEHHBIX B MCCJEJ0BaHUs (Hampumep, "alKOTOJbHBIA LUPPO3") U ONpenesIeHUsIMHU,
MCITOJIb30BAaHHBIMH B 3THX MCCJEI0BAHUSIX, Hapumep, 6a (kiacc) no mkane Yaina-ITsto;

MalMEHTOB C ONPEAEIECHHBIM T€HOTUIIOM CO CChIIKaMu Ha apyrue paznaensl OXJIIII,
cojiepkaiiue 0osiee moIpoOHBIE CBEACHUS, €CITU TPUMEHHUMO;

IPOYMX 3HAYMMBIX OCOOBIX TPYIIN MAIMEHTOB (HANpPUMEP, MAIMEHTHI C APYTUM
COITYTCTBYIOIIMM 3a00JIEBAHUEM WJIM MMALIMEHTHI C U30BITOYHOW MacCoi Telna).

B HekoTOpbIX ciydasix MPUBOASITCS PEKOMEHIAINU 110 KOPPEKLMH 103bl, HAIPUMED, HA
OCHOBAaHUM HAOIIOAEHUM 3a KIMHUYECKUMHU CHUMIOTOMAaMH M TpU3HAKaMHU M (MJIM)
1a00paTOPHBIX TaHHBIX, BKIIOUAs KOHIICHTPAIMIO JIEKAPCTBEHHOTO IMpernapaTta B KPOBHU, CO
ccpuikaMu Ha nipyrue pasaenst OXJIII, ecin mpumeHUMO.

4.2.3. Jletn.

B OXJIIT momkeH OBITH IPeAyCMOTPEH OTACHbHBIN noapazaen "Jletu". IlpuBoaumelie
CBEJICHUS JOJKHBI OXBAThIBaTh BCE MOJTPYIIIIbI IETEH, CIeTyeT COOOPa3HO 0OCTOATENbCTBAM
MCITI0JIb30BaTh KOMOMHAITUIO MTOTEHITUAIBHBIX CUTYallUN, OTTMCAHHBIX HUXKE.

Ecnu mpenapar mokazaH JeTsAM, PEKOMEHAAIMU MO PEXKUMY J103UPOBAHUS CIEAYET
yKazaTh U1 KaXJ0M 3HaYUMOM MOATPpYyIIbl. BO3pacTHBIE paMKHU TOJKHBI OTPAXKATh OLIEHKY
NOJIb3bI U PUCKOB, MMPOBEACHHYIO JIs1 KaXKJA0W MOArPYIIIIHIL.

Ecam pexxuM 103UpoBaHUs y B3pOCIBIX U JAETEH COBNAAAET, JOCTATOYHO ATO YKa3aTh,
JIOTIOJTHUTENIBHO MTOBTOPATH PEXKUM JI03UPOBAHUS HE TpeOyeTCs.

HeobOxonumo ykazaTh peKOMEHAyeMble J03bl (Halpumep, B MI, MI/KT, MF/M2) TSt
MHTEpBaJIa I03UPOBaHUs B OTHOIIIEHUH BO3PACTHBIX MOATPYII, KOTOPHIM MMOKa3aH Mpenapar.
B oTHOMIEHNN pa3aMYHbBIX TOATPYIIT MOXKET MOTPEOOBATHCS YKAa3aHUE PA3IUYHBIX CBEJICHUN
0 go3upoBaHuu. [Ipyn HEOOXOAMMOCTU CIEAYET MPUBECTH PEKOMEHIAIIMU OTHOCUTEIHHO
HEJIOHOIIIEHHBIX HOBOPOXKICHHBIX C yKa3zaHHeM OoJjiee MOAXOASIIET0 BO3pacTa, Halpumep,
IECTAllMOHHBIN UIIA IIOCTMEHCTPYAJIbHBIM.

B 3aBucHMOCTH OT MOATPYIIIbI, KIMHUYECKUX JAHHBIX U JOCTYHHBIX JIEKAPCTBEHHBIX
dbopM 103a BBIpaXKaeTCs MCXOS U3 MacChl WM IUIONIAAM TOBEPXHOCTU Tela, Hampumep, "
JETSM B Bo3pacTe oT 2 10 4 neT mo 1 Mr/Kr Macchl Tena 2 pas3a B JICHb'.

Ecnu npuMeHuMO, CBEIE€HUsS O BPEMEHU IpUEMa Ipenapara I0JKHbl YUYUTHIBATH
pacrnopsoK JHsl peOeHKa, HampUMeED, 1IKOJIa U COH.

Ecau mpemnapat moka3zaH AeTsSM U HEBO3MOXKHO pa3paboTaTh MOAXOASIIYIO TETCKYIO
JeKkapcTBeHHYI0 Gopmy, B pazaen 6.6 OXJIII co cepuikoit Ha pazaen 4.2 OXJIIT neoObxoaumo
BKJIFOUHTH MOJPOOHBIE MHCTPYKIIUHU TI0 CTIOCOO0Y MOJIydeHHS TIpermapara ex tempore.

J103b1 ¥ CIOCO0 MPUMEHEHUS Y Pa3IUUHbIX MOJATPYMIl JIOMYyCKaeTCs MPEICTaBIATh B
dbopme TaOIHITHI.



Ecnu npenapaT He MOKa3aH HEKOTOPBIM WJIM BCEM BO3PACTHBIM TpyINaM JETeu, Ipu
HEBO3MOXKHOCTH JIaTh PEKOMEHJAIMU TI0 PEXKUMY JI03UPOBAHUS, UMEIOIIUECS CBEICHUS
cienyeT 00OOIUTh ¢ UCIOJIb30BAHUEM CIIEIYIONIUX CTaHIAPTHBIX (POPMYITHPOBOK (OTHOM
WM KOMOMHAIIMK U3 HECKOJIBKUX UCXOMAS U3 00CTOSTENBCTB):

"[be3omacHocTh 1 3P dekTuBHOCTH| X Y AeTEl B BO3pACTe OT X JI0 y [MecsIeB, JeT] [uau
y JIOOBIX IPYTUX 3HAYMMBIX MOATPYIII, HAPUMED, [0 MACCE Telia, MOJIOBOM 3pEIOCTH, TOITY |
Ha JIAaHHBI MOMEHT HE YCTAaHOBJICHBI'.

Heob6xoanmo 106aBUThH 0JIHY U3 CIEIYIONUX (OPMYIHPOBOK:

"JlaHHBIE OTCYTCTBYIOT'.

"MMeromuecss Ha CETOHSIIHUN JI€Hb JaHHBIC MpUBEACHBI B pazuene [4.8; 5.1; 5.2],
OJIHAKO HEBO3MOXHO JaTh PEKOMEH/IAIMHU 110 PEKUMY J03UPOBAHUA".

"X HE ciemyeT MPUMEHSTh y JACTEeH B BO3pacTe OT X J0 Y [MecsIIeB, JeT| [Win y JTF00bIX
JIPYrUX 3HAYUMBIX MOATPYIII, HAIPUMEP, TI0 Macce Tella, MOJIOBOM 3peJIOCTH, MOMY| B CBSI3U C
OMACEHUSIMU OTHOCUTEIBHO [0€30MacHOCTH, 3PPEKTUBHOCTH ]| [EPEUHCIIAIOTCS OMACEHMS |
noJPpOOHO M3JI0KEHHBIMH B paszfieiax [yKa3bIBalOTCS pa3Jlielibl, coJepiKalire MoaApoOHbIe
cBeJieHud, Hanpumep, 4.8 uium 5.1]".

"ITo mokazanusM [yka3aTh MokazaHus] X y [eTel, geTeid B Bo3pacTe OT X J0 Y [MECSIIEB,
JeT|, Wik y JIIOOBIX APYTMX 3HAYMMBIX MOJATPYII, HAIpUMEp, MO Macce Teja, MOJOBOU
3peNoCTH, N0y | HE TpuMeHseTcs .

"X MpOTUBOMOKAa3aH y JETeil B BO3pacTe OT X JI0 Y [MECSIIEB, JIET], WU Y JIIOOBIX IPYTUX
3HAQYMMBIX MOJTPYIII, HAPUMEDP, 10 MACCE Teja, MOJIOBOM 3pENIOCTH, MOy |, [IpU OKa3aHUU
[yka3aTh Ha3BaHME MoKa3aHus| (cchlika Ha pasaen 4.3)]".

[Ipu Hanuuuu G6oJiee MOAXOASIICH SISl MPUMEHEHUS 103UPOBKU U (MJIN) JIEKapCTBEHHBIX
dbopM 711 HEKOTOPBIX UM BCEX MOJATPYII AeTeil (HanmpuMep, pacTBOp i IpUeMa BHYTPb
JUIs ieTeit), aTo nomyckaetcs ykazath B OXJIII Ha npeacTaBieHHy0 (MEHEe MOAXOASIIYIO)
JIO3UPOBKY M (MJIM) JIEKAPCTBEHHYIO (PopMmy.

Hanpumep: "npyrue nexapcTBeHHble (GOpMBI U (W) JO3UPOBKH MOTYT JIydIlle
YIOBJIETBOPATH MOTPEOHOCTH TAHHOW TpymIbI".

4.2.4. Ciocob mpuMeHEHHUS.

ITon oTnenbHbIM MOA3arooBKOM ("Mepbl mpeaoCTOPOKHOCTU, MPUHUMAEMBIE TIEPET
IpUMEHEHHUEM MpernapaTa Wi npu padore ¢ HUM") cO CChUIKOW Ha paszaen 6.6 (umu 12)
OXJIIT yka3piBaroTcsa Bce 0COObIE MEPBI MTPEAOCTOPOKHOCTH ITPU pabOTEe ¢ MpenapaToM Uiu
ero MNpUMEHEHHH (Hampumep, IS LUTOTOKCHYECKUX IIPErnapaTroB) MEIUIUHCKUMHU
paboTHUKaMM (BKJIOYash OEpEeMEHHBIX MEIMIIMHCKUX paOOTHHUKOB), NALMEHTOM H
YXaKUBAIOIIUMU JTULAMH.

VYka3biBaeTcs MyTh BBEJEHHS, U MPUBOASATCS HMCUEPIBIBAIOIINE MHCTPYKIHHU IO
MPaBUJIILHOMY BBEJCHUIO M NpPUMEHEHUI0. WHCTPYKIMU MO MPUTOTOBICHUIO WIIH
BOCCTAaHOBJICHHUIO CIIEAYyeT NpUBECTH B pazzaene 6.6 unu B paszaene 12 OXJII (mpu
HE0OXOAMMOCTH) U 1aTh CCBUIKY Ha JaHHbIN pazaen OXJIIIL.



[Ipy HanmMuuu NOATBEPXKIAIOMIMX AAaHHBIX HEOOXOAMMO MAaKCHMAJIbHO MOHSTHO
MpEeACTaBUTh CBEJIEHUSI 00 albTEPHATUBHBIX CIOCO0AX, YJIy4IIAIOMIMX MPUMEHEHUE WIIU
IIPUEMJIEMOCTh TNPHUMEHEHHS JIEKAPCTBEHHOTO Ipenapara (HampuMmep, BO3MOXKXHOCThb
pasiiambIBaHUsl TaOJIETKU, pa3pe3aHuss TaOJeTKU WM TPAHCACPMAIBHOTO IJIACTHIPS,
pa3MenbueHusi TaOJIETKH, BCKPBITHUS KAlCyJ, CMEIIMBAHUS UX COACPKUMOIO C THIIEH,
PAcCTBOPEHUSI B HAITUTKAX C YKa3aHWEM Ha BO3MOXKHOCTh MPUMEHEHHS YaCTU JI03bI), 0COOEHHO
IIPY BBEJEHUHU NTOCPEICTBOM 30HOB JIJIsl ICKYCCTBEHHOTO BCKapMJIMBAHMSL.

Heo6xonumMo OOBACHUTH BCE CHELUAIbHbIE PEKOMEHAAIMU IO NPUMEHEHUIO,
00yCIOBJICHHBIE JICKAPCTBEHHOM (pOpMOIA, HapUMeEp:

"B CBSI3U C HEMPUATHBIM BKYCOM >K€BaTh TaOJIETKH, TOKPHIThIE 00OJIOYKOM, HE ceayeT";
"He cleayeT pa3iaMbIBaTh TaOJETKH, MOKPHIThIE KUIIEYHO-PACTBOPUMON 00O0JIOUKOH,
MOCKOJIbKY OHa npensarcTByeT [pH-3aBrucuMomy pacnany, pa3ipaxxeHuI0 KUllleyHuKa|";
"He cieayeT pa3liaMblBaTh TaOJETKY, MOKPHITYI0 000JIOYKOW, MOCKOIBKY 000J04YKa
IpeaHa3HavyeHa /iyl 00ecreyeHus: MPOJOHTUPOBAHHOTO BEICBOOOXKACHMS (CM. pa3aen 5.2)".
Heobxoaumo npeacTaBuTh CBEJIEHUS O CKOPOCTH BBEICHUSI MAPEHTEPATbHBIX IIPEapaToB

[{enecooOpa3Ho NIpUBECTU CBEACHUS O MAKCUMAJIbHON KOHLEHTPALUU MapeHTePaIbHbIX
npenapaToB, KOTOPYIO MOKHO O€30MacHO BBOJMUTH JAETSIM (€CIM MPUMEHUMO), OCOOEHHO
HOBOPOXJICHHBIM, y KOTOPBIX JOCTaTOYHO YacTO HMMEIOTCS OTpaHUYECHHUs Ha BBEJCHUE
KUJKOCTH (Harmpumep, "He Oosiee ueM X mr/Y mut pactBopa').

4.3. IIpoTuBOMIOKa3aHUA

B nmannom paznene OXJIII yka3zpiBaroTcsi 00CTOATENBCTBA, IPHU KOTOPBIX JIEKAPCTBEHHBIN
npenapar He JOJDKEH TMPUMEHSTbCA M3 COOOpaKeHU Oe30MacHOCTH, TO €CTh
npotuBonokazaHus. K Takum 0OCTOSITENbCTBAM OTHOCATCS OMPENENCHHbIE KIMHUYECKUE
COCTOSIHUSI, COIMYTCTBYIOIIME 3a00jieBanus, AeMorpaduueckue (paxkTopsl (Hampumep, Mo,
BO3pACT) WIN TPEIPACIOIIOKEHHOCTh (HAIpUMEp, METa00IMUYECKUE U UMMYHOJIOTHYECKUE
(hakToOphl, ONpEEICHHBIM T€HOTUIl W JICKAPCTBEHHBIC PEaKIMU Ha MpemnapaTr WIM Kiacc
mpenapaToB B aHaMHe3e). DTH 00CTOATENbCTBA HEOOXOIMMO yKa3aTh HEIABYCMBICICHHO,
MCYEPHBIBAIOIIE U YETKO.

Heobxoaumo ucxonst U3 (akTUYECKUX AAHHBIX WU CTPOTUX TEOPETUUYECKUX
OPEANOCHUIOK MEPEUYUCIUTh Ipyrue IpenapaTbl WIM KIACCHl IPENapaTtoB, KOTOPHIE HE
CeAyeT MPUMEHSITh OJHOBPEMEHHO WJIM MOcCJienoBaTebHO. Eciu mpuMeHruMo, NpUBOIUTCS
ccbuika Ha pasnen 4.5 OXJIIL.

[Tonynsuuu nalmuMeHTOB, HE W3Y4YEHHbIE B paMKaxX MPOrpaMMbl KIMHUYECKUX
HCCIIeIOBaHM, ciaeayeT onuchiBath B pazaene 4.4 OXIJIII, a He B maHHOM paszjaene, 3a
UCKJIIOUCHUEM CJy4aeB HeOJaronpusTHOrO IMPOrHO3a B OTHOIIEHWH Oe30macHoCTU (
Hanpumep, NMPUMEHEHUE BEHIECTB C Y3KUM TEpareBTUUYECKUM JUANa30HOM, BBIBOJHUMBIX
MOYKaMH, y TMAaIMEHTOB C IMOYEYHON HEIOCTaTOYHOCThI0). OJHAKO, €clihd Kakue-mnbo



MOMYJISIUY TAIMEHTOB UCKIIIOYAIIMCh U3 MCCIIEIOBAHUS U3 COOOpaKeHN 0€30MMacHOCTH, X
ClIeyeT MEPEUUCIUTh B JaHHOM pazneiie. Eciu npuMeHrnMo, MPUBOIUTCS CChUIKA Ha pa3jien
4.4 OXJIIL.

bepeMeHHOCTh U TpyIHOE BCKapMIIMBAHUE YKA3bIBAIOTCS B IAHHOM pasjielie, TOIbKO eClin
OHM SIBJIAIOTCS NMPOTUBOIOKa3aHusIMU. [Ipr 3TOM HE0OX0IMMO yKa3aTh CChUIKY Ha paznein 4.6
OXJIII, B KOTOPOM clielyeT MpeACTaBUTh 0oJiee o IpOOHbIE CBEACHUSI.

CBenieHust 0 TUNIEPUYYBCTBUTEIBHOCTH K JEUCTBYIONIEMY BELIECTBY (TPYIINE CXOXKHUX IO
XUMHUYECKOMY CTPOCHHUIO BEIECTB, €CJIM MPUMEHHMO) U JIF0OOMY BCIIOMOTaTEIbHOMY
BEIIIECTBY, ITPOU3BOJICTBEHHON MPUMECH, a TaKXKE O MPOTUBOIOKA3aHUHU, 00YCIOBICHHOM
HaJUYMEM ONPEICIICHHBIX BCIIOMOTATEIIbHBIX BEIIECTB, HEOOXOAMMO BKIIIOUHUTH B JTAHHBIN
paznen OXJIII (B coorBeTcTBUM ¢ npuiioxkeHueM Ne 1 k HacTosiium TpeOoBaHUsIM).

JI71st pacTUTENBHBIX JIEKAPCTBEHHBIX MPENapaToB MPOTHBOMOKA3aHUEM TAKXKE SBIISICTCS
TUINEPYyBCTBUTEIBLHOCTD K IPYTUM PACTEHUSIM TOTO K€ CEMENCTBA U IPYTUM YacTsIM TOTO Ke
pacTeHus (eciii IPUMEHUMO).

HenocrarouHocTh TaHHBIX caMa 1o cebe He JOJKHA SBISATHCA MPOTUBONOKa3aHueM. Eciu
U3 cooOpakeHH O€30MacHOCTH Mpenapar JO0JKEeH ObITh MPOTHUBOIMOKAa3aH y 0CO00M
MOMYJISLAY, HATTPUMED, Y ACTSH WX MOATPYIIIHI AETEH, 3T0 HEOOXOIUMO OTPA3UTh B JAHHOM
pazaene OXJII u nate ccbuiky Ha paznen OXIJIIL, B KOTOpoM NPUBOASATCS MOAPOOHBIE
cBeneHust 00 atom. [IpoTBOMOKa3aHUe y eTEH CIeayeT YKa3biBaTh O€3 MOA3arojoBKa.

4.4. Oco6rle yka3aHHs U MEPHI IPEIOCTOPOKHOCTH MPH IPUMECHEHUA

[Ipu BBIOOpE MOPSIIKA U3II0KEHUS OCOOBIX YKa3aHUW U MEP MPEJOCTOPOKHOCTH CIEAYET
NPEK/Ie BCET0 UCXOIUTh U3 BAXKHOCTU MPUBOJAUMBIX CBEJICHUHN O 0€30MaCHOCTH.

KonkpetHoe conepxkanue ganHoro paszaena OXJIII Oyner oTinyaTecs B 3aBUCUMOCTH OT
npenapara ¥ oT nokazanusi. OgHako mnpenanosaraercs, 4to B 3ToT pazaen OXJIII noskHbI
OBITh BKJIFOUEHBI CBEJICHUSI, 3HAYMMBIE J1JI1 KOHKPETHOTO ITpenapara.

Cenenust 00 OTIETLHOM PHUCKE CIIeAyeT BKIOYATh B naHHbIN paznen OXJIII nums Tom
cilydae, eclid pUcK TpeOyeT COOMI0eHUSI MEP MPEIOCTOPOKHOCTH MPU MPUMEHEHUH, WIH TPU
HEOOXOAUMOCTH MPEAYNPEXKACHUS MEIULIMHCKOrO padoTHUKA 00 3TOM pucke. ['pynibl
NAlKUEHTOB, Y KOTOPBIX IPUMEHEHUE JIEKAPCTBEHHOTO MPErapara NpoOTUBOIIOKA3aHO, CIEAYET
MepeyucianThb ToNbKO B pasnaene 4.3 OXJIII, He ny0aupyst B JaHHOM pas3jere.

Heob6xoaumo ykazaTh cienytoniee:

YCJIOBUSI, MPHU KOTOPBIX MPUMEHEHHE JIEKAPCTBEHHOIO Ipenapara MOXKET ObITh
MIPUEMJIEMBIM, B YACTHOCTH, CJIEAYET OMUCATh CIEeUaIbHbIE MEPbl IO MUHUMU3ALIMU PUCKOB,
HE0OXOAMMbIE KaK 4acTh IJIaHa yIPABJICHUS PUCKaMHU B LIENSAX oOecredyeHusi 6e301acHOro u
s dextuBHOrO IpUMeHeHus (HampuMmep, "[lepen HavaaoM Tepanuu W Jajnee eXEMECSIHO
HEoOX0JAMMO  KOHTpojupoBarh  ¢yHKuuto nedenu", "llaunmenToB creayer



MIPOUHCTPYKTUPOBATH O HEOOXOJUMOCTH HEMEIJIEHHOTO COOOIIEHUs O JIOOBIX CUMITOMAaX
nernpeccuu U (WIM) CyUMIUIaNbHBIX MBICISIX", "JKEHIIUHBI ¢ IETOPOJHBIM MOTEHIIUATIOM
JOJKHBI MCITOJIb30BaTh KOHTPALICTIIHUIO" U T. I1.);

ocoOble TpyNIbl NAIUEHTOB, MOJABEPKCHHBIC TMOBBIIIIEHHOMY PUCKY WM SIBJISIFOIIUECS
€MHCTBEHHBIMU TPYyNIIaMU, MOJIBEPKEHHBIMU PUCKY PA3BUTHUSI HEXKEIATEIbHBIX PEAKIIUNA Ha
npenapaTr WM Kiacc MpenaparoB (Kak MpaBUIIO, CEPhE3HBbIE HIJIM YacThle), HalpUMep,
MOXUJIbIE, JETH, MAIMEHTHl ¢ MOYEUYHOW WJIM NMEYEHOYHOM HEIOCTATOYHOCTHIO (BKIIHOYAs
CTENEeHb HEJOCTATOYHOCTH, HAMpPUMEpP, JETKYI0, CPEIHIOI0 U TSHKENIYI0), MallUeHTHI,
MoJIBEpracMble aHECTE3UH, U MAUECHTHI C CePJICUHON HEJOCTATOUHOCTHIO (BKIJIFOYAsl B IAHHOM
ciydae kinaccuduKanumio, Hampumep, no kiaaccudukarmn Hero-HMopkckoii akagemun 1o
n3ydeHuto 3adoneBanuii cepamna (NYHA)). [IpuBoautcs ccbuika Ha pasaen 4.8 OXIJIII c
nenpo auddepennuanu 3GHEKTOB ¢ MO3UIHUA YaCTOTHl U TSHKECTH OIPEICITICHHOU
HEXeENaTeIbHON peaKlny;

CephEe3HbIC HEXKENATEIbHBIE PEAKIIUU, O KOTOPHIX HEOOXOAUMO OMOBECTUTH MEIUIIMHCKUX
pabOTHUKOB, CUTYaIlMH, IPU KOTOPBIX OHU MOTYT BO3HUKATh, U TPEOyEeMble MEPhI, HAIPUMED,
HEOTJIOXKHASI peaHUMallUs;

IPY HAJIMYUW KOHKPETHBIX PUCKOB B Hauale (Hampumep, 3G (EeKThl mepBoii J03bl) WU
Npu IpekpauieHuu (Hampumep, "pukolier”, peakuuu cUHApoMa "OTMEHBI") TPUMEHEHUS
JEKapCTBEHHOTO TpernapaTta MX HEOOXOJMMO TMPUBECTH B JAHHOM paszfeie BMECTE C
HEO0OXOIUMBIMU MEpaMU JJI UX MPEyIpeKICHUS;

MephbI, KOTOPbIE MOKHO MPUHSTH JIJIs1 BBISBICHUS NAIIUEHTOB, MOJIBEPKEHHBIX PUCKY, U
IpeIOTBPAICHUS] WM PAHHETO BBISBIICHUS Hadyaja WA yCYTyOJeHUsS OMAcHBIX COCTOSHHIA.
Ecnu tpeOyercst onoBeleHre 0 CUMIITOMAX M MPU3HAKaX, SBIISIIOIIUXCS MPEIBECTHUKAMU
CEpPBhE3HOM HEeXKEJIaTeIbHOM peaKIuy, UX He0OX0IUMO OIHICaTh;

B clly4ae HEOOXOIUMOCTH MPOBEICHUS KAKOT0-JIHMO00 criennpuuecKoro KIMHUYECKOTO Uin
71a60paTOPHOTO MOHUTOPUHTA PEKOMEHIAIIMN OTHOCUTEIIBHO TAKOTO MOHUTOPHHTA JOHKHBI
COJIepKaTh MPUYUHY, BPEMS U CIIOCOO €ro OCYIIECTBICHUS B paMKaxX KIMHUYECKON MPaKTUKU
. Ecnmi ipu Takux 00CTOATENbCTBAX MIIM COCTOSTHUSX TPEOYeTCsl CHIDKEHHE JI03bI WU WHOU
PEXKUM TO3UPOBAHUS, CBEACHUS 00 ATOM cieayeT BKIoUuTh B pasnen 4.2 OXJIII u yka3atb
CCBUIKY HA TAHHBIN pa3el;

HEOOXO/IMMbIEe yKa3aHUsI B OTHOLIEHUM BCIIOMOTATENIbHBIX BEIIECTB M OCTATOYHBIX
MIPOU3BOJICTBEHHBIX PUMECEH;

CBEJICHHS O COJIEPKAHUU 3TAHOJIA B JICKAPCTBEHHBIX IpENapaTax, CoJAepKallux alKorolb,

MIPUBOJISATCSI B COOTBETCTBUM ¢ mpriioxkeHueMm Ne 1 k HacTosiium TpeboBaHusIM;
yka3zaHus o TpaHcMmuccuBHbIX areHTax B OXJIII u JIB nekapcTBEHHBIX MpENaparos,
NOJIyYEHHBIX U3 IJIa3MBl;

CyOBEKTHI U TAIMEHTHI C OMPEICTCHHBIM TeHOTUIIOM WU ()EHOTUIIOM MOTYT JIHOO HE
OTBEYAaTh HA JICUCHHE, TUOO OBITHh MOJBEPKEHBI PUCKY YPE3MEPHOTO (PapMaKOIMHAMUYECKOTO
apdexTta UM HEXKETATCIHHOUW pEaKlUHU, 4YTO MOXKET ObITh OOYCIOBJIEHO asulieiIsiMu



HePYHKIMOHUPYIOMINX (HEPMEHTOB, albTEPHATUBHBIMU META0OJIMYECKUMU MYTIMU (
OMOCpPEAYEMbIMU ONPENEIECHHBIMU AJUIENSAMU) WIH AeQUIMTOM TpaHcrnopTepoB. [logo0HbIe
CUTYaIlH, €CJIM O HUX U3BECTHO, HEOOXOIMMO YETKO OIHUCATh;

YKa3bIBalOTCS BCE PUCKH, OOYCIIOBJICHHbBIE HEMIPABUIILHBIM IyTEM BBEJEHUS (HarpuMmep,
PUCK HEKpO3a IMpH BHECOCYAUCTOM BBEJCHHUM BHYTPUBEHHOrO Ipemnapara WiIu
HEBPOJIOTMUECKUX MOCIEACTBUI MTPU BHYTPUBEHHOM BBEICHUHM BMECTO BHYTPUMBILIEYHOTO),
C PEKOMEHIALIUSIMU 10 BO3MOKHOCTH MX YCTPAHEHHS.

B uckimounTenbHbIX ciydasx 0co00 BaKHbIE CBEJICHUS MO 0€30MaCHOCTU JOMYCKAeTCs
BBIJICTTUTH MTOTY>KUPHBIM HIPUGTOM, 3aKTIOUUB UX B PAMKY.

Bce HexenarenbHbIe peaklny, yKa3aHHbIC B JIAHHOM pasjielie WM 00YCIIOBIICHHbBIC
COCTOSIHUSIMH, MPEIYCMOTPEHHBIMHU JIaHHBIM Pa3/IelioM, CIEAYeT TaKKe BKIIOYUTH B pazies
4.8 OXJIIL.

Ecnu nmpumMeHnMo, yka3bpIBaeTCs BO3MOKHOCTh MCKAKEHUS PE3YIbTAaTOB Ja0OPATOPHBIX
TECTOB, HapUMep, NpH poBeaeHuH npoodsl KymoOca Ha (poHe npuMeHeHus OeTa-I1aKTaMoB.
Nx HeoOXOoauMO YEeTKO OmNucaTh, HMCIOJIBb3Ys IOJ3arojoBOK, Hampumep, "HckaxeHue
CEpOJIOTUYECKHUX TECTORB".

Onucanue ocoObIX YKazaHUI U Mep NPEJOCTOPOKHOCTU B OTHOILIEHUU OEPEMEHHOCTH U
KOPMJIEHUS TPYJIbIO, BIUSHUS Ha CIIOCOOHOCTH YIPaBIATh TPAHCIIOPTHBIMHU CPEACTBAMU U
paboTaTh C MEXaHM3MaMHU M TMPOYUX AaCIEeKTOB B3aWMOJICHCTBHI, B IIEJIOM, CIEIyeT
npuBoUTh B pazjaenax 4.5—4.7 OXJIII coorBeTcTBeHHO. B ciydasx oco0oi KIMHUYECKON
3HAYUMOCTHU ONPENIEIECHHBIE MEPHI MPEIOCTOPOKHOCTH LieIeco00pa3Hee ONucaTh B JAHHOM
paszene, HalpuMeEpP, MEpPbl KOHTPALENUHUN WIM MPU HEXKENATEIbHOCTH COMYTCTBYIOLIETO
IIPUMEHEHMS IPYTOro Ipernapara ¢ IMPUBEICHUEM CCBUIKM Ha pasnensl 4.5, 4.6 wim 4.7
OXJIII.

4.4.1. Jletn.

Ecnu nekapcTBeHHBIN Mpemapart rmoka3aH 0JHON Win 0oJjiee BO3PACTHBIM IPYIIaM JEeTeH
U UMEIOTCS OcOOble YyKa3aHUsi U Mepbl MPEJAOCTOPOKHOCTH MO €ro MHPUMEHEHHIO,
SBJISIIONITUECS CTEIU(UIHBIMU JIJISl IETeH WIIM KaKOW-TMOO BO3PACTHOW TPYMIIBI IETEH, MX
HE0OXO0MMO MPUBECTU MO JTAHHBIM Toj3arojoBkoM. Cieayer onucaTh Bce HEOOXOAUMBIE
0COObIE YKa3aHUsI U MEPbI MPEIOCTOPOKHOCTH OTHOCUTEIBHO JIOATOCPOUYHOM 0€30MacHOCTH (
HampuMmep, i pocTa, HEBPOJOTHYECKOTO, MOBEIEHYECKOIO0 PAa3BUTHS U IOJIOBOTO
CO3pEBaHMS) U CIEUHATbHBIA MOHUTOPHUHI (Hampumep, pocta) nereil. [lpu orcyrcTBumn
HEOOXOUMBIX JOJTOCPOYHBIX JaHHBIX MO O€30MaCHOCTH 3TO YKa3bIBaeTCs B IaHHOM pa3Jieie

[Ipy HanM4YUM NOTEHUUAIBHOTO CYIIECTBEHHOIO WM JJIUTEIbHOTO BIHSHHUS Ha
MMOBCETHEBHYIO aKTUBHOCTBIO JIeTel (Hampumep, CiocOOHOCTh K O0yUYEeHUIO WM (PU3HUECKYIO
AKTUBHOCTb), WU TPU BIWSHUU Ha aIMETUT WIM COH MPUBOMASITCA COOTBETCTBYIOILIUE
yKa3aHHsl.

[lepeuucnstorcss Mepol, cnenuuuHbie I JeTeil, KOTOPbIM MOKa3aH mpenapar (
HaIlpuMep, KaK 4acTh IUIaHA YIPABIICHUS PUCKAMH).



4.5. BzanMmoaeHcTBHE ¢ APpYTHMMH JIEKaPCTBEHHEIMH IIpeNapaTaMu
¥ ApyTHE BUALI B3aHMOACHCTBAA

B nannom paszgene HE0OXOAMMO MPEACTaBUTh CBEJICHUS O MOTCHIIMAIBHO KIMHUYECKH
3HAUMMBIX B3aWMOJICUCTBUAX, OCHOBAaHHBIX Ha (apMaKOJUHAMHYECKHX CBOWCTBaxX U
pesyibTaTax (HapMaKOKHHETHUYECKUX HCCIIEIOBAHHM In VIVO JIGKAPCTBEHHOTO TIperapara
OTJIEJIbHBIM YKa3aHUEM B3aUMOJIECHCTBUI, KOTOPbIE IPUBOIAT K U3MEHEHHIO PEKOMEHIAINI
M0 MPUMEHEHUIO JTAaHHOTO JIEKApCTBEHHOro Impemnapata. K HUM OTHOCSTCS pe3yibTaThl
B3aMMOJICHCTBHUS in Vivo, HEOOXOIUMBIC I dKcTpanoysiiuu >ddekra Ha MapkepHoe ("
KOHTPOJIbHOE") BEIIECTBO HA JAPYTrHUe JEKApCTBEHHBIE Mpernapathl, 00J1aatoliue 0MHAKOBBIM
c MapkepoM (HpapMaKOKMHETUIECKUM CBONCTBOM.

Cnayana cieayeT omucaTh B3aUMOJCHCTBUS, BIUSIONIME HAa MPUMEHEHUE JTaHHOTO
JIEKapCTBEHHOT 0 Mpernapara, 3aTeéM yKa3aTh B3aUMOJICHCTBUSI, IPUBOJAIINE K KIMHUYECKU
3HAYMMBIM U3MEHEHUAM NPUMEHEHHUS IPYTUX JIEKapCTBEHHBIX IIPENapaToB.

B nanHoMm pasznene HEOOXOAMMO OMUCATh B3aUMOJICUCTBUS, YKa3aHHbIE B JAPYTHX
pazaenax OXJIIT u B KOTOPBIX COAEPHKATCS CCHUIKA Ha JaHHBINA pa3zedn.

CHayana TpPUBOJATCS CBEJEHHS O MPOTHUBOMOKA3aHHBIX KOMOWHAIMSAX, 3aTEM O
KOMOMHAIMSAX, OJHOBPEMEHHOE NMPUMEHEHHUE KOTOPHIX HE PEKOMEHIYETCs, 3aTeM — BCE
OCTaJIbHBIE.

[To kKaXa0My KIMHUYECKH 3HAUYMMOMY B3aUMOJICHCTBUIO CIEAYET MPEIACTABUTH
CIIEAYIOIINE CBEICHUS:

PexoMeHianinu, KOTOPbIE MOTYT 3aKIIIOUAThCS B:
MIPOTHUBOIIOKA3aHUHU OJTHOBPEMEHHOTO MPUMEHEHHs (CO cChUTKoM Ha pazzaen 4.3 OXJII);
HEXEJIaTEIbHOCTH OJJHOBPEMEHHOI0 MPUMEHEHUs (CO cchuikoil Ha pazaen 4.4 OXJII);

MIPUMEHEHHE MEP MPEAOCTOPOKHOCTH, BKIIIOUAsA KOPPEKLHIO A03bI (CO CCHUIKON Ha
pazaen 4.2 unu 4.4 OXJII ucxonss U3 oOCTOATENBCTB) C MEPEUUCICHUEM KOHKPETHBIX
00CTOSITENIBCTB, TPEOYIOMINX TAKOWH KOPPEKITUH;

J00bIe KIIMHUYECKUE TMPOSBICHUS U BIWSHUE HA IUJIA3MEHHYIO KOHIICHTPAILUIO U
mIomasas moa (hapMakoknHeTHudecko kpuBoi "koHmeHTpanus—BpeMs" (AUC) ncxomHbIx
COEJIMHEHUN U aKTUBHBIX META0OJIUTOB U (UJIN) JIaOOpaTOPHBIE TAPaAMETPHI;

MEXaHWU3M B3aUMOJICUCTBUS, €CJIM U3BeCcTeH. Hanmpumep, B3auMoneiCcTBUE BCIEICTBUE
MHTHOUPOBAHUS WM MHAYKIMH [uTOXpoMa P450 cneayer npeacTaBuTh B JaHHOM pasjielie co
ccbuikoM Ha paszaen 5.2 OXJIII, B kotopom cieayeT oOOOUIUTH In Vitro pe3yJbTaThl
WHTUOMPYIOMIETO WM UHIAYIUPYIOIIETO MOTEHIaa.

Heob6xoaumo onucarh B3aMMOJIEHCTBHSI, HE U3YYEHHBIE in VIVO, HO MPOTHO3UPYEMBIE Ha
OCHOBAHUWM HMCCJIEIOBAHMM In VItro WM Ha OCHOBAHUU JIPYTUX CUTYAIM M MCCIICIOBAHUMA,

€CJIM OHU MPUBOJIT K U3BMEHEHUIO TPUMEHEHUS JICKAPCTBEHHOTO Tperapara, co CChbIIKOM Ha
paznen 4.2 unu 4.4 OXJIIL.



B nanHoM pa3nene HEOOXO0AMMO yKa3aTh MPOJIOJKUTENBHOCTh B3aUMOACHCTBUS MOCIIE
OTMEHBI JIEKAPCTBEHHOT'O Mpenapara ¢ KIMHUYECKH 3HAYUMbIM B3aUMOJICCTBUEM (HAIIpUMEDP
, MHTUOMTOpa WM WHAyKTOpa (QepmeHToB). Kak crenctBue, MOXeT MOTpeOOBATHCS
KOPPEKIUS pekuma 1o3upoBanusi. Ciieryer Takke yka3aTh Ha HE0OXOAUMOCTh OTMBIBOYHOTO
NepHOJIa IPH MOCIEA0BATEILHOM IPUMEHEHUH JIEKAPCTBEHHOIO Mpenapara.

Heo6xoauMo Takke mpeacTaBUTh CBEACHUS O MPOYMX 3HAYMMBIX B3aMMOJICUCTBUSX,
HaIllpuMep, ¢ PaCTUTENIbHBIMU JIEKAPCTBEHHBIMU MperapaTaMu, MUIIEH, aJKOrojeM, KypeHHEM
U (hapMaKoJIOTHYECKH aKTUBHBIMH BEIIECTBAMHU, HE UCIOJIb3YEMBIMU B MEIULIUHCKUX LIEJISX.
Heobxonumo omnucats (apmakoguHamuueckue 3QQeKThl, KOTOpble MOTYT MPUBECTH K
KJIMHUYECKH 3HAUMMOMY OTEHIMPOBAHUIO WM HEOIAroNpUsSTHOMY aTUTUBHOMY 3(PPeKTy.

Pe3ynbTaThl, MoMy4YeHHBIE in ViVO, CBUAETEIBCTBYIONINE 00 OTCYTCTBUU B3aUMOICHCTBHS,
CIEAyEeT NPUBOJUTH TOJBKO NPU HUX 3HAYUMOCTH JUISI MEIUIMHCKOrO pabOTHHKA,
HA3HAYAIOIIETO JIEKAPCTBEHHBIN Mpenapar (Hampumep, B KIMHUYECKOW 00J1acTH, B KOTOPOM
paHee 0OHapyKMBAJIKUCHh MOTEHIIMAIBHO OMACHBIE B3aUMOJECHCTBHS, HAIIPUMED, B CIydae C
AHTUPETPOBUPYCHBIMU TIpenapaTaMu).

Ecnu uccnenoBanus B3aMMOJECUCTBUS HE MPOBOJUIIUCH, HA 3TO HEOOXOAMMO YETKO
yKa3aTh.

4.5.1. lononHuTeNbHBIE CBEIEHUS 00 OCOOBIX rpynmax.

Ecnu BbIsBICHBI TPYNIBI MAIIMEHTOB, HA KOTOPHIX BIUSHUE B3aUMOJCHCTBUA OoJee
BBIPAKEHO, WM OXKUJAeTcs OOJblIasi CTeNeHb B3aMMOJEHCTBUSI, HAIPUMED, MALUEHTHI CO
CHWKCHHOM (PYHKITHEH TTOYeK (€CIIM OJTHAM W3 MTyTEeH SKCKPEIUH SBIACTCS MMOYCHHBIN ), ICTH,
MOXKHUJIbIE
U T. 1., 3TH CBEJICHUS CIEAYEeT MPEACTABUTH B JAHHOM IMOApA3EIe.

Heobxoaumo omnucaTh B3aUMOAEUCTBUS C JIPYTUMU JIEKAPCTBEHHBIMH IpenapaTaMu,
00yCJIOBJIEHHBIE MOTUMOPPU3MOM META0ONU3UPYIOIUX (PEPMEHTOB WM ONPEACIICHHBIX
T€HOTHUIIOB, €CJIM TAKOBBIE HUMEIOTCS.

4.5.1.1. Jletn.

[Ipyn HanuunK noka3zaHus K MPUMEHEHUIO ISl ONPEICIICHHON BO3PACTHOM IPYNIIbI AETEU
B JJAHHOM pa3Jiesie ClieyeT MPeACTaBUTh CBEJCHUS, ClICU(UYHBIC JIJIs Hee.

Pesynbrupyromas 3KCHo3uLUs U KIMHUYECKUE MOCIEACTBUSA (PapMaKOKMHETHUYECKOTO
B3aUMOJICHCTBHS Y B3pOCIHBIX U JETEH, a TAK)KE Y AETEH Pa3IMyHbIX BO3PACTHBIX TPy MOTYT
pasnuyatbcs. BeaencTsue uero:

HEO0OXO0JIMMO OIKCATh BCE YCTAHOBJIEHHBIE PEKOMEHIAINH 110 JICUEHUIO, CBI3aHHBIE C
OJIHOBPEMEHHBIM MNPUMEHEHHEM B MOATpyNmnax Jaerei (Hampumep, KOppeKIus 103bl,
JOTIOJIHUTEIbHBIA MOHUTOPUHT MapKkepa KIMHHYeCKHX 3((EKTOB U (MIIM) HeXelaTeabHbIX
peakiuii, MOHUTOPUHT KOHIIEHTPAILIMU Mpenapara);

€CJIM UCCIEN0BaHUS B3aMMOJICUCTBUS MPOBEEHBI Y B3POCIIbIX, HEOOXOAMMO BKIHOYUTH
ykazanue "HccnenoBanns B3aMMOAECHCTBHS IPOBEACHBI TOJIBKO Y B3pOCIbIX';



HE0OXO0MMO yKa3aTh, YTO CTEICHb B3aUMOJCHCTBUS Yy JIeTeH aHAIOTMYHA TaKOBOW y
B3POCIIBIX, €CJIA 3TO UMEET MECTO;
eclii IoJJ0OOHBIE JaHHBIE OTCYTCTBYIOT, Ha 3TO TAKXKE CIIEYET yKa3aTh.
Te »xe mpaBuia NpUMEHSAIOTCS K (apMakoJMHAMUUYECKUM JIEKApPCTBEHHBIM
B3aMMOJICHCTBUSAM.

Ecnu B3auMopeiicTBue ¢ nuuieil Baeder 3a coO00i peKOMEHJaluu 110 OAHOBPEMEHHOMY
MPUMEHEHHUIO C MUILEH UM ONpPEleIECHHBIMU NPOIYKTaMH MUTAHMS, HEOOXOIMMO yKa3aTh,
NPUMEHHUMO JIM 3TO K JA€TAM (0OCOOEHHO HOBOPOXKACHHBIM M MJIaJICHIIaM), PallMOH KOTOPBIX
otnuyaetcs (100 mpouieHTHAsI MOJIOYHAs UETa Y HOBOPOXKACHHBIX).

Paznen 4.5 cnenyer mpeicTtaBuTh B Hambosiee NMPOCTOM BHUJE C YKa3aHUEM
B3aMMOJECUCTBUM, BIEKYLIUX MPAKTUUYECKHUE PEKOMEHJAIMU IO MNPUMEHEHUIO
JeKapcTBeHHoOro mnpemnapara. llpm Hanuuuu OOJBIIOrO KOJIUYECTBA PAa3IMYHBIX
B3aUMOJICHCTBUM, KaK, HalpUMEp, B Clydae C IPOTHUBOBUPYCHBIMM IIperaparamu,
JOITyCKAeTCs UCIOIb30BaTh TAOIMYHBINA (POpMAT MTPEACTABICHHUS.

4.6. ®epTHILHOCT, 6EPEMEHHOCTD M JIAKTAIHS

4.6.1. O0OuMe NpUHIIMIIBL.

3asBUTENb PETUCTPALIMU U JIEPKATENIb PETUCTPALIMOHHOTO YJIOCTOBEPEHUS JOJIKHBI 110
BO3MOHOCTH MPEICTaBUTh OCHOBAHUS [IJII PEKOMEHIAIMI 10 MPUMEHEHUIO Mpernapara y
OepeMEeHHBIX, KCHIINH B MEPUOJ TPYAHOTO BCKAPMIIMBAHUSA M KEHIIUH C JETOPOIHBIM
MOTEHIIUAJIOM. DTH CBEJICHUS HEOOXOUMBbI MEAUIIMHCKUM PAOOTHUKAM JIJISI IOBEICHUS UX JI0
MalUEeHTOB.

[IpoBo/Asi COBOKYITHYIO OLIEHKY, HEOOXOJAMMO MCIOJIb30BaTh BCE JOCTYIHbBIC JIAHHBIEC,
BKJIIOYAs PE3yJbTaThl KIMHUYECKUX MCCIIEIOBAaHUN U MOCTPETUCTPALIMOHHOTO HAOIIOACHUS,
(bapMaKoOJIOTUYECKYI0 aKTUBHOCTD, PE3YJIbTAThl JOKIMHUYECKUX MCCIIECIOBAHUM U 3HAHUS O
COEJIMHEHHUSX TOr0 K€ Kiacca.

[To Mepe HaKOIJIEHUS OMBITa O OEPEMEHHBIX KEHIIMHAX, TIOIBEPTIITUXCS BO3CHCTBUIO
JIEKapCTBEHHOTI'0 MpemnapaTa, KOTOPbIM MEepeKphIBAeT JOKJIUHUYECKUE JIAaHHBIC Y KUBOTHBIX,
CIeayeT MO BO3MOKHOCTH OOHOBUTH PEKOMEHJAIMU TIO0 MPUMEHEHUIO JIEKaPCTBEHHOTO
npenapara npu 0epeMEHHOCTH U B MIEPUOJ TPYTHOTO BCKAPMITUBAHUS.

Ecnu yka3zaHHble COCTOSIHUS SBJISIIOTCS] TPOTUBOMOKA3aHUEM, UX HEOOXOUMO BKIIOUUTD
B pazzaen 4.3 OXJIIL.

Heob0xoaumo npeacTaBuTh CleayOIUe CBECHUS.
4.6.2. Y)KeHIMHBI C IETOPOAHBIM MOTEHIIUATIOM (KOHTPALCTIIUS Y MYXYHH U KEHIITIH).

[IpuBOSTCS peKOMEHIAlNK 110 TPUMEHEHUIO JIEKAPCTBEHHOIO TMpernapara y >KeHIIHUH ¢
JIETOPOTHBIM TTOTEHIIHAJIOM, BKITIOUast HEOOXOAMMOCTh MPOBEJICHUS TECTa HA OEPEMEHHOCTH U
KOHTpateniuu. Eciu nanueHTkaM Wid MOJOBBIM NapTHEpIIaM MallueHTOB B XOJI€ Teparuu
WU B OMNpPEJEICHHBIM MTPOMEXKYTOK BPEMEHM JI0 Hauyajla WM IMOCJE 3aBEPIICHUS JICUCHUS
Tpebyerca 3¢dQexTrBHAsT KOHTpAIENUMs, OCHOBAHUS NPHUHATHUS STOH MEpPHI CIEAYET



BKJIIOUMTh B JaHHBIM pasgen. Eciau pexkomMeHayeTcs KOHTpaleniusi, HO HMEETCs
B3aUMOJICHCTBHUE C MEPOPATBbHBIMHU WIM JAPYTUMU KOHTpAIECNTHUBAMHU, HEOOXOJUMO TaKKe
JaTh CCHUIKY Ha pazjaen 4.5 (v mpu HeobxoaumocTu Ha pazzaen 4.4) OXJIIL.

4.6.3. bepeMeHHOCTb.

CHauasa, Kak MpaBWJIO, TPUBOJATCS KIMHUYECKUE U TOKIMHUYECKUE JTaHHBIE, 3aTEM —
PEKOMEH 111U,

B oTHOIEHUM JOKIMHUYECKUX JAHHBIX B JAHHBIM pa3niels cieAyeT BKIIOUUTH JIUIIb
BBIBOJIBI MCCJICIOBAHUN PENMPOJTYKTUBHON TOKCHYHOCTH. bojee moapoOHbIe CBEICHUS
CIEeQyEeT MpeacTaBuTh B pasaene 5.3 OXIJIII.

B oTHOMIEHNN KIMHUYECKUX JaHHBIX:

B paszJiell CiieAyeT BKIIOUUTh UCUEPIIBIBAIOIINE CBEJACHUS O 3HAUMMBIX HEXKEJIaTeIbHbIX
SBJICHUAX, BOSHUKIIKNX Y 3MOPUOHA, MJI0J1a, HOBOPOXKICHHBIX, OEPEMEHHBIX KEHIIUH (eciau
npuMeHuMo). [1o BO3MOXXHOCTH clieyeT 0003HAYUTh YaCTOTY BO3HUKHOBEHHS TMOJOOHBIX
SBJICHUH (HampuMep, 4aCTOTY BOSHUKHOBEHHUS BPOXKJIEHHBIX aHOMAJIN1) COTJIACHO KPUTEPHUIM
BO3;

€CJIM HeXesaTeIbHbIE IBICHUS TPU OEpEeMEHHOCTH HE BO3ZHUKAIIU, B pa3jesie He0OX0AMMO
OmHucaTh 00BbEM OTBITA MEAUITUHCKOTO IPUMEHCHHS.
B oTHOLIEHMH peKOMEHIANN:

MPUBOAATCS PEKOMEHIAIIUM 110 TPUMEHEHHIO JIEKAPCTBEHHOTO Mpernapara B pa3jInyHbIe
NepPHUO/Ibl TECTAIlMU, BKJIIOUAs MPUUKHY(bI) TAKUX PEKOMEH/IAIINM;

MpU TPUMEHEHUHU JICKAapCTBEHHOTO IMpernapara BO BpeMs OEpEeMEHHOCTH B
COOTBETCTBYIOIIUX CJIy4Yasx IPUBOAATCS PEKOMEHIAIMM 10 BEJCHUIO OEPEMEHHOCTH,
BKJIIOYass HEOOXOJUMBIA CHEUHATbHBIM MOHUTOPHUHT, K MpPUMEPY, YIbTPa3ByKOBOE
HCCIIeIOBaHNE TUIOJA, OINPEIEIICHHOE OHOJIOTHMYECKOe WIIM KIWHHYECKOe oOcIieoBaHue
IO UM HOBOPOKJICHHOTO.

B 3aBucuMocTu 0T 00CTOSITENHCTB, AOMYCKAETCS BKIFOUNTh CCHUIKU B pasnensl 4.3, 4.4 u
4.8 OXJIII.

[Tpumepst GopMyITUPOBOK, TPUBOJAUMBIX B JTAHHOM pPa3feiie, COACPIKATCS B MIPHIIOKECHUU

No 16 k Hacrosiiium TpebGoBaHUSIM.
4.6.4. JlakTarus.

[Ipu HaATWUYUKM TPUBOAATCS KIMHUYECKHUE JaHHBIC (MJIAJCHIIbI, HaXOJWBIIUECS Ha
IPYJHOM BCKapMJIMBaHUU, MOABEPIIINECS BO3ACHCTBUIO JIEKAPCTBEHHOIO Mpenapara) B BUJIE
3aKJII0YEHUN KHUHETHYECKHUX UCCIeOBaHUN (IJIa3MEHHas KOHIIEHTpalus y JeTeH,
HaxXOJUBIIUXCS HA TPYJHOM BCKapMJIMBAHHMH, POHUKHOBEHHE JIEUCTBYIOIIETO BEIIECTBA U (
W) €ro METa0OJMTOB B T'PYAHOE MOJIOKO). Ilpn Hamuumu mpeacTaBISIOTCS CBEICHHUS O
HEXKEJIATEIbHBIX PEaKIUAX y JETeH, HAaXOASIIIUXCA Ha TPYAHOM BCKapMJIMBAHUH, BO3MOKHO
yKa3aHHUe NEePEeKpPEeCTHON CChUIKM Ha pasnen "HexenaTenbHble peakuuun'.



3akiItoYeHUEe JOKJIMHUYECKUX HCCIEIOBAHUM O MPOHUKHOBEHUHU JEUCTBYIOLIETO
BelllecTBa U (MJIM) €ro MeTabOJUTOB B MOJIOKO MPEJACTABIAETCS TOJIBKO MPU OTCYTCTBHUU
JAHHBIX Y YEJIOBEKA.

[IpuBOIATCS TPUYMHBI U PEKOMEHIAIIMN 10 MPEKPAIICHHUIO UITH TTPOJAOJIKEHUIO TPYIHOTO
BCKapMJIMBaHUS W (WJIHM) NPEKPaAllCHUI0 WM TPOJOIAKECHUIO TEpaluu C YYETOM
NPEANOUYTUTENIBHOCTH MPEKPAIICHUS TEPANTUN WU TPYIHOIO BCKapMJIIMBAHUSI.

[Tpumepbl HOPMYITUPOBOK, TPUBOJUMBIX B TAHHOM Pa3eiie, COIEPKATCA B MPUIOKECHUU
No 16 k Hacrosiium TpeboBaHUSIM.

4.6.5. ©epTUIBHOCTb.

B pasnen 4.6 OXJIII HEoOXOMMMO BKJIIOYHMTH OCHOBHBIC CBEJICHUS O BO3MOXKHBIX
HEXenaTelbHbIX A deKTax JTeKapCcTBEHHOrO IMpemnapara g MYXKCKOM U JKEHCKOU
(bepTUIBHOCTH:

KJIMHUYECKUE JaHHBIE (MTPU HATUYHUN);

COOTBETCTBYIOIIME 3aKJIIOYEHUS JOKIMHUYECKUX TOKCUKOJIOTHUYECKUX UCCIIeNOBaHUMN (
npu Hanu4uK). bonee mopoOHbIe CBeACHUS ClielyeT BKIIOUUTh B pazzaen 5.3 OXJIII;

PEKOMEHIAUM [0 MPUMEHEHHIO JIEKAPCTBEHHOrO Mperapara Npy INJIaHUPOBAHUU
OEpEeMEHHOCTH U TIOTCHIIMAILHOM BIUSHUU TEPAHUK Ha (PePTUIHLHOCTD.

Ecnu npumennmo, B pasnen 4.3 OXJIII MOKXHO BKIIFOUYHATH CCBUIKH HA JIPYTUE Pa3aeiibl
OXJIIL.
Ecnu nanubie no GepTUIbHOCTA OTCYTCTBYIOT, Ha 3TO CIEAYET YETKO yKa3aTh.

4.7. Bimsane Ha CIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHEIME CPEACTBaMH B paboTaTh C
MeXaHW3MaMH

Ha ocHoBanuu QapmakogmHaMH4ecKoro U (papMakKOKMHETHYECKOro Mpodus,
BBISIBJICHHBIX HEXKENATEJIbHBIX PEAKIUI U (MJIM) POBEAEHHBIX CIIEHUATIbHBIX UCCIIEI0BAHUN B
COOTBETCTBYIOIIECH MOMYJIALMH, HAIPABICHHBIX HA YCTAHOBIIEHUE BIUSHUSA JIEKAPCTBEHHOTO
mpernapara Ha CIOCOOHOCTh YHPaBISATh TPAHCIOPTHBIMHU CpPEACTBaMH, O€30MaCHOCTH
JOPOKHOT'O JIB)KEHUsI U pabOTy C MEXaHU3MaMHM, CIENyeT yKa3aThb, YTO JIEKAPCTBEHHBIN
npenapar:

HE OKa3bIBAET WJIM OKA3bIBAET HECYIIECTBEHHOE BIIUSHUE;
OKa3bIBaeT ci1aboe BIIMSIHUE,

OKa3bIBAE€T YMEPEHHOE BIIUSHUE;

OKa3bIBAET BHIPAXKEHHOE BIIUSHUE.

Heobxoaumo paccMOTpeTh Apyrue BaXKHbIE ACMEKThl BIUSHHUS JIEKAPCTBEHHOTO
npenapara Ha CHOCOOHOCTh YIPaBISATh TPAHCHOPTHBIMH CpPEeACTBAaMU MU paboTy ¢
MEXaHU3MaMH, €CIIM HMEIOTCS CBEIEHHS O TAKOBBIX, HAIPUMEP, MPOJOKUTEIBHOCTh
HapyLIaroIero BIUSHUS W Pa3BUTHE TOJIEPAHTHOCTH MJIM HEXKEJIATEIbHBIX peakuuil MpH
JUIUTEILHOM IIPUMEHEHHUH JIEKApCTBEHHOIO Mpenapara.



B ciywasx ecnu nekapCTBEHHBIN IpenapaT OKa3blBa€T YMEPEHHOE WJIM BBIPAKEHHOE
BIIMSIHUE CJIEAYET MPEACTaBUTh 0COObIe yKa3aHUs U (MJIM) MEpbl NMPEJOCTOPOKHOCTH MPHU
npuMmeHenun (a takxke B pazzaene 4.4 OXJIII, ecnu nekapCTBEHHBIN MpenapaT OKa3bIBaeT
BBIPAKEHHOE BIIUSTHUE).

4.8. HexxenarensHbIE peaKkiuu

B naHHBIN pa3zien BKIIOYAKOTCS BCE HEXKENATEIbHBIE PEAKLMU, BBISIBICHHBIE B XOJI€
KIIMHUYECKUX HUCCIEOBAHUM, MOCTPETrUCTPALIMOHHBIX HMCCIEAOBAHUM OE€30MaCHOCTH U IO
pe3yabTaTaM CIOHTAaHHBIX COOOUIEHUN, B OTHOIIEHUU KOTOPBIX MPUYUHHAS CBSI3b MEXKIY
JIEKapCTBEHHBIM IIPENapaToOM M HEKeJaTeNbHBIM SBJICHUEM TOCJI€ TPOBEACHUS TIIATEIbHON
OIIEHKM HMEeT OOOCHOBAHHYIO BEpPOSITHOCTb, M TOJATBEPXKJAETCSI, K MpPUMEpYy, HUX
CPaBHUTEJIbHON YaCTOTOW BO3HMKHOBEHHUS B KIMHUYECKHUX MCCIEIOBAHUAX WU
pe3yibTaTaMu 3MUAEMUOTIOTUYECKUX UCCIeI0BaHUM U (MJIM) OLIEHKON MPUYMHBI pa3BUTHS Ha
OCHOBAaHMH COOOIIEHUH MO OTACNbHBIM ciyuasM. HexenarenbHble IBIECHUS, HE UMEIOLIUE TI0
MEHBIIIEN MEPE MOI03PEBAEMYIO IPUUNHHYIO CBA3b, yKa3piBaTh B OXJIII He cnenyer.

Conepkanue aHHOTO pasnena cieayeT O0OCHOBaTh B KIMHUYECKOM 0030pe
PETUCTPAIIMOHHOTO J10ChE, OCHOBBIBASICh HAa OIEHKE HauOoJsiee yOeAUTEIbHBIX JAHHBIX B
OTHOIIICHUH BBISIBJICHHBIX HEXKENIATEeNIbHBIX SIBICHUN W (PAKTOB, 3HAYUMBIX [JISI OIICHKH
MIPUYUHHO-CJIEJICTBEHHOMN CBSI3U, TSKECTU U 4acTOThl. JIaHHBIN pasjeln clienyeT peryJisipHoO
nepecMaTpuBaTh M TPU HEOOXOJAUMOCTH OOHOBISATH C IIE€JBIO HAJJIEKAIIETO
UHPOPMUPOBAHUSA MEIUIIMHCKUX PAOOTHUKOB B OTHOIICHUU Tpoduiisi 0e30macHOCTH
npenapara. Kpome Toro, Bech paszaen MOXET ObITh MEPECMOTPEH NpPU MOATBEPKICHUU
peructpanuu (mepeperucTpaiuu), Koraa npoduias 6e30nacHOCTH OOJIBIIMHCTBA MPENapaToB,
CKOpee BCero, OyJIeT XOpolIo U3y4eH, U JaJiee MPHU Mojaue KaKI0ro MepuoJu4ecKoro oTuera
no 6e3omacuoctu (IIOOB).

Nudopmanuto cieayer uznaraTb KpaTKo, UCTOIB3Ys CIICIHMAIBHYI0 TEPMUHOJIOTHIO, OHA
HE JIOJDKHA COJIEp’KAaTh TaKWE CBEJCHMS, KaK YKa3aHHE Ha OTCYTCTBUE OIPEIEICHHBIX
HEeXXeJlaTeNbHBIX PeaKInii, JaHHbIE O CPAaBHUTEIBLHON YacTOTE, 32 UCKIIOUEHUEM YKa3aHHBIX
HUKE, a TAK)KE YKa3aHUS Ha OOIIYI0 XOPOIIYI0 MTEPEHOCUMOCTD JIGKApCTBEHHOTO TIpernapara,
Kak '"xopomo mepeHocurcs', "HeKenaTelbHbIE pPeaKIMU, KaKk MpaBuiio, peaku" u T. 1.
VYka3zaHus Ha OTCYTCTBUE MOATBEPKIACHUS IPUUYNHHON CBSI3U BKIIIOYATh HE JOMYCKAETCH.

B nensx nmpeacraBieHus 4eTKoN U moHsATHON nHGopManuu pazaen 4.8 OXJII momken
HUMETh CJICAYIONIYIO CTPYKTYpPY:

pe3toMe npoduiist 6e301macHOCTH;

pe3toMe B hopme TabJIUIIbI HeXKENaTeIbHBIX PEAKIINIA;

OMUCAHUE OTAEIbHBIX HEKENATEeIbHBIX PEAKIINA;

NeTH;

POYUE 0COOBIC MOMYJISIIUH.

4.8.1. Pestome npoduist 6€301macHOCTH.



Pestome npoduiist 6e30nacHOCTH JOHKHO COJIEP’KaTh CBEJCHHS O HauboJjee Cepbe3HbIX U
(1K) 4acTO BO3HUKAIOLIUX HEKETATENbHBIX PEAKIUAX.

[Ipy HanmMuuM yKa3aHHBIX CBEJICHUI IPUBOISTCA CPOKH BOZHUKHOBEHUS HEKENATEIbHbBIX
peakiuii. Hanmpumep, B 1esX MpeaOTBPAILCHUS PAHHETO MPEKpalleHusl Teparnuu MOXKET
noTpeOOBaThCsl ONMUCAHUE HECEPhE3HBIX HEKENATEIbHBIX pEaKlHil, KOTOpbhIE YacTo
BO3HHUKAIOT B HA4YAJI€ TEPANUHU, HO MOTYT Pa3pelIUThCS 110 MEPE MPOJOJIKEHHUS JICUCHUS, UITU
ONMCAHNE HEKEIATEIbHOW PEAKIINMU, XapaKTEPHOU IS JUIMTENBHOTO IPUMEHEeHUs. YacToTy
MPUBOJAMMBIX HEXKENATEIbHBIX PEaKIUi ClIeayeT yKa3aTh Kak MOKHO Oosee TouHO. Pezrome
npodwisi 6€30MacHOCTU JOHKHO COOTHOCUTHCS C Ba)KHBIMHU BBISIBICHHBIMH PHUCKaAMHU,
OMHMCAHHBIMU B CIEIU(UKAIIMHN TI0 0€30MMaCHOCTH TIJIaHa ynpaBiieHus puckamu. CBeeHUs HE
JIOJDKHBI TTPOTUBOPEUUTH pe3toMe B (opMe Taliaullbl HeXenaTeabHbIX peakuuil. Ecnu B
pazaene 4.4 OXIJIIl npuBeneHbl 3HAYUMbIE MEPHI MO0 MUHUMHU3ALUUU PUCKOB, CIEAYET
IPUBECTH CCHUIKY Ha JAHHBIN pa3ed.

Hwxe npencraBiieH npuMep BO3MOKHOTO YKa3aHMS:

"B Hauase ieyeHus MOXKET BOSHUKATh dMUTAcCTpaibHas 00Jb, TOIIHOTA, TUapesi, TOJIOBHAS
00JIb WJIM TOJIOBOKPYKEHHUE; 3TH PEAKIIUH, KaK MPABUIIO, TPOXOIAT B TEUCHUE HECKOJIBKUX
THEH, Jake Tpu NpojoikeHun Tepanuu. K Hanbosee 4acTo BOZHUKABIIUM HEKEIaTeIbHBIM
peaKIusIM P JIEYEHUU OTHOCSITCSI TOJIOBOKPY)KEHUE U TOJIOBHAS 00JIb, KaXK/1ast U3 KOTOPBIX
BO3HMKAaJa NPUOIU3UTENBHO Y 6 % manueHToB. Peako MOKeT BOZHHKATh OCTpas I€YEHOYHAs
HEJIOCTAaTOYHOCTDh U arpaHyyionuTo3 (pexe yeM 1 ciyuait Ha 1000 nanueHTOB)."

4.8.2. Pestome B (popme TaONIUIIBI HEXKENATEIBHBIX PEaKIIU.

HexenarenbHble peakiiuy ¢ COOTBETCTBYIOIIEH UM KaTErOPUEN 4acTOTHI CIAEAYET 3aHECTH
B OJIHY TaONUIly (WJIM CTPYKTYpPUPOBAHHBIN CIUCOK). B HEKOTOPBIX cllydasix B OTHOIIEHUU
YaCcTBIX U OUYEHb YACThIX PEAKIMil U IPU HEOOXOIMMOCTH OoJiee ICHOM Mmoaaun uHpopMauu
B TaOJUIIEe JOMYCTUMO MIPUBECTU KOHKPETHHIEC 3HAUCHUS YaCTOTHI.

[Ipu BBIpa)KEHHOM pa3nuuuu NMpoduiield HeKeIaTEIbHbIX PEaKIui B 3aBUCUMOCTH OT
MpUMEHEHUs TMpernapara, HampuMep, B cliydyae MPUMEHEHHUs IMpernapara IO pa3HbIM
MOKa3aHUsAM (HalpUMEpP, B OHKOJOTHM U MO HEOHKOJOTMYECKOMY IMOKA3aHUIO) WIM MpHU
Pa3IMYHBIX PEXKUMAX NO3UPOBAHUSA B MCKIFOUUTEIBHBIX CIIy4asX JOMYCTUMBI OTAEIbHBIE
TaOJIUIIBI.

[lepen Tabnuneit HEOOXOAUMO MPEICTABUTH CBEACHUSA 00 UCTOYHUKE 0a3bl JAHHBIX (
HanmpuMep, M3 KIMHUYECKUX MCCIEIOBaHUM, MOCTPETUCTPAIMOHHBIX HCCIEI0BaHUM
0€30MacHOCTH WJIU M0 PE3YJIbTaTaM CIIOHTAHHBIX COOOIIECHUH).

Tabnuiy cieayer coCTaBlIATh B COOTBETCTBUM C CUCTEMHO-OPraHHOM KiaccuduKanuen,
npeacTaBieHHoN B nprtokeHun Ne 4 k HactosimuM Tpebosanusm. [locimemoBaTenbHOCTD
NpEICTaBICHUS CHUCTEMHO-OPTaHHBIX KJIACCOB JIOJDKHA COOTBETCTBOBATH IOPSJIKY,
npuBeeHHOMY B npuioxeHun Ne 4 k HacroamuMm TpeOoBanusam. OH, Kak MpaBuUio,
COOTBETCTBYET YPOBHIO MPEANOYTUTEIBHOTO TEPMHUHA, OAHAKO B HEKOTOPBIX CIydasx
1eJeco00pa3HoO yKa3aTh TEPMUH HHU3LIETO0 YPOBHSA WM B HMCKIIOYUTEIBHBIX CIIy4asx



IPYIINOBBIE TaKue TEPMHUHBI, KaK TEPMUHBI BbIciiero ypoBHs. [lo obmemy npaBuity Bce
HEXEJaTeNbHbIE PEaKIMH CIIETyeT OTHECTH K HanboJiee MOAXOASIIEMY CUCTEMHO-OPTaHHOMY
KJIACCY, COOTBETCTBYIOLIEMY Oprany-muiieHu. Hampumep, mpeanoyTuTenbHbli TepMuH
HapylieHne (YHKIIMOHAIbHBIX MPOO IMeueHHu" clielyeT OTHECTH K CUCTEMHO-OPTraHHOMY
Kjiaccy "HapylieHHs CO CTOPOHBI IEUEHHM U JKETYEBBIBOIAIIMX MyTel'", a He K
CUCTEMHO-OpPTraHHOMY KJjaccy "1nadopaTopHble U MHCTPYMEHTAJIbHbIC TaHHbIE".

HexenarenbHble peakuu BHYTPHU Ka)JOTO CHCTEMHO-OPraHHOIO Kjacca CIeayeT
pPAcCMoOJIOKUTh B TOPSJAKE YOBIBAHUS HX CEPbE3HOCTH C YKA3aHUEM 4YacTOThl HX
BO3HMKHOBEHHUS (B paMKax OJHOW Ipajlauuu 4acToThl). HauMeHOBaHMS, UCTIONb3YEMBIE TS
KaXJO0M KAaTeropuud YacTOThl, JOJDKHBI COOTBETCTBOBATh CTAHAAPTHBIM TEPMHUHAM B
COOTBETCTBUU CO CJICAYIOIIUM IMPaBUIOM: oueHb 4acTo (>1/10), wacto (=1/100, Ho <1/10),
Hevacto (>1/1 000, Ho <1/100), penxo (>1/10 000, vo <1/1 000), ouens peaxo (<1/10 000).

B HCKIIOUHUTENBHBIX Cly4yasiX, €CIM Ha OCHOBAaHWU HMMEIOIIUXCS JTaHHBIX YaCTOTY
ONpENEIUTh HEBO3MOXKHO, JOIYCKAETCS HCIOIb30BaTh JOMOJHUTEIbHYI KAaTErOpHUIO
4acTOThl — "yacToTa Heu3BecTHA". Ecny ucnonap3yeTcs BhIpakeHue "yactora HEM3BECTHA', B
nepevyeHb OOBbSICHEHUS KaTErOpuil 4acTOThl CIEAYeT T0OABUTh TEKCT '"4acTOTa HEM3BECTHA (
Ha OCHOBAaHWU HMMEIOIINXCS JAHHBIX OIIEHUTh HEBO3MOXHO)". He ciemyeTr ucrnonb3oBatTh
BBIPAKEHUS U3 OT/ACIbHBIX COOOIIEHUM (€ITMHUYHBIX CIIy4aeB).

Ecnu B onucaHum OT/IEIbHON HEXENAaTeNbHON peakluu IPUBOISATCS JIOMOTHUTEIbHbIC
CBEJICHUS, TAKYI0 PEaKIMI0 HEOOXOAUMO BbIICIUTh, HAIPUMED, C MOMOIIIbIO 3BE30UYKH, a B
CHOCKE YKa3aTbh CCBUIKY Ha COOTBETCTBYIOLIUI pa3iedl.

PexoMenpanuu Mo OILEHKE 4YacTOThl BO3HUKHOBEHHUS HEXKEIATEIbHBIX PEaKIUl
NpUBOAATCS B OANyHKTE 4.8.6. HacTosumx TpedoBaHMil.
4.8.3. Onucanue OTAEIbHBIX HEXKEJIaTeIbHbBIX peaKIui.

B nanubIil moapasnen ciienyeT BKIIOYHUTH CBEIEHUS, XapaKTEepU3yIolue 0co0yIo
HEXENaTeNbHYI0 PEaKIMI0, KOTOPbIe MOTYT OBITH TOJIE3HBI JJIsl MPEIOTBPAIICHUS, OI[CHKH
WM KyTTUPOBAHUS BO3HUKILEH HEXKENATeTbHON peakIuu B KIMHUYECKON MPaKTHKE.

VYKa3pIBalOTCA CBEJCHUS, XapaKTePU3YIOIIUe OTAEIbHbIE CEPbE3HbIE U (MJIM) YacTo
BO3HUKAIOIIME HEKENATEIbHbIE PEAKIIMU WA T€ U3 HUX, B OTHOIIEHUH KOTOPBIX MOCTYIAIN
cooOmeHust 00 ux ocoboM TeyeHuu. CrenyeT NMpeacTaBUTh CBEAEHUS O 4acToTe (IpH
HEOOXOJIMMOCTH C ONHUCaHWEeM OO0paTUMOCTH), BpPEMEHHM Hadana, TIkKECTH,
MPOJIOJKUTEIBHOCTH, MEXaHU3ME Pa3BUTHUSA (€CIM OH KIMHUYECKH 3HAYUM ), 3aBUCUMOCTH OT
J103bI, TIPOJIOJDKUTEIIBHOCTH BO3JICUCTBUS JICKAPCTBEHHOIO TpemnapaTta u (pakTtopax pucka.
Mepsbl, HampaBlICHHbIE Ha HEJOMYIIEHUE Pa3BUTHS WM MPUHHUMAaeMble MPU Pa3BUTUU
ONpEACICHHBIX HEXEIATENbHBIX Peakuid, ciaeayeT omuckiBath B pazgene 4.4 OXJIII c
yKa3aHUEM CCBUIKU Ha JaHHBIA pa3en.

CBeneHrst 0 BOSHUKHOBEHUH PEaKUUi CHHIpOMa "OTMEHBI" T0ITyCKaeTCs MPEACTABUTD B
JAHHOM Tojpa3jesne BMecTe co cchuikoil Ha pasnen 4.2 OXJII (mpu HEoOXOAMMOCTH
MOCTENEHHOTO CHUKEHHUSI 103bl WJIM PEKOMEHAIMHU TI0 OTMEHE JIEKaPCTBEHHOTO Mpernapara).



Cnenyer omucaTh BCE pas3inuus B Npoduiie HEKENaTeNbHbIX PEAKUUA MEXIY
pPa3IUYHBIMU JIEKAPCTBEHHBIMU (hOpMaMHU.

Crenyer Take BKJIIOUYHMTH CBEIEHUS O KOMOMHHUPOBAHHBIX Mperaparax,
XapaKTEepU3yIOIIUe HeXKeJJaTelbHbIe peakluu, OOyCIOBIEHHbIE TOW WIM HHOU
(hapmareBTUYeCKON KOMOMHAIMEH JEHUCTBYIOINX BEIIECTB (TIPU HATUYUH ).

Bce HexenarenbHble peakiiy, HAMPSIMYIO OOYCIIOBIIEHHbBIE B3aUMOJICHCTBUEM, CIIETYET
MPEJICTABUTh B JAHHOM NOApa3/ieie co cchUlkoM Ha pazaen 4.5 OXJIIL

HeoOxoaumo Takke npeICTaBUTh CBEACHUS O HEXKEIATENbHBIX PEAKIUSAX C OUEHb HU3KOU
4acTOTON BO3HUKHOBEHUS WM C 3al034aJI0M MaHU(pecTalue CHMIITOMOB, CBEJIEHUS O CBSI3H
KOTOPBIX C IPEnapaToM MOI'YyT OTCYTCTBOBaTh, HO KOTOPBIE XapaKTEPHBI JJIs JIEKAPCTBEHHBIX
MpenapaToB TOr0 ke TepaneBTUYECKOr0, XMMHUYECKOTO UM (PapMaKoJIOrH4ecKoro Kiacca.
HeoOxoaumo ykazath, 4TO 3TO XapaKTepUCTHKa Kiacca.

HeobxonuMo omnucate BcCe HeXeNaTelbHblE peakiuu, OOYCIOBIECHHBIE
BCIIOMOTaTEJIbHBIMU BEUIECTBAMU U IIPOU3BOICTBEHHBIMU TPUMECSIMHU.

4.8.4. letn.

Heobxoammo Bo Bcex ciayyasx MpeaycMaTpuBaTh NOApa3ies Mo AeTsIM (€CIH TOJbKO OH
HE SIBIISIETCSA HE3HAYUMBIM).

HeoOxoauMo omnucaTh 00beM M BO3pAcCTHbIE XapaKTEPUCTUKU 0a3bl JaHHBIX IO
Oe3omacHOCTH y JeTed (Hampumep, JaHHbe KIMHUYECKUX HCCIEIOBaHUN WM JaHHBIX
dbapmakonaazopa). HeoOxoaumo yka3zaTb Ha HEONPEAECICHHOCTh MMEIOIIMXCS JTaHHBIX
BCJICZICTBUE UX OIPaHUYEHHOCTH.

Ecnu BeisiBIeHHBIN PO IIb 0€30MACHOCTH Y JIeTEeN U B3POCIBbIX COBNAAAET, TOMYCKAETCs
IIPUBECTHU TEKCT: "HacToTa, BUI U TSKECTh HEKEJIATEIbHBIX PEAKIIUN Y IE€TeW U B3POCIHBIX |
OJIMHAKOBBI, 0)KUIAETCS, YTO OYyT OJUHAKOBHI|". AHAIOTUYHO HAJICKUT yKa3aTh, UMEIOTCS
JIM pa3nuyus B NpoPUiIsiX 6€30MaCHOCTH B Pa3IMYHBIX BO3PACTHBIX IPYIIAX JETEH.

Bce xnnHHMYECKM 3HAYMMBbIE pa3auyus (T. €. MO XapakTepy, 4acTOTe, CEPbE3HOCTU U
00paTUMOCTH HEXKeJIaTeNbHbIX peakinil) B npoduie 6e300acHOCTH Y B3POCIbIX U AETeil, a
TaKkKe MEXIy pa3IMYHBIMU BO3PACTHBIMHU TpyHIaMu JAeTeil HeoOXOIWMO OmHucaTh H
OpeACTaBUTh MO KaxJoi Bo3pacTHOM rpynmne. Ilpy HEoOXOIUMOCTH CHEIUadIbHOTO
MOHUTOPHUHTIA CIEAyEeT Iarh CChUIKy Ha pasnen 4.4 OXJII. [nsg KIMHUYECKH 3HAYMMBIX
pa3uuuii MOXXKHO TPEACTaBUTH OTACIbHOE pe3toMe B (opMe TaOIMIBI HeXeTaTeIbHbIX
peakuuii MO0 YacToTe€ IO COOTBETCTBYIOIIMM BO3pPAaCTHBIM TIpyllaM co00pa3Ho
oOcTosaTenbcTBaM. Eciau HeKOTOpble HexXenaTeabHble PEaKIUK y AeTel SBISIOTCSA YacThIMU (>
1/100, o <1/10) nnu ouens yactoiMu (=>1/10), B ckoOkax HE0OX0AUMO yKa3aTh yactoTy. [Ipu
HaJTU4IuU OONBINNX pa3iuyuil B mpoduiie 0e30MacHOCTU MO CPABHEHUIO CO B3POCIBIMU C
EeJIbl0  y1000YMTaeMOCTH HH(MOpPMAIIMU JOMYCKAETCS MPUBECTU pe3toMe Npoduiis
Oe3omacHocTu y aetreil. HeoOxomumo Takke 00OOMMUTH WMEIOIINECS CBEICHUS U3 BCEX
JIOCTOBEPHBIX HAYYHBIX HCTOYHUKOB O JIOJITOCPOYHOI O€30MaCHOCTU y JeTel (Hampumep, B
OTHOUIEHUHU POCTa, YMCTBEHHOT'O Pa3BUTHUS M MOJIOBOTO CO3PEBAHMs) CO CCHUIKOM Ha pasnen



5.1 OXJIII, ecnmun mpumennmo. Heob6xoaumo oroBopuTh Bce (akTOphl pUCKa (HampuMmep,
MPOIOIKUTEIBLHOCTh TEPANIUU UITK TIEPUO HACTYTUICHUS PUCKA).

CuMmnToMbl cuHApOMa "OTMEHBI" y HOBOPOXAEHHBIX (€CIM 3HAUYMMO) CIEIYyeT
NepevYrCIIUTh B OTACIBHOM ab3alie co cchutkoi Ha paznen 4.6 OXJIIIL.

4.8.5. IIpoune ocoOble NOMyISUH.

JlaHHBIN pa3zien MOXET CoAep)KaTh CBEJACHUS O KaKMX-JTUOO KIMHUYECKH 3HAUMMBIX
pa3nuuusax (Hampumep, MO XapakTepy, 4YacToTe, CEPhE3HOCTH M HEOOPATUMOCTH
HEXEJATEeNbHBIX PEaKIINii, a TAK)KEe 0 HEOOXOIUMOCTH MOHUTOPUHTA), BBISIBICHHBIX B IPYTUX
0CcOOBIX Tpymmax (HampuMmep, Kak MOXKWJIble, TAllUeHThl C MOYEUYHOW HEJIO0CTAaTOUYHOCTHIO,
MAIMEHTHI C IEYEHOYHON HEJ0CTaTOYHOCTHIO, MAIIUEHTHI C APYTUMH 3a00JI€BAHUSIMU HIIUA C
OmnpeAeICHHBIM TeHOTUIIOM). [Ipu HEOOXOIUMOCTH IOMyCKaeTcsl MPUBECTU CCHUIKU Ha
npyrue paznensl OXJIIL, nanpumep, 4.3, 4.4 unu 4.5.

[TpuurHOM BOZHUKHOBEHHUS HEXKEJNATENbHBIX PEaKIUid MOXKET ObITh TaK)Ke Tr€HETUYECKH
00yCJIOBJIEHHBIM MeTabonu3M Impenapata. Y CyOBEKTOB M TALMEHTOB C JIePUIUTOM
OTIPEJICTICHHOT0 (JEPMEHTA YaCTOTa U TSHKECTh HEXKENATEIbHBIX PEaKIUid MOKET ObITh APYroi
. Ha »10 HeoOXonumo ykazath W, €CIM 3HAYMMO, COOTHECTH C JaHHBIMU KIMHHYECKHUX
HCCIIEIOBAHUM.

4.8.6. JIoNMOJHUTENbHBIE PEKOMEHAAIMUA IO OLIEHKE YacTOThl BO3ZHUKHOBEHMUS
HEXKEJIATEIbHBIX PEAKIUMN.

OueHka 4acToThl BO3HUKHOBEHHMS HEKENATENbHbIX PEaKIUi 3aBUCUT OT MCTOYHHKA
JAHHBIX (HApUMeEp, KIMHUYECKOE MCCIEAOBAHUE, MOCTPETUCTPAIMOHHOE HUCCIEIOBAHUE
0€30MacHOCTH WJIM CIIOHTaHHOE COOOIIeHHne), KadyecTBa cOopa JaHHBIX U OIEHKHU
MPUYUHHO-CJIEACTBEHHOU CBs3U. Ecnu BBIOOP KaTeropuu 4acTOThl OCHOBBIBAETCS HA Pa3HBIX
UCTOYHMKAX, CIeIyeT BBIOpAaTh KATErOpHIO, OTPAXKAIOIIYI0 HAHOOJBIIYID YacTOTYy
BO3HUKHOBEHHUS, €CJIM TOJIBKO HE UCIIOIB30BANICS OoJiee crieliuUUHbIA METO/I, B CBS3U C YEM
MOJy4YeHHass OIleHKa o0JamaeT sIBHO 0OoJyiee BBICOKOW BaJIUIHOCTHIO, HampuMep,
00bEIMHEHHBIN aHATIN3 MOIXOIAIINX UCCIETOBAHUM.

HNcTouHMKOM AaHHBIX JOJKHA CIYXUTh MOMYJSLMS, MOJBEPTIIASCS BO3ACHCTBUIO
JIEKapCTBEHHOTO Ipenapara B 03aX U € MPOJA0KUTEIbHOCTHIO JICYEHUS, PEKOMEHI0BAHHBIX
OXJIIL.

Peakuuu, xoTopsie B COOOIIEHUAX 0003HAYAIUCH PA3TUYHBIMU TEPMUHAMHU, HO
MIPECTABIIAIONIUE COOOM OJTHO U TO K€ SIBJICHHE (HAPUMED, BAJIOCTh, COHIMBOCTD, IPEMOTA),
ClenyeT, KaKk MpaBWiIo, O0OBEAUHUTH B OJIHY HEXKENATEeIbHYIO PEaKINIo, YTOOBI M30€KaTh
apdexra "pazmbiBaHHA" HMCTUHHOTO CMBICHA SIBJICHUS. AHAJIOTUYHO pPEaKIUu,
MPEACTABISIONINE COO0M CHHAPOMO-KOMILIEKC, CIIEAyeT, KaK MpaBuiio, TPYHNIUPOBATh MO/
COOTBETCTBYIOIIUM 3arojOBKOM, YTOObI M30€XaTh "pa3MbIBaHUA" €ro CMbIC/IAa BCJIEACTBUE
MHOT000pa3usi COCTaBJISIONINX €r0 CUMIITOMOB.

4.8.7. HexxenaTenbHble peakiliy, BbISIBICHHBIC B KITMHUYECKUX UCCIEIOBAHUSX.



B nensx NOBBIIEHUS TOYHOCTH IPHU YCTAHOBJIEHUM YacTOThl BO3ZHUKHOBEHUS
HEeXeJaTeNIbHbIX PeaKIil He00X0IUMO OOBEANMHUTH JITaHHbIE IO OE30MACHOCTH HECKOJIBKUX
ucclieloBaHul 0e3 MPUBHECEHMs] CUCTEMaTHYEeCKUX OUIMOOK (HampuMmep, CYIIECTBEHHBIE
pas3IuYMs MEX1y XapaKTepUCTUKAMU MOMYJISIUN WIH SKCIO3UIUN).

YacToTy BOSHUKHOBEHUS HEKEIATEIbHBIX PEAKIUN CIEAYET ONpPEAENsTh, 0ObEINHNUB
JaHHbIE TUI1AaLEe00-KOHTPOJIIMPYEMBIX UCCIIEI0BAaHUN (MPU HAJIMYMM TaKUX JaHHBIX), IPU 3TOM
0a3bl TaHHBIX JOJKHBI OBITH IOCTATOYHO OOBEMHBIMU, UTOOBI ObITh MH(GOPMATUBHBIMU. [Ipn
OTCYTCTBUM 3TUX JAHHBIX WJIM HEJOCTATOUYHOM WX MH(OPMATUBHOCTH ISl OLEHKU YaCTOThI
MOKHO BOCHOJB30BaThCs 0Oa3aMu JaHHBIX AKTUBHO-KOHTPOJUPYEMBIX, WIH HE
CPaBHUTEIBbHBIX UM TOMOJHUTENBHBIX (add-on) uccnenoBaHuil.

YacToTa JOJKHA OTPakaTh OOIIYI0 YacTOTY BO3HMKHOBEHHUsS (a HE pa3HULy WU
OTHOCUTEJIbHBIE PUCKH 10 OTHOLIEHUIO K IJTIALE00 UM APYTOMY KOHTPOJIIO).

Ecnu yacras, oueHb yacTas WM cepbe3Has HeXellaTelnbHas peakuus (HanpuMep, CyuIumI)
TaK)ke BO3HHMKAET B IpyNIe Iuianedo co 3HAYMMOM 4YacTOTOH, JOIMYCKAaeTcs yKa3aTb 00€
4acTOThl BOBHUKHOBEHHS, YTOOBI JIyUllle 0XapaKTepU30BaTh PUCK (HApUMEp, B TIOAPA3AELIE C
OMKMCAHUEM OTIENbHBIX HEXKENATEIbHBIX PEaKIUit).

4.8.8. HexxenatenbHble peaklUM, BBISIBICHHBIE NIPU MPOBEICHUU HCCIEIOBAHUIN MO
0€30MacHOCTH.

Bri6op kaTeropum 4acTOThl BO3HMKHOBEHHS, KOTOpas OyJeT MpHUCBOCHA KaxKIO0i
HEeXeJNaTeJIbHOM peakluU, OCHOBBIBAETCA Ha TOYEYHOW OLIEHKE OOHIed 4YacTOThI
BO3HUKHOBEHHMSI, PACCUMTAHHOW MO pe3yjbTaTaM HCCIIEIOBAHHMS, CIUIAHUPOBAHHOTO TAKUM
o0pa3oM, 4TOOBI OTJENbHBIE HEXKEJIATeNbHbIE SBJICHMS, BO3HUKAIOUIUME Yy IAlMEHTOB B
3aJlaHHBIN Tepuoja HAOJMIOAEHUS, MOIJIM ObITh BBISIBIEHBI U OTHECEHBl K NPUMEHEHUIO
JIEKapCTBEHHOIO ITpenapara. B 3Toil cuTyanuu A0IyCKaeTcsl pacCYUTaTh TOYEUHYIO OLEHKY
oO11el YacTOThl BO3HUKHOBEHUS C MCTIOJIb30BAHUEM CTAHIAPTHBIX CTATUCTUYECKUX METOOB.
Ecnu ucxonHas umH(opmaius BbIpak€Ha B BUJE IUIOTHOCTH YacTOThl BO3HUKHOBEHUS (
3HAMEHATeNb BBIPAXKEH B €JMHHUIIAX 'YEIIOBEK — Bpems', Hampumep, "manueHTo-iet”, "
MalueHTo-aHei"), st BhIOOpa KaTeropuu 4acTOThl BOSHUKHOBEHUSI HEOOXOAMMO MPOBECTU
HaJJIexkallee npeodpa3oBaHUEe B OTHOIICHHE (MPONOPLHUIO) YaCTOThl BO3HUKHOBEHHMs. B
HOpPME JUJIsl OMNPENENIEHHUs] KaTErOpUuM YacTOThl BO3HUKHOBEHHUS CJEAYET HCIIOJIb30BaTh
OTHOILIEHHS 4acTOThl BOBHUKHOBEHMsI HanboJiee pernpe3eHTaTUBHOIO Meproia BO3CHCTBUS
JeKapCTBEHHOr0 Tpemaparta (Hampumep, 1 Hemens, 3 Mecsamna, 1 rox). OgHako 3TO
HEBO3MOJKHO, €CJIH BPEJHOCTh MPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara yBEIUIUBAETCS CO
BpeMeHeM. B 3ToMm cilydae HexenaTeNbHY0 pEaKIUI0 U XapaKTep YacTOThl €€ BOSHUKHOBEHUS
, €CJIM OHU KJIMHUYECKH 3HAUYMMBI, CJIEIyeT NOJLKHBIM O0pa3oM omucaTh B paszielie C
ONMCAHUEM OTIENbHBIX HEXKEJIATEIbHBIX PEAKLIUN.

Kareropust 4acTOTbl BO3HUKHOBEHUS, IPUCBaBaeMas KaXJ0l HeXKeJaTeIbHON peakuuu
JI0JIKHA OCHOBBIBATHCS HA PAa3HULIE ¢ KOHTpoJieM. Eciy TaHHbIE IOJIy4YeHBI U3 UCCIIEIOBAHUS
C y4acCTUEM T'PYIIIbI, HE OJABEPrIICiiCs BO3AEHCTBUIO JIEKAPCTBEHHOT O IIpenapara, a pa3Hulia



B YaCTOTE€ BO3HUKHOBEHUS, OTHECEHHAS K MPUMEHEHHIO JIEKAPCTBEHHOT'O IIpenapara, MEHbIIIE
UCXOJHOW Miau (OHOBOM YACTOTHI BO3HMKHOBEHHS, MPHU ATOM HeEXenaTelbHas peakius
ABIIIETCS BA)KHOM, JOIMycKaeTcsl yka3aTh (DOHOBYIO YacTOTY BO3HMKHOBEHHs (Hampumep, B
paszjiesnie ¢ OMMCaHUEM OT/IENbHBIX HEXENaTeIbHbIX PEaKIIHii).

4.8.9. HexenaTenbHble peakuy MO pe3ybTaTaM CIIOHTAHHBIX COOOILEHUN.

Uuclio CIOHTaHHBIX COOOIIEHUH YKa3bIBaTh HE CIEAYET, MOCKOJIbKY ATH JJAHHBIE MOTYT
ObICTpO ycTapeBaTh. YacTOTy BO3SHMKHOBEHHS, OCHOBAaHHYIO Ha KOJUYECTBE COOOILEHHUI,
M3BJICUCHHBIX M3 CHUCTEMbI cOOpa CIIOHTAHHBIX COOOIIEHUMN, JJIT OMpPENeNCHUs KaTeropuu
4acTOThl BO3HHMKHOBEHMS MCIOJIb30BaTh HE clienyer. Eciu ¢ mOMOIIbIO CIIOHTaHHBIX
COOOIIIEHN BBIABICHA HEOXHWJIAHHAs HEXKeJaTelbHas peakuus, B LENISIX ONpeleTCHHs
KAaTeropuH 4acTOThl BOSHUKHOBEHHUS HEOOXOIMMO MPOaHAIM3UPOBATh KaXKI0€ HaJJIeKAIUM
00pa3oM CIJITaHUPOBAHHOE MCCIIEIOBaHUE, B KOTOPOM MOTJIAa OBITh BHISIBJICHA JTAHHAS PEaKIIHs
. Ecnu HexenarenpHas peakuus B KIMHUYECKUX HCCIEIOBAaHUSIX HHUKOI/JA HE BO3HHKAIA,
TOTla BEPXHsIsl rpaHuila 95-nporeHTHOro uHTepBana He npesbimaet 3/X, rae X — obuuid
pa3Mep BBIOOPKM BO BCEX 3HAYMMBIX KIMHUYECKUX HCCIEJIOBaHUSIX (HAIpuMep, ¢
JUTUTENIbHBIM MIEPUOJIOM MOCIETYIOEro HaOI0AEHUS, JOCTATOYHBIM J1JIs OOHAPYKEHUS STOU
HeKenaTenbHOoU peakuun). Hanpumep, ecnu onpeneneHHast HexenaTenabHas peakuus y 3600
CyOBEKTOB, MOABEPTIIUXCS BO3ACHCTBHUIO JIEKAPCTBEHHOTO Mpenapara B KIMHUYECKUX
UCCIIEOBAHUAX, HE BBIABIIACH, TO BEPXHSSA IpaHUUA 95-IPOLIEHTHOTO JOBEPHUTEIBHOTO
uHTepBana 1y ToueuyHor omeHku 1/1 200, 9To COOTBETCTBYET KaTteropuu "penko" — mpu
NPUHITHHA XYALIEr0 3HaYEHUs] TOUeYHOU OIeHKU. OCHOBaHUS BbIOOpA KaTerOpUU YacCTOTHI
TaKOM peaklMy MOXKHO IMPUBECTU B pa3leiie C OMHUCAHUEM OTAECIbHBIX HEXKEIaTEIbHBIX
peaKuuii.

4.9. llepeno3upoBka

B naHHOM pasjene cienyeT omucaTb OCTPbIE CUMIITOMBI M NMPU3HAKU, a TAKKE
MOTEHIHAIbHBIE MOCIIEICTBUS IPUMEHEHUS PA3JIMYHBIX J03 JIEKAPCTBEHHOIO IMpenapara Ha
OCHOBE UMEIOIIMXCS CBEJAEHUU (BKJIIOYAs CIy4alHBIM MpueM, OMUOKH M CYMIIMAAIbHBIC
MOMBITKY MMALIIEHTOB).

Heo6xonuMo ¢ yuyeToM BceX 3HAUYUMBIX ONMHCATh TAKTHKY YCTPAHEHHUS CUMIITOMOB
NepeJO3UPOBKHU Y UYEJIOBEKAa, HApUMEP, MOHUTOPHHI WJIA MPUMEHEHUE CIEeHU(PUUECKUX
aroHUCTOB (AHTAarOHHUCTOB), AHTUJIOTOB M METOJOB, MOBBIIAIIIUX 3IUMHUHAIUIO
JIEKapCTBEHHOTO mpemnaparta (Hampumep, auanui). OIHAKO HE CcleAyeT HNPUBOJUTH
pEKOMEHAAUNN MO JO3UPOBAHUIO JIPYTUMX JIEKAPCTBEHHBIX MPENapaToB (HaIpumep,
aHTUOTOB), MOCKOJIBKY MOTYT BO3HHMKaTh npoTtuBopeunst ¢ OXJIII 3Tux nekapcTBEHHBIX
npenapatoB. Heo6xoaumo omnucath MpeBEHTUBHbIE MEPhl, OCHOBAHHbBIE HA T€HETHUYECKHX
(dakTopax, eciau NPUMEHHMO.

4.9.1. lonomHuTENbHBIE CBEIEHUS 00 0COOBIX IpynIax MarueHTOB.



[TpuBoasTCS cBeAeHUs 00 OCOOBIX TPYyMIax NAlMEHTOB (HapUMeEp, MOKUIIbIE, MallUeHThI
C MOYEYHOW HEIOCTATOYHOCTHIO, MAIMEHTHl C MEYEHOUYHOW HEJOCTATOYHOCTHIO, MPOUYUMHU
COITyTCTBYIOLIMMHU 3a00JI€BaHUSAMH U T. [1.).

4.9.2. letn.

Ecnu nmerotcst ocoOble yka3zaHus B OTHOLICHUH JETeH, NX HEOOXOAMMO MPEICTaBUTh B
JaHHOM TOJpa3/ere.

Heo6xoauMo oTaenbHO yKas3aTh T€ JIEKapCTBEHHBIE MpenapaThl (J03UPOBKHU), IPUEM

JETBMH KOTOPBIX JIMIIb B OJHOW €IMHMIE JAO3UPOBAHUS MOXKET NPHUBECTU K JIETAIHBHOM
UCXOLY.

5. ®apMakoIOrHIECKHE CBOMCTBA

B pazpenax 5.1-5.3 OXJIII cnenyer npuBOAUTH CBEJACHUSA, 3HAUMMBIE I Bpaya,
Ha3HAYaloIlIEero JIEKapCTBEHHBIN Mpenapar, U ApYyrux MEAUIUHCKUX PaOOTHUKOB, MPUHUMAs
BO BHUMAaHHE YTBEPKJICHHBIC MOKa3aHUsI K MPUMEHEHUIO U MOTEHI[MAIbHbIE HEKETaTeIbHbIE
peakiuu. CBefieHUs TOJKHBI ObITh KPATKUMU U TOYHBIMHU.

[To Mepe mosiBIIeHHS] HOBBIX CBEJEHU, OCOOCHHO B OTHOIICHUU JETEH, ITU pa3Jielbl
MO/JIEKAT PErYJIIPHOMY OOHOBJICHUIO.
5.1. ®apmakoIMHAMUYECKHE CBOMCTBA
Heobxoaumo ykasarTs:
ko1 ATX u apMakoTepaneBTUYECKYIO TPYIITY C UCIIOIb30BAHUEM TEPArieBTUYECKON
noarpynmnsl (2-i ypoBenb ATX-knaccuduxanuu BO3) Bmecte ¢ 3-m (papmakonornyeckas
NOATpyIIa) uik 4-mM (XMMHUECKas MOJArPYIINa) YPOBHEM.
Ecnm xoq ATX 1moka He MPUCBOEH, YKa3bIBaeTCs (PopMyIupoBKa "Moka He MPUCBOCH".

Ecnu nexapcTBeHHBIN MpenapaT 3aperucTpUpoBaH B KadeCTBE OMOAHAIOTUYHOTO (
6100 00HOT0) JIEKAPCTBEHHOTO Mpernapara, yka3piBaeTcs: OpMyIUpOBKa:

"[Yka3ath (TOproBoe) HauMEHOBaHHE]| SABJIsAETCA OuoaHaNIOroM (OMOMOIO0OHBIM
npemnaparom)";

MEXaHU3M JIEHCTBUS (€CJIM U3BECTEH);
dapmakoguHamMudeckue 3G HEKTHI;
KJIIMHUYECKYI0 3(PPEeKTUBHOCTD U 0€30MacHOCTb.

[lenecoobpa3Ho MpencTaBUTh OTPAHUYCHHBIEC CBEJCHUS, 3HAYMMBbIC MJIsI Bpaua,
Ha3HA4YaloUero JIEKAPCTBEHHBIM Tmpenapar (HampuMep, OCHOBHBIE pPE3YyJbTaThl (
CTATUCTUYECKHU JIOCTOBEPHBIC U KIMHUUYECKU 3HAYMMBIE) M0 3apaHee BRIOPAHHBIM KOHEUHBIM
TOYKAM WJIM KIMHUYECKUM HCXO0JIaM B OCHOBHBIX HCCIIEIOBAHUAX), C YKA3aHUEM OCHOBHBIX
XapaKTePUCTUK TPYIIbl marueHToB. [logo0HbIe MaHHBIE O KIMHUYECKUX MCCIIEAOBAHUSIX
JOJDKHBI OBITh KPAaTKUMH, YETKUMU, 3HAYMMBIMH M B3BEIICHHBIMU U JOJKHBI 0000IIaTh
pe3yJIbTaThl OCHOBHBIX HCCJIEOBaHUN, OOOCHOBBIBAIOIIUX TOKAa3aHUE K MPUMEHEHHIO.



Benuunny »3¢@dekToB craemyeT oONHMCHIBAaTh C TMOMOIIBIO a0COJIOTHBIX 3HAYCHUH (
OTHOCHUTEJBHBIC PUCKHU WJIM OTHOIIICHHUE MIAHCOB 0€3 aOCOIOTHBIX 3HAUCHUH TPE/ICTABIIATh
HE CIIeIyeT).

B MCKITIOYNTEIBHBIX CITyYasiX MPHU MPEACTABICHUN KIMHHYECKH 3HAYUMBIX CBEJICHUH 10
pe3yibTaTaM aHajin3a MOATPYII WX PETPOCHEKTHBHOTO aHajdW3a, 3TO yKa3bIBaeTCs Ha
OCHOBE CcOaTaHCUPOBAHHOTO MOJX0/a, YTOOBI OTPA3UTh OIPAHUUYEHHYIO JOCTOBEPHOCThH KaK
MTOJIOKHUTEIIBHBIX, TAK M OTPUIATSIIBHBIX BTOPUYHBIX HAOITFOICHHM.

JlomyckaeTcs mpeicTaBlIeHnEe 3HAUUMBIX (papMaKOT€HETUUECKUX CBEJICHUM, MOTYYEHHBIX
o pe3yJibTaTaM KIWHHYECKUX HcciaeaoBaHuii. OHHM JOJDKHBI BKJIFOYATh BCE JaHHEIE,
CBUJIETEIHCTBYIONIUE O PA3IMYUSAX B TIOJIb3€ MM PUCKAX B 3aBUCUMOCTH OT ONPEIEICHHOTO
reHOTHUIA Wiu (EHOTHUIIA.

5.1.1. letn.

HeoOxoauMo mpeacTaBUTh pe3yibTaThl BceX (apMaKoIMHAMUYECKUX (KIMHUYECKU
3HAYMMBIX ) UCCIICAOBAHUN U UCCIEA0BaHNH 3PHEKTUBHOCTH, TPOBEICHHBIX Y JCTCH.

[To mepe mosiBIIEHUS HOBBIX CBEACHHM MH(pOpMAIIUS MOJICKUT OOHOBIICHUIO. Pe3ynbTarsl
CJIETyeT MPECTABIATh IO BO3PACTaM WM 3HAYUMBIM TIOITPYIIIAM.

[Ipy ogHOBpEMEHHOM HAJIMYMH JAHHBIX U OTCYTCTBHUU YTBEP>KICHHBIX MOKAa3aHUU K
IIPUMEHEHUIO Y JIETEW, NX BCEr/a CIEeAYET MPEICTABIATE CO CChUIKaMM Ha paznen 4.2 OXJIII
u, eciia Tpedyercs, Ha pazaen 4.3 OXJIII.

[Ipu npencraBieHU pe3ysIbTATOB MCCIIEIOBAHUI 0c000€ BHUMAHUE CIEAYET YACNSTh
BKJTFOYCHUIO 3HAYMMBIX JAHHBIX MO 0€30macHOCTH. Pe3ynbTaThl MOMCKOBBIX MCCIICIOBAHHIMA
JOJDKHBL COJIEP’KaTh OCHOBHBIE KOHEUYHbIE TOYKH C OCHOBHBIMU XapaKTepUCTUKaAMU
MCCJICIOBAHHOW TTOMYJISAIINN U UCCIICIOBAHHBIMU J03aMHU.

Ecnu cBenenust 1 pe3yabTaThl MOATBEPHKAAIOIINX UCCIETOBAHUMN TIOCTYITHBI, OHH JIOJKHBI
KaK MPaBUJIO MEPEKPHIBATh U 3aMECTUTh CBEJICHUS M PE3yJIbTaThl TOMCKOBBIX MCCIICIOBAHUM.
HeoOxonumo mpencTaBuTh e, MPOJODKUTEILHOCTh, HM3y4YEHHBIE JO3bI (2 TaKke
WCITOIb30BAHHBIA COCTaB, €CIW OH OTJIMYACTCS OT HAXOJMSIIEerocs B 000pOTE), OCHOBHBIC
XapaKTePUCTUKHA HWCCICOBAHHOW TMOMYJSIUK IMAIlUeHTOB (BKJIIOYas BO3PACT M YHUCIO
NAlMEeHTOB), & TaK)Ke OCHOBHBIE XapaKTEPUCTHUKU 3apaHee BbIOPAHHBIX KOHEYHBIX TOYEK
HE3aBHUCHUMO OT WX TMOJIOKUTEIHLHON WM OTPUIIATEILHON HampaBieHHOCTH. Eciam maHHbBIE
MPEJICTABIISIOTCS COMHUTENbHBIMU, 3TO YKa3bIBAETCS JOTMOJIHUTENBHO.

HeoOxomumo Takke MPeACTaBUTH II€JIb, OCHOBHBIC PE3YJbTAThl U BBIBOJ KaXKIIOTO
KJIIMHAYECKOTO UCCIIeI0BaHMs 0€30MacHOCTH.

Ecnm ynmosHOMOYEHHBIE OpraHbl TOCYIapCTB-YJIEHOB OCBOOOIMIM JICKAPCTBEHHBIH
npenapar OT HeOOXOJUMOCTH KIMHUYECKUX HCCIEOBAaHUHN B MEIUATPUUCCKON MOMYJISIINH
VI OTJIOKHUIM UX, HEOOXOIUMO yKa3aTh cleAyolire GopMyIUpOBKH:

B OTHOIIICHUU OCBOOOXKICHUS OT HEOOXOAMMOCTH KIMHUYECKUX MCCIICIOBAHUN BO BCEX
HOJrPYyIIax:



"[HaumeHoBaHME yMOJHOMOYEHHOTO OpraHa ToCyJapcTBa-ujieHa] 0CBOOOIUIIO OT
00S13aHHOCTH TPEJCTABIATh PE3yJIbTaThl UCCIEIOBAHUN [HAMMEHOBAaHUE JIEKAPCTBEHHOTO
npenapara) BO BCeX MOATrpyNnax AETEH MpH [COCTOSHHE, COOTBETCTBYIOUIEE PEIICHUIO I10
IUJIaHy WCCIIEIOBAHUS Y JIETEN MO YTBEPKICHHOMY MOKa3aHUIO K MpuMeHeHUI0 |. CM. pa3nen
4.2 OXJIIT no npuMeHEHHUIo y AeTein";

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

"V IOJTHOMOYEHHBIE OPTaHbl TOCYJapPCTB-YWIEHOB OTIOKUIM 00513aTENbCTBO MPEICTABISTh
pe3ynbTaThl UCCIAEAOBAHNN [HAMMEHOBAaHUE JIEKAPCTBEHHOTO MpernapaTa] B OHOM WK Oosee
MOATPYIIAX AETEN NPH [COCTOSHHUE, COOTBETCTBYIOLIEE PELICHHUIO MO IJIaHy MCCIEC0BAaHUS Y
JETEN N0 YTBEPKICHHOMY MMOKAa3aHUIO K MpUMEHEHUIO . CM. pa3aen 4.2 no NpuMEHEHUIO y
meren';

B OTHOILIEHUHU JIEKAPCTBEHHBIX IPENapaToB, 3apETUCTPUPOBAHHBIX IO Mpoueaype "
perucTpanus Ha yclIoBUAX'" HEOOXOMMO yKa3aTh CIEAYIOIIEe YTBEPKICHUE:

"JlaHHBIN JE€KAPCTBEHHBIN IIpenapaT 3aperucTpUpPOBaH Mo Mpoueaype "perucTpaius Ha
yclIoBUIX" M IO HEMY OXHAAETCA TMPEACTABICHUE JONOJHUTEIbHBIX JaHHBIX. |
HaumeHoBaHMe yNOTHOMOYEHHOIO OpraHa peepeHTHOro rocyaapctBal OyJeT MpOBOIUTH
€XKEroJIHO IKCIEPTU3Y HOBBIX CBeNIeHUI 0 mpenapate, a AanHas OXJIII OyaeT oOHOBISATHCS
o Mepe HeobxoaAuMocTu. "

W

"JlaHHBII JEKapCTBEHHBIM MpemnapaT 3aperucCTPUPOBAH MO "UCKIHOYUTEIbHBIM
oOctosiTenbcTBaM" B CBSI3U C [peAKUM 3a00JIeBaHHEM, HAyYHBIMH COOOPaKECHUSIMH,
ATUYECKUMHU COOOpaKEHUSIMHU| BCE HEOOXOJMMBIE CBEACHUS O JAHHOM JIEKAPCTBEHHOM
Ipernapare IOJy4uTh HEBO3MOXKHO. [HamMmeHoBaHME yIOJHOMOYEHHOIO OpraHa
rocyjapcrBa-ujieHa] OyJaeT NpOBOJIUTH AKCHEPTHU3Y HOBBIX CBEICHHUM, KOTOPHIE MOTYT
MOSBIISITHCSA exeroaHo, a ganHass OXJIIT 6yaeT oOHOBIATHCS IO Mepe HE0OX0IUMOCTH."

5.2. ®apMakOKMHETHIECKIE CBOMCTBA

OnuceIBaoT (hapMaKOKMHETHYECKHE CBOMCTBA JIEHCTBYIOMIECTO BEIIECTB, 3HAUNMBIC IS
PEKOMEH1yeMOM J03bl 3apErMCTPUPOBAHHON JTO3UPOBKHU M JieKapcTBeHHOM (opmbl. Ecnu
TAKHE JAHHBIE OTCYTCTBYIOT, B KQUECTBE AJIbTEPHATUBBI MOKHO MPEICTABUTH PE3YJIbTATHI,
MOJIy4€HHbIEC B OTHOLIEHUH APYTHUX MyTeH BBEJCHUS, JIEKAPCTBEHHBIX (DOPM UITU J103.

HeoOxonumo mpencTaBuTh CpelHUE 3HAUYEHUS OCHOBHBIX (DapMaKOKMHETUYECKHUX
napaMeTpoB M HUX BapuadEIbHOCTh, HAPUMEpP, OMOJOCTYIHOCTU, KIMPEHCAa U Tepuoja
MOJTyBBIBEACHUS.

DapMaKOKMHETUYECKHUE ACIIEKThI, KOTOPBIE MOKHO ONMUCATh B JAHHOM pa3Jielie, €CIIM OHU

3HAYMMBI, BKJIIOUYAIOT B ce0s Cleayolee:
o01iee BBEJCHHUE, CBEJICHUS O TOM, SIBJISIETCA JM JIEKApCTBEHHBIN mpemnapar
IPOJIEKAPCTBOM MJIM €CTh JIM Y HEr0 aKTUBHBIE META0OIUTHI, XUPATbHOCTh, PACTBOPUMOCT,



CBEJICHUS O TIOMYJISIIUHU, Y KOTOPOU MOTy4eHbI OCHOBHBIE (DAPMAKOKHHETUYECKUE JAHHBIC U T
i

0011I1e XapaKTePUCTUKHU JCHCTBYIOIIETO BEHIECTBA MOCJE TPUMEHEHUS JIEKAPCTBEHHOTO
npernapara ¢ COCTaBOM, 3asiBJICHHOTO HAa PErUCTPaLUIO:

abcopOmws: motHOTa abcopOIHK, a0CoMOTHAS U (WJIH) OTHOCHTENIbHAS OMOJOCTYITHOCTD,
addexT "mepBUYHOTO MPOXOXKIAEHHUA'", BpeMsl JOCTHKEHHS MaKCUMaJIbHOW IIa3MEHHOU
koHieHTpanuu (Tmax), BIusHUE NUIIK, & TAKKE B OTHOIICHUU JICKAPCTBEHHOTO Ipemnapara
JUIsl MECTHOTO TPUMEHEHUSI — CUCTEeMHasi OUOJOCTYNMHOCTh, BOBIICUEHHUE TPAHCIOPTHBIX
O0enkoB. Ilpu Hanuuumu JaHHBIX HEOOXOJUMO OTpa3uTh MecTo abcopOuuu B
KEITYI0YHO-KUILIEYHOM TPaKTe (MMOCKOJIBKY 3TO MOKET UMETh 3HAUEHUE MPU BBEJCHUHU Yepe3
30H/1 JJISl SHTEPATIHHOTO TTUTAHMUS);

pacrpenienieHre: CBs3b C OelKaMu TUIa3Mbl, KOKYIIUHACS 00BbeM pacmpeiesieHus Ha
KWJIOTpaMM Macchl Teja (HampuMmep, JI/KT), KOHIIEHTpaIlus B TKaHAX W (WJIM) TjIa3Mme,
CBEJCHHUS O MHOTOKAMEpPHOM paclpeieieHUH, BOBJICUEHUU TPAHCHOPTHBIX OEIKOB,
IPOHUKHOBEHHUE Yepe3 reMatodHIedarIndeckuii bapbep, MPOHUKHOBEHUE Yepe3 IUIALICHTY U B
MOJIOKO;

ouotpanchopmanus: CTeeHb MeTaboau3Ma, METa0OIUThI, AKTUBHOCTh META0OJIUTOB U
UX BKJIaJI B 3(PPEKTUBHOCTh U TOKCHUYHOCTbH, (DEPMEHTHI, yUACTBYIOLIME B METaOOIU3ME,
OpraHbl, B KOTOPHIX MIPOUCXOIUT META00IU3M, PE3YIbTAThl UCCIIECIOBAHUN B3aUMOICHCTBUS
in Vvitro, KOTOpbI€ CBHUIETEIbCTBYIOT O CIIOCOOHOCTH COEIUHEHUS HWHIYUUPOBAThH (
MHIMOMPOBATh) META00INYECKUE (PEPMEHTHI;

AJIMMUHAIMA: TEPUOJbI TMOJYBBIBEACHUS, OOIIMI KIUPEHC, MeX- U (WIIH)
BHYTPUMHJUBUAYATbHAs BapuaOEIbHOCTh OOIIETO KJIUpPEHCAa, MyTH BBIBEACHUS
HEM3MEHEHHOTO BEIIECTBA U METAaOOIUTOB, BKJIIOYAsi OTHOCUTEIbHBIN BKJIAJ MEYEHOYHOU U
MOYEYHOU SITMMUHAIIUNY, BOBJICYEHNE TPAHCIIOPTHBIX OEJIKOB;

JUHEWHOCTh (HENMHEWHOCTh) (HapMAaKOKMHETHKH JACHCTBYIOIIETO BEIIECTBA IO
OTHOIIICHHIO K 03¢ U (win) BpeMeHu. Ecnu papmakokuHeTHKa HETMHEHHA 110 OTHOIICHUIO K
7103€ U (MJIM) BpEMEHHU, HEOOXO0AUMO OTPa3UTh NPUUUHBI HETUHEHHOCTH.

B sToM ke paznene cienyeT MPUBECTU CIEIYIOMIME JOMOJHUTENIbHBIE 3HAYMMBIC
CBEJICHUSI.

XapaKTepUCTUKU OTIEIbHBIX TPYNN CyObEKTOB WJIM MAllMEHTOB: M3MEHUYHBOCTH B
3aBUCHUMOCTH OT TakuX (paKTOpOB, KaK BO3pacT, Macca Teja, MoJj, KypeHue, noaumMophusm
IE€HOB, KOJMPYIOIMHX (PEPMEHTOB METa0oNM3Ma, M COMYTCTBYIOIIMX MaTOJOTHYECKUX
COCTOSIHUHM, TAKMX KaK IMOoYeYHask HeJIOCTaTOYHOCTh, IEYEHOUHAsI HEAOCTATOYHOCTD (BKIIHOUas
CTeNeHb HapymieHus). Eciu BiausHue Ha (apMaKOKMHETHKY paccMaTpPUBACTCA Kak
KJIMHUYECKU 3HAUUMOE, €ro0 He0OX0AMMO 0XapaKTeprU30BaTh KOJIMYECTBEHHO CO CChUIKAMU Ha
paznen 4.2 OXJIII (ecau npruMEHUMO);

dbapmakokuHeTUYECKAsI-PapMaKoIMHAMUYECKas 3aBUCUMOCTb;



3aBUCUMOCTH MEXIY 10301 (KOHIIEHTpaIHen, papMaKOKUHETUYECKUMH TTapaMeTpaMu) 1
s dexTom (MCTUHHAS KOHEYHAs TOYKa, BAJIMAMPOBAHHAS CypporaTHas KOHEUHAas TOYKa WU
HEeXKenaTeabHas peakus);

OTIMCAHUE UCCIICIOBAHHOM MOIYJISIIUH.

5.2.1. ern.

HeoOxoauMo 00600muTh pe3ynbTaThl (papMaKOKMHETUUYECKUX HCCIEAOBAHUI B
Pa3JIMYHBIX BO3PACTHBIX TpyIMax aereid. MOKHO OTpa3uTh J103bl, MPUBOJIAIINE K IKCTIO3ULIUU
mpemnapara, CXO0XeW co B3pOCIbIMU, €clid 3TO 3Hauumo. Heobxomumo ykazaTh
JeKapCTBEHHYI0 (hOPMY UCIOJIH30BAHHYIO B (DapMaKOKUHETUYECKUX UCCIICIOBAHUSX Y JCTEH.
Heobxonumo yka3zaTh Ha HEONPENEICHHOCTh HWMEIOIMMXCSA JaHHBIX B CiIydae
HEJIOCTATOYHOCTH OIIbITA.

5.3. JlanHBIC JOKIMHUYECKOM OC30IaCHOCTH

Heobxoaumo npeacTaBuTh Bce pe3yibTaThl JOKIMHUUECKUX UCTIBITAHUN, KOTOPHIE MOTYT
OBITh 3HAYMMBI JJIsi Bpaya, Ha3HAYaIolIEro IMpemnapar MpU YCTAHOBICHUU NpOoduIis
0e30MacHOCTU JIEKApCTBEHHOTO IIpenapara, MpU MNPUMEHEHUU 10 YTBEPKICHHBIM
MOKa3aHUsIM K MPUMEHEHHUIO, KOTOpPbIE HE ObUIM BKJIIOYEHBI B JPYTUe 3HAUUMBIC Pa3ieiibl
OXJIIL.

Ecnu pe3ynbTaThl JOKJIMHUYECKUX UCCIICIOBAHUN HE JAIOT JOTOJIHUTEIBHBIX CBEICHUN
Bpadyy, Ha3HayawolleMy JIEKapCTBEHHbIM mpemnapar, TO TaKHEe pe3yJabTaThl (Kak
MOJIOKUTEIIbHBIE, TAK U OTPULIATENIbHBIC) AyOIHpOBaTh HE TpeOyeTcs.

Heo0xoamMo KpaTko omucaTh pe3yJbTaThl JOKIMHUYECKUX UCHBITAHUN C YKa3aHUEM
KOJIMYECTBEHHBIX XapaKTEPUCTUK B COOTBETCTBUU CO CIEAYIOIIMMH MPUMEPaAMHU:

B JOKJIMHUYECKUX JTAHHBIX, OJIYYEHHBIX MO PE3yJbTaTaM CTaHAAPTHBIX MUCCIEIOBAHUIM
(dhapMaKoIOTHYECKOW 0e30MacHOCTH, TOKCUYHOCTH TIPU MHOTOKPATHOM BBEJICHUH,
F€HOTOKCUYHOCTH, KaHIIEPOTEHHOT0 MOTEHIIMala U PEeNpPOIyKTUBHON U OHTOTCHETHUYECKOU
TOKCUYHOCTH, OCOOBII Bpe JUIsl UeJIOBEKa HE BBISBIICH;

B JOKJIMHUYECKUX HCCIICAOBAHUIX HaOMOAaIuch 3(PGEeKThl JUIllb MPU BO3JACHCTBUU
JIEKapCTBEHHOTO MpemnapaTta B J03aX, CYIIECTBEHHO MPEBOCXOISIIMX MaKCUMAIbHYIO, YTO
ABJISIETCS] KIIMHUYECKU HE3HAYMMBIM;

MMEIOTCS HEXelaTeIbHbIE PEaKIMu, He O0OHAPYKEHHBIE B KIIMHUYECKUX UCCIEIOBAHUSIX,
HO BBISIBJICHHBIE Y )KMBOTHBIX MPU BO3JIEMCTBUH JICKAPCTBEHHOTO MperapaTa B 103aX, CX0XKHUX
C 03aMHU, MPUMEHEHHBIMU B KJIMHUYECKUX HCCIIEI0OBAHUSAX, YTO MOXKET UMETh KIIMHUYECKYIO
3HAYUMOCTb.

CrnenyeT mpu HEOOXOJAMMOCTH TPEACTABUTh 3HAYUMBIC ISl JACTEH pe3ysibTaThl
JNOKJIIMHUYECKUX HWCCIEJOBAHUN, BKJIOYas HCCIEJOBAHUSA, IMPOBEJCHHBIE Yy MOJIOJBIX
KUBOTHBIX WM TEpPU- WU TOCTHATAJbHBIX MCCIEIOBAaHUN C aHAIU30M HX KIMHUYECKOU
3HAYUMOCTH, MOJI OTAEIbHBIM MOA3ar0JIOBKOM.

5.3.1. Ouenka puckoB st okpyxatoieit cpenbl (OPOC)



CnenyeT npeacTaBuUTh BBIBOABI OLEHKH PUCKOB JIEKAPCTBEHHOTO Ipernapara s
OKPYIKAIOIIEN CPEBI, ECIIUA 3TO 3HAYUMO, CO CCBUIIKON
Ha paznen 6.6 OXJIIL.

6. @apManieBTHIECKHE CBOMCTBa
6.1. IlepeueHs BCnOMOTaTeNbHEIX BEMIECTB

[IpuBoaUTCS MEepedeHb BCeX BCIIOMOTATEIbHBIX BEHIECTB (KaU€CTBEHHBIN COCTAB), HaXKe
€CIIH OHU COJAEPKATCSA B JICKAPCTBEHHOM IIpenapare B HE3HAUYUTEIbHBIX KOJIMYECTBAX,
Hanpumep, depHuia. boiee moapoOHBIE CBENEHHS O BCIIOMOTaTEIbHBIX BEIIECTBAX,
MoJyIeKAIIMX YKa3aHUI0, MpUBeAcHbI B IpuioxkeHuu Ne 1 k HacTosmum TpeOoBaHUSIM.
HeoOxonmMo ykazaTh BCE HWHTPEAUEHTHl TPaHCACPMANBHBIX IUIACTHIpEN (BKIIOYAs
aJIr€3MBHYI0 OCHOBY, BRICBOOOK/IAIOIIYIO TIO/IJIOKKY U HAPYKHYIO TUICHKY ).

He cinepyer BkiIro4aTh AEHCTBYIONIEE BELIECTBO, OCTATOYHBIE MPUMECH BEIIECTB,
UCIOJIb30BAaHHBIX B MPOU3BOJCTBE T'OTOBOTO Mpenapara (HarmpuMmep, pacTBOPUTENH, ra3 B
CBOOOJHOM HaJ TNpenapartoM MNPOCTPAHCTBE U AHTUOMOTHMKHU, HCIIOJIb30BAHHBIE B
MPOU3BOJCTBE BAKIMH), JyOPUKAHTHI MpPEABAPUTEIBHO 3alOJIHEHHBIX MIMPUIIEB U
KOMITOHEHTBhI 000J0YEK KallCyJl MOPOIIKOB ISl MHTAISALMN, HE TMpeIHa3HAYEHHBIX JIs
MIpUeMa BHYTPb.

Opnnako onpeneseHHbIe OCTaTOYHbIE IPUMECH (HapuUMep, NPUMECH aHTUOMOTUKOB WJTU
MPOYNX MPOTUBOMUKPOOHBIX areHTOB, HCMOJb30BAHHBIX B TMPOIECCE IMPOU3BOCTBA),
U3BECTHBIE CBOMM aJUIEPI€HHBIM IMOTEHIIMAIOM U CIOCOOHBIE BBI3BIBATh HEXEJIaTEIbHBIC
peakiuu, cieayer yka3athb B pazzene 4.3 win 4.4 OXJIIT cooTBeTCTBEHHO.

JIns BcmoMoTraTenbHbIX BELIECTB CIEAYET yKa3blBaTh pekoMenayemoe MHH, npu ero
OTCYTCTBHUM — HAaMMEHOBaHHE, ykazaHHOoe B Papmakonee Coro3a, mIpu €ro OTCYTCTBUHU —
HaWMEHOBaHWE, YKa3aHHOE B (papMaKoIesX TOCyJapCTB-WICHOB, MPU €ro OTCYTCTBUU —
HauMeHoBaHue corjacHo EBporneiickoit @apMakornee, MpU €ero OTCYTCTBUU — OOIIEITPUHATOE
rpyNIUpOBOYHOE HanMeHoBaHue. He [omyckaeTcss HCIOIb30BaTh IMAaTEHTOBAHHBIE
HauMeHoBaHUs. KOMIOHEHThI CMECH BCIIOMOTAaTEIbHBIX BEIIECTB CIEAYET YKa3blBaTh
Mo-0TAeNbHOCTH. ECu TOUHBIN cOoCcTaB BKYCOBOM JOOABKHM WM apoOMaTH3aToOpa 3asBUTEIIO
HEU3BECTEH WJIM OH JOCTAaTOYHO CIIOKHBIM, €ro JOMyCKaeTcs yKa3zaThb B 0OIMX yepTax (
Hanpumep, "anerbCUHOBAasI BKycoBas no0aBka", "muTpycoBas oTaymika'). OqHako ciemyer
BKJIFOUUTH BCE KOMIIOHEHTHI, U3BECTHBIE CBOMM JICUCTBUEM WM YD PEKTOM.

[Tocne MHTpeUEHTOB, KOTOPbIE MOTYT A00aBIATHCS AJisl Koppekuuu pH, B ckoOkax
cieayer yka3biBath (st koppekuuu pH)".

ToproBrie HAaMMEHOBaHUSI WM OOIIIEONUCATEIbHbIE HAUMEHOBaHUS (HarpumMep, "dYepHIIa
") HE cIeayeT WCIOIh30BaTh BMECTO OOIICMPUHSATOIO HAMMEHOBAHHS WHTPEANCHTA WU



CMECH HMHIPEJUEHTOB, HO JOIYCKAETCSd MCIIOIb30BaTh BMECTE C HAUMEHOBAHMIMHU
WHTPEAUEHTOB, €CJIM TOYHO H3BECTHO, KAKWE WHIPEAUEHTHI OMUCHIBAIOTCA C MOMOILBIO
CBOEr0 HAUMEHOBAHUSI.

XUMHUYECKH MOAU(PUIIMPOBAHHBIE BCIOMOTraTEIbHbIE BEIIECTBA CIIEIYET OMUCHIBATh TaK,
4TOOBl HE AOMYCTUTh IYyTaHULBI C HEMOAMU(UIMPOBAHHBIMU aHaJOraMu, Hampumep, "
NPEKETATUHU3UPOBAHHBIN Kpaxman'.

Ecnau nekapcTBEHHBIM mpenapar B LENAX KOHTPOJA JABUKEHHS, OTCIECKUBAHUSA H
ayTEeHTU(PUKALHUU COAECPKUT CKPBITYIO METKY, B MEpEYeHb BCIIOMOIAaTEJIbHBIX BEIIECTB
clelyeT BKJIIOUMUTH oOlee ykazaHue "dakrtop ayreHTU(UKauuu', a HE HAaUMEHOBAaHHE
BCIIOMOTaTeJIbHOTO BEIIECTBA, €CJIM TOJBKO OHO HE HM3BECTHO CBOMM JAECHCTBUEM HIIU
s PexTom.

Kaxnoe BcrioMorareapHOE BEIIECTBO PEKOMEHAYETCS YKa3bIBaTh OTAEIBHON CTPOKOMU.
[{enecooOpa3HO MepeyucisTh BCIIOMOTaTeIbHbIE BEIIECTB B COOTBETCTBUU C PA3THMUYHBIMU
4acTAMM Ipernapara, Harnpumep, "a1po — obosnouka" TabneTku, "comep:kumoe — 0000uKa"
Karcysasl U T. 1. BecmoMoraTenbHbie BelllecTBa MpenaparoB, MpeACcTaBIeHHbIX Oosee yem 1
NEPBUYHON (BHYTPEHHEH) YyNAKOBKOM WIIM COJIEpPKAIIMECS B JIBYXKAMEPHBIX MEPBUUYHBIX (
BHYTPEHHUX) YNAKOBKaX, CIEAYET NEPEUHCIATh HA NEPBUYHYIO (BHYTPEHHIOK) YIIAKOBKY
WM Ha KaMepy.

AG6peBHaTypbl BCIOMOTATEIbHBIX BELIECTB MEPEUHCIATh HE ciaeayeT. OqHako u3
COOOpa)XeHUH HSKOHOMHUHM MecTa abOpeBHATyphl BCIOMOTaTEIbHBIX BEHIECTB MOTYT
MPUCYTCTBOBATh B MAapKUPOBKE MPH YCIOBUHU TOrO, YTO OHHU pacumiu(ppoBaHbl B paznene 6.1
OXJIII.

6.2. HecoBMecTHMOCTBH

Heob6xoanmo npeactaBuTh cBeieHUs 0 GU3UIECKON I XUMUYECKOH HECOBMECTUMOCTHU
JIEKapCTBEHHOT'0 Ipenapara ¢ APyrUMH JIEKapCTBEHHBIMU IpenapaTamu, ¢ KOTOPbIMU €CTh
BEPOSITHOCTh CMEIIMBAHUS WM OJHOBPEMEHHOI'O BBEJICHHS. JTO OCOOEHHO Ba)KHO ISt
JIEKapCTBEHHOTr0 Mpernapara, MOoJJIeKallero BOCCTAHOBICHUIO U (WJIM) pa3BEICHUIO TMepe
MapeHTepaibHbIM BBeAcHUEM. HeoOXoauMo mnepeyuciuTh CYLIECTBEHHBIE MOCIEICTBUS
B3aUMOJICHCTBUS (HAMpUMEpP, COPOIMS JIEKAPCTBEHHOrO Mpenapara WiW KOMIIOHEHTOB
MpenapaToB B LIMPHUIIAX, MEPBUYHBIX YIMAKOBKaX MapeHTEPAIbHBIX MpenapaToB OOIBIIUX
00bEeMOB, 30HaX, BCTPOCHHBIX (PUIIbTpax, HaOOpax JJisi BBEICHUS U T. II.).

VYkazaHus 0 COBMECTUMOCTH Mpenapara ¢ IpyruMHy JIEKApCTBEHHBIMH IIpenapaTaMy WIH
M3JCNUSIMU B JAHHOM pa3jielie MPUBOJINTh HE CIIENYEeT, UX BKIOYAIOT B pazaen 6.6 OXJIIL.
VYka3aHusi OTHOCUTENBHO (apMaKOJOTUUYECKOW M XUMHYECKOW ((HU3MYecKoil)
HECOBMECTUMOCTH C MHUILIEH ciieyeT npuBoauTh B pazzaene 4.5 OXJIII. Ecnu He npuMenumo,
yKasbiBaeTcst popmynupoBka: "He mpumenumo".

B oTHOmIeHNN OmnpeneneHHbIX JIeKapCTBEHHBIX (OPM, HAMPUMEP, TapeHTEPATbHBIX,
clenyeT yka3ath | u3 cienyronmx GopMyIupoOBOK:



"B CBsI3U ¢ OTCYTCTBHEM HUCCJIEAOBAHUN COBMECTUMOCTH, JAHHBIN JIEKapCTBEHHBIN
npenapar He cieyeT CMEIIMBATh C IPYTUMH JIEKAPCTBEHHBIMU IIpenapaTtaMu’.
" JlaHHBII JIEKAPCTBEHHBIN ITpenapar He CAeAyeT CMEIIUBATh C APYTUMU JIEKapCTBEHHBIMU
npenapaTamMu, 3a HCKIOUYEHHEM YIOMSIHYTBIX B paszaene [6.6 u 12] OXJIT".

6.3. Cpox rogHOCTH (CPOK XpaHESHH)

Cpok roaHoOCTH (CpOK XpaHEHHs]) HEOOXOAMMO YKasblBaTh ISl JIEKAPCTBEHHOTO
npenapaTta BO BTOPUYHOHM (MOTPEOUTENBCKON) yIaKOBKE, a TaKXkKe, €ClId 3HAYMMO, IOCIe
pa3BeJEHNUs, BOCCTAHOBJIEHUS, UJIU MIOCJIE EPBOTO BCKPBITHSI.

Cpok ToaHOCTH (CPOK XpaHEHUs) HEOOXOJAMMO yKa3zaTh YETKO C HCIOJb30BaHUEM
HaJJIeKallel e AMHULIBI BPEMEHH.

[Toanexaniye BKIOYEHUIO YKA3aHUS OTHOCUTENIBHO CPOKA TOJHOCTH (CpOKa XpaHEHUS)
FOTOBBIX K MPUMEHEHUIO CTEPWIBHBIX MpPENapaToB MPUBEIACHbI B MpHIOKEHUU No 6 K
HacTosiiuM TpeboBanusiM. Eciiu B ipu ipoBeieHUH UccleoBaHus Mo pa3paboTKe BbISABICHA
HEOOXOJMMOCTh YKa3aHHUsl CpOKa TOAHOCTH (CpOKa XpaHEHUs) APYTUX JEKapCTBEHHBIX
IpernapaToB, TOTOBBIX K MPUMEHEHHUIO, CPOK TOJHOCTH YKA3bIBAIOT U JJIS HUX.

Kpome Toro, ecnu TpeOyeTcsi IPUTrOTOBICHUE PA3JIMUHBIX KOHIICHTPALINMI, HAaIpUMeEp, s
MPUMEHEHUs Y JeTed, HeoOXOAMMO yKa3aTh Ha (PU3MKO-XUMHYECKYIO0 CTaOWUIBHOCTH IS
BCEro JMamna3oHa KOHUEHTpaunud, Hampumep: "CTaOWJIBHOCTH TMOJTBEPXKACHA s
KOHIICHTpAIMii B IMaNa30HE X — y MI/MJI B TeUeHHE t yacoB (qHel) nmpu temmeparype 25°C u
2-8°C".

Ecnu nmpenapar nmokasaH JI€TSIM, HO OTCYTCTBYIOT HOJIXOMSIIME TETCKOMY BO3pPACTy
nekapcTBeHHass GopMa U (WJIM) JO3UPOBKA, OJIHAKO MOXKHO MPHUTOTOBUTH MpEnapar ex
tempore U3 HMMEIOLIETOCSA JIEKApCTBEHHOrO Ipemnapara, COOTBETCTBYIOIIHME
(U3UKO-XUMUYECKUE JaHHBIE MO XPAHEHHIO M CTAOMIBHOCTH HEOOXOJMMO TMPUBECTH B
JAHHOM pasJielie CO CChUIKaMu Ha pazzensl 6.4 u 6.6 OXJIIL.

Ecnm nnst MmeaumHCKuX paOOTHUKOB WMIIM TAIMEHTOB TPEOYeTCsl yKa3aHHE OCOOBIX
BPEMEHHBIX YCIOBUM XpaHEHUsI, HAIPUMeED, B LEJISIX aMOyIaTOPHOTO MpUMEHEHUsI (Harmpumep
, CPOK TOIHOCTH cocTaBiiseT 24 mecsna npu 2—8°C, U3 KOTOPHIX 3 Mecsila JOMyCKaeTcs
XpaHuTh nOpu Temmepatype Huxe 25°C), Heo0XoAMMO JaTh COOTBETCTBYIOIINE
JOMOJHUTENbHBIE peKkoMeHAauu. [1on00HbIe CBeIeHUs BCEria JIOJKHBI OCHOBBIBATHCA HA
JaHHBIX 1O cTabuibHOCTH. HeobXoauMo yka3aTb PEKOMEHIYEMbIN TeMIlepaTypHbIT
JUana3oH M MaKCUMaJbHYIO MNPOJOJLKUTENBHOCTh BpeMEHHOro xpaHeHusa. [lomoOHbie
PEKOMEHIAIIMM MOTYT TaK)Xe BKJIIOUATh B Ce0sl CBEJEHUS O Mepax, MPUMEHSEMbIX IMOCTe
XpaHEHHs JICKApCTBEHHOTO Ipernapara BO BPEMEHHBIX YCJIOBUSX XpaHEHHs (Halpumep,
HEMEJICHHOE YHUUYTOKEHUE).

He cnenyer mpencraBisiTh Takue yKa3aHus, Kak: "OTH JaHHbBIC HE SIBJISIOTCS
PEKOMEHIAIUAMU T10 XpaHEeHHIO".



Ecnu B OTHOIIEHNHN Pa3HBIX MEPBUYHBIX YIIAKOBOK CPOKU TOJHOCTH (CPOKU XpaHEHHUsI) HE
pasnuyaroTcs, YIOMHUHATh 3TH YMAKOBKH HE cieayeT. [IpuBoIUTh yClIOBUS XpaHEHUS HE
CIEAYyeT, 3a HMCKIIYEHHEM YCJIOBUW XPAaHEHUs I0CJI€ BCKPBITHS B COOTBETCTBUU C
npuiioxxeHrueMm Ne 7 k HactosiuuM TpeOoBanusam. He cneayer npeacTaBisTh Takue yKkazaHus,
kak "He npuMeHATH 110 UCTEUEHUH CPOKA TOJJHOCTH .

Ecnu BMecTe ¢ J€KapCTBEHHBIM MPENapaToOM IOCTABIAETCS H3JAelne, HE0OX0AUMO
yKa3aThb CPOK TOJHOCTH (CpPOK XpaHEHUA) TOTOBOIO K NPUMEHEHUIO H3JeNus (eciu
MIPUMEHHMO).

6.4. Oco6rie MepEI MPeIOCTOPOKHOCTH PH XpaHESHHH

[Ipu ykazaHuu Mep npeaoCTOPOKHOCTH MPU XPAHEHUHU CIIETYET UCIIOIb30BaTh OJIHY WJIU
HECKOJIbKO CTaHJapTHBIX (pa3, NMPUBEASHHBIX B NpUIOkKEeHMH Ne 6 K HACTOSAIIUM
TpeboBanusaM, KOTOphIE HEOOXOAUMO JOMOJIHUTH TMOSICHEHUEM OTHOCHTEIBHO
YyBCTBUTEJIBLHOCTHU Ipenapara K CBeTy U (WJIK) Biare.

B oTHOIIEHNN XpaHEHUsI BCKPBITHIX, PA3BEICHHBIX WJIM BOCCTAHOBJIECHHBIX CTEPUIIBHBIX
npenapaToB CIEAYeT ClIeNaTh CChUIKY Ha paznen 6.3 OXJIIL.

Ecnu tpebyroTcst ocoObie Mepbl MPEIOCTOPOKHOCTU MPU XPAHEHUM, OHU JIOJTKHA
cootHocuthest Mexay OXJIIII, mapkupoBkoii u JIB.

B OXIJIII He crneayeT BKIIOYATh MPEAyNpEkKICHUE O HEOOXOIUMOCTU XPaHEHUS
JIEKapCTBEHHOTO TperapaTa B HEAOCTYITHOM JUIsl ICTe MecTe Tak, 9TOObl OHU HE MOTJIU €ro
BUJICTh.

6.5. Xapaxkrep u coziepakanue IEPBUIHOMN YIIAKOBKA

Heobxoaumo ykazaTh NEpBUYHYIO (BHYTPEHHIOK) YIIaKOBKY, UCIOB3Ys CTaHIAPTHBIN
tepmuH @apmakomnen Coro3a, MaTepuai, U3 KOTOPOro U3rOTOBJICHA MepBUYHAS (BHYTPEHHSIS)
ynakoBka (Harpumep, "cTekisaHbie Gurakonsl”, "IIBX u (unn) anroMmuaueBbie omcteps”, "
OYTBUIKA W3 TOJHUATUIIEHA BBICOKOM IUIOTHOCTU"), a TakKe MEepPEeUHUCIUTh BCE MPOUHUE
KOMIIOHEHTHI TIpernapara (HanpuMmep, Uria, noMa3ok, MepHas JIOJKKa, paclbUIUTENb U3AETUN
JUTSL MHTAJISIIMM, ocymuTelb). HeoO0XoaumMo MosSCHUThL rpagyUupOBKY Ha MEPHBIX M3JETUAX, a
TaK)Ke OMHUCATh MEPBUYHYIO YMAKOBKY JIIOOOTO PacTBOPHUTENS, MOCTABISIEMOTO BMECTE C
JEKapCTBEHHbIM TMpenapatoM. M30bITouHyl0 AeTanu3aiuio (Hampumep, IBET MNpOOKH,
CBOICTBAa TepMOJaKa) YKa3blBaThb Kak MpaBuiao He cienyer. Ilpu wucnoib3oBaHuu
pa3lleTUTENHHOTO 1[BETA VIS pa3indeHus (OpM BBIMYCKa MapeHTEPAIbHBIX MpenapaToB 00
ATOM CIIEZlyeT yKa3aTh B JAHHOM pa3Jiere.

Ecnu mpumennMo, He0OX0UMO yKas3aTh, 00JIaJlaeT JIM YKYTOpKa NEPBUYHOM YITaKOBKH
(yHKIUEH 3aIUThI OT BCKPBITUSI IETHhMHU.

[Tpumeps! HOpMYyTUPOBOK, YKa3bIBAEMBIX B JAHHOM pasjieie:



"Cycnens3us obbeMoM [00beM]| MJI B NpeaBApUTEIBHO 3alOJTHEHHOM MImpHIe (
CTEKJISTHHOM) C YIUIOTHUTENEeM (XJOpOyTUIIKaydyK) ¢ UIJIOW win 0e3 Hee B YMaKOBKE MO 5
wm 10";

"ByTbUIKM M3 MOJMATUIIEHA BBICOKOW MJIOTHOCTU C YKYMOPKOM ¢ GyHKIMEH 3alUTHI OT
BCKPBITUS JE€TbMHU M CUJIMKArelleM B KadecTBe ocymmTens. B ymakoBkax mo 30, 60 mumu 90
Ta0JIETOK, MOKPHITHIX MJIEHOYHON 000710YKOM" .

Heo6xoquMo nepeyucinuTh Bce pa3Mepbl YIIAKOBOK C YKa3aHUEM YHWCIIa €IUHHMIL, YUCIIa
7103 (HampuMep, AJiE MHOT'OJI030BbIX BaKIIWH, MHTAISITOPOB U T.1I.), OOIIEei Macchl uiu o0beMa
MEPBUYHON (BHYTPEHHEHN) YIIAKOBKH, & TAK)KE YUCIIO MEPBUYHBIX (BHYTPEHHUX) YIIAKOBOK BO
BTOPUYHOUN (TIOTpEeOUTENbCKOI) KapTOHHOW yrmakoBke. Ecim mpumMeHHMoO, HE0O0XO0IUMO
MPUBECTU CTaHJIApTHOE yka3aHue: "He Bce pa3Mmepbl YIakOBOK MOTYT OBITh JOCTYIHBI IS
peanuzanuu', 4TOOB MPEAYNPEIAUTh MEIUIMHCKUX PAaOOTHHUKOB O TOM, YTO HE BCE
NEPEUNCICHHBIE pa3Mephl YIIAKOBOK MOTYT OBITh TOCTYMHBI ISl HA3HAYEHUS WJIA OTITyCKa.

VYakoBKH, MpeHAa3HAYEHHbIE UCKIIOUUTENBHO NI JUCTPUOBIOTOPCKUX LIENIEH, HE
ABJISIOTCSI HOBOM YNAKOBKOM [ pealu3allid JIEKapCTBEHHOrO Ipernapara, M03TOMY
BKJIFOYATh MX B JJAHHBIN pa3zien He TpedyeTcs.

6.6. Ocobrie MepHI IPeIOCTOPOKHOCTH IIPH YHHITOKESHHH HCIIONE30BaHHOTO JIEKAPCTBEHHOT'O
mpernapaTa Wik OTXOJOB, MOTy9YeHHBIX MOCIIe IPUMEHEHHS JIeKapCTBEHHOTO Mpenapara, i Jpyrue

MaHUITYJIAIUH C IPETapaToM

Heo0xomumo mpencTaBuTh MHCTPYKITUH 110 YHHUYTOXKEHUIO TIperapara, €Clid IPUMEHHUMO.

Ecnau umeroTcs ocobble Mephl MPEIOCTOPOKHOCTH TP PadOTe WIIM YHHUTOKCHUH
npenaparoB (IMTOTOKCUYECKUE WIM HEKOTOPBIE OMOJIOTMYECKUE TIPEemapaThl HIIA UX OTXO/IbI),
a TaKXe €CJIM TpernapaThl CoAep)kKaT JKUBBIE OPTraHW3MBI, HX HEOOXOIUMO BKIIOYHTH B
JTAHHBIN pa3jiell, a TakXe, €CIM 3HAYMMO, TP YHUUTOXKEHUU MPEAMETOB, BCTYMNABIINX B
KOHTAKT C JICKApCTBCHHBIM IpernapaTtoM (HampuUMep, MEJICHKH WU JIOKKH, HCITOIb3yeMbIe
JUTsl BBEACHUS BAKIMH JUIsl TIpUeMa BHYTPH). Ecim 3HaUYnMMO, HEOOXOJMMO TPEICTaBUTH
CCBUIKY Ha 3aKJIFOUEHUE IO OIEHKE PUCKOB HA OKPYKAOIIYIO CpEe/y, ONMMCAHHOW B pa3jerne
5.3 OXJIIL.

Ecnu npumenumo (Hampumep, B OTHONIEHWH IUTOTOKCUYECKUX JIEKAPCTBEHHBIX
MpernapaToB) HEOOXOAUMO BKIIOUHUTH CICAYIONIYI0 CTaHIapTHYIO (GopMyiaupoBky: "Bech
OCTAaBIIMICS JIEKAPCTBEHHBIN TMpernapaT U OTXOAbI CIEAYEeT YHUUTOXHUTh B COOTBETCTBUHU C
YCTaHOBJICHHBIMU HAIlMOHAIBHBIM 3aKOHOIaTEILCTBOM TPEeOOBaHUSIMH'".

[Ipu oTcyTCcTBMU 0OCOOBIX MEp MO MPUMEHEHUIO WJIM WHCTPYKIIUU 1O padoTe s
paboTHUKA anTeKu U JPYTHX MEIUIIMHCKUX paOOTHUKOB, CIEAYyET MPUBECTH CTaHIAPTHYIO
dhopmynnpoBky: "OcoObie TpeOOBaHUS OTCYTCTBYIOT".

[IpuBoAsT BCe peKOMEHIAIMU, HEOOXOIUMBIE ISl MPABUIBHOTO TPHUTOTOBICHUS
OTIpEICTICHHBIX MPEeNnapaToB (HAMpUMEp, ITUTOTOKCUYECKHE JICKAPCTBEHHBIE TMpenapaThl W
HEKOTOpPbIe OMOJIOTUYECKHE MpernapaThl, U (WJIK) HEOOXOAUMbIE JJIS 3aIlUThI JIUII, BKIIOYas



poauTeNel M yXaXUBAKOIIUX JHI, 3aHUMAIONIUXCA NPUTOTOBICHHEM Ipenapara HWiIn
paboTaloIUX C HUM.

B pazgen 4.2 OXIJIIl HeoOX0oauMO BKIIOYUTH WHCTPYKIIMU ISl Bpada, MPOUYUX
MEJTUIIMHCKUX PAOOTHUKOB U MAIIMEHTOB 0 PabOTe ¢ MpernapaToM, a TakKe oOIrue CBEACHUS
O BBEJICHUM mpenapaTta (Ipu BBEJACHUU MallMEHTAMH WM MEAUIMHCKUMHU PaOOTHHUKAMM).
Ecnu 1peOyroTcs WHCTPYKIMU 1O NpPUMEHEHHUIo (paboTe) C 1eNbl0 MPUTOTOBJICHUS
JIEKapCTBEHHOT0 Mpemnapara mepell BBEACHUEM, HApuUMeEp, NPU HEOOXOJIUMOCTU €ro
CYyCHEHIUPOBAHUS WM Pa3BEJCHUS, DTH CBEJICHUS HEOOXOAUMO MPEACTaBUTh B JAHHOM
pazznene. [lns obecnedyenust ayumero nonumanusa paszaen 4.2 OXJIII moxeT copepkarhb
MEPEKPECTHYIO CCHUIKY Ha COOTBETCTBYIOIIYIO HH(popmamuio B pasaene 6.6 OXJIII,
Hanpumep, "MHCTPYKIMH 1O pa3BEACHUIO Ipernapara rnepeja BBEICHUEM IPE/ICTaBICHBI B
pazaene 6.6 OXJIIT".

B nmanHoMm paszgene pekoMeHIyeTcs MPUBOIUTH JUIIL CBEICHUS, HEOOXOIMMBIE
pabOTHUKY anTeKU U APYTUM MEIUIMHCKUM paOOTHHKAM JjIsi IPUTOTOBJICHUSI TIpenapara
nepes BBEJICHUEM IMalleHTY.

CBeneHuss 0 MPUTOTOBJICHUHU JIEKAPCTBEHHOI'O MpenapaTa (Harpumep, CyCleH3Uu
MOPOILKA [ UHBEKIUN WIIM IPUTOTOBJIICHUU Pa3BElICHUS) CIEAYET BKIIOUNUTH B pa3naei 6.6
OXJIIT He3aBUCHMO OT TOr0, KTO TOTOBUT Mpenapar (Hampumep, pabOTHUK anTeKu, Bpad,
JIpyrue MEIUIMHCKUE PaOOTHUKH, MAIMEHT, POJHWTENIM WM YXa)XuBaronue jauna). Ecim
npenapar IMOJUIeKUT BOCCTAHOBJICHUIO, HEOOXOJUMO OINMUCATH €r0 BHEIIHUN BUJ IMOCTE
BOCCTAHOBJICHUS.

B nannom paszene MOKHO MPUBECTH yKa3aHUS OTHOCUTEIHHO COBMECTUMOCTH TIpernapara
C JIpYyrUMH JIEKapCTBEHHBIMU MpenaparaMu W HU3JACIUSIMU TPU YCIOBUU HaJIUYUs B
PETUCTPALMOHHOM J0ChE JIEKAPCTBEHHOTO IIpenapaTa COOTBETCTBYIOIINX JAHHBIX.

B uckimounTenbHbIX Cydasix, €Ciiv Mmpernapar moka3aH JeTsIM U HEBO3MOXKHO pa3paboTaTh
JEKapCTBEHHYIO (HOpMY, MOIXOMSIIYIO NETSIM (Y4TO TMOATBEPKICHO COOTBETCTBYIOIIMMH
Hay4YHbIMU OOOCHOBAHUSIMH), CBEJICHUSI O MPUTOTOBJICHUH Mpernapara ex tempore clieayer
MpUBECTU Mo noja3aroyioBkoM "l[Ipumenenue y aeteit" co cebuikoit Ha pazaen 4.2 OXJIIIL.
Heo6xonuMo mpeacTaBUTh MOAPOOHBIE MHCTPYKIMU IO MPUTOTOBJICHHUIO Tpernapara ex
tempore u3 nmoaxoxsuiel "B3pocio" unu apyrou "gAeTckoil Gpopmbl I AeTeu crapiieit
BO3PACTHOM Tpymmbl" JEKapCTBEHHOW (QOpMBI, a Tak)Ke [OMOJTHUTEIbHBIE CBEIACHUS O
npemnaparax €x tempore Jjisi NPUMEHEHHUs Yy MaJICHbKUX JeTeld M, €CIIU MPUMEHUMO,
MaKCHMAaJbHOE BpEeMs XPaHEHHS! TAaKUX MpPEenapaToB, KOTJIa OHU COOTBETCTBYIOT CBOHMM
cnenupuKanusM.

Oco0bie MepsI MPEAOCTOPOIKHOCTH TIPU PpadOTE ¢ MpenapaToM CleayeT yKa3aTh B pasJiese
4.4 OXJIIL.

CBeneHus 0 pUCKaxX BCIIEICTBUE BO3ICUCTBUS Ha paboyeM MecTe HEOOXOAUMO NPUBOAUTH
B JIJaHHOM pasjienie co ccbuikod Ha paznen 4.4 unu 4.8 OXJIII, ecniu B 3TUX pasaenax
MMEIOTCS COOTBETCTBYIOIINE CBEICHUSI.



7. lepkaTeib peTHCTPAaHOHHOIO YIOCTOBEPEHAS

B naHHOM paszaene yka3pIBalOTCS HAMMEHOBAHUWE W MOCTOSIHHBIM aAgpec WU
3aperucCTPUPOBAHHOE MECTO BEJCHHS JEATEIBHOCTH JAEPXKATENsl PErUCTPAllMOHHOIO
ynoctoBepenus. Jlomyckaercs ykazaTb HoMep TenedoHa, gakca WwiM aapec JIeKTPOHHOM
MOYTHl (HO HE cailTa B MH(POPMAIMOHHO-TEIIEKOMMYHHUKAIIMOHHON ceTtu "MHTepHeT" win
AJIIEKTPOHHOM MOYTHI, CBSI3bIBAIOIIECHCS C YKA3aHHBIM CalTOM).

7.1. TlpencTaBUTENs JEPIKATEN PETUCTPAMOHHOIO YAOCTOBEpeHus Ha Teppuropud Coro3a.

Heob6xoammo yka3aTh HAMMEHOBAHKE U IOpUANYECKUH ((akTUueckuil) agpec, TenedoH u
aZpec AIEKTPOHHOM MOYTHI MPEACTABUTENS JAEPHKATENS PETUCTPALMOHHOIO yI0CTOBEPEHUS (
HO He caiTta B HHPOPMAIIMOHHO-TEIEKOMMYHHUKAIIMOHHONW cetn "WUHTepHer" wim
AJIEKTPOHHOW MOYTHI, CBS3BIBAIOIICHCS C YKa3aHHBIM caiiToM). BO3MOXKHO OMOJHUTH
ykazanueM, "[IpeTeH3un noTpeOuTeNe cieyeT HampaBisATh MO afapecy [yKa3biBaeTcs aipec]
, TeneoH [yka3piBaeTcs TenedoH]".

8. HoMep perncTpanuoHHOr0 YAOCTOBEPEHHS

Pa3znen, 3amonHseMslil yIIOJTHOMOYEHHBIM OPraHOM I'OCYAapCTBa-YwICHA WIM JepKaTelIeM
PETUCTPALIMOHHOIO YJOCTOBEPEHHMS IIOCIE PETHCTPALMHA B COOTBETCTBUM C IPABUIIAMH
pErucTpanuy M JKCIEPTU3bI JIEKAPCTBEHHBIX CPEICTB I MEAULMHCKOIO NPUMEHEHU,
yTBep)KaaeMbiMu Komuccuneil.

9. Jlata nepBHYHO# perucTpanyi (IOATBEPKACHUSI PETHCTPAHH, IIEPEPErUCTPAIN)

Pazpen, 3anonHseMblil yIIOJTHOMOYEHHBIM OPraHOM rOCYy/1apCTBa-4JIeHa UK JepKaTeIeM
PETUCTPALIMOHHOIO yIOCTOBEPEHHUS MOCIIE PETUCTPALIMU UM TOATBEPKACHUS peructpauni (
nepepeructpanun). Jlaty nepBUYHON perucTpalnuu, U AaTy MOJATBEPKACHUS perucrpauuu (
MEPEPETUCTPALIMH) CIEAYET YKa3bIBATh B CIEAYIOIIEM (opMare:

"Jlata nepBuUHOM peructpanuu: 3 anpens 1985 r.

JlaTa mocieaHero noATBepkAeHUs peructpanuu (nepepeructpanun): 3 anpens 2000 r."

10. aTa mepecMOTpa TEKCTA

[Ipu nepBUYHON PETUCTPALIMU HE 3aMOJHSIETCS.

B oTHOLIEHUN JIEKapCTBEHHBIX MPENAPATOB, 10 KOTOPBIM YIIOJTHOMOYEHHBIMU OpraHaMu
roCyJIapCTB-UJIEHOB OBbUIA yTBEPKIACHBI U3MEHEHUSI PETUCTPAIIMOHHOTO J0ChE, YKA3bIBACTCS
JaTa OJOOpEHMS TOCIEIHET0 W3MEHEHUs, HampuMmep, MocleqHee PEelIeHHe O BHECEHUU
u3menennt B OXJIII, unu nara peanusaiuu CpOYHOTO OTPpaHUUYCHHUS 10 O€30MAaCHOCTH, WU
Jata YBEAOMIIEHHMST O BHECEHMHM HW3MeHeHui tuna IB B perucrpanmonHoe aocwe
JIEKapCTBEHHOI'O Ipernapara.



Paznen 3amnonHseTcss yIOJHOMOYEHHBIM OPraHOM rOCyAapCTBa-ujieHa MPU BHECEHUU
CBEJICHMH O JIEKapCTBEHHOM IIpemnapare B €JIUHBIA peecTp 3aperucTPpUpPOBAHHBIX
JeKapcTBEHHbIX cpeacTB Coro3a u (WIK) JepKaTeleM perucTPallMOHHOTO YIOCTOBEPEHHUS B
MoMeHT nieuatu OXJIII.

11. Josumerpus (ecimu IpAMEHHMO)

B otHomenuun panurodapmMaieBTHUECKUX MPENapaToB B IAHHOM pa3zjiesie He0OX0AuMO
yKa3aTh IOJHBIC JAHHBIE O BHYTPEHHEW PaJWAIlMOHHOW TO3UMETpPUU. B OTHOLIEHUU BCEX
OCTaJIbHBIX IIPENapaToB JAHHBIM Pa3Jeil CICAYET UCKIOUUTD.

12. MHCTpYKIHA IO OPHTOTOBJICHAIO paaro(apMalieBTHIECKIX IPENapaToB (3a0IHACTCS IPH
HE00XOAUMOCTH)

B oTHomenun pagunodapmaneBTUUECKUX MpenapaToB COCTABISIOTCS JOMOJIHUTEIbHbIE
NOJIpOOHBIE HMHCTPYKLUHMU MO MPUTOTOBICHUIO €X tempore M KOHTPOJIKO KadecTBa
IPUTOTOBJIEHHOTO Mpernapara ¢ yka3aHueM MpHU HEOOXOJIMMOCTH MaKCUMAaJbHOTO BPEMEHHU
XpaHEHMs], B TEYEHHUE KOTOPOIo JH000M MpOMEXYTOUHBIN Mpenapar (HapuMmep, dJ10aT Win
TOTOBBIA K TMPUMEHEHHUIO paanodapMarieBTUUECKUi Mpemnapar) OyleT COOTBETCTBOBATH
CBOMM CHeU(pUKALMIM.

HeoOxoanmo Takke TpeACTaBUTh CHENHAIbHBIE MHCTPYKIUH MO YHHYTOXECHHUIO
MEPBUYHBIX YIAKOBOK U OCTaBLIErocs npemnapara. Jlonmyckaercsi UCIoIb30BaHUE CIAEAYIOMIEH
dbopmynupoBku: "OOmas xapakTEpUCTHKa JIEKAPCTBEHHOTO TMpemnapara [TOpPTroBoOe
HaUMEHOBaHME| JOCTynHa Ha OQUUHATBHOM CcalTe YIOJHOMOYEHHOrO OpraHa
rocy/1apcTBa-wieHa B MH(OPMAIIMOHHO-TEICKOMMYHUKAIIMOHHON cetu "MHTepHer" [cailt

yIOJIHOMOYEHHOT0 oprana], u (unu) Coro3a [caiit Coro3a]".

IMPUJIOKEHMUE Ne 1
K TpeboBaHMIM K HHCTPYKIIMU
10 MEAULUHCKOMY ITPUMEHEHHIO
JIEKapCTBEHHOTO Npernapara
1 001Iel XapaKTepHCTHKE
JIEKapCTBEHHOT'O Mpenapara Ais
MEIULUHCKOTO IPUMEHEHUS

IIEPEUEHD

BCIIOMOTaTeJIHBIX BEMIECTB M CBEICHMIA, YKA3EIBAEMBIX B 00IIE# XapaKTepUCTHKE
JIEKapCTBEHHOTI'O MPENapaTa, HHCTPYKIMH IT0 MEAUIMHCKOMY IPUMEHEHHUIO JIEKApCTBEHHOT'O
mpemnapara (JIMCTKe-BKJIaIbIIIe)

IIpenenbHoe Csenenus,
colepKaHue KOTOpBIE JJOJDKHBI
Ne HaumenoBanue  IlyTh BBeneHUs KommenTapuu
BCIIOMOTaTeIpHOr OBITH YKa3aHbHI B
0 BEIECTBA B! w oxJI?

A3oKkpacuTenu:



1) Ttaprpasun
E102;

2) JKENTHIA 3aKaT
(FCF) E110;

3) a3opyOwuH,
kapmyasuH E122;

4) moHco 4R ( TEpOpaIbHbIH

myHIOBEIH 4R),
KOLICHMIIb
kpacHast A E124;
5)
OpUITHAHTOBBII
yepHbli BN,
yepubiii PN E151

AnpoTUHUH

Apaxucooe
MacJio

Acnapram E951

MECTHBIN

BCC

NepopanbHbIA

MOKET BbI3bIBATH
aIJIePTUYECKHE
peakiuu

MOJKET BBI3BIBATH
TUIIEPYYBCTBUTEN
BHOCTb  HUIIH
TSXKEIble
aJUIepruYecKue
peaxkuu

JIeKapCTBEHHBIN
npenapar (
yKa3aTb Ha3BaHUE
)  COAEPKUT
apaxucoBoe
Macno. Ecmu y
Bac ajuleprust Ha
apaxuc WIH COlo,
HE INpUMEHSNTE
3TOT
JIEKapCTBEHHBIHN
mpemnapar

COJEPKHUT
UCTOYHUK
(heHMIaNaHUHA.
MoskeT okazaTbCst
BPEAHBIM JJIA

N nen c
(eHunKeTOHYpHE

u

MOXET
pasapaxkath riasza

E102, EI110,
E122 3anpenienst
K IPUMEHEHHUIO B
JIEKapCTBEHHBIX
npemnaparax Jjist
neTen

moa MCECTHBIM
IIyTEM BBEACHUSA
IIOHUMACTCA

HaAHCCCHHUC Ha

Y4acTKH,
CBSI3aHHBIE C
KpoBooOpamieHne

M (Hampumep,
paHbl, TOJIOCTH
opraHusma u T. .

)

OYHIIEHHOE
apaxucoBoe
Maciio MOXET
collepKaTh OEJIoK
apaxuca. Ctarbs
®apmakoneu
Coro3a HE
COAEPKHUT
HUCIIbITAHUA Ha
OCTAaTOYHBIN
OeIoK.

B OXIJII
BHOCHTCS
MIPOTUBOIIOKA3aH
ne



Us6eraiite
KOHTAaKTa ¢

MATKAMH
odrampmonornue KOHTaKTHBIMHU
CKHeE JIMH3aMH.
JICKapCTBCHHBIC ITepen
(bopmbI MpUMEHEHHEM
CHUMMUTE
bensankonus KOHTaKTHBIE
XJIopun JUH3BI ¥ HE paHee

, yeM uyepe3 15
MHUHYT HaJCHbTE
uX o0OpaTHoO.
MoxeT U3MEeHSTh
OBET MIAT'KHX
KOHTaKTHBIX JIMH3

pas3ipaXxuTensb,
MECTHBII * MOJKET BBI3BIBATh
KOXKHBIC PEAKIIUH

MOXKET BBI3bIBATH

uHraaauuoHueid 10 Mkr B 1 mo3e
OponxocmasM

IPOTHUBOIIOKA3aH

HEJOHOILICHHBIM

u B JIB u OXIJIIL
HOBOPOXJACHHBIM. HeO6X0)II/IMO
Mo3KkeT BEI3BIBATH YKa3aThb
TOKCHYCCKHE MU KOJIHYCCTBO

IPH J103¢ MEHee

90 Mr/kr/cyT
aHa(MIAKTOUIHE OCH3MIOBOTO
€ peaknum y CHHUpPTa B MI Ha <
MIIAJEHIIEB U  00beM>
neTei
1o 3 ner
MPOTHUBOIMOKA3aH
HEJIOHOIIEHHBIM
u

BeHSHJ’IOBBIﬁ . HOBOpO)KI[eHHbIM.
[apeHTepaIbHbIN .
crpt PEHTED U3-3a  pucka
CMEpTENIbHBIX
TOKCHYECKHUX
. B JIB u OXIJIIT
eakuui mnpu

p p HE00XO0 MO
BBEIEHUU

pH J103€ yKa3aTh
OEH3HUIIOBOTO

90 Mr/kr/cyT KOJIUYECTBO
cIupTa B 03¢,

u 6oJee . OEH3MIOBOTO
MPEBBIMIAOIICH

crnupTa B M Ha
90 wr/kr/cyr,
. 00BEM 10351

TaHHBIHA

npenapar Helb3st
NPUMEHATh Yy
MIIaZICHIIEB |
neTer mmamiie 3
JIeT



10.

Bponomnon

ByTtunrunpokcua
Huzon E320

Byrtunruznpokcur
onyon E321

I'amakTo3a

MECTHEIN

MECTHBIN

MECTHBIN

MapeHTePAIbHBIA  *

NIEPOPaAJILHBII

ES

MOXET BBI3BIBATh
MECTHEIC KOXKHBIC
peakmuu (
HalpuMep,
KOHTAKTHBIN
JIEpMaTHT)

MOJKET BBI3HIBATH
MECTHBIE KO)KHBIC
peakuuu (
Hampumep,
KOHTaKTHBIHI
JICPMaTUT) WIH
pasapakeHue
ria3z  uIA
CIIM3UCTHIX
o0omouex

MOJKET BBI3BIBATH
MECTHBIE KOJKHBIC
peakmuu (
Halpumep,
KOHTAKTHBIN
JIEPMATHUT), WU
pasapaxeHue
ria3  HUiIH
CIHU3HUCTBIX
o0oouex

ecad 'y Bac
HETEPEHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTuTech K
JevarieMy Bpauy
nepej MpUEeMOM
JAHHOTO
JIEKapCTBEHHOTO
npernapara

eciIum 'y Bac
HENepeHOCUMOCT
b HEKOTOPBIX
caxapos,

obpaTtuTech K
JeyariemMy Bpady
nepezn NprueMoM
JaHHOTO

JIEKapCTBEHHOTO
npenapara

nna  OXJIII:
MalmueHTaM ¢
penxo
BCTpeYaroLencs
HACJIEICTBEHHOU
HEMepeHOCUMOCT
b0 TaJaKTO3blI,
HampuMmep,
rajlakTo3eMuei,
He clenyeT
MIPUHUMATE 3TOT
npenapar

nna  OXJIII:
mamueHTaM ¢
penxo
BCTpeyaromencs
HaCJIEICTBEHHOMN
HEeMepeHOCUMOCT
b0 TaJaKTO3blI,
HaImpumep,
ralakTo3eMHeH
U U
TJTHOKO30-TaJIaKTO
3HOH
MababCcopOIHeH,



NEepOPATbHBIA U

. Sr
TIapeHTEPATbHBIN
lemapun (B
KayecTBe .
11. MapeHTePATBHBIA  *
BCIIOMOTATEIbHOT
0 BEIIECTBA)
NIEpOpaJIbHBII 10 mr B 1 nosze
12. I'muuepun
PEKTaIbHBINA Ir
NepopaIbHbIHA *

He cleayer
NPUHAMATB 3TOT
npernapar

cogepxut "x" r
rajakTo3sl Ha
03y,  9TO
HEe00X0ANMO
YUYHUTHIBATH
manueHTaMm ¢
CaxapHBIM
nnadbeTom

MOJKET BBI3BIBATh
aJUIepTruyecKue
peakuuun H“
YMEHbIIATH
YHUCJIO KPOBSIHBIX
KIETOK, YTO
MOJKET CKa3aThCs
Ha CHCTEMeE
CBEpPTHIBAHUS
KpPOBH.
ITanmmentam ¢
IIEPEHECEHHBIMU
aJIepTUYECKUMU
peakuusiMu Ha
renapyH clegayer
n3beraTh
NpUMEHEHUS
npenaparos,
cojiepKaInX
renapuH

MOXET BBI3bIBATh
TOJIOBHYIO 00ITb,
paccTpoicTBO
Kenyaka H
Japero (IToHOC)

MOJKET OKa3hIBaTh
cnaboe
clabuTeNnbHOe
nercTBHe

eciam  Bpay
coobmmi, yto 'y nmma  OXJIII:
B ac nanueHTaM ¢
HEIepeHOCUMOCT P € IK O

b HEKOTOPHIX  BCTpeyaromeics
caxapos, TIIFOKO30-TAJIAKTO
obpatutech K 3 HOH
JedamieMy Bpady MaibabcopOruen
nepea NMpUeMOM HE  CleayerT
JAHHOTO MPUHUMATB ITOT
JIEKapCTBEHHOT'O  IIpenapar
npernapara



13.

14.

15.

I'mroko3a

Jumetuncynsgo
KCHUJT

Kanmii

NepopabHBIA U
TapeHTepaTbHBIN

pacTBOpBl s
npreMa BHYTPb

cocarenbHbIe *
KEBaTEIbHBIE

TaOJNETKH

MECTHBIN *

KaJusi MeHee
NapeHTepalbHbll 1|  MMOIL B
pa3oBoii 103€e

. Kamaus 1 MMOJIb U
MapeHTepabHbIH, .
. Oonee B pa3oBoi
TIepOpPaTbHEINA
J103¢

cogepxkut "x" r
TJIFOKO3BI Ha JI03Y
, 4TO
HE00X0ANMO
y‘II/ITI:.IBaTB
InmangueHTam C

caxapHBIM
nrabeToM
CBEIEHUS
cinenyer
BKJIIOYATh,
TOABKO €CIHU
MoK eT JIEKapCTBEHHBIH
MOBPEIUTH 3yOBI fipemapar
npenHa3HauYeH

JUISL ITTUTENILHOTO
MPUMEHEHUS,
Hampumep, 2
Henen 1 Oonee

MOXET
pasapaxarh KOKY

CBEIEHUS
OTHOCATCSA K
nopory,

paccuyuTaHHOMY
no obmemy

COZICPIKAHUIO
. Kalus B
JaHHBI i
JIeKapCTBEHHOM
npemapar
mpernapare.

COJIEPKUT Kallui,
MeHee 1 MMOJIb

(39 mr) Ha ... (
yKazaTh J103y), TO
€CTb 110 CYTH "He
COIepKHT Kamus"

Oco0eHHO Ba)KHO
OCBEJIOMHUTH
Ha3HAYAIOLIUX
npenapar Juil U
YBEPUTH
poautene B
HHU3KOM
coZlepKaHUH
Kalus B
npemnaparax,
MPUMCHSCMBIX B
JIETCKUX J103aX

OaHHBIHI
npemnapar
cogepxkutr "x"
Moib (i "y" mr
) xamus Ha ... (
yKa3aTh J03Y).
Heob6xonnumo
YUYHUTHIBATH
naiueHTaM co
CHUKEHHOH
¢yHKIMEH TOYeK



16.

17.

18.

19.

BHYTPHUBEHHBII

MECTHBIN
Kucmora
OcH30MHas1 u
OEH30aTHI:
1) xkwucnorta
6ensoitnas E210
2) Hatpuid
6enszoar E211
3) xanus 6eH30aT
E212

Kucnora
COpOMHOBAs U €€ MECTHBII

conu
Kcunuron epopanbHbIA
Jlaktut E966 TIepOpabHBII

30 MMOJIB/IT

MapeHTepabHbIN  *

10T

U IalueHTaM,
HaXO/SIIMMCS Ha
oueTe C
OTpaHUYCHHEM
MOCTYILICHHS
KaJust

MOXET BBI3BIBATH
0O0JIE3HEHHOCTH B
MECTE BBEJEHUS

cnabo
pasipaxaeT Koxy
, Triasza H
CIIU3UCTHIE
000JIOUKH.

cmabo
pa3apakaeT KoKy
, TlIasza u
CIHM3HCTHIC
000JIOUKH.
MoxeT
MOBBIMIATH PUCK

pa3BUTHUS
KENTYXH Y
HOBOPOX/ICHHBIX

MOKET BbI3bIBATH
MECTHBIE KOKHBIE
peaknuu (
Halnpumep,
KOHTaKTHBIHI
JIEPMaTHT)

MOJKET OKa3hIBaTh
cl1abuTeNnbHOE
JIefCTBHE.
Kcunuron
COZICPKUT

2,4  kkan/r
mpemnapara

eciu y Bac
HEIePEHOCUMOCT
b HEKOTOPBIX
caxapos,
obparurech K
JeqalieMy Bpady
nepes pUeMoM
JaHHOTO
JIEKapCTBEHHOTO
npemnapara

s OXJIII:
mamueHTaM ¢
penko
BCTpeyarouencs
HACJIEICTBEHHOU
HEMepEeHOCUMOCT
b0 (QPYKTO3HI,
HENEPEHOCUMOCT
B0 TaJaKTO3bI,
ralakTo3eMHel
I U
TJIFOKO30-TajJIaKTO
3HOH
ManpabcopOouueit
HE cJIeayer



20.

21.

22.

Jlakro3za NIEpOpaJIbHBII

Jlanonun ( .
. MECTHBIN
HIEPCTSIHOM KUP)

JlaTexkc,
HaTypaJbHBII BCE
Kay4dyK

10T

MOXECT OKa3bIBATh

cnaboe
clabuTeNnbHOE
JIeficTBHE.
JlakTut
COJICPIKUT
2,1  kkan/r
npemnapara

eciM y Bac
HETEPEHOCHMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JevaiieMy Bpady
nepe MpUEeMOM
JaHHOTO
JIEKapCTBEHHOTO
npernapara

CONCPKUT X T
nakTo3el (X/2 T
[JIFOKO3BI M X/2 T
rajakTo3bl) Ha
o3y, 9TO
HE0OXOANMO
YUYHUTHIBATH
manueHTaM ¢
caxapHBIM
nnadbeTom

MOXKECT BBI3bIBAThH

MECCTHBIC KOJKHBIC

(

peakuuu
HampuMep,
KOHTAKTHEIH
JIepMaTuT)

KOHTEWHEp
JAaHHOTO
JIEKapCTBEHHOTO
npemnapara
CONCPKHUT
JaTEKCHBIN
Kayuyyk. Moxer
BBI3bBIBAThH
TSIKEIbIe

MIPUHUMATH 3TOT
npenapar

nas OXJIII:
malueHTaM ¢
penko
BCTpeyarouencs
HACJIEICTBEHHOU
HENEePEeHOCHMOCT
bIO TajaKTO3HI,
nehuIuTOM
JIaKTa3bl Jionapei
I H
[JIFOKO30-TaJIaKTO
3HOH
ManbabcopOnueit
HE CcIeayer
MPUHUMATH 3TOT
mpernapar

BCIIOMOTATEIILHOE
BEIECTBO
BCTpEYaCTCS
HEYacTo, HO
TpebyeTcs
MPeIYTPEKACHUS



23.

24.

25.

26.

27.

Manetut E965,

M30MaJIbTUTON

E953,

MAaJIbTHT KUAKAN TEPOPanbHBINA
(cupom

THIIPOTEHU3NPOBA

HHOM TJIFOKO3BI)

MaHHHTOI (

mannuT) E421 HepopabHbIN

Macnao
Oepramora, MECTHBIN
OepranteH

Macuno

KacTOpOBOE MapeHTEPabHbIH

MOJMATOKCUITUPO

BaHHOE,

Macio

KacTOpOBOE o
nepopabHbIN

MOJMATOKCUITUPO

BaHHOE

THIPOTEHU3UPOBA

HEHOE MCCTHBIN

Macuno
KYHXYTHOE ( Bce
JIBHSHOE)

Macino coeBoe,

AJJICPTUYCCKUC
pcakuuun

eciM y Bac
HETIEPEHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JevaiieMy Bpady
nepez IpHeMOM
JIAHHOTO
JIEKapCTBEHHOTO
npernapara

MOXKET OKa3bIBATh

cimaboe
ClIaOHUTEeNIbHOE

JIEUCTBHUE.
10r

ManstuT (

N30MaJIbTUTOI)
conepxur 2,3

KKaJI/T TIperapara

MOXXECT OKa3bIBaTh

cnaboe
cllabHuTeNIbHOE
IEUCTBUE

10T

MOKET ITOBBIIIATHh

YYBCTBUTCJIBHOCT

b K YO nyyam
€CTCCTBEHHBIN U
HCKYCCTBCHHBIT

(

COJTHEYHBIH CBET)

MOJKET BBI3LIBATH
TSKEIIbIE
aJiepruyecKue
peaxn

MOXET BBI3bIBATh
paccTpoiicTBO
Kenyaka |
Jrapero (TToOHOC)

MOXCT BBI3bIBATH

KOXXHBIC pECaKIINU

MOXKET H3pejKa
BBI3BIBATH
TSKEIIble
aJJIepTUIECKUe
peakum

JIeKapCTBEHHBIN
npemnapar

(

s OXJIII:
ManueHTaM ¢
penko
BCTpevaroniencs
HacJIeICTBEHHON
HETIEPEHOCUMOCT
BIO

(GpyKTO3BI HE
ciaeayer
NPUHUMATH ITOT
npenapar.

HENPUMEHUMO,
ecJIi TMOKa3aHo,
4yTO OepramnTeH B
Macie  He
COJICPIKUTCS

YKa3aTb Ha3BaHUC aHAJIOTUYHO

) COmEepXHUT
apaxucoBoe

KOMMEHTapHIO
b1 O



28.

29.

MacJIo CO€BOC
THUAPOrcHU3UPOBA
HHOC

Harpuii

BCE *

HaTpus MeHee 1
MapeHTepaIbHBIIL MMOJIb B Pa3oBOii
JI03€ TIpernapara

HapeHTepalbHblil HaTtpus 1 MMOJIb

MepOpaTbHBIN B pa30Boil 103e

o TaTBEMOJIOTHYE
ckue Hopmbl

*

MECTHEIN *

Macno. Eciu y
BaC ajyIeprus Ha
apaxuc Wiy colo,
HE TNpUMEHSNTE
3TOT
JIEKapCTBEHHBIN
mpemnapar

MaHHBI I
npemnapar
COJICP)KUT MEHee
1 MMob (23 Mr)
HaTpus Ha ... (
yKazaThb J103y), TO
€CTh 10 CyTH HE
COJICPKHUT HATPHSI

ITaHHBI I
npemnapar
COJIEPXKUT
Moib (i "y" mT
) HaTpusd HA ... (
yKa3aTh J03Y).
Heob6xoaumo
YUYHUTHIBATH

nyn

X

MalueHTaM,
HaxOJISIIMMCS Ha
nueTe c
OrpaHUYEHUEM
MOCTYILIEHUSA
HATpHsI

MOJKET BBI3LIBATH
aJIIepTUYecKue
peaxmmn

MOXET BBI3bIBAThH
MECTHBIE KOXKHBIE
peakmuu (
Halpumep,
KOHTaKTHBII
JIepMaTUT) H
U3MEHEHHE I[BeTa
KOXXH

apaxucoBOOTO
Maca.

B OXIJIII:
MIPOTUBOINOKA3aH
ne

CBEJIEHUS
OTHOCHTCSA K
mopory,
PaCCUUTaHHOMY
mo obmemy
COJICPIKAHUIO
HATpHS B
JIEKapCTBEHHOM
mpermnapare.
Oco0EHHO Ba)KHO
OCBCIOMUTH
Ha3HaYaromnXx
mpernapar Juil u
YBEpHUTH
poautenei B
HU3KOM
COJlepKaHUH
HaTpus B
npemnaparax,
MIPUMCHSEMBIX B
JIETCKUX J103aX



30.

31.

32.

Opranuueckue
COeMHECHUS
pTyTH:

1) Tnomepcar;
2) GeHunpTyTH
HUTpAT;

3) denmnpryTH
arerar;

4) derunpryTn
Gopar

[Maparunpokcube
H30aThl U HX
3(upHI:

1)
STHIATUAPOKCUOE
H3oar E214;

2 )
MPOMMITHIPOKCH
oenszoar E216;

3) Harpus
MPOTHITHIAPOKCH
oensoat E217;

4 )
METHITHIPOKCHO
ensoar E218;

5) Harpus
METUJITUIPOKCHO
enzoat E219

[lepyanckuit
Gamp3am

MapeHTepaIbHBIN

IlepopanbHbIid,
o TaTEMOJIOTHYE
ckre GOpMEI,

MECTHEIN

MapeHTepalbHbIN
MHTalaliOHHbBIN

MECTHBIN

MECTHBIN

OaHHBIH
JIeKapCTBEHHBIN
mpemapaTr B
Ka4ecTBeE
KOHCEpBaHTa
COHNEPKUT (
THOMeEpcall), eCTh
BEPOSTHOCTD
BO3HMKHOBEHHS y
Bac (Bamero
pebOenka)
aIepruyecKomn
peaknuu. Ilpu
Haim4uu y Bac (
BaIero peOcHKa)
KaKoH-1100
aJNepruu
coobmure 00
3TOM JIeHaleMy

Bpauy
ecliM  1ocie
IpebIayIIero
BBECHUS

TpebyeTcs
BaKIMHBI Y Bac (

yKa3aTh
BaIlero pedeHka)

JIOTIOJTHUTENTbHBIE
BO3HHKAJIH

CBENEHHUS O
HapyleHus,

BaKIIMHAX

coobmmuTe 00
3TOM JieHalleMy
Bpady

MOJKET BBI3HIBATH
aJIepTUYecKue
peakiuu (B TOM
qyucie,
OTCPOYCHHBIE)

MOXKCT BBI3bIBATH
aJJIeprudecKue
peakuuu

(B TOM uucre,
OTCPOYCHHBIE)
u, B
WCKITIOYUTEIbHBI
X  ciaydasx,
Oponxocmasm

MOXXET BBI3bIBATH
KOXHBIC pEaKIUN

MOXET
pasapaxarh KOKY



33.

34.

35.

[TponmneHrnmkon
b ¥ ero 3pupsl

ITmennyHEIH
Kpaxmat

Caxap
MHBEPTHBIN

NepopanbHbIA

TIapeHTePATbHBIH

NIePOpaJIbHBII

NIEPOPaJIbHBII

400 Mr/kr — s
B3POCIBIX

200 Mr/kr — mist
neren

ES

MOXET BBI3bIBATh
CHUMIITOMBHI,
CXO0XHE ¢
NIPHEMOM
AJIKOTOJIst

MO HO
NPUMEHATH
IO AAM C
eJquaKkue.
I[TamuenTam ¢
amnepruel Ha
NIICHUIY (
OTINYHOH OT
IeJnakuu) He
clenyet
MPUHUMATH 3TOT
mpemnapar

eciam  Bpad
€o00ImuI, 9T0 y
B ac
HETepeHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JeqalieMy Bpady
nepes IpUEMOM
JAaHHOTO
JIEKapCTBEHHOT'O
npenapara

comepxur "X" r
cMecH GPYyKTO3BI
U TIIOKO3Bl Ha
J03y,  4TO
HEo0X0IUMO
YUYHUTHIBATh
NanueHTaM ¢
caxapHBIM
radeToM

MMIIeHUYHEIH
Kpaxmal MOXKeT
comepxarth
TIIIOTEH, HO
TOJNBKO B
CIEeOBBIX
KOJIMYECTBAX,
MO3TOMY
CUMTAETCS, YTO
OH Oe30MaceH s
JIUI] C LIeJIHaKuein
(rnmoTeH B
MIIEHUYHOM
Kpaxmale
HOPMHUPYETCSA
HCIBITAHUEM Ha
obmuree
cojiepKaHue
Oenka,
OIIUCAHHEBIM

B cTathe
dapMmakoneun
Coro3a)

s OXJIII:
MamueHTaM ¢
penko
BCTpeyarouencs
HACJIEICTBEHHOU
HENEePEeHOCHMOCT
b0  (PPYKTO3BI
HJIu
TJTFOKO30-TaJIaKTO
3HOH
ManbabcopOIen
He cuenyeT
MPUHUMATh 3TOT
npenapar



pacTBOpBI IS
npueMa BHYTPb,
cocarelbHbIE,
JKCBATCJIIbBHBIC
TabJIETKH

NepopasIbHbII

pacTBOpPHI s
npreMa BHYTPb,
cocaTeabHBIE,
JKeBaTENILHBIE
TabJIETKH

NepopanbHbIA
MapeHTePaIbHBIN

ES

MOXET
MIOBPEIUTH 3yObI

eciu 'y Bac
HENepeHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTtuTech K
JeqalieMy Bpady
nepea ImpueMoM
JAHHOTO
JIEKapCTBEHHOT'O
npernapara

comepxur "X" T
caxapo3bl Ha
03y, 4TO
HEOOXO0IUMO
YUYHUTHIBATH
manueHTaM ¢
caxapHbBIM
ruadeToM

MOXeET
MTOBPEINUTH 3yOHI

eciau y Bac
HETIepeHOCUMOCT
b HEKOTOPBIX
caxapos,
obparuTech K
JevaiieMy Bpady
nepes MpUeMOM
JaHHOTO

CBCACHUA
ciuenyer
BKJIIOYATH,
TOJNBKO €CIHn
JIEKapCTBEHHBII
npenapar
IpeaHa3HaueH
JUISL TUTENBHOTO
MIpUMEHEHNS,
Hanpumep 2
HEIEIN U Ooee

s OXJIII:
mamueHTaM ¢
penxo
BCTpeyarouencs
HACJIEICTBEHHOU
HEMepeHOCUMOCT
b0 (QPYKTO3HI,
[JTFOK030-TajJaKTo
3HOH
MapabcopOIuei
WA JePUITITOM
caxapasbl-H30Mall
bTa3bl HE CICAYET
MPUHUMATE 3TOT
mpernapar

CBEJEHUS
cleayeT
BKJIIOYATH,
TONIBKO €CIH
JIEKapCTBEHHBIN
npemnapar
NpeHa3HAuYeH
JUTSL JUTHTEITBHOTO
MpUMCHEHUS,
HampuMep IBe
HeIEeIn U Ooee

s OXJIIT:
ITanimentam ¢
penko
BCTpeyarouiencs
HACJICJICTBCHHOM
HEMEePEeHOCHMOCT
bI0 PPYKTO3HI HE



37.

38.

39.

40.

41.

Copouron E420

NIepOpaIbHBII

Cnuprt

. MECTHBIN
CTeapuIOBbIN

Couprt

LETOCTEAPUIIOBEI

i, MECTHBIH
Cnuprt

LIETHJIOBBIHA

CynbduTsl,
BKIIOYas
MeTaOUCYTb(PHUTHI

1) cepsl IHOKCHI
E220;

2)  HaTpus
cynbdur E221;
3) wHarpus#
oucynsdur E222;
4) HaTpus
MeTa0uCyIbOUT
E223;

5) Kanus
MeTabucynpur
E224;

6) Kaus
oucynepur E228;

NIepOpaIbHBIH,
MapeHTepalbHbIH,

I/IHI‘aJ'IﬂI_[I/IOHHHﬁ

MECTHBIN
DeHunanaHuH NIepOpaIbHBII
rapeHTepanbHbII

10r

*

JICKapCTBEHHOTO CJEAYyEeT
npernapara NPUHAMATB 3TOT
npernapar

MOJKET OKa3hIBaTh
cnaboe
clabuTeNnbHOE
JeHiCTBHE.
copbuton
COJICPIKUT

2,6  kxan/r
KaJopui

MOXET BBI3BIBATH
MECTHBIE KOXKHEIE
peaknuu (
HaImpumep,
KOHTaKTHEIN
JIEPMaTHT)

MOXET BBI3bIBATh
MECTHBIE KO>KHBIC
peakmuu (
Halpumep,
KOHTaKTHBII
JIEPMaTHT)

MOXET H3pe/Ka
BBI3BIBATH
TAXKEIBIE
peaKkmuu
THITEPYyBCTBUTE
BHOCTH u
OpoHxocmasm

ITaHHBI I
npemapar
CONCPKHUT
(heHUNMaNaHUH.
MoskeT oka3aTbCs
Bpe)]HI)IM I
nwnaen C
(heHUIKEeTOHy pHe

u

MOXKECT BbI3bIBATH
MCECTHBIC KOXXHBIC



MECTHBIH *

42. dopmanbaerug
TIepopaIbHbIN *
TIepOpaTbHBINA *

43. ®DpykTO3a .
MapeHTePATGHBIA 5 T
KHUIKHUE
JIEKapCTBEHHBIE
Gopmbr  mas
mpreMa BHYTPb,
TabIeTKH
JKEBATEIbHbIC
MECTHEIN,

44, X10pKpe30J L F
apeHTepATLHBIN

45. Oputposun E127 mnepopaibHbIi 0-0,1 mr/xr

peaknuu (

HaImpumep,
KOHTAKTHBIN
JIEPMaTHT)

MOXET BBI3bIBATh
paccTpoicTBO
Kelnyaka H
Jrapero (ITOHOC)

eciu  Bpad
CO00IMI, 4TO y
B ac
HEMEPEHOCUMOCT
b HEKOTOPBIX
caxapos,
obpaTuTech K
JevaiieMy Bpady
nepea MpHEeMOM
JAaHHOTO
JIEKapCTBEHHOTO
npernapara

cogepxkut "x" r
¢pyKkTO3HI Ha
no3sy,
HE00X0ANMO
YUYHUTHIBATH

qTo

namueHTaM ¢
caxapHbBIM
nrabeToM

MOXET
MOBPEUTH 3YObI

MOXET BBI3bIBATh
aIJIePTHIECKHUE
peakum

JIeKapCTBCHHBIC
npenaparsl,
coliepxkamue
SPUTPO3UH,
HEJIb3s Ha3HadaTh
U TOPUMEHSTh
MmamueHTaM ¢
IMaToOJOTHECH
IMIUTOBUAHOM
JKEJIC3bI

nna  OXJIII:
MalueHTaM ¢
penxo
BCTpeYarouencs
HaCJIEICTBEHHOMN
HETMePEeHOCUMOCT
bI0 (PPYKTO3BI HE
cleayeT
MPUHUMATE STOT
mperapar

CBEIEHUS
ciaeayer
BKJIII0YaTh,
TONBKO €CIIH
JIEKapCTBEHHBIH
mpemapar
npeaHa3HauYCH
JUIS JUTMTENBHOTO
HpI/IMeHeHI/Iﬂ,
HApUMEp JBE
Henxenu u 6oiee

3ampemeH B
cocTaBe
JIEKapCTBEHHBIX
npemnaparax s
eTel.



46.

OraHon

NIEPOPaAJIbHBIH,
NapeHTepanbHbII

menee 100 mr B
pasoBoii 1o3e

or 100 Mr no 3 r
B pa3oBoil 103e

OaHHBIH
JIEKapCTBCHHBIN
npemapar
COIEePKHUT
HeOOoIbIIoe
KOJIUYECTBO
3TaHoOIa (
AJIKOTOJIs), MEHEE
yem 100 mr Ha ...
(ykazatpb 1o3y)

ITaHHBI I
JICKapCTBCHHBIN
npemapar
COZICPXKHUT ... 00.
% oTanoma (
alKoToJsA), TO
€CTh JI0 ... MT" Ha
JI03y, YTO PaBHO
. MJI THBa,
MJI BUHA Ha J03y.
Bpenen pns nun
C aJIKOTOJIU3MOM.
Heob6xonnumo
YYHUTHIBATH
OepeMeHHBIM U
KOPMAIIUM
TPYIbIO
JKCHIUHAM,
IETAM M TaKUM
rpynmam
BBICOKOT'O PHICKa,
KaK IAaIUCHTHI C
3a00JIEBaHUSMU
MeYeHH U
SMHUICTICHEH

NaHHBIHI
JIEKapCTBEHHBIN
npemnapar
COJIICPXKHUT ... 00.
% osraHoma (
aKoTOoJIsA), TO
€CTb JIO ... MT Ha
JI03Y, YTO PaBHO
. MJI TIMBA,
MJI BUHA Ha JI03Y.
Bpenen mia aun
C aJIKOTOJIU3MOM.
Heo6xonnmo
YUYUTHIBATH
OepeMEHHBIM |
KOPMSIUM
rpyabio
JKEHIIMHAM,

JIAHHOE YKa3aHHe
JaeT POAUTEISAM
u IETAM
VBEPEHHOCTHh B
TOM, 4To
npemnapar
COMEPKHUT
HeOOoIIbII0OE
KOJIMYECTBO
aNKOroJIs

B JI B
HEOOXO0IUMO
yKa3aTh
SKBHUBaJICHTHBIN
o0beM NHBa U
BHHA, PACCUHUTAB
€ro HOMHHAJBHO,
ucxomi uz Su 12
00 % »TaHona
COOTBETCTBEHHO.
B paznuunbix
pasnpenax JIB
MOTYT
moTpeboBaThCS
OTJCIILHBIE
yKazaHUsg



JACTIAM U Irpynram
BBICOKOI'O pHUCKa,

NepopaIbHbIH, 3 r B pa3oBoil
TaKUM  Kak

NAPCHTEPANBHBIH J103€ IPEMapaTa o\ our o
3a00JICBAHUSIMH
MeYeHun U
SIHUJICIICHEH.
Ankorons B
TaHHOM
JIEKapCTBEHHOM
npernapare MOXeT
HapyUHTh

3¢ deKTsl Apyrux
JICKapCTB.
Ankoroinr B
JTaHHOM
JIEKapCTBCHHOM
npernapare MOXeT
MOBIHATH Ha
CHoCOOHOCTH
YIpaBIsATh
aBTOMOOHIIEM H
pabotry ¢
MEXaHU3MaMH.

I'B - MHCTPYKIHS 10 MEIUIIMHCKOMY MPUMEHEHUIO JEKapCTBEHHOTO Tpemnaparta (
JIMCTOK BKJIAJIBIIII).

2 OXJII - o6mas XapaKTEpPUCTHUKA JIEKAPCTBEHHOI'O Ipernapara Uil MEAULIMHCKOIO
IIPUMEHEHUS.

[Ipumeuanue. [lox 3HakoM "*" moHUMaeTCs HEOOXOIUMOCTh YKa3aHUsI COOTBETCTBYIOIICH
uHpopManuu B oOILIEH XapaKTepUCTUKE JIEKAPCTBEHHOIO Ipemnapara JJisi MEAUIIMHCKOTO
NpPUMEHEHUS, THCTPYKIMH JIJIST MEAUIIMHCKOTO MTPUMEHEHUsT (JIMCTKE-BKJIA/IbIIIE) HE3aBUCHUMO
OT KOJIMYECTBEHHOI'0 COJEpXaHMs BCIIOMOrarelnbHbIX BemiecTB. He npomyckaercs
UCIOJIb30BaTh MUILEBbIE KPACUTEIM B COCTAaBE JIEKAPCTBEHHOM ()OpMbI, HE BOIIEIIIME B
TEXHUYECKUH peraaMeHT EBpazuiickoro s3xoHoMuueckoro coro3a "TpeboBaHus 0€301acHOCTH
MUIIEBBIX J0OABOK, apOMAaTU3aTOPOB U TEXHOJOTMYECKUX BCromorarenbHbiX cpeactB" TP
029/2012, yrBepxaenubiii Pemenniem Coeta EBpazuiickoil 53KOHOMUYECKOM KOMUCCHUU OT 22
nronst 2012 r. Ne 58 wiu 3anpeieHHbIC UM.

[TosicHenus

Hacrosmmii nepeyeHs CoepKUT NpeIylpeIuTENbHbIE YKa3aHUsI OTHOCUTEIBHO HATUYUS
OIIPEJEIICHHBIX BCIIOMOTATEIBbHBIX BEUIECTB B COCTABE JICKAPCTBEHHOI'O IIpenapara, KOTopbIe
JOJIKHBI OBITh IPUBEJEHBI B OOLIEH XapaKTEpUCTHKE JIEKAPCTBEHHOIO Ipernapara (zanee —
OXJIIT), MHCTPYKLIUU IO MEIULMUHCKOMY INPUMEHEHHUIO JIEKapCTBEHHOro Impenapara (
nucTke-Bkaaapime) (manee — JIB). Hacrodmmii mepeyeHb He pacnpocTpaHsieTcs Ha
TrOMEONATUYECKUE JIEKAPCTBEHHBIE Ipenaparsl, 3apEerUCTPUPOBAHHBIE IO CIEIUATBHON



YIPOILIEHHOW NPOLENype, IOCKOJBKY [JId TaKUX TIOMEONAaTHYECKUX IIpernaparoB
MPEeAyCMOTPEHBI 0COOBIE TPEOOBAHUS K MAPKUPOBKE.

Hacrosmuii nepeyeHb NpeaHa3HadyeH I YIOJHOMOYEHHBIX OPraHOB rOCYIapCTB —
yieHoB EBpasuiickoro HSKOHOMHMYECKOTO coio3a (Jajgee COOTBETCTBEHHO —
rocyaapcta-uieHsl, Cor3), 3asiBUTENEH U AepiKaTelell perucTpallMOHHBIX YIOCTOBEPEHUN U
BKJIIOUAET B ceOs1 MH(POpPMALMIO O BCIOMOTaTENbHBIX BEIIECTBAX, KOTOPYK HEOOXOIMMO
OTpa3uTh B MapKUPOBKE, a TAKIKE CBEJICHUA, KOTOpbIe cienyeT BKiIounTh B OXJIII u JIB B
OTHOILIEHNH TaKWX BCIIOMOTAaTEIbHBIX BewlecTB. HacTosmmii nepeyeHb HEe MPUMEHSETCS K
BEILECTBAM, UCIIOJIb3yEMbIM B KAUECTBE aKTUBHBIX (papMalleBTUUECKUX CYyOCTaHIUH.

ITox BcrioMoraTenbHbIMU BEIIECTBAMHU, YKA3aHHBIMU B HACTOSLIEM IIEPEYHE, TOHUMAIOTCS
KOMIIOHEHTBI JIEKapCTBEHHOM (OpMBI HE SBIAIONIMECS ACHCTBYIOIIMMHU BeElIECTBAMH,
KOTOPBIE MPUHUMAIOTCS TALIUEHTOM WJIA BBOJATCS EMY.

K TakuM KOMITOHEHTaM OTHOCSATCS B TOM YHCJIE:

KpacUTEIN, KOHCEPBAHTHI, aIbIOBAHTHI, CTA0MIN3aTOPbI, 3aIyCTUTEIH, SMYIbCU(DUKATOPHI
, BKYCOBBIE U apoMaTHYeCKUe JO00aBKU U T. 11.;

KOMIIOHEHTBI, TPEIHA3HAYEHHBIE IS IPOTJIATHIBAHUS UM UHOTO BBEJCHUS MAI[UEHTY;

KOMIIOHEHTBI Hapy>KHOM 000J0YKH JIEKapCTBEHHBIX MPENnapaToB (KarcyJibl, )KeIaTHHOBBIE
KarcCyJbl, peKTaJIbHbIE KATCYJbl U T.1.);

CMECH BCIIOMOTATENIbHBIX BEIIECTB, HAIIPUMED, UCITOJIB3YEMBIE JUIS IIPSIMOTO IPECCOBAHUSA
, WIM B COCTaB€ IUICHOYHOW OOOJOYKM, WM JJIs IOJHMPOBKH IPOTJaThIBAEMOM
JIEKapCTBEHHOM (POPMBIL;

KoppekTopsl pH;

KOMIIOHEHTBI YEPHUJ, UCIOJIb3YEMBIX JIJII MAPKUPOBKU JEKAPCTBEHHBIX (QOpM st
[IEPOPAIBHOTO IIPUMEHEHHS;

PACTBOPUTENM, COJEpPKALIUECSA, K NMPUMEPY, B PACTUTENIBHBIX JKCTPAKTAX WIHU
KOHLIEHTpaTax BUTAMHHOB;

KOMITOHEHTBI, COZEpKaIMecs B CMECH XMMUYECKHA POJICTBEHHBIX BEIIECTB (Hampumep,
KOHCEPBAHTHI).

OcTraTtoyHble IIPOU3BOJCTBEHHBIE INPUMECH, NMPUMECH IEHCTBYIOLIETO BELIECTBA,
OCTaTOYHBIE PACTBOPUTENM, IPOIYKTHI JETPAJALMH U T. JI. HE OTHOCATCS K BCIIOMOTaTEIbHBIM
BELECTBAM.

BcromorarenbHbple BelIeCcTBa B LEJIOM CUYHTAKOTCA MHEPTHBIMU. Hecmorps Ha
KEJATEeIbHOCTh  OTCYTCTBUS Yy  BCIOMOTAaTENbHBIX  BEHIECTB  COOCTBEHHOTO
(apMaKkoJIOruyecKoro JeMCTBUS WM €ro He3HAYUTEIbHOCTh, HEKOTOPHIE U3 HUX 00JIaat0T
NpU3HAHHBIM JleicTBUEM UM 3()¢PeKToM, BO3HUKAIOIIMM TpPU ONpPEIEICHHBIX
o0cTOATENbCTBAX. 3asBUTENIM MNPHU PETUCTPALlMM M JAEP)KATEIH PETUCTPALMOHHBIX
YAOCTOBEPEHUHN MOKHBI OOECIEeYUTh HaAJIekKallee MCIOIb30BaHUE BCIIOMOTAaTENbHBIX
BEILECTB B COCTAaBE JIEKAPCTBEHHBIX IPENAapaToOB, C y4ETOM CBEACHUM, CONEPKALIUXCS B
HACTOSILEM IIEPEYHE.



HaumeHOBaHME BCIIOMOraTeIbHOIO BEIIECTBA, YKA3aHHOI'O B HACTOSIIEM IIEPEUHE,
NOJKHO CcompoBoxaAaTecss HomepoMm "E", ecam TakoBoil mpucBoeH. B MapkupoBke
JOCTATOYHO yKa3zaTh Juilb HoMep "E" mpu yclioBuM TOTO, 4TO MOJHOE HAUMEHOBAHUE U
Homep "E" ykazanel B OXJIII u JIB B pasgenie, B KOTOPOM MEPEUHUCIECH MOJHBIN
Ka4eCTBEHHBIN COCTAB.

[TareHTOBaHHBIE BKYCOBBIE JOOABKU M apOMaTU3aTOPHI JOMYCKAETCS yKa3bIBaTh OOIIEH
¢dbpazoit (Hanpumep, "amenbCHHOBas BKycoBas jo0aBka", "IUTPyCOBBIM apomatuzatop (
oTayika)"), BCE HM3BECTHbIE OCHOBHBIE KOMIIOHEHTHI M KOMIIOHEHTHI, OO0JaaroIime
MPU3HAHHBIM JIeCTBUEM WK 3()PEKTOM, HEOOXOIUMO YKa3bIBaTh OTIEIBHO.

XUMUYECKH MOAU(PUIIMPOBAHHBIE BCIIOMOTATEIbHBIE BEIIECTBA HEOOXOIUMO YKa3bIBaTh
TaK, YTOObI U30€XKaTh MyTaHUIbI C HEMOAU(PUIMPOBAHHBIM BCIIOMOTaTEIbHBIM BEIIECTBOM (
HarpuMmep, "mpeKeTaTHHU3UPOBAHHBIN Kpaxmain').

Heo6xomuMo yka3plBaTh HAMMEHOBaHUSI KOppeKTOopoB pH, a Taxke ux QyHKIUIO MpU
HE00XOAMMOCTH, HAaIPUMeED, "XJIOPOBOAOPOIHASA KUCIIOTA AJis1 Koppekuuu pH".

Heob6xoammo yka3aTh Bce KOMIIOHEHTBI CJIO’KHBIX BCIIOMOTATEIbHBIX BEIIECTB U CMECEid,
npeaBapsisi X o0Iel onucaTeIbHOM XapaKTepUCTUKOW, HAITpUMED, "UepHuiIa, COAEpKalIue X
,'Y, 2". B MapkupoBKe JOIyCKaeTCsl UCIOJIb30BaTh OOIIYIO ONUCATENbHYIO XapaKTEPUCTHUKY,
eciu B OXJIII u JIB mpuBenensl Oosiee moapoOHBIE CBEICHHUA. YKa3bIBAIOTCS BCE
KOMIIOHEHTHI, 00J1a/1al011I1e TPU3HAHHBIM JIeHCTBUEM HIIH 3PHEKTOM.

B rpade 4 tabnuipl HacTosIIEro MnepeuyHs npuBeleHa UHGOpPMALMS O KaKIOM
BCIIOMOT'aTEJIbHOM BELIECTBE, KOTOpas JoJkHA ObITh ykazaHa B JIB. Yka3eiBaemas B OXJIII u
JIB undopmarus nomkHa OBITH SICHOM M TOHSITHOW TamueHTy. B cBs3uW ¢ Tem, 4TO0 y
3asBUTENEN MOTYyT ObITh pasznuuHble GupmenHble ctuin OXJII u JIB, He TpeOyercs
nocioBHo Bkitouarh B OXJIIl u JIB umndpopmanuio ykazanHyioo B rpade 4 TaOIuIlbi
HACTOSIIIEro NepeyHs. 3asBUTEIN BIIpaBe BHIOPATh CBOM COOCTBEHHBIN CTUIIb MTPEACTABICHHUS
ATUX CBEJICHUI NallMeHTaM, HallpuMep, B BUAE MPSAMBIX WM KOCBEHHBIX yKa3zaHHil. MI3MeHsATh
CYTh U 3HaUY€HHE UH(POPMAILIUU HE JAOMYCKAETCH.

Ecnu B coorBercTBuU ¢ Hactosamum nepeudeM B OXJIII u JIB neobxoaumMo npuBecTu
npeaynpexaeHue win nHhopMallMoHHOe yKa3anue, To npu npoureHuu JIB u OXJIII nomkHO
OBITH MOHATHO, YTO ATO YKa3aHHE OOYCIIOBJIEHO HAJUYHEM KOHKPETHOI'O BCIIOMOraTeIbHOTO
BEIIECTBA. Y IMAaIMEHTa HE JIOJYKHO BO3HUKATh HEJAONOHUMAHUS OTHOCHUTEIBHO TOTO,
OTHOCUTCSI JM TPEAYNPEKIACHUE K BCIIOMOTaTEIbHOMY BEIIECTBY WM JIEUCTBYIOLIEMY
BEILIECTBY.

Nudopmanust 06 OTAEIbHBIX BCIIOMOTaTeNIbHBIX BEUIECTBAX, YKA3aHHBIX B HACTOSIIEM
nepeyHe, nojexamas BkiaodeHuro B OXJIIT u JIB, MoXeT OTHOCHUTHCS K HECKOJIbLKUM
pazaenam OXJIIT u JIB (Hanpumep, BIMSHUE Ha CIOCOOHOCTh YIPABJISATh TPAHCIOPTHBIMHU
CpelcTBaMH M pabOTy ¢ MEXaHU3MaMHU, OEPEMEHHOCTD U JIAKTALUs, HEXKENATeJIbHbIE PeaKIun
). B nemsix ynpouenust undopmaruu 8 OXJII u JIB He cnenyer nyOoaupoBaTh 3TH CBEICHUS.
OnHako, 4TOOBI MAlMEHT HE NPOMYCTUJ BaKHbIE W 3HAYUMBIE CBEACHUS, U MOXKET



noTpeOoOBaThCs yKa3aHUE CCBUIOK Ha pa3fiel]l C MNPEeaylpekJIeHUs MU OTHOCHUTEIBHO
BCIIOMOTATENbHBIX BewlecTB B Apyrux pasaenax OXJIII u JIB. Hanpumep, npu Hanuuuum B
COCTaBe JIEKapCTBEHHOTO Ipernapara 3TaHoj]a MOTpeOyeTcsl COOTBETCTBYIONIAsl CChLIKA Ha
pasjien ¢ NpeaynpeKIeHUsIMU B pa3/iefiaX, KacaloluXcsl BIUSHUS Ha CIIOCOOHOCTh YIPABIISTh
TPaHCHOPTHBIMHU CPEACTBAMHU U paboTaTh C MEXaHU3MaMH, OEPEeMEHHOCTH U JIaKTalluH,
CBEJICHH O JETAX U T.J.

Tabnuia HaCTOSIIEro MEePEeUHs COAEPKUT CIIEAYIONIKE rpadbl:

HanMeHOBaHue. HanmeHOBaHHE BCIIOMOTaTEIbHOTO BEIIECTBA YKa3bIBA€TCA Ha
ocHoBaHuu HoMmeHkJatypel MHH unu ®apmakonen Corosza (ecid BO3MOXKHO), BKIIIOYas
Homep "E" (mpu HE0OX0AUMOCTH);

NyTh BBEJEHUS. YKa3aHUE MYTH BBEACHUS HEOOXOAMMO, MOCKOIbKY HMHGOpMAIUs O
0€30MacHOCTH BCIIOMOTATENBHOIO BEIIECTBA 3aBUCUT OT IYTH €ro BBEJEHUs (Hampumep,
CBeJleHUs 0 OpoHXxocma3zMe, 00yCIOBIEHHOM OCH3aJIKOHUS XJIOPUIIOM, 3HAUYUMBI JHUIIb JJIs
pPECIUPATOPHOTO MYTH);

peaeabHOe COAEpKaHUE BCIIOMOTaTEIbHOIO BellecTBa. BenomorarenbHble BEIECTBA
MPOSIBIISIFOT CBOE JIEUCTBUE JIMIIb IPU MPEBBIILIEHUN HEKOTOPO J103bI.

Eciau He yka3zaHO MHOE, TO MPENEIBHOE COAECPKAHUE BCIIOMOTATENIBHOTO BELIECTBA
BBIPAJKEHO B MAaKCUMAJIbHOM CYTOYHOW JI03€ pPaccMaTpUBAEMOrO BCIIOMOTaTEIbHOIO
BEILECTBA B COCTABE JIEKAPCTBEHHOr0 npenapara. [Ipu 3ToM no1 npeaesbHbIM COAepKaHUEM
BCIIOMOTATEJIbHOTO BEIIECTBA IMOHUMAETCS 3HAUYCHUE, PABHOE WJIM MPEBBIIIAIOLIEE TO,
KOTOpO€ HEO0OXOOMMO Il BKIIOUEHMS yka3zaHHbIX cBeaeHud B OXJIII u JIB. Hynesoe
IpeAeIbHOE COAEP)KaHUE BCIIOMOTATEIBHOIO BEIIECTBA O3HAYAET, YTO CBEICHUS CIEAYET
YKa3blBaThb BO BCEX CIIy4YasX HAJIW4YMSA OTOTO BCIIOMOTATENBHOIO BEIIECTBA B COCTABE
JIEKapCTBEHHOT'O IIpenapara;

undopmanus st OXJII u JIB. IlpuBoaumbie CBeACHUS NOIXKHBI ObITh U3JI0KEHBI B
npocToi popme, YeTKO U MOHATHO JJis nanueHTa. [Ipu 3ToM moa cioBocodeTaHueM "Ha 103y
" mompazyMmeBaeTcsl 103a JIEKapCTBEHHOTO npenapara. [[0cKoybKy 03Bl JEKapCTBEHHOTO
npenapara MOryT CUJIbHO BapbHpPOBAaTh, 3asIBUTENSIM HEOOXOIMMO YUHUTHIBATH MAKCUMAJIbHYIO
Pa30BYIO 103y JIEKAPCTBEHHOI'O Mpemnapara, ykazanHyro B pazneine 4.2 OXJII. B gacTHbIX
Clly4asix IPUBOAMTCS BbIpakeHHe "0 X Mr Ha 103y ". B ciaydae ecnu nekapcTBeHHas popma
ABJISIETCA TBEpJOM, Hampumep, TableTKa, Karcyja, CYIMIO3UTOpPH, MOPOIIOK B calle,
1eaecoo0pa3Hee yKa3blBaTh KOJIMYECTBO BCIIOMOIaTeNIbHOTIO BEIIECTBAa Ha TAa0JIETKY, KarcCyy
U T. 1. COOTBETCTBEHHO;

KOMMeHTapuu. TekcT B 3Toil rpade Tabuuipl He MpeaHa3HadyeH AJis naruenta. OH
COJICP’KUT MOSICHEHUSI TEKCTa B MPEAIIECTBYIOMIEH rpade, HeoOX0IUMBbIE ISl KOPPEKTHOTO
yKa3aHUsI 3TOT0 TeKCcTa. B HEKOTOpHIX CilyyasX KOMMEHTapuu, CPOpMYJIHUpPOBAHHBIEC B

JOJKHOM CTHJIE, MOTYT OBITh UCIIOJIb30BaHbI B KauecTBe NnpoTrBonoka3zanuii B OXJIII.

IMMPUJIOKEHUE Ne 2
K TpeOoBaHUSIM K HHCTPYKIIUH



10 MEJUIMHCKOMY ITPUMEHEHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0rmeit
XapaKTEPUCTHKE JIEKapCTBEHHOTO
mpenapara Jyuis MEJULUHCKOTO
MPUMEHEHHS

TPEBOBAHIA

K OIIMCaHUIO COCTaBa MATAINPOBAaHHBIX (KOHBIOTHPOBAHHEIX) 0€IKOB B 00MIEH XapaKTepUCTHKE
JIEKapCTBEHHOTO IIperapaTa, HHCTPYKIMH 10 METUIMHCKOMY IPHMEHEHHUIO (JIMCTKEe-BKJIa/IBIIIE)

Jlnst obecrieueHus: ICHOCTH M €IMHOOOpa3usi B yKa3aHWHM COCTaBa JIEKAPCTBEHHBIX
npemnapaTtoB, JCHCTBYIOIIUM BEIIECTBOM KOTOPBIX SIBJISIOTCS MATUIUPOBAHHBIE (
KOHBIOTMPOBaHHBIE) OENKU, CJIETyeT UCIIOIb30BaTh CICAYIOIINE TEPMUHBI:

"creneHb MoAUUKAIIU" — CpEIHEE YHCIIO (C) MOJIEKYJI TTOJIMMEpPa, CBA3AHHBIX C OCITKOM;
ONpeeIeHHs] MOJIEKYJISIPHOU MacChI:

"GenkoBasi 4acTh JEMCTBYMOIEro BemiecTBa (X)" — MoJeKkyysipHas macca Oelnka,
coJiepKallerocsi B 0€IKOBOM KOHBIOTATE;

"O6enkoBbIi KOHBIOTAT (Y)" — cpeHss olIas MOJIEKyJIsIpHasi Macca KOHBIOTUPOBAHHOTO
0€JIKOBO-ITOJIMMEPHOTO JACHCTBYIOIIETO BEIIECTBA;
"'cBOOOTHBIN OeNoK" — Macca HEKOHBIOTUPOBAHHOTO OeTKa.

Omnpenenenre A03UPOBKU U (PACOBKH JIEKAPCTBEHHBIX MPENapaToB MATUIMPOBAHHBIX (
KOHBIOTUPOBAHHBIX) OEJIKOB OCYILECTBISAECTCS HAa OCHOBE COJEp)KaHUs Oenka, ¢ y4eToM
oO0IIel CTPYKTYPBl MOJIEKYJI.

B uensix HemomnyuieHus myTaHUIbl B OTHOIIEHUU COJAEPKaHUsI CBOOOJHOTO Oelika B
oO1ell XapaKTepUCTHKE JICKAPCTBEHHOT'O Tpernapara ciaeAyeT TOYHO ONMHUCHIBATH COCTaB U
NeficTBHE OEIKOBOT'O KOHBIOraTa.

1. Paznen 2 ("KoimdecTBeHHbIH U Ka9eCTBEHHBIH cocTaB") o0meii XapakTepuCTHKH
JIEKapCTBCHHOI'O pemapara

Paznien momxeH BKIOYATH:

OMMCAaHUE COCTaBa B COOTBETCTBUU C JIO3MPOBKOM, OMpEIEICHHON HAa OCHOBaHUU
KOJINYECTBEHHOTO OINPENCIICHUs, C YETKUM yKa3aHHWEeM Ha TO, UYTO YKa3aHHbIC 3HAUYCHUS
OTHOCSITCS TOJIBKO K COJIEp)KaHHIO Oelka; u

onrcaHue OEJIKOBOTO KOHBIOTaTa B cieayromied dopMmynupoBke: <JledcTByroliee
BEII[ECTBO SIBJIICTCS KOBAJCHTHBIM KOHBIOTATOM [THUIT O€JIKa, MPOU3BOJACTBEHHON CUCTEMBI| C
[Ha3BaHUE MOJMMEpPa, COAEPKAIIErocs B KOHbIOTaTe >,

AKTUBHOCTB ¥ 3()EKTUBHOCTH JIEKAPCTBEHHOTO TIperapara He CIeAyeT CPAaBHUBATH C
JIPYTUMU MBTUIMPOBAHHBIMUA WM HEMATHIIMPOBAHHBIMU O€JTKaMH, OTHOCAIIIMMHUCS K TOM ke
(hapmakoTepaneBTUUECKON rpymime (moapoOoHyo nHGopMaIuio cM. B pazzaene 5.1).



2. Paznen 5.1 ("®apmakoguHaMuIeckue CBOMCTBA") 00Imel XapakTepUCTHKH JIEKAPCTBEHHOTO
mpemnapara.

Crtpykrypy Oelka ciieyeT Onucath CIeayIOIUM 00pa3oM:

<[Tumn Genka] KOHBIOTUPOBAHHBIN C [Ha3BaHUE MOJIUMEPA, COACPIKAIIECTOCS B KOHBIOTATE ]
MIPU 3TOM CTEINEHb 3aMEIICHUsI COCTABJISIET [n Mojed mojnmmepa Ha MoJib Oenka]. OOmas
MOJICKYJISIpHasi Macca COCTaBJIsieT NMpUMEpHO [Y], M3 KOTOPBIX A0JIsI OEIKOBOW dYacTH
COCTAaBJIAECT OKOJIO [ X]>.

Jlanee B 3aBUCUMOCTH OT KOHKPETHOTO CIydasi MOTYT OBITh JJaHBI OMUcaHue u30(hopwm,
CpaBHEHHE MOJISIPHON aKTMBHOCTH KOHBIOTATa W HE3aMEIICHHOro OeJlika, pa3iuydus B
AKTUBHOCTHU B 3aBUCUMOCTH OT U30(hopM | T. 1.

3. Paspen 5.2 ("®apMakoKHHETHISCKHE CBOMCTBA'") 00MIEH XapaKTEepHCTHKH JIEKAPCTBEHHOTO
mpenapara.

[Ipu HEOOXOMUMOCTH JOIMYCKAETCA MPEACTaBUTh CpaBHEHHUE (HapMaKOKHHETHUECKUX
CBOMCTB C HEKOHBIOTUPOBAHHBIM O€JIKOM C MOCJIEAYIOIIUM TMOAPOOHBIM OMUCAHUEM
(hapMaKOKMHETHYECKNX CBOWCTB KOHBIOTaTa. [Ipy Hanmauu 000CHOBAaHMI CIIEyeT MPUBECTH
MoJApoOHOE ONMKUCaHUE MOBEACHUS M30()OPM M CTAOMIBLHOCTU KOHBIOTATOB B €CTECTBEHHBIX
YCIIOBUSIX.

IMPUJIOXKEHHUE Ne 3
K TpeboBaHUSIM K HHCTPYKIIHUU
10 MEAULUHCKOMY MTPUMEHEHUIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEePUCTHKE JIEKapCTBEHHOTO
mpenapara Juis MEJUIUHCKOTO
MPUMEHEHHS

TPEFOBAHUA
K OIMCaHMIO (hapMareBTHYECKUX CBOMCTB BaKIMH B 00IIEll XapaKTEPUCTHKE JIEKAPCTBEHHOTO

mpemnapara ¥ HHCTPYKIJHH 110 MEIUIMHCKOMY IIPHMEHEHHUIO
(MCTKe-BKIIMIBIINE) JIEKAPCTBEHHOTO TIperapara

I. Beenenne u 06s1acTh IpAMEHEHHAS

Hacrosiee npusiokeHue coAep>KUT TpeOOBaHUS MO COJAEPKAHUIO U MPEACTABICHUIO
(dbapMareBTHUYECKNX JaHHBIX B HHpOpManuu o mpemnapare (oOmel XapaKTEepUCTHUKE
JIEKapCTBEHHOTO Tpernapara), €ro MapKUpPOBKE U JIMCTKE-BKJIAJBIIIE Yy BaKIUH s
MEIUIIMHCKOTO TpuMeHeHns. HeoOX0oauMoCTh OTIEeNbHOTO TPWIOKEHUS] OOBSICHICTCS
CJIO)KHOCTHIO MHOTHX aCIEKTOB COCTaBa U KOMIIOHEHTOB BakIMH. Kpome TOro, OHO COAEPKUT
TpeOoBaHusa 1o (opmaTy U coCTaBlieHUIO (HOPMYIHUPOBOK B Mojapasjaenax pasnaenos 4 ("
Knunnueckue nannbie") u 5 ("®apmakomoruueckue cCBOWCTBA") OOIICH XapaKTEpPUCTUKE



JIEKApPCTBEHHOTO Tperapara, KOTOpble UMCIOT HEKOTOPhIE OCOOCHHOCTH, XapaKTepHBIC IS
BaKI[MH.
OcHoBHBIE TpeOOBaHUSA K JIaHHBIM O JICKAPCTBEHHBIX IIpernaparax CoAEp)KaTcs B
OCTJIBHBIX pazzieniax HacTosux TpeOoBaHMil.
3asBUTENSAM CJENYET YYUTHIBATH HACTOSIEE NPUIOKEHUE TMpH Mojaue
PETUCTPAIMOHHOTO JJOChE Ha HOBBIC BAaKIIMHBI, a TAK)KE MPU MOATBEPKIACHUU PETUCTpAIUH (
MepeperucTpalum) 3aperucTpUPOBAHHBIX BaKIIMH.
CrnenuanbHble peKOMEHAIUK 110 MHPOpMAITUK O BaKIIMHAX JJIS MPOMHUIIAKTUKN TPHUIITIA
OyIlyT IPUBEICHBI OTACIIBHO.

1. O6mas xapaKTepUCTHKA JIEKapCTBEHHOTO IIpenapaTa

dapmaleBTUYECKUMU pa3jiesiaMu oO0Iel XapaKTepUCTUKH JICKAPCTBEHHOTO Tpernapara
ABJISIIOTCS pazaenst 1 — 3, 6.1 — 6.6.

K dapmakonornueckuMm M KIMHUYECKUM pasjieslaM, PAaCCMOTPEHHBIM B HACTOSIIEM
MPUJIOKEHUU, OTHOCITCS pa3aensl 4.1 — 4.9 u 5.1 o01ieit XxapakKTEPUCTUKU JIEKAPCTBEHHOTO
npenapara.

1. HaumeHoBaHuME N1E€KapCTBEHHOIO Mpenapara

Ceenenus B pazzene 1 o01ieit XxapakTepruCTUKY JIGKAPCTBEHHOTO MIpernapara Ha BaKIIMHbI
JIOJKHBI pacroyiaraTbCsl B CIEIYIOMIEM MOPSJIKE:

TOProBO€ HAUMEHOBAHUE;

[1o3upoBKal;

JekapcTBeHHas ¢hopMma;

oOLIeNpPUHATOC HAUMEHOBAHKE MIpernapara.

1.1. ToproBoe HauMEeHOBaHHUE JIEKAPCTBEHHOTO TTpEMapara.

J1o pa3paboTku cooTBeTCTBYIOMIETO akTa Coro3a HEOOXOAMMO CIIeJIOBaTh TPEOOBAHHUAM
3aKOHOJIaTeJIbCTBA TOCYIapcTB — wieHoB Coro3a mo BbIOOPY TOPTOBBIX HAUMEHOBAHMI
JIEKapCTBEHHBIX MPEMapaTOB.

1.2. lo3upoBKa.

JlonyckaeTrcst He yKa3bIBaTh JO3UPOBKY, €CIIM OHA HEOUEBUIHA.

1.3. JIekapcTBeHHas popma.

HecMoTtps Ha To uto HacTosimue TpeboBaHUs TOMYCKAlOT HEBKIIOUEHUE JIEKAPCTBEHHON
(dbopMmbI, eclii OHAa HEOYEBMJIHA, NIl BCEX BAKIIMH PEKOMEHIYETCsl €€ yKa3bIBaTb. B memsix
yKa3aHHs JEKApCTBEHHOU (POpPMBI CIETyEeT MCMOIb30BaTh COOTBETCTBYIOIMIMMI CTaHIAPTHBIN
TEPMUH WM KOMOMHAIINIO CTAHAAPTHBIX TEPMUHOB U3 HOMEHKJIATYPBI JIEKAPCTBEHHBIX (PopM,
yTBepxkaaeMon Komuccuen.

Ecnu dopma BeIycka mpeAcTaBIIsSIeT COOOM MpeaBapUTEIIbHO 3aIOJTHECHHBIM IITIPHI] C
BaKIMHOM, KOTOpas MPOJAETCS B PA3IMUYHBIX IEPBUYHBIX YIIAKOBKaX, JEKAPCTBEHHYIO (OpMY
(bopMbl) BEITTyCKa '"MpeABAPUTENHHO 3alOJHEHHBIA MIIPHUI" CJIEAyeT BBIPAXKaTh
UCKIIIOUUTENIBHO B ciienyromiei GpopmynupoBke <[PacTBop, cycneH3us| s MHBEKIUN B



MpEeABAPUTEIILHO 3aMOJHEHHOM IImpuiie™>. Bo BCeX OCTaJIBHBIX Clydasx yKa3bIBaTh
MEPBUYHYIO YITAKOBKY B COCTaBe JIEKAPCTBEHHOM (hOPMBI HE IOy CKAETCHI.

1.4. OOmienpuHATOC HANMECHOBAHHUE BAKITUHBI.

[Ton oOmIenPUHATHIM HAMMEHOBAHUEM CIIETyET MMOHUMATh 3ar0JI0BOK COOTBETCTBYIOIICH
crateu @apmakonen Corosa, yrBepxkaaemoil Komuccueid, ecnu takoBas cymectsyer. Ecnu
cratbss B ®apmakomnee Coro3a OTCYTCTBYyeT, HEOOXOIHWMO CJeIOBaTh CTHJIMCTUKE U
MpeUueJeHTaM COCTaBJIEHHUSI 3arojioBkoB cratein ®apmakomneun Coro3a, BKIOYas
HCIIOJIb30BAaHKME TaKUX CJIOB, Kak "»kuBas", "ancopOupoBanHas" u "Bupocoma', B CKOOKaXx,
€CJIM IPUMEHUMO.

2. KadecTBEHHEIH ¥ KOJTMIECTBEHHEIM COCTaB

OcHOBHBIE CBEICHUS B pasjelie 2 oOliel XapaKTepUCTUKHU JISKAPCTBEHHOTO Ipenapara
JOJIKHBI PAcoJlaraThCs B CIEAYIOIIEM MTOPSIIKE:
KaueCTBEHHOE U KOJIMYECTBEHHOE COJIepKaHue Kaxa0u (papMalieBTUUeCKOW CyOCTaHIINH;
KauyeCTBEHHOE U KOJIMYECTBEHHOE COJIEPKaHUE KaXI0ro albIOBAHTA UJIU aJICOPOEHTA;
CChUJIKAa Ha NIEPEUYEHb BCIIOMOTATEIbHBIX BEIIECTB B paznese 6.1 o01ei XxapakTepucTUKU
JIEKapCTBEHHOTO Ipernapara.
CBeneHus IPUBOAATCA C YUYETOM CIEIYIOMINX TPeOOBAHUMI:
2.1. ®apmarieBTHYECKHE CYOCTaHIINU.
KadecTBeHHBIN M KOJWYECTBEHHBIN COCTAaB MO COJACPKAHUIO (hapMarleBTHYECKUX
cyOcTaHIUi clenyeT, Kak MPaBUilo, BbIpaXXaTh HA €IUHUILY J103bI.
dapmareBTHYeCKHE CyOCTaHIIUY MTOJIMBAJICHTHBIX BaKIIMH JOJDKHBI B Hieaje cle0BaTh B
HNOpSJIKE COOTBETCTBYIOLIEro 3arojoBka crtatbu @Dapmaxornen Coro3a, €cilid TakoBas
cymectByer. OHaKo, eciu (popma BBIITyCKa COCTOUT U3 HECKOJIbKHX MEPBUYHBIX YIAKOBOK
WM KaMep, COCTaB CIIEyeT yKa3bIBaTh Ha IEPBUYHOM yIakoBKe (KaMepe).
B o6mieil xapakTepucTUKe JIEKapCTBEHHOT'O Ipenapara He JOIMYCKAeTCs MCIOIb30BATh
COKpAIlleHHbIE HAUMEHOBaHUs (hapMaIleBTUUECKUX CyOCTaHIMM (BKITFOYasi O€TOK-HOCHUTEIb).
B pasnene 2 o6uieil XxapakTepUCTUKHU JIEKaPCTBEHHOIO Ipernaparta (apMaleBTHYECKUe
cyOCTaHIMM HEOOXOAMMO YyKa3blBaTh B COOTBETCTBHHM C UX OOBIYHBIM OOIIECTIPUHSATHIM
HAaMMEHOBAHUEM WJIM XUMUYECKUM onrcaHueM. [I0CKOJIbKy BaKIIMHHBIE aHTUT€HbI HE UMEIOT
MHH, HanmeHoOBaHue Kaxaou (papMaleBTUYECKOW CyOCTaHUMHU JOJIKHO, HACKOJBKO 3TO
BO3MO>KHO, COOTBETCTBOBAaTh TEPMUHOJOTHHU cTareil @apmakonen Coro3a Ha BaKIMHHbBIE
anTurensl. HanMeHnoBaHnre HepapMaKkoneHbIX apMalieBTUYECKUX CyOCTaHIUKA HEOOXO0AMMO
B HJeaje YyKa3blBaTb B COOTBETCTBHM C €ro (OpMaJIbHbIM JIATUHCKUM (TPEYECKUM)
HAaVMEHOBAaHUEM WJIM B COOTBETCTBHM C 3a00J€BaHHMEM, MOMAJEkKAUUM NPOPUIAKTHKE, C
Y4ETOM HCTOPUYECKHUX M (PapMakOMEeHHBIX MpPEleeHTOB MPUCBOCHUS HAMMEHOBaHUMN
aHAJIOTUYHBIM BaKIUHHBIM AHTUT€HAM.
TakcoHOMHUYECKHE HAaMMEHOBAHUS KJIETOYHBIX MUKPOOPTaHU3MOB CIEAYET BBIACIATH
KypcuBoM. HazBaHusi MUKpOOHBIX POJIOB COKpaliaTh He cieayeT. B HauMeHoBaHUE KaX10TO



aHTUTEeHa OaKTepUil U BUPYCOB, €CIIM MPUMEHHUMO, CJIeAyeT, KaK PABUIIO, BKIIIOYATh IIITAMM,
CEpOTHI WJIM UHOM MOJXOASIINI MOABUA0BOM KiIaccudukarop.

Heobxoaumo ykazaTh CBOWCTBa BCEX HCIOJIb30BAaHHBIX B MPOM3BOJICTBE KIETOYHBIX
CUCTEM U, €ClTM MPUMEHUMO, Ha MCMOJb30BaHue TexHojoruu pekomOunanton JJHK. Tekcr
B O0OLIEH XapaKTEPUCTUKE JIEKAPCTBEHHOT'O MperapaTa U3J1araloT B CIEAYIOIENH peJakiuu: <
noJiyueHa oT KjaeTok XXX [mo TexHojoruu pekomonnantaon JJHK]>.

Hanpumep: <nosydena u3 aumionaHbIX KiaeTok deiaoBeka (MRC-5)>, <mosiydeHa u3
knerok Escherichia coli mo texHomorun pexkombunantHo# /[HK>, <mosydeHa U3 KJIE€TOK
KYPHHBIX SMOPHOHOB>.

CBeneHus 0 KJIIETOYHBIX CUCTEMAX, UCIIOIb30BAHHBIX JIJIsl IPOM3BOICTBA MOJIMBAJIEHTHBIX
BaKI[MH, MOKHO NPEJCTAaBUTh B BUJE CHOCOK B Ipenenax paszena 2. B ocTraibHbIX ciiyyasx
YIIOMHUHAaHUE Mpoliecca MPOU3BOACTBA B HAMMEHOBAHUU (PapMaleBTUUYECKON CyOCTaHIINMU
BaKIIMHBI, KaK MPABUIIO, TOJKHO OBITh OTPAHUYEHO KCIIOIB30BAHUEM CIIEAYIOIIUX TEPMHUHOB:

">KHBas aTTeHyHpoBaHHas" (€ClId BAKIMHBI COAEPKAT KUBbIE MUKPOOPTAHU3MBI)

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

Caenenus o ciocobax aTTeHyalluUH WM MHAKTUBALMK (papMalleBTUYECKON CyOCTaHIINU
IPUBOJUTH HE CIIEYET, €CIM TOJBKO 3TU CBEJCHUS HE TPEOYIOTCS ISl XapaKTepUCTUKU
CBOMCTB (hapMalleBTUYECKOW CyOCTaHIIMHU, HalpUMEp, B CIydae XOJEPHOTO BAKIIMHHOTO
aHTUTeHa, 00paboTaHHOTO (QOopMaIBAECTUIOM (IIOJBEPTHYTOTO BO3JECUCTBUIO BBICOKOU
TEeMIIEPaTyphl).

2.2. AnbroBaHTHI U (WIJIH) aICOPOCHTHI.

Ecnu BakuMHa COAEpKUT aIbIOBAHT WK aJICOPOEHT, €ro HeoOX0AUMO yKa3aTh B pa3jerne
2 ("KauecTBeHHBI M KOJWYECTBEHHBIN cOCTaB'") 0OIIEeH XapaKTepUCTUKU JIEKAPCTBEHHOTO
npenapara. [1o BO3MOKHOCTH ClielyeT UCIoJIb30BaTh HOMEHKIaTypy Papmakonen Corosa, 3a
MCKIIFOYEHHUEM TOT0, YTO BMECTO "alFOMUHUS THAPOKCU, THIPATUPOBAHHBIN, ISl a1COPOLIMH
" momyckaercs yKa3blBaTh "allOMUHUS TUIPOKCUT, TUAPATUPOBAHHBIN".

CoenuHeHus amOMUHUA, KaK MPaBUIIO, SABISIOTCA afcopOeHtamu. KonnuecTBeHHOE
COJIepKaHUE COEIMHEHUM aJOMHHHUS HEOOXOIUMO YKa3bIBATh 110 KOJIMYECTBY aIOMHUHHMS B
703e€.

JI71sl NOMMBaJIEHTHBIX BaKIIUH B OCOOEHHOCTH, a TAKXKE JIJIs1 MOHOBAJIEHTHBIX BaKLUH, €CIIH
TO YIOOHO, KAadyeCTBEHHbIE M KOJWYECTBEHHBbIE [aHHBIE 00 aabloBaHTax u (WJH)
afcopOeHTaX MOXHO TMPEACTaBUTh B BHUAE CHOCKHU(OK) B mpejenax pasjena 2 ooOuiei
XapaKTEPUCTUKU JIEKapCTBEHHOTO IIpenapara.

B oO1weit xapakTepucTuke JIEKapCTBEHHOTO MpernapaTa U JIMCTKEe-BKIIAbIIIE HE CIEeTYEeT
MCIIOJIb30BaTh COKPAIEHHBIE HAMMEHOBAHMS abIOBAaHTOB (aICOPOCHTOB), COKpAICHUS
JIOMYCKAIOTCSl HA MapKUPOBKE MPHU HEXBATKE MECTAa MPU TOM YCJIOBHUH, UTO Jt0OOE Takoe
CokpaleHue O0yaeT pacmudpoBaHo B paszjaene 2 oOmiell XapaKTepUCTHKHU JEKapCTBEHHOTO
npernapara.

2.3. MHOro103HbI€ MPENAPATHI.



"

Jl1s1 MHOTOJIO3HOTO TIpernapara HeoOX0AUMO TPEAyCMOTPETh CIEAYIoIIee yKa3aHue:
Konretinep aBnsercs mHOron03HpIM. KoniecTBo 103 BO ()J1akoHE yKa3aHo B pazzaeie 6.5".
2.4. CcbllKa Ha IEPEYECHb BCIIOMOTaTEIbHbIX BEMIECTB.

B koHiie paznena HeoOX0AUMO MPETyCMOTPETh CIECNYIOMMN TeKCT: <IlogHbIH mepedeHp
BCIIOMOTraTebHbIX BELIECTB IIPUBEJAEH B paszjaeiae 6.1>.

3. JIekapcTBeHHas popMma

VYkazanue nexkapcTBeHHON (popMbI B pazjese 3 o01iei XxapakTepuCTUKU JEKapCTBEHHOTO
mpemnapaTta JOKHO COBMaJaTh C TaKOBBIM B pazjaene | oOmeill XapakTepUCTHKH
JIEKapCTBEHHOTO Ipernapara.

DTOT pa3ziesl JOJIKEH COAEpKaTh OMUCAHUE MpernapaTa, KOTOPbI MOCTYIUT B MPOJAKY.

4. KimHn4ueckue TaHHbIC

4.1. [Toka3zaHus K MPUMEHEHUIO.

[TokazaHue Kk MPUMEHEHUIO JTOJKHO, KaK MMPAaBUJIO, OXBAThIBATh:

3a0oJieBaHus, Mojiexanue npopuiakTuke (BKJIOYasi KOHKPETHBIE BUJIbI OPTaHU3MOB,
€CJIM IPUMEHUMO );
MUHUMAJIbHBIN JOMYCTUMBIA JIJIE MPUMEHEHUsI BO3pacT (Hampumep, MIAJICHIbI C 2-
MECSIMHOTO BO3paCTa);
COOTBETCTBYIOIIME BO3PACTHBIE KaTEropuu (Harpumep, HOBOPOXKICHHBIC, MJIAJICHIIbI,
JI€TU, TIOJIPOCTKH, B3POCIIBIE);

MaKCHUMAJIbHO JOIYCTHUMBIN BO3pacT, €CJIM TaKOE€ OTPAaHUYCHHE 11€JIECO00pa3HO, UCXO IS

13 TakuX (PaKTOPOB, KaK SIMUAEMHUOJIOTHS 3a00JICBaHUS WK COJIEP’)KAaHNE AaHTUTECHA B BAaKIIMHE

MoxeT Takke MOTpeOOBaThCS yKa3aHUE KOHKPETHBIX MOMYJISIUN NAalUEeHTOB, IS
KOTOpPbIX NOAXOJMT BaklMHA (HampuMep, HEBAKUMHUPOBAHHBIE, MEPBUYHO
BAKIIMHUPOBAHHbIEC, HaXOJslIMecsd B rpymne pucka). [lomynsuuu, KOTOpPbIM BakKIMHA HE
MIOAXOJUT, KaK IIPABUIIO, CIIEAYET IIEPEYUCIIAT B IPYTUX pa3eiax.

4.2. Pexxum 103upOBaHUs U CIOCO0 TPUMEHEHHS.

4.2.1. Pexxum 103UpOBAHMUSL.

Ecnu npumenumo, B JaHHOM pa3jiese HeoOX0UMO YETKO ONUCATh U pa3JeNuTh 103bl U
CXEMbI IEPBUYHON M OyCTEpHON BakLMHAIMI. PekoMeHaauu B UeI0M JOJKHBI CONEPKATh
MH(POPMAIMI0 O MUHUMAJIbHOM BO3pacTe B MOMEHT BBEJECHUS MEPBOM J03bl, MUHUMAJIbHBIN
MHTEpPBAJI JO3UPOBAHNS U MUHUMAJIBHBIA UHTEPBAJ MEKY IMOCIEIHEN 10301 U3 IEPBUYHON
CepUM U MepBor (U, BO3MOXKHO, TOCIEAYIONUX) OyCTepHOI 10301, KOTOPbIE U3y4aluCh B
KIIMHUYECKHUX MUCCIIEOBAHUSIX.

Jlis OONBIIMHCTBA BaKUWH, MPEAHA3HAUCHHBIX JJI MJIAJCHIEB, U JJi1 OOJbIINHCTBA
OyCTepHBIX AHTHUT'€HOB, PYTUHHO BBOJAMMBIX B MJAJEHYECKOM BO3pacTe, MOTpedyercs
BKJIIOUUTH OOIIee yKa3zaHHE OTHOCHTEIbHO HEOOXOJUMOCTH CJEeNOBaHUA O(PUIHATHHBIM
pPEKOMEHJAIUsAM 10 KOHKPETHOMY CPOKY BBEJICHHS.



MoryT norpeboBaThCsi OTAEIbHBIE PEKOMEHAAIMH IO 103aM M CXEME BBEJICHUS IS
Pa3IMYHBIX BO3PACTHBIX TPYMI WM MOMYJSIUN, ONpenensieMblX M0 IPYTruM mapamerpam (
HaIlpUMepP, UMMYHO/IETIPECCUBHBIX JIULT).

[{enecooOpa3HO yka3bIBaTh HA BO3MOXKHYIO B3aMMO3aMEHIEMOCTh BaKIIUH BHYTPH CXEMBI.
4.2.2. Ilyts BBEACHUS.
HeoOxoaumo ykaszath myTh BBEICHUS (HAPUMED, BHYTPb, B/M).
Heobxoanmo yka3aTh yTh BBEICHHUSI HHBEKIIMOHHBIX BAKIMH, JKEJIATEIbHO C YKa3aHUEM
MecTa NMPEANOYTUTEIBHOIO BBEICHUS (HAIIpUMeEp, A€IbTOBHU/IHAS MBIIIIIA).
K Ba)XHBIM OTHOCATCS CIEAYIOIINE YKA3aHU:
<TosbKo 1 IpueMa BHYTpPb, HE 11 HHbEKIIHOHHOI'O BBEJICHUA;
<He BBOAHUTH B COCYJUCTOE PYCJIO™>;
<Ilonko;xHo€ BBEJECHHE JOIMYCKAaeTCsd B HCKIIOYHUTEIbHBIX CIY4YasX MHAalHEHTaM C
TpOMOOLUTONEHHEH HJIH HApyIIeHHAMH remocrtasa. JItoOble naHHbIE 110 0€3011aCHOCTH H
HMMYHHOMY OTBETY MPH TaKOM BBEJICHHH CJIEAYET IPUBECTH B pazzeiie 4.4.>.
4.3. ITpoTuBONOKAa3aHUs.
[IpoTuBomoka3aHus, Kak TMpPaBUiI0, OTrPAHUYMBAIOTCS aOCOIIOTHBIMU
IIPOTHUBOIIOKA3aHUSAMH, KOTOPBIE UMEIOT MECTO HA MOMEHT BBEJICHHUS.
Heo0xoanmo, kak MUHUMYM, YKa3aTh CJIETyIOLIEE:
<[ToproBoe HanMMeHOBaHHE| HE CIEAYET BBOJAUTH JHULIAM C H3BECTHOMU
TUIIEPYYBCTBUTEIBHOCTBIO K TF0OOMY KOMIIOHEHTY BaKIIMHbBL>;
<ITogoGHO ApyruM BaKlMHAM, BBEJCHHE [TOPrOBOE HaUMEHOBAHUE]| JHUIIAM C OCTPBIMU
TSKEIJIBIMU JIMXOPAIOYHBIMU 3a00JI€BAaHUSIMU CIIEAYET OTIIOKUTH>.
4.4. OcoOble yKa3zaHHs U MEphI MPEJOCTOPOKHOCTH MPU TPUMEHEHUU.
Ecnu 310 npruMEeHNMO, IPUBOAATCS CIAEAYOIINE YACTO BCTPEUYAIOIIUECS YKA3aHUS:
<Ilogqo6bHO BceM HHBEKLIHOHHBIM BAaKIMHAM, IPH BO3HHUKHOBEHHUH PEIKO
BCTpEYarolerocs Mocje BBEACHHA BaKIHHbI aHA(HIAKTHUECKOIO SBJICHHS HEO0OXOJHMO
Bcersla pacnoJjaratb BO3MOKHOCTBIO OKa3aHHS MEIUIMHCKOH MOMOIIH H OCYLIECTBJICHHS
HaOIIoIeHHS™>;

<[ToproBoe HamMEHOBaHHE| HH MpPH KAaKHX CJOy4asdXx HE JOILYCKAeTCs BBOJHUTH B

COCYQHCTOE PYCI0~>;

<B npouecce npou3BoACTBa JAHHOIO MpeNnapaTta HCI0JIb30BAJICSI THOMEPCAl, B TOTOBOM
npenapate MOryT COXPaHATHCS €r0 OCTATOYHOE COJEPKAHHUE, BCJIECACTBHE YEro MOILYT
BO3HHUKATh PEaKIHH CCHCHOMIH3ALIUH>;

<Iloao6HO ocTabHBIM BAKIIMHAM, 3aIIUTHBIH HMMYHHbBIH OTBET MOKET BO3HUKATh HE Y
BCEX BAKIJHHHUPYEMBIX JIHI]>.

B nanHOM paszene Takxe JOIyCKaeTCs ONUCHIBATD:
HEJIOCTAaTOYHYI0 MPOQUIAKTUYECKYI0 3((PEKTUBHOCTh HIHM OTPAHUYCHHYIO

NEPEKPECTHYIO MPODUIAKTHUECKYIO 3((HEKTUBHOCTh B OTHOIIEHUU IITAMMOB UM CEPOTUIIOB
, HE BKJIFOUCHHBIX B BaKIIMHY;



CUTyalll{, HallpUMep, BBEJICHUE JIUIAaM, HaXOSAIMIMMCS B UHKYOAllMOHHOH (ase, uiu
NOMYJIALMK (HAapUMEDP, TMOXKUJIbIE), Y KOTOPhIX 3((HEKTUBHOCTh BaKIIMHbI HE U3yYanach U B
LIEJIOM HE 0’KMJIAeTCS;

(bakTOphl, KOTOPBIE XapaKTEPHBI JIJIs1 HAPYIIEHHOTO UMMYHHOI'O OTBETA.

B OoTHOIIEHUM XHUBBIX aTTEHYHUPOBAHHBIX BAKIIMH HEOOXOIUMO OMHUCATh BO3MOYKHOCTh
nepeJayrd BaKUMHHBIX IITAMMOB, @ TakK€ BO3MOXHOCTb PEBEPCUM BUPYJIEHTHOCTH WU
peaccopTaluu ¢ MTaMMaMH IUKOrO THIA.

4.5. B3auMojeiicTBHE C NPYTHUMU JIEKAPCTBEHHBIMU TIpenapaTtaMu U Japyrue Gopmbl
B3aUMOJICHCTBUS.

B nanHom paznene HEOOXOAMMO YETKO pa3rpaHUYUTh YKa3aHUs MO OJHOBPEMEHHOMY
BBEJCHUIO, OCHOBAHHbIE HAa KJIMHUYECKUX JAHHBIX, OT TaKUX yKa3aHWUW, OCHOBAHHBIX Ha
oOIIMX MpUHLHKIAX. B 11e70M y/I0BI€TBOPUTENbHbBIE JaHHBIC, OJYyYEHHBIE IO pe3ybTaTaM
OJIHOBPEMEHHOI'0 BBEJICHUS PENPE3CHTATUBHON BaKIIMHBI OMPEEICHHOr0 THMa (HarmpuMmep,
KOMOMHUPOBAHUE BAaKIMHBI 7151 TPOPUIAKTUKU TU(PTEpUH, CTOJIOHAKA, KOKIIIOIIA U BAKIIUHBI
C IPYTMMU aHTUTEHAMHU C OJTHOM M3 HaXOMSIIMXCS Ha PHIHKE BAKIMH ISl TPOPUIAKTUKU
KOPH, SMUJEMUYECKOT0 MapOTUTa U KPACHYXH), TOJKHBI CITY’KUTh B KAUYECTBE 00OCHOBAHUS
00IIero yKa3aHus 1o OJHOBPEMEHHOMY BBEACHHUIO.

HeobxoauMo onucarh KIMHUYECKHA BaXKHYIO M MOTEHUUAIBbHO KIMHUYECKH BAKHYIO
UMMYHHYIO UHTEPPEPECHITUH.

Heo6xoauMo yka3aTh Ha OTCYTCTBHE JAHHBIX 00 OJHOBPEMEHHOM BBEJIEHUM BMECTE C
BAKLIMHOW ONPEAEIICHHOTO THUIIA, €CJIM BEPOSATHOCTH OJHOBPEMEHHOI'O BBEJIECHHS C HEH
BBICOKA.

[Toaxoasmiye yacTo BCTpeyaroluecs yKa3aHus:

<V nanumeHTOB, MOJy4arolmMX HMMYHOJAENPECCHBHYI TEPAIHIO, H IALHEHTOB C

HMMYHOJE(QHUIIUTOM MOKET HE pa3BUThCS JOCTATOYHbIH HMMYHHBIH OTBET>;

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

<IIpu He0O6XOAUMOCTH HEMEJIEHHOI O 00€ecrIeYeHHS 3aIlUThI, [TOproBoe HAUMEHOBAaHHE |
JOIMYyCKAaeTCs BBOAUTh BMECTE C [HOPMAJIBHBIM, X-CHICH(PHUIHBIM] HMMYHOIJIOOYTHHOM.
BBenenue [ToproBoe HAHMEHOBAaHHE | H HMMYHOITIOOYJIHHA CJIEYET OCYIIIECTBJIATh B pa3HbIe
KOHEYHOCTH".

4.6. @epTUIBLHOCTH, 0EPEMEHHOCTH U KOPMJIEHUE TPYIbIO.

JIJist BakKIuH, KOTOpbIe OyAyT BBOJUTHCA UCKIIOUUTEIBHO B IIpemyOepTaTHOM BO3pacTe,
JOCTaTOYHO yKa3aTh:

<[ToproBoe HaMMEHOBaHKE| HE TIPEIHAZHAYEHO /JIs1 B3pOCIHbIX. J[aHHBIE O MPUMEHEHUH
BO BpeMsi OEpEeMEHHOCTH U JIaKTallMU y YeJIOBEKa, a TaKkKe Pe3yJbTaThl PernpoyKTUBHBIX
UCCJIEAOBAHUMN Y )KUBOTHBIX OTCYTCTBYIOT>.

JIns BakuuWH, MpegHa3HAYeHHBIX JUIS JIUL JETOPOJHOTO BO3pacTa, B JAHHOM pa3zjiesie
HEO0OXO0IUMO ONMKCATh UMEIOIIUICS JOKIMHUYECKUN U KIMHUYECKHUH OIBIT.

JIJ1s1 ”HAKTUBUPOBAHHBIX BAKIMH 1€JIECO00PA3HO MPUBECTHU CIEAYIOLIYI0 PEKOMEHAALMIO:



<Ilogob6HO ApyrMM HHAKTHBHPOBAHHBIM BaKLHHAM, BpeJ JUIA II0JAa HE OXHAACTCA.
OnHako, [ToproBoe HaHMEHOBaHHE]| caeayeT NMPUMEHATh BO BpeMSA O0€peMEeHHOCTH TOJIbKO
MIpH ABHOM PHCKE HH(DHIIUPOBAHHI>.

JKuBble aTTeHyHpOBAHHBIE BAaKIIMHBI, KaK MPaBUIO, TPOTUBOIMOKA3aHbl BO BpPEMs
o6epemenHoctd. OIHAKO €ClM BaKLUMHA SIBISETCS XOPOIIO HM3YUYEHHBIM IMpenapaToM, B
OTHOILIEHUH KOTOPOTO HAKOIUIEH JOKYMEHTHPOBAHHBIN OMNBIT, UHOTIa IOCTaTOYHO yKa3aTh O
HellenecooOpa3HOCTH BaKLMHALMK BO BpeMs OEpEeMEHHOCTH B OTCYTCTBHM SBHOU
HEOOXOIUMOCTH.

JIJ1si ”THAKTUBUPOBAHHBIX BAKI[UH B OTHOIIEHUH JaKTAlUUU MPU OTCYTCTBUU JAHHBIX, KaK
IIPaBUJIO, YKa3bIBAKOT:

<BiusgHue Ha JAeTeH, HaXOAAIUXCA HA TPYJHOM BCKapMJIMBAHHH, BBEJIEHHE [TOProBoe
HanMEHOBaHHE| X MaTepsM, HE H3y4aJlOCh>.

Pexomenganum B OTHOIIEHUH >KUBBIX aTTEHYMPOBAHHBIX BAaKLIHMH COCTaBISIOTCA B
WHIUBUYyAJIbBHOM MOPSIJIKE.

4.7. BnusHue Ha CIOCOOHOCTH YNPABIATh TPAHCIIOPTHBIMU CPEJICTBAMU U pabOTaTh C
MEXaHU3MaMH.

JUis BakUMH, KOTOpble OyyT BBOAUTHCS UCKIIOUUTEIBHO B MpenyOepTaTHOM BO3pacTe,
JOCTaTOYHO yKa3aTh:

<[ToproBoe HauMeHOBaHHE| HE MPEIHA3ZHAYCHO /I B3POCIbIX>,

[IpuBonATCS CTaHAAPTHBIE PEKOMEHIAIIMHN, €CIIM BAKIIMHA MPEIHA3HAYEHA B3POCIIBIM.
4.8. HexxenarenbHble peakiuy.

Hekotopsie ocoObie peKkOMeH Ay AJIs BaKIUH:

JAHHBIE O MECTHBIX U CUCTEMHBIX PEAKLUSAX;

ocoOble 3aMeuaHuss 00 ONpEeNIEeJICHHBIX HEKeJaTeIbHbIX JIEKaPCTBEHHBIX peakiusax (
HaIpuMep, JUX0pajaka, GeOpuibHbIE CYyJJOPOTH);

He)KeJlaTeIbHbIE JICKAPCTBEHHBIE PEAKIIMHM U YacTOTa UX BOSHUKHOBEHUS, pa3OuTas 1o
BO3PACTHBIM TpYIIaM, YUCIO 103, aHaMHE3 BaKIMHAIMHU, BO3HUKIINE B KIMHUYECKHUX
HCCJIEIOBAHMSX U MO pe3yJIbTaTaM NOCTPErUCTPALIMOHHOTO HAOJIIOICHHS;

ocoOble yKa3aHHsl O JIIOOOM MOBBIIIEHUH YacCTOThl BOBHHUKHOBEHUSI HEXeEJIAaTeIbHBIX
JEKapCTBEHHBIX PEAaKUUH, OTMEYABUIMXCS MPH OJHOBPEMEHHOM BBEJAECHUU C APYTUMH
BaKI[MHAMH.
4.9. Ilepeno3upoBka.
Heobxoanmo onucaTh BeCh MMEIOIIMIACS OTBIT epeio3upoBKu. [lenecoobpa3Ho ykasarts,
YTO TNEepeaOo3UpPOBKA MaJOBEpOsATHA TMpUu JaHHOW (opme BhIMycka (Hampumep,
IIPEIBAPUTEIBHO 3AII0JIHEHHBIN INPULT).

5. ®apMaKOIOTrHIECKHE CBOMCTBA

5.1. ®apMakoIMHAMUYECKUE CBOMCTBA.



B nmanHoM paszgerne HeoOXOAMMO KpaTKO O0OONIUTH (HampuMep, B BHUJIEC TAOJHIIHI)
HanOoJsiee 3HAYMMbIE WMMYHOJOTHYECKHE JaHHbIe (MCIONBb3ys Hambolee 3HAUYUMbIe
nmapaMeTphbl) U BC€ BaJIMHBIC OIIEHKH JKCIepuMeHTanbHOU d(ddexktuBHOCTH (efficacy) u
peansHOM d(pdexkTuBHOCTHU (effectiveness) (¢ yueToM HEOCTATKOB OTHOCUTEIIBHO MOMYJISIIUH
, Y KOTOpoH oHHM omnpenensiuck). [Ipy HEoOXOAMMOCTH JaHHBIE cleayeT pa3OuTh Ha
NEPBUYHBIE CEPUU BaKIMHAIMK U OyCTEPHYIO BaKI[MHAIIMIO, IO BO3PACTHBIM I'PYIIAM HIIHA
ApyruMm pakTopam (HarpuMmep, MIMMYHOIEIIPECCHS).

B pasnen nomyckaercst BKIIOYUThH CBEJIEHUS 00 yCTAaHOBICHHOM WIIW MPEANOIaraeMom
MMMYHOJIOTHYECKOM KOppeNaTe MpopUIaKTHKH.

6. ®apManeBTHIECKHE CBEIECHUA

6.1. [Iepedyenb BCrioMOraTebHBIX BEUIECTB.

BcnoMorarenbHble BElecTBa HEOOX0JUMO IEPEUNCIUTh B COOTBETCTBUU C HACTOSIIUMU
TpeOoBanusIMU, UCIIONB3YSI COOTBETCTBYIOIIUE OOIIENPUHAThIE HauMeHOoBaHus. [lomo6HO
BCEM BCIIOMOraTe/IbHbIM BEIIECTBAM KOHCEpPBaHTHI B paznene 6.1 ciaegyeTr ykas3bpIBaTh
KayeCTBEHHO, a HE KOJMYECTBEHHO.

B pasgene 6.1 He ciegyeT mepeyucisATh OCTATOYHOE COJEpPKAHHE pPEaKTHBOB,
WCIIOJB30BAaHHBIX IIPU Mpou3BOACTBE. OJHAKO OIpPEAEICHHBIE OCTAaTOYHBIE IPUMECH,
HampuMep, MPUMECH AHTUOMOTHUKOB WJIM HWHBIX MPOTHUBOMUKPOOHBIX MpEnapaTos,
HCIMOJIb30BAaHHBIX B TMPOU3BOJICTBE M M3BECTHBIX CBOMMHU aJUIEPT€HHBIMU CBOMCTBAaMHU,
CIIOCOOHBIMU BBI3BIBATh HEXKENATEIbHbIE PEaKLIUU, JOMYCKAETCs YKa3bIBaTh B paszzeine 4.3.

BcenomorarenbHble BemiecTBa BaKIIUH, (POPMOI BBITYCKa KOTOPBIX SIBISETCS HECKOJIBKO
NEePBUYHBIX YMAKOBOK WJM IIMPHUIBI C JABOWHOW KaMepoW, HEOOXOJAMMO YyKa3aTh Ha
NEPBUYHYIO YIIAKOBKY WJIM Ha KaMepy.

B o0mieit xapakTepucTuke JTE€KapCTBEHHOTO IMpernapara U JUCTKEe-BKJIAJbIINIE HE
JOMYCKAeTCsd MCIOJIb30BaTh COKPAUIEHHbIE HAaWMMEHOBAHUS BCIIOMOIaTEIbHBIX BELIECTB.
OnHako MpU HEXBATKE MECTa COKpAIICHHbIE HAMMEHOBAHUSI BCIIOMOTATEIbHBIX BEIIECTB
JOTYCKAeTCsl yKa3bIBaTh B MAPKUPOBKE MPHU YCIOBUH, UTO OHU paciiu@poBaHbl B pazzene 6.1.

B pasnene 6.1 He cneayeT yka3blBaTh aIbIOBAaHTHI U aAcOpOeHThl. OAHAKO, €CIU ATH
MaTepHuaibl MPUCYTCTBYIOT B BaKIMHE, JAHHBIN pa3fien AOJIKEH COAEpP’KaTh CChUIKY Ha MX
yKa3aHHE B pasznene 2.

6.2. HecoBMECTUMOCTD.

B paznene 6.2 cnenyer ykasbiBaTh JIMIIL CBEICHUSA O (papMarleBTUUYECKOM (TO €CTh
(U3UYECKOM, XUMUIECKON 1 OMOJIOTHYECKOM ) HECOBMECTUMOCTH.

Heo6xoauMo nmpuBeCTH COOTBETCTBYIOIIEE CTAHAAPTHOE yKa3aHue, a UMeHHo: <He
NPUMEHUMO>, <B OTCYTCTBHHU pE3YJIbTATOB HCCJIECAOBAHHUIH COBMECTHMOCTH BAKIIHHY HE
caenyer CMelIUuBaTh ¢ APYTHMH JIEKapCTBEHHBIMHU TIpernapaTtaMu™> Hiu <BakiuHy He cieayeT
CMEIIUBATH C APYTHMH JIEKAPCTBEHHBIMHU MPEMAPATAMH, 34 UCKIIOYCHHEM YIOMSHYTHIX B
paszaeie 6.6>.



dapMakoI0rHuecKy0 HECOBMECTUMOCTh BAaKIIMHbBI, HAIIPUMEDP, in ViVo, B3aUMOACHCTBUS
C IpYyTUMH JIEKAPCTBEHHBIMU MTpenapaTaMy UM MUIIEH, ONUChIBaTh B pa3jene 6.2 He claeayer
, IOCKOJIbKY OHA OTHOCHUTCS K KIIMHUYECKOM 4acTu oOIIeil XapaKTepUCTUKH JIEKAPCTBEHHOTO
npernapara.

6.3. Cpok roAHOCTH.

VYkazaHue cpoka roJJHOCTH JIOJPKHO COOTBETCTBOBATh HACTOSIIMM TpeOoBaHUSM U aKTaMm,
BxomsamuM B mpaBo Coro3a, MO YKa3aHHUIO CPOKOB T'OJHOCTH HEBOCCTAHOBIIEHHBIX M
BOCCTaHOBJICHHBIX BaKIUH (TIPH HEOOXOIUMOCTH).

6.4. Oco0Oble yka3aHus IO XpaHEHHUIO.

VYkazaHue Mep NpeJoCTOPOKHOCTH IO XPAHEHHIO JOJIKHO COOTBETCTBOBATH HACTOSIIIMM
TpeOGoBaHusMU U JPYrUM CBsi3aHHBIM TpeboBanusM Coro3a.

6.5. Xapakrtep U coaep>KMMO€e NEPBUYHON YIaKOBKHU

VYkazaHue xapakrepa U COACPKUMOI0 NEPBUYHON YIMAKOBKHU JOKHO COOTBETCTBOBATH
HacTosiMM TpeboBaHUAM U APYTUM aKTaM, BXOAAIMM B ipaBo Coro3a.

Heob6xoammo ykazaTh KOJIMYECTBO 703 MHOTO/I03HBIX MPENapaToB BO (IaKOHE.

6.6. IHCTpyKLIMH 110 TPUMEHEHUIO, pa00Te < YHUUYTOKEHHIO>.

Ecnm BakuuHa IOJJIEKUT BOCCTAHOBJIEHMIO, ONHMCAHHWE €€ BHEIIHEr0 BHUIA 110
BOCCTAHOBJICHUS MPUBOJUTCS B pa3fene 3, TOrjJa Kak OMHCAHME €€ BHEIIHEro BUa IOocCiie
BOCCTaHOBJICHUS — B pazjeie 6.6.

Jjist Bcex BakLMH HEOOXOJUMO TaKkKe MPUBECTU YKa3aHHE O HEOOXOJAMMOCTU MPOBEPKU
BHEIITHETO BHJA TpernapaTta mnepea BBeneHueM. [Ipm HEoOXOAMMOCTH CleyeT MPUBECTH
JIOTIOTHUTENIbHBIE UHCTPYKIIHH.

B paznene 6.6 HeoOX0QUMO NPUBECTU CBEICHUS, HECOOXOAUMBIE NIl paOOTHHKA alTEeKU
WIM WHOTO MEIMIIMHCKOro pabOTHHMKA MO NPUTOTOBJIEHUIO Ipernapara K BBEICHUIO
BakUMHUpyeMoMy Juny. OJHaKo CBeAeHHUs, HEOOXOIMMBbIE MJisi Bpaya WJIM HHOIO
MEIUIMHCKOTO pabOTHHKA JUIs BBEJEHUS IpernapaTa BaKIUHUPYEMOMY JIUILy, B pa3zeine 6.6
YKa3bIBaTh HE JOMYCKAETCS, MOCKOIbKY 3TH CBEIACHUS JOJKHBI COAEPKATHCS B KIIMHUYECKUX
pazaenax OXJIIL.

B oTHOmIEHNM KUBBIX BaKIIMH HEOOXOIMMO MO MEHbIIIEH Mepe MPUBECTH YKa3aHHE Ha
HEOOXOJIMMOCTh YHHUUTOXXEHHS IIpernapara, MaTepuajioB, BCTYNABIIMX B KOHTAaKT C
npernapaToM u (WJIh) OTXOA0B, B COOTBETCTBUU C TPEOOBAHUAMU TOCyAapCTB — WwieHOB Coro3a
M0 HaAJIeXKAlIeMy YHUUYTOXEHUIO TAKMX MaTEPHAIIOB.

B oTHOmIEeHNNM MHAKTUBUPOBAHHBIX BAKIIMH HEOOXOJAMMO, KAK MUHMMYM, MPUBECTH
yKa3aHHE O TOM, YTO CJIEAYyeT YTUJIM3UPOBATh HEHUCIOJb30BAHHYIO BAKIMHY U OTXOMbI,
COTJIACHO TpPEeOOBAaHMSM 3aKOHOJATENbCTBA TOCYIApPCTB — WIEHOB EBpa3uiickoro
HKOHOMHUYECKOTO COI03a.

II. Conenuansabie TpeOOBaHUA K MAPKHPOBKE BAKIIWH



Hactosimue TpebGoBanus u 1mabiIoHBI, a Takke TpeOOBaHUS K MapKHUPOBKE
JIEKapCTBEHHBIX CPEJICTB COMEpkKaT YKa3aHUs 110 MapkupoBke. OHAKO B OTHOIIEHUN BaKITUH
HE0OXO0MMO TPUHUMATH BO BHUMAHHUE CJIEAYIONINE JOTOTHUTEIbHBIE TPEOOBAHUS.

1. Bropu4Has ymakoBKka

B nensx ykazanus papmaneBTuyeckux cyOcTaHIui GpapMaleBTUYECKUe CyOCTaHIIMK U
aAbIOBAHT WJIM aJACcOpOEHT (NpU HaJM4YUM) HEOOXOAMMO OTpPa3UTh Kaue€CTBEHHO W
KOJINYECTBEHHO Ha €MHUILY J03bl B COOTBETCTBHUM € pasnesioM 2 OXIJIII, 3a nckntroueHnem
CJIy4aeB HEJOCTATOYHOCTH MECTA, IPU KOTOPBIX JOIYCKAETCS UCIOIb30BATh COKPALEHHBIE
HAaVMEHOBAaHUS OINPEJEICHHBIX aJbIOBAHTOB U aJCOPOEHTOB, €CIIM OHU paclIi(PpoBaHbI B
OXJIII.

Heo6xonumo yka3piBaTh KOJMYECTBO J03 MHOTOJO3HBIX NMPENAPATOB B MEPBUYHBIX
ynakoBKax (KoHTelHepax). Ha BTOpuyHOI yriakoBKe JOMYCKAETCsl HE YKa3bIBATh CBEACHUS O
KJIETOYHBIX CUCTEMAX, UCIOJIb30BAaHHBIX B KaU€CTBE IIPOU3BOJICTBEHHBIX cyOcTpaToB. Ci10BO
"MUKpOTpaMMBbI', Kak NIpPaBUIO, CIEAYET YKa3blBaTb B MAapKHUPOBKE IIOJHOCTBIO, 3a
UCKJIFOUEHHEM CIIy4YaeB 3HAYUTEIbHOM HEAOCTATOYHOCTH MECTA, IIPU KOTOPBIX JOILyCTHMO
yKa3blBaTh "MKr", eciu 3TO0 OOOCHOBAHO M OTCYTCTBYIOT OINHMCAHHSI CO CTOPOHBI
0€30I1aCHOCTH.

Ha BTOpHYHOI ynakoBKe CleAyeT yKa3blBaTh NEPEUYCHb BCIIOMOraTEIbHbBIX BEIIECTB B
COOTBETCTBHHM C pazfenoM 6.1 oOiiell XxapakTepUCTHKHU JIEKApCTBEHHOTO MpemnapaTta. OaqHako
OpU HEXBAaTKE MecTa [JOIMYCKAETCS HCHO0Jb30BaTh COKpAUICHHbIE HAaWMEHOBAHMS
ONPENIENIEHHBIX BCIIOMOTAaTEIbHBIX BEIIECTB, €CIH OHU pacmupoBaHbl B 0O0mIEH
XapaKTEPUCTHKE JIEKAPCTBEHHOIO IIpernapara.

Ecnu BTOpHYHAs ynakoBKa COAEPKHUT AONOJHUTENIbHBIE MaTepualbl, (Halmpumep,
TaMIIOHBI, UIJIBI U T. J1.), Ha HEH HEOOXOAUMO NEPEUUCIUTh O0IIEe COIEPKUMOE YIAKOBKH.

Ha BTOpHuYHOI ymakoBke HEOOXOAMMO MPHUBECTU MOJHOE MPEAYNPEKICHUE IO
YHHAUYTOKEHHUIO HEUCIIOJb30BAHHOIO Ipenapara M (WiIu) OTXOJOB, €CIW 3TOMY HE
MPEIMATCTBYET HEXBATKA MECTA, B ATHX CIIy4dasX JOCTATOYHO YKa3aTh CCBUIKY Ha HaJIU4YUE
WHCTPYKLUHI MO YHUUTOXKEHUIO B JIMCTKE-BKJIA/IBIIIIE.

2. IlepBuuHas ymakoBka HeGOILIOro pa3Mepa

Ha nepBuuyHO# ynakoBke HeOOJBIIOrO pasmepa (00mas Mmiomaab TEKCTOBOIO IMOJs
KOTOpOH cocTaisieT MeHee 5 — 10 cM2) omyckaercss HCIOb30BaTh COKPALICHHbIE TEPMUHBI
JIEKapCTBEHHBIX ()OPM B COOTBETCTBUU C JIeHcTBYOIMM "[lepeuyHemM cTaHIapTHBIX TEPMUHOB
", HO IpH YCIOBUM IPEEMCTBEHHOIO HMX MCIOJIb30BAHUS BO BCEX S3BIKOBBIX BEPCHUAX
MapkupoBKH. Ha nmepBUUYHON ymakoBKe Malloro pasmepa (oOuast miomnaab TEKCTOBOTO MOJIs

KOTOPOM HE MPEBBIIAET 5 CM2) JIEKAPCTBEHHYIO (JOPMY JIOMTyCKAETCS HE YKa3bIBATh.

3. OTprIBHAsS MapKHPOBKA



JlepkaTenn perucTpalmoOHHOTO YAOCTOBEPEHUs BIPABE NPHUKICUTh K MEPBUYHOU
yIaKOBKE OTPBIBHYIO 3TUKETKY, KOTOPYIO MOKHO HCIIOJIb30BaTh /Il BHECEHUS! JAHHBIX 00
MMMYHU3AlIHHU B JOKYMEHTAILIMIO MAlCHTA.

IV. JIncTrok-BKIaaBIII

JIucTOK-BKIAJBIII HEOOXOJUMO COCTABJISATH HA OCHOBAaHUHU OOLIEH XapaKTEPUCTUKHU
JIEKApCTBEHHOI'O Tpernapara C HCIOJIb30BAHHEM YETKUX M TMOHATHBIX JJIS MOTPEOUTENs
TepMuHOB. [10100HO OOIIEl XapaKTEpUCTUKE JEKApPCTBEHHOTO Iperapara, COKpalleHHbIe
TEPMUHBI UCIIOJIb30BATH HE JIOITYCKAETCsl, IOCKOJIBbKY MECTO B JIMCTKE HE OIPAHUYECHO.

B nucTke-BKiIaabIIe HEOOXOAMMO ONMUCHIBATH CBOMCTBA BCEX KJIETOUHBIX CHUCTEM,
HCTIOJb30BAaHHBIX MPU MPOU3BOACTBE, WM, €CIH 3HAYMMO, HMCIIOJIb30BAHUE TEXHOJOTUH
pexkomOunantHout JIHK, B coorBeTcTBuU ¢ ykazanusmu B CXII, BkiItoYas MCIOJIb30BaHUE
TaKOTO BBIpaXEHUS, KaK <moJydeHa oT kiaeTok XXX [mo TexHosoruu pekombunantHoi /[HK
P

B nucrtke-Bkianpiiie HEOOXOAWMO BKJIIOYUTH HCUEPHBIBAIOIINE YKa3aHUs s
MOTPeOUTENS] OTHOCUTEIHHO MHCTPYKITUH IO MPUMEHEHHUI0, pab0Te U YHUUTOKEHHIO.
BwmecTo cokpatieHus "MKr" cioBo "MHUKporpaMMsbl’ ClIeIyeT yKa3blBaTh MOJHOCTBIO.

Ecau BakiuHa conepKUT aabIOBAaHT WM aJCOPOCHT, B JIUCTKE CIEAYET MPUBECTU
CJIeIyIOlIee WM SKBUBAJIEHTHOE YKa3aHue: <B BakIHHY B Ka4eCTBE [abIOBaHTA, aIcOpOEHTa
] no6asseno BerectBO [X]. [AaBbIOBaHTHI, a7cOPOECHTHI] — 3TO BEHIECTBA, J0OABISIEMBIC B
COCTaB HEKOTOPBIX BAKLUH B LEJIAX YCKOPEHHS, YIYUIICHUS U (WJIH) YUTHHEHHS 3aI{HTHOIO
JEHCTBHUA BAKI[HHBI™>.

V. IlepeaeHs mpuMepoB
1. IIpuMeps 0OmMENPHHAATHX HAUMEHOBaHHH MHOTOKOMIIOHCHTHIX BaKIHH

Bakmuna s npodunaktuku qudTepun, CTOJI0HIKA U KOKITIoMIa (acopOoupoBaHHas).
Bakuuna qis npodunaktuku qudrepun, cTONOHsIKAa M Kokitoma (OeckieTodHas,
cyObenuHnYHas) (aacopOupoBaHHas).
Bakmuna nnst npodunaktuku audTepuu, CTOJOHSIKA, KOKItoma (OeckieTouHas,
cyobenunnunas) u renatuta B (p/IHK) (ancopOupoBannas).
Baknuna nis npodunakTuku remnatuta A (nHaktaBupoBaHHas) u renatuta B (p/IHK) (
azicopOMpoOBaHHAs ).
Bakuuna mis npodunaktuku audrepuu, cToOHSIKA, KOKJoma (OeckieTodHas,
cyOvenunuuHasi) 1 Haemophilus Tuna b konbrorupoBanHas (aacopOrpoBaHHas).
Baknuna mist nmpodwmaktuku gudrepuu, cToOHsSIKA, KOKoma (OeckieTodHas,
cyorenunuuHas), rematuta B (plHK) wu mnomuomuenura (uHAKTUBUpOBaHHas) (
afcopOMpOBaHHAs ).



Bakuuna mis npodunaktuku audrepuu, cToOHSIKA, KOKJoma (OeckieTodHas,
cyOvenunuynas), renarura B (pI{HK), nonnomuenura (mHaktuBupoBanHas) u Haemophilus
TUTa b KOHBIOTHPOBaHHAsA (aACOPOMPOBAHHAS).

2. ITpumeps! pencrasienns pasaeina 2 ("KadecTBeHHBIH B KOJIMYECTBEHHEIH cOCTaB") o0mieit
XapaKTEPUCTHKH JIEKAPCTBEHHOTO Ipemapara

Baxmmnaa s npodmnakTaku Audrepun, cTon0HAKa, KoKioma (6eckiueTounas, CyOrefuHAYHAs) K
renarura B (p/THK) (ancop6uposannas)

1 mo3a (0,5 M) comepIKuT:
Judrepuiinbiit AHATOKCHH | He meHee X ME

CTONOSYHBIH AHATOKCHH He MeHee X ME

1

Bordetella pertussis® <mramm (THI) arriaroTHHOreHa> (

I/IHaKTI/IBI/IpOBaHHaﬂ)

He MeHee X ME

IloBepXHOCTHBIN aHTUTEH renaTUTa B3 X MKT

! AncopOupoBaHHBIN HA ATIOMUHUS THAPOKCU]IE THAPATUPOBAHHOM (X Mr Al).
2 [TonydeH W3 IPOXKIKEBBIX KIETOK (Saccharomyces cerevisiae) MO TEXHOJIOTUH
pekomOunanTHoi JIHK.
3 AncopbupoBHHast Ha amoMuHES Qocdare (x mr Al).

[TonHbIi IEpedeHb BCIOMOTaTeNIbHBIX BEIIECTB MPUBEICH B pazene 6.1.
Bakuuna nnsg npodunaktuku renatuta A (nHaktuBupoBanHasi) u renatuta B (p/IHK) (

aJcoporpoBaHHas)

1 no3a (1 mir) comepkut:

Bupyc renatura A <Turr> (MHaKTHBHPOBaHHBIi) - > x UDOA-exnann
IIoBEpXHOCTHBIN aHTUTEH renaTUTa B4 X MKI

1 [Tonyden u3 aumonaHbIX KieTok yenoBeka (MRC-5).
2 AncopOupoBaHHbBIN HA ATIOMUHUS TUAPOKCU]IE TUAPATUPOBAHHOM (X Mr Al).
3 [Tonyden u3 npoxokeBbIX KieTOK (Saccharomyces cerevisiae) Mo TEXHOJIOTHMU
pekomOuHanTHOM JIHK.
4 AncopOupoBanHas Ha amomuHus docdare (x mr Al).

[TonHbIl IepedYeHb BCIOMOTaTEIbHBIX BEMIECTB IPUBEIEH B pasjene 6.1.
Baknuna nns npodunaktuku Haemophilus Tuna b koHbIOTHpOBaHHAsA U renatuta B (

JIHK

1 no3za (0,5 M) comepxuT:

[omucaxapux Haemophilus tumna b
X MKT

(monupubo3mtpuduTondochar)



KOHBIOTHpOBaHHBIM ¢ Neisseria meningitidis
ceporpynnsl B <mrramm> Y—Z MKT
OCNKOBBIM KOMIUIEKC Hapy>XHOW MeMmOpaHB — B
Ka4eCTBE HOCHUTEIS

IIoBepXHOCTHBIN aHTUTEH renaTUTa Bl:2 X MKT

! [TonydyeH W3 OpOXKEBBIX KJIETOK (Saccharomyces cerevisiae) Mo TEXHOJIOTUH
pekomOunanTHoi JIHK.

2 AncopOupoBHHas Ha amoMuHUS docdate (x mr Al).
[TonHBI TepedeHb BCIIOMOTAaTEeIbLHBIX BEIIECTB MIPHUBEICH B pazjaene 6.1.
Baknnaa 11t mpoduIakTHKY pOTaBUPYCHON WHGEKITUN

ITocne Boccranosnenus 1 no3a (2,5 Mi1) COIEPIKUT:

PeaccopranT poTtaBupyca pe3yca/denoBeka ceporuna |

” y x 10° BOE!
(>KUBO, aTTEHYHPOBAHHEIH)

PeaccopranT potaBupyca pe3yca/deoBeka cepoTuna 2

. y x 10° BOE!
(>kMBOM, aTTEHYUPOBAHHBIH )

PeaccopranT poraBupyca pesyca/denoBeka cepotumna 42

. g x 10° BOE!
(>KMBOI1, aTTEHYHPOBAHHBIN )

PoraBupyc pesyca ceporunma 3 3 (KHUBOH,
aTTeHyHPOBAHHBIN)

x 10° BOE!

! brsmkoo0Opasyromye euHUIBI.
[TostHBIM IEpeYeHb BCIIOMOTATEIbHBIX BEIIECTB IIPUBEIEH B pa3aeine 6.1.
Bakuuna mis npodunaktuku audrepuu, cTosiOHs KA, KOKJoma (OecKIeTouHas,

cyOoneaunnynas), renatura B (p/IHK), momiomuenura (unakTusuposanHas) u Haemophilus
Tuna b KOHbIOTUpoBaHHas (acoOpOUpPOBaHHASN)
[Tocne BoccranoBnenus 1 no3za (0,5 mur) conepxur:

M3HavanbHO B BUJIC CYCIICH3UMU.

Judrepuiinbiit AHATOKCHH | He MeHee X ME

CroOHSYHBII aHaTOKCI/IHl He MeHee X ME

Anturensl Bordetella pertussis <mrtamm (THI

arrJrTHHOTeHa )™
KoxkrotHsrii aHaTOKCHHl X MKT'
®uaMeHTHBI reMarroTas | X MKT
HepTaKTI/IHl X MKT
o 2,3
IToBepXHOCTHBIN aHTUTEeH renatuTa B X MKT'

[TonuoBupyc (MHAaKTUBHPOBAHHBIN)

Tun 1 "mramm"” X D-aHTHUTeH-eIUHUIL
Tum 2 "mraMmm"” X D-aHTureH-e auHMUIL
THN 3 <mramm> X D-aHTureH-e fuHUIL

N3HavyanpHO B BUJIEC MOPOIIIKA:



omucaxapun Haemophilus tuma b X MKT
(nonnpn603mpn6momboc¢)aT)3

KOHBIOTUPOBAHHEIN C CTOJIOHSYHBIM aHATOKCHHOM —
Y—Z MKT
B KauecTBE OeIKa-HOCHTEIIS

! AncopOMpOBaHHBIN HA aTIOMUHHUS TUIPOKCHUIE TUAPATUPOBAHHOM (X MUTUTUTpaMMOB Al

2 [TonyyeH W3 OpOXKEBBIX KJIETOK (Saccharomyces cerevisiae) Mo TEXHOJOTUH
pekomOuHanTHOM JIHK.

3 AncopOupoBHHas Ha amoMuHUS docdate (X MuuUrpammon Al).
[TonHBIN MepeUeHb BCIIOMOTaTEIbHBIX BEIIECTB MIPUBEICH B pazjene 6.1.
Baxknuna mist npodunaktuku renatuta B (p/IHK)

1 mo3a (1,0 Mi1) COTEPIKUT:

[ToBepXHOCTHBIV aHTUTEH renartuTa B

(OenkoBbie MOHOMEpHI S, Tipe-S1 u npe—SZ)l’ 2 X MKT

! [Tonyden u3 mbimuaux (C1271) kierok nmo TexHonoruu pekomobuHantHoi JIHK.

2 AJIcopOMpOBaHHBIN HA ATFOMUHUS OKCUJIE THAPATUPOBAHHOM (X Mr Al).

[TonHbIil mEpeYeHb BCIIOMOTaTEIbHBIX BEMIECTB IPUBEAEH B pasaene 6.1.

Bakmna 1y1st nporiIakTHKH KOPH, STTUASMHYECKOTO TAPOTHTA U KPAaCHYXH (KHBast)
[Tocne BoccranoBnenus 1 go3a (0,5 mur) conepxur:

Bupyc KOpl/Il <mrTaMM> (KUBOM, aTTEHYHPOBAHHBIH) ne menee 1103 HHKK502

Bupyc snugemmueckoro HapOTI/ITal "mramm"

ne menee 110° MJIKK >
(>KUBOA, aTTEHYHPOBAHHEIH)

lll

Bupyc kpacayxu” "mramMm"

ne menee 1103 H,Z[KKSO2
(>KUBOIA, aTTEHYHPOBAHHBIH)

I HOHY‘IGH 13 KJIETOK "KJIeTOYHas CHUCTCMaA, UCIIOJIb30BaHHAs B HpOHSBOI[CTBG".

2 Cratuctuuecku OIpesiesieMOe KOJIMUECTBO BUPYCa, KOTOPOE JOJIKHO MHPHUIMPOBATH
50 % KIEeTOYHOMU KYJIBTYPHI.
[TostHBII IEpEeYEHb BCIIOMOTATEbHBIX BEIIECTB IIPUBEIEH B pa3aeine 6.1.
Bakuuna mis npo@uiaakTUKH NTHEBMOKOKKOBOW HHGMEKIMU moJsrcaxapuaHas (

renTaBaJICHTHAS, aJICOPOMPOBAHHAS )
1 mo3a (0,5 M) COTEPIKUT:

Streptococcus pneumoniae, cepoTHIT 4, nonncaxapnul X MKT
Streptococcus pneumoniae, cepoTuir 6B, Homzlcaxapm[1 X MKT

Streptococcus pneumoniae, ceporut 9V, nonmcaxappm1 X MKT

Streptococcus pneumoniae, ceporun 14, monucaxapual X MK



Streptococcus  pneumoniae, ceporun  18C, X MKT
onurocaxapunl

Streptococcus  pneumoniae, ceporun  19F,
nonucaxapual

X MKTI'

Streptococcus  pneumoniae, ceporun  23F,
X MKT'

nonucaxapunl

! KonstorupoBanusiii ¢ 6enkom CRM197 B kauecTBe HOCUTENS (BCErO y—Z MKT Ha JI03Y)
1 aIcOpOMPOBAHHBINA HA AIFOMUHUS TUAPOKCH]IE TUApaTupoBaHHOM (Bcero 0,5 mr Al Ha 103y
).
[TonHbIil mEpeYeHb BCIIOMOTraTEIbHBIX BEMIECTB IPUBEAEH B pazaene 6.1.
3. Ilpumepsl ykazaHus cBefeHuil B pazzaene ("XapakTep U COIEPKUMOE MEPBUIHOM
YIaKOBKH (KOHTeMHepa)") o01el XapaKTepUCTUKH JIEKAPCTBEHHOTO Mpenapara
[Tpumep 1.
<ITo 0,5 mi cycneH3uu B MpeABAPUTEILHO 3aMOJHEHHOM Mimpule (ctekno | tuma) ¢
YIUIOTHUTENEM MOPIIHA (XJIOpOYTUIKAYyUyK) B KOMIUIEKTE C UTJION WU 0€3 UIJIbl B yITAKOBKE
o 5 wiu 10 mryk.>.
<B npoaake MOryT HaXOJIUThCSI HE BCE pa3MepPhl YITAKOBOK™.
[Tpumep 2.
<ITo 1 mn cycnen3uu Bo (pakoHe (cTexso | Tuma) ¢ ymiaoTHUTEIEM MOpIIHS (
XJIOPOYTHIIKAYy4yK) B KOMIUIEKTE C UTJION B yMakoBKe 1o | mTyke.>.
[Ipumep 3.
<Ilo 0,5 mn cycnenszuu u 0,5 M pacTBOopa B NpeABAPUTEILHOM 3aMOJHEHHOM HINPUIIE (
cTekiio | Tuna) ¢ qBOMHON KaMepoil, yIIOTHUTENEM NOpIIHA (CMeCh XJIOPOYTUIKaydyKOB),
KOJIMAYKOM HaKOHEYHUKa (OpoMOyTMiKaydyK) H OOXOIHBIM  yIJOTHHUTENEM  (
OpoMOYTHUIIKaydyK) B YIIAaKOBKE 10 1 mTyKe.>.
[Tpumep 4.
<ITo 10 mx (20 x 0,5 mu 103) cycrnien3uu Bo Quiakone (cTekso [ Tumna) ¢ yrotHurenem (
OpoMOYTHUIIKay4yK) B YIIAKOBKE 10 1 mITyKe.>.

IMMPUJIOKEHUE Ne 4
k TpeboBaHUSIM K HHCTPYKIHH TI0
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIperapaTa u oouiei
XapaKTEePUCTUKE JIEKAPCTBEHHOTO
npenapara Jyuisi MeJUIIMHCKOTO
PUMEHEHHS

Caocka. [Ipunoxenue 4 ¢ n”3MEHEHUsIMHU, BHECEHHBIMU penieHueM Coseta EBpasuiickoit
sKkoHOMHUecKo koMmuccuu oT 19.05.2022 No 80 (BcTymaeT B CHIIy 11O UCTEUEHUU O MECSIIIEB C
JaThl €r0 O(UIIUATIBHOTO OITyOIMKOBAHUS ).



VKA3AHUA

0 HCIIOJIE3yEeMBIM TEPMHHOIOTHIESCKHM CIIOBapsAM IIPH ONMCAHUY HEKEIaTeIbHBIX POaKIUii B
HHCTPYKIMH 10 MEUIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO IIpenapaTa 1 oomeit
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO Ipernapara 111 MEAUIIMHCKOTO IPUMEHEHHSA

Bce HexenatenbHbIE JEKAPCTBEHHBIE PEAKIIMM HEOOXOAUMO CIrPYMNIUPOBATH B
COOTBETCTBHH CO CIIEIYIOIIUM MOPSAJIKOM Ha OCHOBAHUH CUCTEMHO-OpraHHbIX KiaccoB (COK)

UYtoObl MpoBEeCTH MACHTU(PHUKALUIO HEXKENATENbHBIX peakuil Hanboyiee MPOCTHIM U
KJIMHUYECKU MOAXOMALIMM JJi YWUTaTeNss CcHocoOOM, K pacHoJIO)KEHHI0 TEPMUHOB
HE00XOAMMO NMPUMEHATH MparMaTUUYHbIA nMoaxo . Hanpumep, B HEKOTOPBIX Caydasx MOJIE3HO
UCKJIFOUNTEIBbHO B OOIIEH XapaKTepUCTUKE JIEKapCTBEHHOTO IpernapaTa HCIOIb30BaTh
BropruuHoe COK-pacrnonoxeHnrne HEKOTOPBIX MPEANOUYTUTENbHBIX TepMUHOB (nanee — I1T).
Hanpumep, ecnu B 00111eii XapaKTepUCTHUKE JIEKAPCTBEHHOTO Mpenapara HaUIeKUT BKIIOYUTh
[IT "Hapymenue ¢yHkunoHanbueix mnpod mneuenu", "l'ematut" u "lleueHounas
sHIIedanonaTus", Bce oHU MOTyT ObITh yka3zanbl B COK "HapyiieHnus co CTOpOHBI TEYEHH U
KEITYEBBIBOAAIINX ITyTen", a He pacnpenenars ux no COK "HapymieHnus co CTOpoHbI IEYEHH

M JKEeM4EeBBIBOMAIMX myTen', "HapymeHuss €O CTOPOHBI HEPBHOM CHUCTEMBI' H
JIabopaTopHble 1 HUHCTPYMEHTAJIbHbIE JaHHbIE".
[Iepeuenp COK:

UH(EKIMY 1 MTHBA3UU;
N00pOKavYeCTBEHHBIC, 3JIOKAYECTBECHHBIE U HEYTOUYHEHHBIC HOBOOOpPa30BaHUs (BKIJIHOYAs
KHUCTBI U MOJIUIIbI);
HapYIICHUS] CO CTOPOHBI KPOBU U JTUM(DATHUECKON CUCTEMBI;
HapyUICHHS CO CTOPOHBI UMMYHHOM CUCTEMBI;
SHJIOKPUHHBIC HAPYILICHUS,
HapyIICHUS] METa0oIN3Ma U MUTaHUS;
MICUXUYECKUE HAPYIICHHUS;
HapyUIEHHS CO CTOPOHBI HEPBHOW CUCTEMBI;
HAPYIIEHUS] CO CTOPOHBI OpTraHa 3pEHUS;
HapYIICHUS CO CTOPOHBI OpraHa ciiyxa v JaOupuHTa;
HapyUIEHHS CO CTOPOHBI CEPALIA;
HapyUIEHHS CO CTOPOHBI COCY/IOB;
HAPYUICHUSI CO CTOPOHBI ABIXaTEIbHOW CUCTEMBI, OPraHOB TPYIAHOU KIETKH U
CpPEIOCTEHHUS;
KEITyJOYHO-KUIIICUHbIE HAPYIIICHUS;
HAPYIIEHUS CO CTOPOHBI IEYCHU U JKEITYEBBIBOISAIINX ITyTEH;
HapyUIEHHS CO CTOPOHBI KOXKH U MOJIKOKHBIX TKAHEH;
HAPYIIEHUS] CO CTOPOHBI MBIIIICYHOM, CKEJIETHON U COCAUHUTEIIbHON TKaHMU;



HapyLIEHUs CO CTOPOHBI IOYEK U MOYEBBIBOIAIINX Y TEH;

OEpEMEHHOCTh, MOCIEPOOBBIN MEPUOJ U IEPUHATAIBHBIE COCTOSHUS,

HapyLIEHUsI CO CTOPOHBI PENPOAYKTUBHOM CHCTEMBI U MOJIOUHBIX JKEJIE3;

BPOJK/ICHHBIE, CEMEMHbIEC U TEHETUYECKHE HAPYIIICHHUS,;

o011ue HapyIeHUsl U peaKuu B MECTE BBEJICHHUS;

n1abopaTopHble U UHCTPYMEHTAJIbHbBIC JaHHBIE;

TpaBMbl, HHTOKCHKAIIUU U OCIIOKHEHHSI IPOLEAYD;

XUPYPruyecKre U MEAUIMHCKUE MTPOLIEAYPHI;

CoLlMaJIbHbIE 00CTOSTENHCTBA.

Onucanue HeXXeNaTEIbHON peakuu JOJKHO OCHOBBIBATHCSI HA HanboJee MoIX0sIIeM
tepmune. Kak npaBuiio, 3To ypoBeHb IIT, oHaKo B HEKOTOPBIX clydasx LeIecoo0pa3HO
HCMOJIb30BaTh TEPMUHBI HU3IIEro ypoBHs (manee — THY) unu rpynmnoBble TEpMUHBIL,
HampuMmep, BhICOKOro ypoBHs (nanee — TBY). JlonmyckaeTcs anantupoBaTh HAaMMEHOBaHUS
IPYNIOBBIX TEPMHUHOB, €CIH 3TO JeJaeT HX 0ojiee MNOHATHBIMM YUTATENIO0 OOIIEeH
XapaKTepUCTUKH JIEKapCTBEHHOTO IIpernapara, Hampumep, abOpeBuatypst HBJIP (He
BKJIIOUEHHBIM B Apyrue pyopuku) m HY (HeyTouHeHHbI) B OOHIEH XapaKTEpUCTHKE
JIEKapCTBEHHOI'0 IIpernapara HCIO0JIb30BaTh He ciienyeT. [lopsIok cioB Ipu yKa3aHHH
HEXXENATeNbHOW pEeaKIMu JOJKEH OBITh €CTECTBEHHBIM ISl NMPUHATON MEAUIMHCKON
TEepMUHOJIOTUM, Hanpumep, "MHTepcTuumanbHas nHeBMoHUs", a He "l[IlHeBMOHUA
UHTEpCTULIHATbHAA". B HEKOTOpBIX cllydasx B LENSIX YJIYYIIEHHS BOCIPUATHUSA
1eaecoo0pa3Ho HECKOJIbKO MOAMGHUIMPOBATH TEPMUHBI. B OTHOLIEHHWH KOHKPETHOTO
COCTOSIHHS CJIEIyeT MCIOJIb30BaTh HanboJiee MIMPOKO MPUMEHSIEMBIM TEPMUH, HAIPUMED,
MOXET OKa3aThca Oosee I1enecoodOpa3HeiM ykazanue 'cunapom CrtuBeHca-/[>koHcoHa'"
HEXKemu "'3710KaueCTBEHHAsl SKCCYIaTUBHAs dpuTeMa’.

B mpenenax kaxgoro COK HexenaTenbHbIe peakiMu clieyeT KiaacCu(UIIMPOBaTh B
COOTBETCTBMM C YacTOTOW KX BO3HHMKHOBeHMs. Ilepen omnpeneleHueM YacTOTHI
BO3HUKHOBEHUS HEXEJATENbHBIX SBICHUN Ha OCHOBAaHMM CHUCTEMAaTU3UPOBAHHBIX
uccaeaoBaHui (KIIMHUYECKUX MCCIEIOBAHUM U APYTrUX MCTOYHHUKOB) B LIEJIAX JIOTMYECKOM
IPYNIUPOBKH KIMHUYECKU POICTBEHHBIX COCTOSHHMU CIIEyeT MCIOJIb30BaTh HaJUIeKalIue
ypOBHH Hepapxuu. Hamnpumep, y MNalMEeHTOB pPErMCTPUPOBAIOCH '"MOCTYpaIbHOE
rOJIOBOKpYX)eHHE", "TOJTIOBOKPYKEHHE HANpsHKEHUs" U "HEYTOUHEHHOE TOJI0BOKpYkeHue" (¢
qacToTo 2 % KaxJa0€), UX MOKHO OOOCHOBaHHO OTpa3UTh B OOLIEH XapaKTEPUCTUKE
JIEKapCTBEHHOr0 IIpemnapara Kak 'TOJOBOKpyxkeHHue" ¢ dYactoroil 6 % manueHToB (
npeamnoaaras, 4To KaXJOMY TNalMeHTY COOTBETCTBYET JIMIIb OJHO COOOIIEHUE O
rOJIOBOKPYXEHHUH). B HEKOTOpBIX ciyyasXx Takke IeJecoo0pa3HO HCIOIb30BaTh
CUTYaTUBHYIO T'PYNIUPOBKY TEPMHHOB WM aJalTHUPOBATh TPYIIOBBIE TEPMHHBI, €CIIU
UMEIOIINECS TPYNIOBBIE TEPMUHBI HE MOTYT OBITH MOJHOCTHIO TMPUMEHUMBI, HAIPUMED,
COOOIIEHUSI O HEeXKEJIaTeIbHBIX PEaKIMIX MPeICTaBICHBI Kak "quapes”, "ycyryoiaeHue nuapeu
", "markui ctyn", "JKUAKUK cTyn'", "TUNEPMOTOPHKA KUILIEYHHUKA' U T. II., MOKHO BCE B LIEJISIX



3HaYUMOCTH U yJIy4LIECHHUsS] BOCIIPUATHUS OOLIeH XapaKTepUCTUKU JIEKapCTBEHHOT'O IIpernapaTa
nalnveHTaMu OOOCHOBaHHO NPEACTAaBUTh B BHJE €IMHOro TepMmuHa "nuapes". Jns

OIIPCACICHUA YaCTOTHI ANAPCHU CICAYCT NCIIOJIIB30BaATh 061uee KOJIMYCCTBO TaKHX CIIYy4acCB.

IMMPUJIOXKEHMUE Ne 5
k TpeboBaHUSIM K HHCTPYKIHH T10
MEJIUIIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIpernapaTa u oouiei
XapaKTEePUCTUKE JIEKAPCTBEHHOTO
npenapara Juisi MEJUIITHCKOTO
MPUMCHEHHS

ITPUMEPBI
($opMyIMPOBOK, HCIIOIBE3YeMEIX B pasnele 4.6 ("bepeMeHHOCTD M JakTamma") obmieit
XapaKTEpUCTHUKE JIEKapCTBEHHOTO IIpenapara

B HacTosiux npumepax, BBEIECHBI CIEAYIOLIUE IPaBUila UCIIOJIb30BAHUS CKOOOK:
{TekcT} — B moJie MEXAy CKOOKaMH BHOCUTCS MH(OpMaLUS UCXOHS U3 COCTaBa U
0COOEHHOCTEW JIEKapCTBEHHOT'O TIpernapara;
<TEKCT> — B MOJI€ MEXIY CKOOKaMH TEKCT BBIOUPAETCS WIH YIAISIETCS U3 MPEATI0KEHHBIX
CTaHJIAPTHBIX (POPMYIMPOBOK B 3aBUCUMOCTHU OT JIEKAPCTBEHHOTI'O Tperapara;
[TEekCT]| — B moJIe yKa3aHO YCIOBHE WJIM KOMMEHTApUM K TEKCTY, PaCIONIOKEHHOMY Mepe
HUM.

1. Ilompaspen "bepeMeHHOCTR"

[Tpumep 1:
<OmnbIT NPUMEHEHHUsI y YellOBeKa [yKa3aTh| CBUIETEIBCTBYET O TOM, UTO {/IECHCTBYIOIICE
BEIIECTBO} BBI3bIBACT <BPOXKJCHHbIC MOPOKH [yKa3aTh| MpHU BBEICHUHU BO BpeMms
O0epeMeHHOCTU.> [miH ]| <BpeaHble (hapMakosoruyeckue 3PpQPeKTs BO BpeMsi 0EpeMEHHOCTH U
(wnn) y moaa (HOBOPOXKIEHHOT0).>
{ToproBoe HaMeHOBaHUE} MPOTHUBOMOKA3aHO <BO BpeMs OEPEeMEHHOCTH><BO BpeMs {
TpUMECTp} OEpeMEHHOCTH> (B JJAaHHOM ClIy4ae — 3TO CTPOroe MPOTUBOMIOKA3aHUe, CM. pa3ei
4.3).
<OKeHIIMHBI ¢ JETOPOIHBIM MOTEHIIMAIOM JIOJIKHBI UCTIOIB30BATh HAJIC)KHBIE METO/bI
KOHTpAaIIeNIMU <BO BpeMsl <H BIUIOTh JI0 {UUCJIO} HENEIb MMOCIE 3aBEPIICHUS> TepaAu.>>.
[Tpumep 2:
<OnbIT IPUMEHEHUS Y YETIOBEKA [yKa3aTh| CBUAETEILCTBYET O TOM, UTO {JEHCTBYIOIIEE
BEIIIECTBO} MOJKET BBI3BIBATH BPOXKJEHHBIE MOPOKH [yKa3aTh| MpHU BBEACHUU BO BpPEMS
OEpEeMEHHOCTH.
a) <B uccnenoBaHusAX Ha )KMUBOTHBIX OOHAPYKEHA PEMPOTYKTUBHAS TOKCUYHOCTH (CM.
pasnen 5.3).>
[nnu]



0) <WccnenoBanuii penpoyKTUBHOM TOKCHYHOCTH HA XKMBOTHBIX HEIOCTATOYHO (CM.
paznen 5.3).>
{ToproBoe HaMMEHOBaHHE} HE CIEAYEeT MPUMEHSITH <BO BpeMs OEpEeMEHHOCTH><BO
BpeMsl {TpuMecTp} OEpPEeMEHHOCTH™>, €CJIH TOJIbKO KIMHUYECKOE COCTOSHUE >KCHIIMHBI HE
TpeOyeT Tepanuu {AeCTBYIOIINM BEILIECTBOM | .
<JKeHUuHBI ¢ AETOPOIHBIM MMOTEHIMAJIOM AOJIKHBI UCIOJIb30BaTh HAJAECKHBIE METOBI
KOHTpAaLEeNUu <BO BpeMs <H BIUIOTh 10 {UUCIIO} HEJEIb MOCIE 3aBEPIIECHUS> TePATUU.>>.
[Tpumep 3:
<OnbIT IPUMEHEHUS Y YeJIOBEKa [yKa3aTh| CBUAETEILCTBYET O TOM, UTO {JCHCTBYIOIICE
BEILECTBO} MOJKET BBI3BIBaTh BPOXKJIECHHBIE MOPOKHU [yKa3aTh| IMpH BBEIEHUU BO BpeMs
OEpEeMEHHOCTH.
HccnenoBanus penpoayKTUBHOM TOKCHYHOCTH HA KMUBOTHBIX HE CBHJIETENIBCTBYIOT O
HAJIUYUHU TPSMBIX WX HEMPSIMBIX BpeIHBIX 3¢ (deKToB (cM. pasaen 5.3).>
{ToproBoe HaMMEHOBAaHME} HE CIEAYET MPUMEHITh <BO BpeMs O€pEMEHHOCTH><BO
BpeMs {TpuMecTp} OEPEMEHHOCTH™>, €CJIH TOJIbKO KIMHHUYECKOE COCTOSHUE >KCHIIMHBI HE
TpeOyeT Tepanuu {AeMCTBYIOIINM BEILIECTBOM .
<JKeHIIMHBI ¢ AETOPOAHBIM MMOTEHIUAIOM JIOJKHBI UCIIOIb30BATh HA/IEKHBIE METOBI
KOHTpAalEeNnuu <BO BpeMs <d BIUIOTh 10 {UUCIIO} HENEJb MOCIIE 3aBEPIIECHUS> Teparun.>>.
[Tpumep 4:
</laHHbBlE O MPUMEHEHUH {JEHUCTBYIOLIErO BEUIECTBA} y OEpPEMEHHBIX >KEHIIUH
OTCYTCTBYIOT WJIM OTPAHUYEHBI.
a) <B uccnenoBaHusAX Ha KMUBOTHBIX OOHApY)KEHA PENPOYKTUBHAS TOKCUYHOCTH (CM.
paznen 5.3).>
[mmm ]
0) <UccrnenoBanuii penpoayKTUBHOW TOKCUYHOCTH HA KMBOTHBIX HEJOCTATOYHO (CM.
pazaen 5.3). >
[Ipumenenue {ToproBoe HauMeHOBaHUE| <BO BpeMs OEpPEeMEHHOCTU><BO BpeMsd {
TpUMECTp} OEPEMEHHOCTH> U y XKEHIIUH C JETOPOJAHBIM MOTEHIUATIOM, HE HCHOJb3YIOIIHNX
KOHTPALEIILHIO, HE PEKOMEHIYETCS. >>.
[Ipumep S:
</lanHbBIE O TMPUMEHEHUH {JCHUCTBYIOLIErO BEHIECTBA} y OEPEMEHHBIX >KEHIIUH
OTCYTCTBYIOT WM orpanuueHbl (MeHee 300 ucxo10B OEpeMEHHOCTH).
HccnenoBanus penpoayKTUBHONM TOKCUYHOCTH HA JKMUBOTHBIX HE CBHUJIETENICTBYIOT O
HaJIMYUU TIPSMBIX WM HENPSAMBIX BpeaHbIX 2 PekToB (cM. pazaen 5.3).>
B kauecTBe nmpeaynpeauTeabHON MEpbl NPEANOUYTUTENBHO HE IPUMEHATh {TOProBOE
HaMEHOBaHWE} <BO BpeMs OEpEeMEHHOCTH><BO BpeMsl {TpuMecTp} OEpEeMEHHOCTH.>>,
[Ipumep 6:



<Cpennuii 00beM TaHHBIX O TPUMEHEHUHU {JICHCTBYIOIIETO BEUIECTBA} Y OEpPEeMEHHBIX
xeHuH (300 — 1000 ucxoqoB GEPEMEHHOCTH) CBUIETEIBCTBYET 00 OTCYTCTBHM MOPOKOB
pa3BUTHS U (eTO- U (WJIN) HEOHATAILHONW TOKCUYHOCTH.
a) <B uccneqoBaHusaX Ha JXKMUBOTHBIX OOHApyXeHa PENPOAYKTUBHAS TOKCUYHOCTH (CM.
paznen 5.3).>
[mm ]
0) <UccnenoBanuii penpoayKTUBHOW TOKCUYHOCTH HA JKMBOTHBIX HEJOCTATOYHO (CM.
pazzen 5.3).>
B kadecTBe mpeaynpeauTeabHOM Mephl MPEANOYTUTEIFHO HE MPUMEHSTh {TOPTOBOE
HaMEHOBaHHE} <BO BpeMs OEPEMEHHOCTH><BO BpeMs {TpuMecTp} O€peMEHHOCTH.>.
[Tpumep 7:
<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.
HccnenoBanus penpoayKTUBHONW TOKCUYHOCTU HA JKUBOTHBIX HE CBHJIETEIIBCTBYIOT O
HaJIMYUH PEIPOTYKTUBHOM TOKCUYHOCTH (CM. paszen 5.3).
[Ipumenenue {ToproBoe HaMMEHOBaHUE} <BO BpeMs OEpPEMEHHOCTU><BO BpeMs {
TPUMECTpP} OEPEMEHHOCTH> MTPU HEOOXOJIMMOCTH BO3MOMKHO.>.
[Tpumep 8:
<bosnpmoit 00beM HaHHBIX O OepeMeHHBIX )eHIuHax (6omee 1000 mcxomoB
OepeMEHHOCTH) CBUICTEIBCTBYET 00 OTCYTCTBMU NMOPOKOB Pa3BUTHS U (PeTo- U (WiIn)
HEOHATAJIbHON TOKCUYHOCTHU TP MPUMEHEHUHU {/IEUCTBYIOIIETO BEIIECTBA }.>.
{ToproBoe HauMEHOBAaHHUE} JOIMYCKAETCS MPUMEHSITHh <BO BpeMsi O€pEeMEHHOCTU><BO
BpeMs {TpuMecTp} OEPEMEHHOCTH>, UCXO/IA U3 KIMHUYECKON HEOOXOUMOCTH.
[Tpumep 9:
<BnusHue Ha OEPEMEHHOCTh HE OXKHUAACTCSA, MOCKOJBKY CHUCTEMHAs JKCIO3UIUA {
JEHCTBYIOIIETO BEIECTBA} HUUTOXKHA.>
{ToproBoe HamMeHOBAaHHWE} IOMYCKAETCS MPUMEHSTh BO BpeMsi OepeMeHHOCTH. (
Hanpumep, nekapcTBEHHbIE MpenapaThl, HUYTOXHAs CUCTEMHAsl SKCIO3ULIUS (HUYTOXKHAS
cuctemMHas (hapMakoJMHAMUYECKasi aKTUBHOCTb) KOTOPBIX MOJTBEPKJI€HA B KIMHUYECKUX
YCIIOBUSIX). >.

2. Iloapaznen "Jlakranus"

[Tpumep 1:
<{JlelicTBy1olllee BEIIECTBO} (META0OJUTHI) MPOHUKAIOT B IPYJHOE MOJIOKO YEJIOBEKa,
MOKa3aHO BIWSHUE HA HOBOPOKICHHBIX (JIETEH ), HAXOSIIUXCS HA TPYAHOM BCKapMIIMBAHUH,
MaTepH KOTOPBIX PUMCHSUIH Ipenapar.™;
[nnu]



<{JleiicTByro111€€ BEIIECTBO} (METAaOOINTHI) OOHAPYKEHBI B OPTAaHU3ME HOBOPOKICHHBIX
(meteit), Marepu KOTOPBIX NPUMEHSIM Tmpemnapar. <BunusHue {dapmarieBTHUECKOM
cyOcTaHIIMM} HAa HOBOPOXXKJICHHBIX (JIeTeil) Hem3BeCcTHO.> win <CBeAeHUW O BIUSHUU {
JICHCTBYIOIIETO BEUIECTBA} HA HOBOPOXACHHBIX (JIeTel) HEAOCTATOUYHO.>;
[nu]
<{JleiicTByro1iee BemecTBO} (METAOOIUTHI) MPOHUKAIOT B TPYIHOE MOJIOKO YEJIOBEKA B
KOJINYECTBE, JOCTATOYHOM JUIsI OKa3aHWs BIHSHUS Ha HOBOPOXIEHHBIX (Herei),
HAXOJISAIUXCS Ha TPYTHOM BCKapMJIMBAaHUU.>
<{ToproBoe HaMMEHOBAaHHE } <TPOTHUBONOKA3aHO B NEPHUOJI IPYAHOTO0 BCKapMIMBAHUA (CM
. paznen 4.3)> win <He cleAyeT NPUMEHSTh B EPHUO]I TPYJIHOTO BCKapMJIIMBaHUS.>;
[nnu]
<B mepuoj jedyeHus {TOProBoe HAaMMEHOBAHHWE} IPyJAHOE BCKaApMJIMBAHUE CIEIyET
IIpEKpPaTUThH.>;
[nnu]
<Heo6xoaumo NpUHATH perieHne J100 0 MPeKpalieHuy rpyIHOTO BCKapMITUBaHUSI, THOO
00 OTMEHE Tepanuu {TOProBo€ HAMMEHOBAHME |, IPUHUMAsI BO BHUMAHUE OJIb3Yy T'PYAHOTO
BCKapMJIMBaHHUS 711 peOCHKA U TOJIb3Y TEPAIUH JIJIS )KSHIIUHBL. >,
[Ipumep 2:
<CBenieHMs1 0 IPOHUKHOBEHHUH {JICHCTBYIOIIETO BeliecTBa} (MeTaboJIMTOB) B TPYIHOE
MOJIOKO Y€JIOBEKa OTCYTCTBYIOT.>;
[nu]
</laHHBIX O TPOHMKHOBEHHH {JIEUCTBYIOIIETO BEHIECTBa} (META0OJIHUTOB) B IPYIHOE
MOJIOKO YeJIOBEKa HEJI0CTaTOYHO.>;
[mmm ]
</laHHBIX O TPOHMKHOBEHHMH {JIEUCTBYIOUIErO BEHIECTBa} (METa0OJHUTOB) B IPyJIHOE
MOJIOKO >KMBOTHBIX HEJIOCTATOYHO.>;
[nnu]
<dapmakoJIuHaAMUYECKUE (TOKCUKOJIOTHYECKUE) JIaHHbIC, MOJYYEHHbIE HA KUBOTHBIX,
CBUJIETEIBCTBYIOT O IPOHUKHOBEHUU {JIEWCTBYIOIIETO BEUIECTBA} (METAOOIUTOB) B TPYyAHOE
MOJI0KO (00see moapoOHO cM. pazzaen 5.3).>;
[mmm ]
<DU3UKO-XUMUYECKUE JaHHBIE MPEANOJaraloT MPOHUKHOBEHHE {IEHCTBYIOUIETO
BellecTBa} (METa00JIUTOB) B TPYAHOE MOJIOKO YEJIOBEKa.>.
<He UCKIIIOUYEH PUCK IS HOBOPOXKJIEHHBIX (JIeTEH).>.
<{ToproBoe HauMEHOBaHHE} <MPOTUBOIIOKA3aHO B MEPUOJ IPYyAHOTO BCKAPMIMBAHHUS (
cM. pazzen 4.3)> [win] <He ciaeayeT IPUMEHSITh B IEPUOJI TPYAHOIO0 BCKapMIIMBAHUS>.>;
[nu]
<B mepuon snedeHus {TOProBoe HaMMEHOBaHHWE} I'PYJIHOE BCKapMIIMBAHHUE CIEIyET
MpPEKpaTUTh.>;



[mmm ]
<Heo6xoaumo NpuHATH penieHue 0o 0 MpeKpallieHuy rpyIHOr0 BCKapMIIMBaHUSL, THOO
00 oTMeHe Tepanuu { TOproBoe HaMMEHOBAHHE }, MPUHUMASI BO BHUMAHUE O3y TPYIHOTO
BCKapMJIMBAaHUS [T peOCHKA U TIOJIb3Y TePaIuy s )KSHITMHBL. >,
[Ipumep 3:
<BnusiHue {AeiCTBYIONIErO BEIIECTBa} HA HOBOPOXKJIEHHBIX (J€Tei), HaXOAIUXCsl Ha
TPYAHOM BCKapMIIMBAaHUU MAaTEPSIMH, MPUHUMAIOIIMMH TIperiapaT, He 00HapyKeHO.>;
[mmm ]
<B CBSI3M C HUYTOXHOW CUCTEMHOM JKCHO3UIIMEH {IEHCTBYIOIIETO BEIIECTBA} Y
KOPMSIIEH TPYABIO KEHITUHBI BIUSHUS HA HOBOPOXKJACHHOTO (peOeHKA), HAXOIAIIEroCs Ha
TPyJIHOM BCKapMIIMBaHUU, HE 0KHIAETCS.>;
[nnu]
<{[eiicTByIOIIee BEIIECTBO} (METaOOJUTHI) B IJIa3ME€ HOBOPOXKJCHHBIX (IeTeil),
HaXOJSIIIMXCS Ha TPYJIHOM BCKAapMIIMBAHUM, MAaTEPH KOTOPBIX MPUMEHSUIM Tpemapar, {
oOHapy»XeHbI {yKa3aTh KOJIMUYECTBO} [MIH | HE OOHAPYKEHBI }.>;
[nnu]
<{JleiicTByro1iee BeMIeCTBO} (METaOOIUTHI) HE MPOHUKAIOT B TPYAHOE MOJIOKO YeJIOBEKA.

[nnu]
<{JlelicTBytolllee BEIIECTBO} (META0OJUTHI) MPOHUKAIOT B IPYJHOE MOJIOKO YEJIOBEKa,
OJTHAKO B TEPANEBTUUYECKHUX J03aX {TOProBO€ HAMMEHOBAHKE} BIUSHUE HA HOBOPOKIEHHBIX (
JIeTeil) He 0KUIAeTCA.>.
{ToproBoe HaMMEHOBAaHHUE} JOMYCKAETCS MNPUMEHITh B MEPUOJ TPYIHOrO

BCKapMJIMBaHU:I.
IMPUJIOKEHMUE Ne 6

K TpeOoBaHUSIM K MHCTPYKIIMH TI0
MEIUIMHCKOMY IIPUMEHEHHUIO
JIEKapCTBEHHOTO TpenapaTa 1 o0rueit
XapaKTEePUCTHKE JIEKAPCTBEHHOTO
npenapara Juisi MEJULIMHCKOTO
MPUMEHEHHS

CTAHIOAPTHBIE ®OPMYJIMPOBKHA
UL YKa3aHHs yCIOBHE XpaHEeHH JIEKapCTBEHHBIX IIPEapaToB

<He xpanute nipu temneparype Boiiie [25C, 30C]> wnu <XpaHUTh IpU TEMIIEPATYpE
Huwxke [25C, 30C]>;
<Xpanuts B xonoauibHuke (2 8C)>;
<XpaHUTh U NIEPEBO3UTH B XON0oAuIbHUKE (2 8C)>*;
<XpaHuUTh B MOPO3HWIILHOW KaMepe IIPU TEMIIEpATypPE [TeMIEPaTypPHBIN JUAIIa30H |>;



<XpaHuThb M TPAHCIHOPTHUPOBATH B 3aMOPOXKEHHOM BHJE MNpPU TemIiiepatrype [
TEeMIIepaTypPHBII 1Uana3oH [>**;

<He oxnaxnaare> unu <He 3amopaxuBaTh>;

<XpaHUTbh B OPUTMHAIBLHOM [BU YIAKOBKH |>****;

<XpaHUTb [BUJ NEPBUYHON YIIAKOBKH (KOHTEHHEPA)|*** MIOTHO 3aKpBIThIM>™**%;

<XpaHuTh [BUJI IEPBUYHON YIIAKOBKH (KOHTEHHEpa)|*** Bo BHEIIHEH yrmaKkoBKe>™****;

<JlekapcTBeHHBIN ITpenapar He TPeOyeT CHelHaIbHbIX YCIOBUI XpaHEHUS™;
<JlexapcTBeHHBIN Tpenapar He TpeOyeT CHeluajbHBIX YCIOBUM XpaHeHUs, |
TEMIIEpATyPHBIN THAMA30H |>**#%%;

<... JUIsl TOTO, YTOOBI 3AIIIUTUTH OT [CBETA, BJIarH |>.

[Ipumeyanus:

B mactrosimux crasmapTHbIX (HOPMYIHUPOBKAX, BBEICHBI CIEAYIOIIHE IpaBuia
UCIIOJIb30BaHUS CKOOOK:

[TEKCT]| — B mOJIe MEKy CKOOKaMH BHOCUTCSI HHPOpMaLIUs UCXOJS U3 YKa3aHHBIX B HUX
YCJIOBUI;

<TEKCT> — B MOJI€ MEXIY CKOOKaMH TEKCT BRIOUPAETCS WM YJAISIETCS U3 MPEATI0KEHHBIX
CTaHJIaPTHBHIX (HOPMYIMPOBOK B 3aBUCUMOCTH OT JIEKAPCTBEHHOTO Mpenapara.

* JlaHHbIE MO CTaOUIBHOCTH, MojydeHHbIe B 25 C / 60 % OTHOCHUTEIBbHOM BJIAXKHOCTH (
ACC) nomxHbl OBITH MPUHATH BO BHUMAaHUE MPU MPUHSITHU PEIICHUS] O BO3MOXKHOCTH
TPAHCIIOPTUPOBKU TMPHU OTCYTCTBUM OXJAXIEHHS. ITO JOMYCKAETCS TOJbKO B
UCKJIIOYUTEIBHBIX CITyYasix.

** YkazaHue JOIMyCKAaeTCs UCMOIb30BaTh, TOJBKO €CIIH MO Pe3ybTaTaM HCCIIeIOBAHUN
CTaOMJIBHOCTH MPHUHSTO COOTBETCTBYIOIIEE PEIICHHUE.

*#* KoHkpeTHOE Ha3BaHHE BUJA YIIAKOBKH, KOTOpas OyJeT UCIOIb30BaThCs (HAIIpUMED,
OyTbUIKa, OJTUCTED U T. 11.).

*dx% CnemyeT UCMONB30BaTh, €CIIN JIGKAPCTBEHHBIN TpemapaT 4YyBCTBUTENICH K CBETY H (
WJIM) BIIare.

Ak E B 3aBUCUMOCTH OT JIEKAPCTBEHHON (DOPMBI U CBOWMCTB JIGKAPCTBEHHOTO Tperapara
MOJKET OBITh PUCK YXYAIICHUS KauyecTBa U3-3a AEUCTBUS (PU3nyecKkux (pakTopoB, HAPUMED,
€CJIM MOJABEPraeTcs BO3JIECUCTBHIO HU3KUX Temneparyp. Huskue temmnepaTypbl B HEKOTOPBIX
Clly4dasix MOTYT OKa3bIBaTh BIMSHUE HAa yMakoBKY. HeoOXoIUMO TOMOJHUTENHHO YKa3bIBaTh

3Ty BO3MOKHOCTb.
TIPUJIOXKEHUE Ne 7

K TpeboBaHUAM K HHCTPYKIMH O
MEAULIUHCKOMY NTPUMEHEHHIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEPHUCTHKE JIEKapCTBEHHOTO
npenapara Juis MEJULUHCKOTO
IPUMEHEHHUS



TPEBOBAHUA
K YKa3aHMIO MaKCHMaJIbHOTO CPOKa XpaHEHHs CTEPIIHHBIX JICKapPCTBEHHEIX IIPENapaToB MOCHe
LEPBOTO BCKPHITHS MM BOCCTAHOBJICHUS

1. OOmue cBeneHus

Hacrosmuit 1oKkyMeHT pachnpocTpaHsSeTCsl Ha BCE CTEPUIbHBIC Mpernaparhbl s
MEUITMHCKOTO MPUMEHEHHS, 32 UCKITIOYEHHEM paauodapMarieBTUIECKUX U MPUTOTOBIISIEMbIX
WU MOAUGUIIMPYEMBIX €X temporo.

[TockonpKy npenyraaath BCe BO3MOKHBIE YCIOBHS, IPU KOTOPBIX IpemnapaTr OyIyT
BCKPBIBaTh, Pa3BOJIUTh, BOCCTAHABIUBATh, XPAHUTh U T. II., 3aTPYAHUTEIBHO, T0JIb30BATEIIb
HECET OTBETCTBEHHOCTH 3a MOJAEPKaHUE KauecTBa JIEKapCTBEHHOIO IMpernapara, BBOJAUMOTO
namueHTy. B umensx comedcTBHS MOJB30BATENI0 JAEPKATENb PETUCTPALMOHHOTO
YAOCTOBEpPEHUS 00s13aH MPOBECTH HEOOXOIMMBIE UCCIIEIOBAHUS U YKa3aTh COOTBETCTBYIOIINE
cBeneHuss B mHpopManuu ana nois3oBatens (Hampumep, OXJIII, JIB, mapkupoBke) B
COOTBETCTBUHM C MPUMEPAMHU, YKA3aHHBIMU HUXKE U BBIJICJICHHBIMU KYPCHUBOM.

B oTHOmEHUN CPOKOB M YCIOBHM XpPaHEHUsS OTACIbHBIX KATErOPUM CTEPUIIbHBIX
JIEKapCTBEHHBIX MPENapaToB MOCIE UX BCKPBITHUS 3aIBUTEII0 HEOOXOAMMO TaKXKE YUUTHIBATh
pekomenaanuu @apmakonen Corosa.

B HacTosleM NPHUIIOKEHUU PACCMATPUBAETCA CPOK MEXKAY BCKPBITHUEM MEPBUYHOU
YIIaKOBKM (KOHTEWHEpA) JTEKapCTBEHHOTO MpenapaTa U BpeMEHEM €ro BBEICHUS MalUEHTY,
POJIOIKUTENBHOCTh BBEACHUS KaK TAKOBAsI HE YUYUTHIBACTCS.

2. Be3kOHCEpBaHTHEIE CTEPHITEHEIE TIPETIapaTHI

2.1. O6mue ykazaHusl.
<Xumuueckas u ¢pusnyeckas CTaOUILHOCTh TOTOBOTO K IPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara noATBEPKIeHa B TeueHue X 4acoB (aHeu) npu y C.>;
<C MHUKpOOHMOJIOTUUECKON TOYKU 3PEHUS, €CIIU METOJl BCKPHITUS (BOCCTAHOBIICHUS,
pa3BeleHUs) HE TPEMNSATCTBYeT MHUKPOOHOW KOHTAaMHHAIIWH, JICKApCTBEHHBIN Mpermapar
NOJJIC)KUT HEMEIJICHHOMY NPUMEHEHUIO.>;
<Ecnu nekapCTBEHHBIN MpenapaT HE BBEJECH HEMEIJIEHHO, XpaHEHHUE T'OTOBOTO K
MPUMEHEHUIO JICKAPCTBEHHOTO TMpemnapara U 00ecreueHrue yCIoBUM SABISIETCS 00s13aHHOCTHIO
MOJb30BaTEI.~.
2.2. Ykazanus ajs npenaparoB st UHPY3UH WK UHBEKIIHH.
<Xumuueckas U ¢puznyeckas CTaOUILHOCTh TOTOBOTO K IPUMEHEHHIO JIEKAPCTBEHHOTO
npemnapara noATBEpkKAeHa B TeueHue X yacoB (aHeu) npu y C.>;
<C MHUKpOOMOJOTHYECKOM TOUKM 3pPEHUs Mpenapar NOMJIEKUT HEMEIICHHOMY
npuMeHeHuto. Ecnu npenapat He BBEJCH HEMEJIEHHO, XPAaHEHUE TOTOBOIO K MPUMEHEHUIO
npenapara U o0ecreyeHue yCIOBHM 10 BBEJCHUS SABISIETCS 00sI3aHHOCTBIO MOJB30BaTeNs , B



IIeJIOM HE JIOJDKHO TpeBbImaTh 24 yacoB mpu temmeparype 2 — 8 C, eciin BoccTaHOBJIEHUE (
pa3BeJIEHUE) U T. 1. HE OCYIIECTBISJIOCH B MPOBEPEHHBIX U BAJTUIUPOBAHHBIX aCENTHYECKUX
YCIOBHAX.>.

2.3. KoncepBupoBaHHBIC JICKAPCTBEHHBIC MpenapaThl Ha BOJHOW OCHOBE (BKIJIHOUas
MPOTUBOMUKPOOHBIE KOHCEPBAaHTHI M CaMOKOHCEPBHUpPYEMBIE Tpemnaparsl). be3BoaHbIe
JIEKapCTBEHHBIE MpenapaThl (HalpuMep, MaCIIsSHbIE).

<Xumunueckas u (unyeckas CTaOUILHOCTh TOTOBOTO K MPUMEHEHUIO JIEKAPCTBEHHOTO
npenapara noATBEPkKAeHa B Te€UeHUE X yacoB (aHei) npu y C.>.
<C MHUKpOOHOJIOTHUYECKONW TOUKHU 3PEHUS MOCJE€ BCKPBHITHUS JIEGKAPCTBEHHBIN MpenapaT
JOTIyCKaeTCcsl XpaHUTh He Oonee dem z nHeil mpu temmneparype t C. Mubie ycioBus u
MPOJAOIKUTEILHOCTh XPAHEHUS SBIISIOTCSI OTBETCTBEHHOCTHIO 3asBUTEIIS. >,
3asBuTEeNH 00s13aH 00OCHOBAThH 3HAYEHUS Z U t B MHIMBUIYATHHOM MOPSIKE; Z HE JTOJKHO

B 1I€JIOM MIPEBBILIATH 28 THEH.

IMPUJIOXKEHUE Ne 8
K TpebGoBaHUAM K HHCTPYKIMH IO
MEAULIUHCKOMY NTPUMEHECHHIO
JIEKapCTBEHHOTO MpemnapaTa u oouiei
XapaKTepUCTUKE JTEKaPCTBEHHOTO
mpenapara Juisi MeAUUHCKOrO
MPUMCHEHHS

ITPABAJIA

COCTaBJICHHS SJHHBIX OOIIIX XapaKTePUCTHUK JIEKAPCTBEHHOTO IIPenapaTa H JIMCTKOB-BKIIA/IBIIICH
Ha pa3HbIe JO3UPOBKH

1. Kpurepnu o6beIrHEHNA HECKOJIBKAX JO3HPOBOK B euHyo OXJIII

B nensx ynporienust paboThl ¥ 9KCIIEpTU3bl HHGOPMAITH O JIEKAPCTBEHHBIX IIpernapaTax
PEKOMEHYETCS I BCEX S3BIKOB COCTaBIATh eauHbie OXJIII B OTHOILIEHHWHM pa3HBIX
J03UPOBOK OIHOW W TOU ke jekapcTBeHHON ¢Gopmbl. OXJIIT momkHBl OBITH MOJHOCTHIO
UACHTUYHBI (32 UCKIIOUCHUEM CHEIU(UUHBIX IJis TIO3UPOBOK CBEACHUI), HAIIPUMED, €CIU
IIOKa3aHUs K NPUMEHEHMIO JUIS Pa3sHbBIX JO3UPOBOK He coBmaxarwT, To OXJIII
KOMOMHUPOBATh HE JIOMYCKAETCH.

B oTHoOmeHnn o0beIMHEHHBIX TEPMUHOB CIEIYET UCMIOJIH30BaTh TOJIBKO MEPBUUHYIO
JIEKapCTBEHHYIO (OpMy, HAIIPUMEP, BO3MOKHO KOMOMHUPOBAHKE "PAaCTBOP JJIsl MHBEKIIHI BO
(dbnakone" u "pacTBOP I UHBEKIIUNA B PEABAPUTEIIHHO 3aMI0OTHEHHOM HITIPUIE" C YKa3aHUEM
TOJILKO "pacTBOP JJIsI HHBEKIIHI".

Nudopmanus o pa3nuuHbIX JIEKAPCTBEHHBIX (hopMax Bcerja AOJKHA OBITh B Pa3HBIX
OXJIIL.

[To oGmemy npaBuiy, Mpu NEPBUYHON PETUCTPAIIMU JIEKAPCTBEHHOTO Mperapara cieayeT
rcnoJib3oBath enauabie OXJIIL.



2. Peaymzamusa

Hacrosimue IlpaBuna oTpakeHsl B peKOMeHJauuax 1o 3anojgHenuto madiaona OXJIIT (
npwioxenue Ne 11 k Hactostmum TpeboBanmsIM).
2.1. IlepBu4Has perucTpanms: 3assBUTEISIM PEKOMEHIyEeTCsl UCnoib3oBaTh eauabie OXJIIT

2.2. 3aperucTpupoBaHHbBIE JIEKAPCTBEHHBIE MPEMAPATHI: AEPKATEISIM PErUCTPALUOHHBIX
YIOCTOBEpEHUIN peKomMeH1yeTcst coctaBuTh ennHyto OXJII B pamkax cieayromux npouenyp:
NOATBEPKACHUE PETUCTPALINU (LIEpEepEeTrucTpanus);
paciMpeHue psijia JeKapCTBEHHBIX POPM U JI03UPOBOK;
BHeceHue m3MeHeHui tunoB [B u I, 3aTparuBaromux A0mMogHEHUS K WHOOpPMAIIUHA O
JIEKapCTBEHHOM IIpernapare.

3. CocraBnenwne equabx OXJIII
(cM. mpencTaBIICHHBIN HIKE IIPUMED)

B pazgenax, B KOTOpbIX NPUBOASATCS crielUUYHBIE JJIsI pa3IUYHBIX JO3UPOBOK CBEIACHUS,
HE0OXOMMO UCIOJIb30BATh T10/13ar OJIOBKH.

[Ton3arosoBok HEOOXOAUMO BBIJACIUTH MOJYEPKUBAHUEM, OH JIOJKEH COJEPKATh
HalMEHOBAHUE JIEKAPCTBEHHOTO Mpernapara, A03UPOBKY(HM), K KOTOPbBIM OH MPUMEHUM, U
JeKapcTBeHHY0 popmy (Hampumep, "X 5 mr tabnerku, X 10 mr tabnetku" u T. m.). [locne
yKa3aHus CcHenuPuIHON 17 AO3WPOBKU HHGOpPMAIMH HEOOXOJAMMO MPEITyCMOTPEThH
OTIPEICTICHHBIN MMPOMEXKYTOK, YTOOBI UETKO 0003HAUYUTh KOHEI celupUIHON HHPOpMALIUU U
BO300HOBJICHHE YKa3aHUS OOIIUX CBEICHUM.

B paznene 1 ("HaumeHnoBanue jekapCTBEHHOT0 Mpenapara') yka3plBaTh MO[3ar0JIOBKU HE
Tpedyercs.

[Ipumep:

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITPEITAPATA

[ToproBoe HaMeHOBaHUE]| 5 Mr TaOJEeTKH

[ToproBoe HanmeHnoBanue] 10 mr TabmeTku

2. KAUECTBEHHBIN U KOJIMYECTBEHHbII COCTAB

[ToproBoe HauMEeHOBaHKE]| 5 MTI' TaOJIETKU

Kaxxnas Tabnerka cogepxur 5 mr Z.

[ToproBoe HanmeHnoBanue] 10 mr TabmeTku

Kaxnas tabnerka comepxkut 10 mr Z.

[TonHbIN nepedyeHb BCIIOMOTaTeIbHBIX BEIIECTB MIPUBEIEH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnetku

[ToproBoe HauMEeHOBaHKE]| 5 MTI' TAOJIETKU



Tabnerku ot 6e0ro 0 CerKa KeJITOoro 1BeTa C TpaBUPOBKO "5" Ha o7HOM cTOpoHE 1 "
Y" Ha 0OpaTHOM.
[ToproBoe nHaumenoBanwue] 10 Mr TabmeTku
TabneTku oT 6enoro /10 cierka KenToro 1Bera ¢ rpaBupoBkoit "10" Ha ogHON cTOpOHE U
"Y" Ha 0OpaTHOM.
B mocnenyromux pasaenax komOuHuUpoBaHHbIX OXIJIII Moryt coaepxarbcs
pa3nuyarouIuecs: CBEICHUS:

4. KIMHUYECKUE JAHHBIE

(4.2. Pexxum n03upoBaHus 1 crioco0 PUMEHEHHS)
6. DPAPMALIEBTUMECKUE CBOMCTBA

(6.1. ITepedeHpb BCrIOMOTaTENIbHBIX BELIECTB)

(6.3. Cpoxk rogHOCTH)

(6.5. Xapaktep W coaepkaHHEC IMEPBUYHON YHNAKOBKM <a TaKXe CHENHATIbHOrO0 000pYyI0BaHUS,
NpeHa3HaYeHHOT0 JUIsl IIPUMEHEHUSI, BBEICHHS MJIM UMITJIaHTaLlUI>)

(6.6. OcoOble Mepbl IPEJOCTOPOIKHOCTH NP YHUUTOXKEHUU U APYToil padoTe)

8. HOMEPA PETMICTPAIIMOHHBIX VJIOCTOBEPEHUI

9. IATA TIEPBUYHOM PETUCTPAILIM (ITEPEPETUCTPALIUN)

4. EyHELA JTMCTOK-BKJIAIBIII

IIpaBuna cocrtaBiieHus eqMHOrO JIB SBIAIOTCS OTAEIBHBIMU U HANPSIMYEO HE 3aBUCST OT
coctapienus eauaoit OXJIII. B cBs3u ¢ atuMm ucnons3oBanue eauHbix OXJIIT Bo3MoxHO (
€c COOJIO/IEHBI COOTBETCTBYIONNE KPUTEPUHU), JaXKe €CIIM cocTaBieHue eauHoro JIB He
Oy CTHUMO.

3asBUTENb BIpaBe MOAATh 3asBKY HAa PErUCTpaAlUi0 ¢ eAUHbIM JIB 1Sl HECKOIbKUX
JIO3UPOBOK OJHOM W TOW ke JekapcTBeHHOW ¢opMmbl. Emunbiii JIB nmomyctum mpu
COOJIIOJIEHNH CIENYIOIIUX 3 YCIOBHA:

a) pexxuM Ao3upoBaHus, ykazanuslii B OXJIII (JIB), npenycMaTrpuBaeT 1o MEHbIIIEH Mepe
nBa pexuMa (Hampumep, ¢aza mnoadopa J03bl, KOPPEKIUsS 03bI B 3aBUCUMOCTH OT
KJIIMHAYECKOTO OTBETA WJIU Y OCOOBIX TPYIIMN);

0) JIB noaHOCThIO UACHTHUYHBI, 32 UCKIIOUEHUEM HEOOBIIIOTO YUCa CIeUGUIHBIX IS
JIO3UPOBOK CBEJICHUN;

B) mpeasiaraeMblii KOMOMHHPOBaHHBIN JIB He momyckaeT myTaHUIbl MEXIY TPUEMOM
Pa3HBIX JO3UPOBOK M HE MPUBOIAUT K PUCKY HENPABWIBHOIO MPUMEHEHHS JEKAPCTBEHHOTO
npernapara nalyMeHTOM WIH MOTpeOuTeIeM.

B nensix cocraBnenust komOouHupoBanHoro JIB 3asgBuTenb JOMKEH BKIIOUUTH B 3asIBJICHUE
Ha PErucTpanuio, MoJATBEPKICHUE PETUCTPALUH (IEPEPETUCTPALIMIO), BHECEHHE U3MEHEHUN B
PErHCTPALIMOHHOE JIOChE COOTBETCTBYIOIIEE 0OOCHOBAaHUE. 3anpoc OyIeT paCCMOTPEH B XO/I€

MPOIEAYPHI SKCIIEPTU3BI, pelIeHHEe OyAeT NPUHUMATHCS B UHIMBUIYaJIbHOM MOPSIKE.

IMPUJIOKEHUE Ne 9
K TpeOoBaHUAM K HHCTPYKIHH TI0
MEIUIMHCKOMY IIPUMEHEHUIO



JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEPUCTHKE JIEKapCTBEHHOTO
npenapara Juis MEJUIUHCKOTO
IPUMEHEHHS

PEKOMEH/JJALIN
0 YKa3aHWIO JO3HPOBKH (KOJMIECTBEHHOTO COAEPKaHUA AeHCTBYIOMMX BEMECTB) B
HAAMEHOBAHWH JICKapCTBCHHEIX MIPENapaToB

1. O6mue pexoMeHAAIHN

JlekapcTBEHHBIH MpenapaT MapKUpyeTcs B BUje "(TOProBoe) HaMMEHOBAaHUE + JO3UPOBKA
+ nexkapctBeHHas (Qopma". Takoe yka3zaHHe paccMaTpUBAE€TCS B KadyeCTBE IOJIHOTO
HAaNMEHOBAaHUS Mpernapara, B CBA3M C 4YE€M IMOHATHE "HAaMMEHOBaHHE" B HACTOSIIMX
Pekomenmanusx cieayer MOHUMATh Kak MOJIHOE HAMMEHOBAaHHE JIEKAPCTBEHHOIO Mpernapara,
COJIEpIKAllleTO yKa3aHHbIE 3 3yeMeHTa. [[elicTBylollee BEIEeCTBO HEOOXOAUMO YKa3bIBaTh
HEIOCPEACTBEHHO M0/ IIOJIHBIM HAMMEHOBAHHUEM JIEKAPCTBEHHOT'O IIpenapara.

B cootBercTBuu ¢ myHKTOM | pasnena III TpeOGoBaHMil K MHCTPYKLMH 110 METULUHCKOMY
NPUMEHEHHIO JIEKApPCTBEHHOIO IMperapara W oOIel XapaKTepHCTHUKE JIEKapCTBEHHOTO
npemnaparta g MEIMUIMHCKOrO MPUMEHEHHUS MOJ JO3UPOBKOW B HAMMEHOBAHUU
JIEKapCTBEHHOI'0 IIperapara IOHUMAETCsl KOJHMYECTBO (COAEp)KaHUE) IEHCTBYIOLIETO
BEILIECTBA B €JUHUIIEC JIEKAPCTBEHHON (POpPMBI, a Takke B €JUHHUIIE MACChl WU OOBEMa
JIEKapCTBEHHOTO Tperapara, 3HaUUMOe JUIsl MPAaBWIBHOW MICHTU(PUKAINN W MPUMECHEHUS
JIEKapCTBEHHOI0 TMpemnapara. J(o3upoBKa B HAaMMEHOBAaHWM JIEKAPCTBEHHOIO Mpemnapara
JI0JDKHA COOTHOCUTHCS C uWH(oOpmamuen, ykazaHHOW B pasznene 2 u 4.2 oOmei
XapaKTEPUCTUKE JIEKAPCTBEHHOrO MpenapaTra sl MEAUIUHCKOrO MPUMEHEHHS (najiee —
OXJIIT).

Copnep:xaHue IeHCTBYIOLIETO BEUIECTBA B €IUHUIIE MACChl UM 00beMa JIEKapCTBEHHOI'O
npernapara Tak)Ke Ha3bIBAETCS KOHUEHTpPAUMEH W MPUBOAMUTCS MPEUMYIIECTBEHHO s
HEJJ03UPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB.

JI71s1 HEKOTOPBIX BUAOB JIEKAPCTBEHHBIX (DOPM T03MPOBKA BBIPAKAETCS KOJIMUYECTBOM
JEHCTBYIOIIEr0 BEIECTBA, BBHICBOOOXKIAEMOI0 M3 JIEKapCTBEHHOW (OPMBI B E€AMHHILY
BPEMEHH.

Lenp yxa3aHus JO3MPOBKM B HAMMEHOBAHHUH JIEKAPCTBEHHOr'O Ipernapara 3aKI04acTcs B
Ipe/ICTaBIeHUH HanboJliee 3HAaUUMON MH(OpPMAIIUU O KOJIMYECTBE JIEKapCTBEHHOTO MIpernapara
IIpY NPUMEHEHHH, JIETKOW UICHTU(DPHUKALMU U PA3IUYCHUS OT APYTUX (DOPM BBIITYCKa, a TAKKE
Ha3HA4YE€HUs1 BpPayoM C YYETOM JpPYyTMX acIeKTOB IpoLecca Ha3HAYEHUS W NPUMEHEHUS
JIEKApCTBEHHBIX MPENapaToB. YKa3aHUE TO3UPOBKHU JOJKHO OCHOBBIBATHCS HA KPUTEPHSX
yao0cTBa mis moTpeOuTens (Ha3HAYAIONMIeTO JIWIla), a HE Ha KPUTEpHUSIX KadecTBa (
AHATMTUYECKUX KPUTEPUSIX).



Crenenb geranuzauun Mexay paszaenamu 1 u 2 OXJII moxeTr paznuyarbes, HO3TOMY
npu ykazaHuu no3upoBku B paszgene | OXJIIl 3auactyro He TpeOyercs BKIIOYATH
M30BITOYHBIC CBENICHHS, KOTOphIe coaepkarcsa B apyrux pazaenax OXJIT u mapkupoBke
JIEKapCTBEHHOIO Mpemnapara. Eciu 1031MpoBKa B HAMMEHOBAHUH JIEKAPCTBEHHOTO IIpenapara
OTpa)kaeT TOJILKO O0IIee KOJIMYECTBO JIEUCTBYIOIIETO BEIIECTBA B MEPBUYHON YIIAKOBKE, B
npyrux pazaenax OXJIII u mapkupoBKe JieKapCTBEHHOTO Mpernapara Heo0X0IMMO MPUBECTU
YEeTKOE yKazaHue oOIero o0bemMa M KOHIIEHTPAalUK Ha €AMHUIYY 00beMa. AHAJIOTUYHO, €CIIU
J03MPOBKA B HAMMEHOBAHUY JIEKAPCTBEHHOI'O Mpenapara yKa3blBaeTCsA B BUJI€ KOHLIEHTPALIUH
Ha eAuHUIly o0beMa, B apyrux pasnaenax OXJIII u MapkupoBKe JIeKapCTBEHHOTO Mpemnapara
HEO0OXOAMMO YETKO yKa3aTh 00IIee KOJUYECTBO JICUCTBYIOMIETO BEIIECTBA M OOIINIT 00BheM
JIEKapCTBEHHOIO TIpemnapaTta. ToYHOe yKa3aHHe dTUX KIIFOYEBBIX AJIEMEHTOB B MPEIJIaracMoun
MapKUPOBKE U HA YIIAKOBOYHOM MaTepualie 3aBUTEIEM SBISETCA KIIOUEBBIM aClIEKTOM IMpU
AKCIIEPTU3E MAKETOB M 00PA310B, HAPABICHHBIM Ha CHM)KEHHE pUCKa OUTUOKU JO3UPOBAHMS.
Jlu3aitH, ucnoias3yemslil (hapMalleBTUYECKOM KOMITAHUEH, JTOJKEH 00eCTeunBaTh 3aMETHOCTh
M OJTHO3HAYHOCTh KJIFOUEBOW MH(OpMALUU AJi MPABUILHOTO MPUMEHEHUS JIEKApCTBEHHOTO
Ipernapara.

J103upoBKY (KOHIEHTpAILMIO) YKa3bIBAIOT, KaK IMPaBWIO, JJi OAHO-, ABYX- H
TPEXKOMITOHEHTHBIX JIEKAPCTBEHHBIX MPENApaToB. B OTAENBHBIX Claydasx OOMYyCKaeTcCs
yKa3aHHe JO3UPOBKH (KOHILIEHTPALMH) JUIsl YETHIPEX- U NATUKOMIIOHEHTHBIX JIEKAPCTBEHHBIX
npenaparos.

Jlo3upoBKa (KOHLIEHTpaLKs) JJEKAPCTBEHHBIX MTPENapaToB YKa3bIBaeTCA HA NEPBUYHON U
BTOPUYHOM yMaKOBKaX M BXOJUT B COCTaB MH(OpMAIMHU O JIEKAPCTBEHHOM Ipemnapare,
IIPEICTABIAIEMON TMAlMEHTAM M CIELUAIACTaM 34PAaBOOXPAHEHUS B HMHCTPYKLIUAX 10
MEUIIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHBIX MPENapaToB, B 0QUIUATBHBIX U CIIPABOYHBIX
W3IaHUSX, DJIEKTPOHHBIX WH(POPMAIIMOHHO-TIOMCKOBBIX CUCTEMAX.

Hacrosimue PexoMeHnnanuy HampaBieHbl HE TOJIBKO Ha JOCTHUKEHHE TapMOHM3ALNU
MEXK]Iy CXOKMMHU JICKAPCTBEHHBIMU TperaparaMy U JICKAPCTBEHHBIMU (hOopMamu, HO U Ha
COBEpILICHCTBOBAHUE MApPKHUPOBKM JIEKAPCTBEHHBIX MpenapaTtoB i olecrnedeHus
NPaBUJILHOTO U 0€30MacCHOr0 MPUMEHEHHUs JIEKAPCTBEHHBIX IMpErnapaToB U MUHUMHU3ALMNH
OLIMOOK JO3UPOBAHHUS.

PexomeHanuu pacnpoCTpaHSIOTCS HCKIIOUHUTEIBHO HAa yKa3aHUE JO3UPOBKU B
HAaVMMEHOBAHUHU JIEKAPCTBEHHBIX MPENAapaToOB M HE 3aTParvBarOT aBTOMATHYECKH IPyTHE
pEryJISITOpHbIE TPOLIEAYPHI (HampuMmep, MpaBUiia MPUCBOCHUS HOMEPOB PETUCTPALIMOHHBIX
YAOCTOBEPEHUH, pacyeTa BEJIMUMHbI MOLUINH, BBIOOpa MEXAY U3MEHEHUEM, TPEOYIOIIUM U HE
TpeOyIOIIMM HOBOM perucTpaiuu, u ap.).

2. PexoMeHanuy 10 YKa3aHHUIO JO3APOBKY B HANMCHOBAHHMH JICKAPCTBCHHBIX IIPENapaToB.

Hanbonee nmomobatomee ykazanue "m03UpOBKH" B HAMMEHOBAHHWH JICKAPCTBEHHOTO
npenapara onpeAeseTCs B UHANBUIYATBHOM MOPSIKE.



B nononuenue k gakropam, ykazaHHBIX B pazzene 1 HacTosimux TpeGoBaHUM, BEIICISIOT
(hakToOphl, KOTOphIE HEOOXOAUMO YUHUTHIBATH JJIS MPABUIBHOTO OMNpEACsiCHUs HauboJiee
0100ar0IIEero yKa3aHus "Mo3upOBKH'", HAPUMED, TO3UPOBKHA B MAPKUPOBKE JIEKAPCTBEHHBIX
IpernaparoB, UCCICAYEMbIX B KIMHUYECKUX MCCIEAOBAaHUIX (B HJealie, TOT K€ MOAXO0Md K
BBIPXKEHUIO JIO3UPOBKU CIEAYET HCHOJB30BaTh MPU MAPKUPOBKE HCCIEITYEMBIX
JIEKapCTBEHHBIX MPENapaToB), WM MPU HAIMYWHU J03UPYIOLIEro u3nenus. Eciiu B ynmakoBKy
BJIO’KEHO MOAXOSIIEE JO3UPYIOLEe U3/IeIie, U C OMOIIbI0 HETO Oy IyT BBEJIEHBI OJIHA WU
HECKOJBKO (PMKCHUPOBAHHBIX 7103, CIEAYET MPUHATH BO BHUMAHHE €ro BIUSHUE HAa yKa3aHUE
J03UPOBKH.

2.1. Ins yxa3aHus TO3UPOBKH (KOHUEHTPALMK) MPUMEHSIOT CIEAYIOIINE COKpAIICHUS
€UHUL U3MEPEHUS:

r — rpamMmm

MT — MIJIJTMTpPaMM
MKT — MHKPOTPaMM
MIT — MUJUIAJIATP

JI1s ykazaHusi JO3UPOBKH TaK)KE€ MPUMEHSIIOT aKTUBHOCTH, YKa3aHHbIEC B MOANyHKTE 1.1.
paznena Il TpeboBanuit K UHCTPYKIIUHU MO METUIIMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHOTO
npenapata v OOIIEH XapaKTepUCTUKE JIEKAPCTBEHHOrO Mpemnapara sl MEIUIMHCKOTO
MIPUMEHEHUSL.

[Ipu ykazaHum O3MPOBKM HAMMEHOBAHWE €IMHUIIBI JEKApCTBEHHOU (OpPMBI HE
npuBoautcs. Hanpumep, 200 mr, a ve 200 mr/Tabnerka, 20 ME, a ae 20 ME/dnakoH.

2.2. KonnuecTBEeHHOE yKa3aHHUEe I03UPOBKU (KOHLIEHTPAIUH ).

2.2.1. Tlpu yxa3anuu JO03UPOBKH (KOHIIEHTPAIINH) €€ YNCIECHHOE 3HAYCHUE JOHKHO OBIThH
BBIPOKEHO B PAI[MOHAIBHOM BHUJE, YTO JOCTUTAETCA MyTeM BBHIOOpPA COOTBETCTBYIOIIUX
€MHUI] U3MEPEHUS WU COOTBETCTBYIOIIMX IPUCTABOK MJisi 0Opa3oBaHUs ECATUUYHBIX
KpPaTHBIX U JOJbHBIX €AUHULl U3MEPEHUS.

2.2.2. llpu yxazaHuu JO3UPOBKH (KOHIIEHTPAIIMHU) BHIOMPAIOT €IUHUIIEI U3MEPECHUS,
MO3BOJISIONINE UCIOJIB30BAThH II€NIbIe, a HE NPOOHBIC YMCTIA, WIH IEIbIe Ynucia ¢ IPOOHBIM
pazpsaoM 1-ro u 2-ro nopsiaka. Hanpumep, 50 mkr, a ve 0,05 mr, 200 mr, a e 0,2 1, 1,5 mr, a
He 0,0015 r.

2.2.3. Ilpu yka3aHuu J1O3UPOBKU (KOHIEHTpAIMU) BHIOMPAIOT €IUHMIIBI U3MEPEHHUS,
MO3BOJIsAIONIME M30ekaTh 4Yucia, colaepxkamue Oonee Tpex paspsaoB (1000 u Oonee).
Hanpumep, 1,5 r, a ue 1500 mr, 5 mr, a He 5000 MKT.

B cnywasx eciau no3upoBKa BeIpakeHa HE B €MHHUIIAX Macchl, B yacTHOcTU B ME unu
IpYTUX €IWHUIAX, Ha YIIAaKOBKE JOIMYCKalTCs cokpamieHus "muH.", "miupa.", Hanpumep 5
MiiH. ME, onnako B OXJIIT u JIB oHM HE JOKHBI TPUMEHSTHCS.

2.2.4. B ciyuyae eciau MpOU3BOJIUTENb BBITYCKAET JEKAPCTBEHHBIN MpernapaTr OJHOTO
HAaMMEHOBAHUSI B OJHOM JIEKapCTBEHHOW (popMe ¢ pa3HBbIM KOJIMYECTBOM JIEUCTBYIOILIETO
BEIIECTBA, JO3UPOBKHM YKa3bIBAIOTCA B OJIMHAKOBBIX E€IMHUIIAX ISl BCEH JUHEHKH



JekapcTBeHHoro npenapara. Hanpumep, 0,75, 1ru 1,5, ane 750 mr, 1 ru 1,5 1, 250 mr,
500 mr u 1000 mr, a e 250 mr, 500 mru 1 r.

2.2.5. B cimy4ae UCIOB30BaHUS B KAYECTBE JICUCTBYIONIUX BEIIECTB d(PUPOB, COJICH,
COJIbBAaTOB YKa3bIBAETCS COJIEP KAHHUE JICMUCTBYIOIIETO BEIIECTBA B NIEPECUETE HA aKTUBHYIO
4acTh MOJIEKYJIbI (KUCIOTY, OCHOBaHHE, 0€3BOIHOE MM CyXOo€ BemiecTBo). Hanmpumep, npu
MCIOJIb30BAaHUU B KayeCTBE JCHCTBYIOLIErO BellecTBa kKeToThudeHa pymMapaTa yKa3blBaeTCs
coJiep>KaHMe JIEWCTBYIOIIETO BEIIECTBA B MIEpecyeTe Ha KETOTU(EH.

B cnywae ecnu ucnonb3dyembie cOH, dPUPH OTIHYAIOTCS (PapMaKOJIOTHYECKUM
JNeWCTBUEM JIOMYCKAETCs YKa3blBaThb JIO3UPOBKY B II€PECUETE Ha BCIO MOJIEKYJY
JEMCTBYIOIIETO BellecTBa (Hanpumep, OCH3WINEHULIWIIMHA HATPUEBAs COJIb).

2.2.6. /Ins nByXKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MPENapaToB COJAEpKaHUE KaXKIOTO U3
JBYX JEUCTBYIOIIUX BEIIECTB YKAa3bIBACTCS, MCIOJb3Ysl 3HAK M OJAWHAKOBBIC €IWHUIIBI
U3MepeHus1, Harpumep, "25 mr/50 mr".

JI1si MHOTOKOMITIOHEHTHBIX JIEKAPCTBEHHBIX IMPENapaToB COJEPKAHUE KaKIOT0 W3
JNEUCTBYIOIINX BEIIECTB YKAa3bIBAETCS MOCJIEAOBATEIBHO B MOPSIIKE COOTBETCTBYIOIIEM
IpYNNUPOBOYHOMY (OOLIEIPUHATOMY) HAMMEHOBAHUWIO, UCMONB3ys 3Hak "+" wim "/".
Hanpumep:

"AmnogunuH + Bancapran + 'mppoxnopornaszua” — "5 mr + 160 mr + 12,5 mr", rae 5 mr
— coaepxkaHue amuonunuHa, 160 Mr — coaepkanue BaicapTaHa, 12,5 Mr — cojep;kaHue
TUAPOXJIOPOTHAZHUA;

"Amnogunus / Bancapran / 'uapoxnoporuazug” — "5 mr/ 160 mr/ 12,5 mr", rae 5 mr —
coJepkaHue amioaunuHa, 160 Mr — coaepxkanue BajicapraHa, 12,5 mr — cojepxaHue
TUIPOXIIOPOTHAUIA.

[Ipu 3TOM HUCHONB3YIOTCS OJUWHAKOBBIE €IUHUIIBI U3MEPEHUs i1 0003HAUYEeHUS
COJIEpKaHUs KaXIOro U3 JACHUCTBYIOIIMX BEUIECTB (B Cllyyae MCMOJIb30BAaHUS MAaCCOBBIX
€JIMHUI] BBIPAKCHMUS ).

2.3. Yka3aHue KOHUEHTPALHH JIJISl JJIEKAPCTBEHHBIX MPEMAPATOB.

2.3.1. JIns yka3zaHusl KOHIICHTPAIIUU MPUMEHSIOT KOMOWHAITUIO OTHOIICHUH €UHUIL
U3MEPEHUS, IPUBEICHHBIX B MOANYHKTE 2.1 HacTosumx Pekomennamuii:

/™M1 rpamMM Ha MUJUTUITATP
MTI/MIT MUUIATPAMM Ha MUJUTHITUTP
MKT/MIT MHUKPOTPaMM Ha MUJUTHIIATP
Mr/T MUJITUTPaMM Ha rpaMM
MKT/T MHUKpPOTPaMM Ha rpaMM
MKI/MT' MHKpPOIpaMM Ha MUJUITUTPaMM
MEXyHapOIHAs eIUHHIA ONOJOTHIECKONU aKTHBHOCTH
ME/mn
Ha MUJUTHJIATP
ME/r MeXIyHapOaHasl eAMHNIIA OUOJIOTMYECKON aKTUBHOCTH

Ha rpaMm



ME/mMr MEXIyHapOoaHas eIUHAIA ONOJIOTHYECKOH aKTHBHOCTH
Ha MIJITUTPaMM.

2.3.2. YkazaHue J03UPOBKHU B TPOIEHTAX HE JOIMYCKAaeTCs, 3a MCKIIYCHHEM
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX IMpenapatoB (WU HOBBIX JO3UPOBOK TaKUX
MpenapaToB), JO3UPOBKH KOTOPHIX TPAJUIIMOHHO BBIpAXaIuCh TakUM crnocoOoMm (B
YaCTHOCTH WH(Y3MOHHBIE U MHBEKIIMOHHBIE PACTBOPHI: M30TOHUYECKHUIN pACcCTBOpP HATPUS
XJIOpHUa, PacTBOPHI TIIOKO3bl M anbOymuna). [lpu 3TOoM gomyckaeTcs MCHOJIb30BaHUE
nporneHTta "%'" B 3HaUECHUSX:

MacCCOBBIN MPOLEHT, BBIPAXKAIOIIHNI KOJIMYECTBO TPAMMOB AEHCTBYIOIIETO BemecTsa B 100
rpamMMax JISKapCTBEHHOr 0 IIpenapara;

Macco-00bEMHBIN MPOLIEHT, BBIPAXKAIOMIMN KOJIMYECTBO T'PAMMOB JEHCTBYIOILIETO
BemiectBa B 100 MIIIITUIUTpax JIEKapCTBEHHOIO MPEnapara;

00BEMHBIM TIPOIEHT, KOJMYECTBO MUJUIMJIUTPOB JelcTBYomiero Bemiectsa B 100
MUWUTHINTpPaXxX JIEKapCTBEHHOIO Mpernapara.

2.3.3. IIpu yka3aHWM KOHUEHTPALMM JIECHCTBYIOIIETO BEIIECTBA B €IMHUIIE MACChI UIIU
o0beMa JiekapcTBeHHOTO Mpenapara uudpy "1" He ykazwsiBaroT. Hampumep, 200 ME/min, a He
200 ME/1 mu.

2.3.4. JlomyckaeTrcs YKa3bIBaThb COJIEPKAaHUE JICHMCTBYIOIIErO BEUIECTBA B MHOM
KOJIMYECTBE MACCHl WM 00beMa JICKapCTBEHHOTO Tpernapara, MPUBOJS MPU 3TOM JaHHOE
KOJIMYECTBO Ipenapara, Harnpumep, 200 ME/0,5 m.

2.3.5. I MHOTOKOMIIOHEHTHBIX JIEKAPCTBEHHBIX MpEnapaToB KOHIEHTPALIHIO
YKa3bIBAIOT C YYETOM MOAMYHKTa 2.2.6 HacTosmux Pekomenaaruii, Hanpumep, (25 mr/50 mr)
/5 M wnm (25 mr + 50 mr)/S mo.

VYkazanue J03UpOBKHU (KOHIEHTPALMH) JIJISl PA3IMYHbIX JIEKAPCTBEHHBIX (DOPM MPUBEIECHO
B TaOnuue, TAe HCHOJBb3YIOTCS CIEAYIOIINE YCIOBHbIE OOO3HAUEHUSA: X MI/MI =
KOHIIEHTpAIs; Z MI = 00111ee CO/IepKaHue ACHCTBYIOIIETO BEIIECTBA; Y MJI = 001Ul 00beM;
z Mr/y MJ = o011ee coJiepKaHue IeHCTBYIOIIEro BEIIeCTBa B 00IIEM 00beEME.

Crnoco6  BBIpaKeHUS

IpenmouTtuTensHOE

JlexapcTBeHHas popma THI NepBAYHOI YNIAKOBKH JO3UPOBKH (KOHLEHTPALNH
0603HaYeHHE TO3UPOBKH 3

JlekapcTBEeHHBIE MTpenaparsl AJ1s [IpreMa BHYTPb

TBepable OIHOIO3HBIE
JaeKapcTBeHHbIE (HOPMBI ( . KOJIMYECTBO Ha EHUHUILY

OJIHOIO3HBIN Z MT'
HampuMep, TaOJIeTKH, JIO3UPOBAHUS

KarcyJibl)

TBepable JeKapCTBEHHBIE
KOJIM4YECTBO HA EIUHUILY

dbopmbl  (Hampumep, MHOTO/I03HBII X MI/T

MacChl
TpaHyJIbl)
. o0mee KOJTUYECTBO B
OJTHOJIO3HBII . Z MT
TIEPBUYHOHN YITaKOBKE
Msrkue JieKapCTBEHHbIE

KOJINYECTBO Ha EIMHHU
(dopmsbl (HanpuMep, Iacra, JIHHHLLY

. MacChbl
TeJIb U1 prueMa BHyTpI)) MHOT'OJ03HBIN X Mr/T



o0Iee KOJHUYECTBO B

Kunku KapCTBEHHbIe OMHOMO3HBIN o Z Mr
AKHE JICKapCTBe ¢ MEPBUYHOM YIIAKOBKE
¢dopmel  (Hampumep,
N KOJIMYECTBO Ha CAUHUIIL
aMITyJIbl, CalIe) MHOT'OJO3HBIM Y X MI/MII
o0beMa
N o0llee KOJHUYECTBO B
OJIHOIO3HBIN . Z MI'
[opomku (rpanHynsr) Aas TEepBUYIHOM YIIAKOBKE
IMPUTOTOBJICHUA KUAKUX KOJINYECTBO HAa E€IUHUILY
JIEKaPCTBEHHBIX (OopM MHOTOJTO3HBIN o0beMa mocie X MI/MiI

pacTBOpeHUs

.HeKapCTBeHHBIG npenaparbl AJd NApCHTCPAIbHOTO BBEICHU

OJTHOTO3HBIN (mpu
o0Iiee KOIMYECTBO B 5
e}lI/IHOBpeMeHHOM Z MT

TICPBUYHON YIIAKOBKE

BBeI{eHI/II/I4)
JKunkue nexapcTBEHHBbIE .

OIHOAO3HbIU (HpH KOJIMYECTBO Ha CAWHHUIY 5
dhopmbI 4 X MT/MIT
YaCTUYHOM BBEJICHHU ') o0BeMa

. KOJIMYECTBO HA CIUMHUILY
MHOTOI03HBIH X MI/MII
obobeMa
N o0Iiee KOJIMYECTBO B
OOHOJO3HbIN o Z MI'
Mopomku IS TIEPBUYHOHN YITAaKOBKE
MPUTOTOBIICHUS JKUIKUX KONMUECTBO HA €HHALLY
JICKAPCTBCHHBIX (popM6 MHOTOJIO3HBIH o0bemMa nocie X MI/MIT
PacTBOpEHUS
ONHOMO3HBIH  (TpH
o0Iree KOJIMYECTBO B 5
€TUHOBPEMEHHOM B 7 MT"
TIEPBUYHOHN YITAaKOBKE
4
BBEJICHUU ')
Konnentparsl
. KOJMYECTBO HA CIMHHUILY
OJTHOIO3HBIN (mpu 5
4 o0beMa nepen X MI/MII
YaCTHYHOM BBEJICHUU ')
pa3BencHIEM
KOJIMYECTBO Ha CIAMHUILY
Konrentparsr MHOTOI03HBIH ob0beMa nepen X MI/MII
pa3BelicHUEM
WmmnaHTaTh!
of0Iiee KOJMYECTBO B
WmmnnaHTaTh Z MT

HUMILJIAaHTATC

JlexkapcTBEHHBIE TIpemapaTsl Ui HApYKHOTO, TPAaHCACPMAIBHOTO, PEKTAIbHOTO, BAarMHAJIHHOTO BBEICHUS,
HaHECEHHs Ha CIU3UCTYIO 000JI0YKY IOJIOCTH PTa, IeCeH

TBGpI[LIe JICKApCTBCHHBIC
KOJIMYECTBO Ha COUHUILY

OPMBI HaIpuMe .
bop ( N p p: OJHOIO3HBII Z MT
CYIIIIO3UTOPHiA, TabIeTKa, TO3UPOBAHUS

KaricyJia)

TBepable JekapcTBEHHBIE
¢bopmel  (Hampumep, MHOTOJIO3HBIH
TTOPOIIIOK)

KOJIMYECTBO Ha CIAWHUILY
MacCChl

X Mr/T

TpaHcaepManbHbIE
npemnapaTsl il
CHCTEMHOr'0 pPHMEHEHHS (

OIHOO3HBIN X MI/y a



Hanpumep, HOMMHHAJIbBHOC KOJIMYCCTBO,

TpaHCIepMalbHBIN BBICBOOOXKJaeMOe  Ha
IIACTHIPB) €IUHUILY BPEMEHU
TpaHcnepmanbHble

npenaparsl JJIsI MECTHOTO
o01ree KOJIWYECTBO B

MIpUMEHEHUs1 (HarpuMep, OJHOMO3HBIN Z Mr
. ILIaCThIpe
TpaHcAepMaIbHBINA
IDIACTHIPH )
Msrkue JieKapCTBEHHbIE .
OJTHOTO3HBIH KOJINYECTBO HAa EIUHHUILY
(dbopMbI (HampuMep, Kpem, . X MI/T
MHOTOJIO3HBIN Macchl
resib, Masb)
. o01ree KOJIMYECTBO B
OJTHOO3HBIH . Z MT
Kunkue nekapcTBEHHbIE MNCPBUYHOU yITAKOBKE
(bopme . KOJINYECTBO Ha E€IUHUILY
MHOT'OJIO3HBIN X MI/Mit
o0BeMa

JlexapcTBeHHBIE IIpENapaThl A UHT AN

WHransumnoHnHsie
JeKapcTBeHHbIe (GopMbl ( OJHOMO3HBIN KOJIIMYECTBO B

. - X MrI/mo3a
HAalpuUMep, TBEPIAbIE  MHOTOMO3HBII JOCTaBJISIEMOH J103€

KarCyJibl, a3P030JIH, Ta3bl)

PactBop (cycmensus,
o011ee KOJIMYECTBO B

IMYJIbCHSA) IS OJTHOJIO3HBIH N Z MT
. TIEPBUYHON YIIAKOBKE
HeOymaizepa

PactBop (cycmensus,
KOJINYECTBO Ha EANHHILY

AMYJIbCHUSA) JUTST MHOTOJIO3HBIH X MI/MIT
. o0beMa
HeOymaizepa
OdTanbMOI0rHYECKHe, YITHBIC U Ha3aIbHBIC JICKAPCTBEHHBIX MPEapaThl
XKunkue nexapcTBEHHbIE OJHOTO3HBIN KOJMYECTBO HA CIUHUILY y
X MI/MIT
(hopmBI MHOT'0JI03HBIN o0bema
Msirkue JieKapcTBEHHbIE —OJHOMO3HBIN KOJIMYECTBO Ha CIUHHILY y
X MI/T
(dhopMbI (HarTpuMep, Ma3b)  MHOTOO3HBII MacChI
1

OnHono3Hasi TMEpBUYHAs YMaKOBKE COJCPKHUT KOJIWYECTBO Ipernapara,
npelHa3HauYeHHOE JJI MOJHOTO WJIM YaCTUYHOIO MpuMeHeHus 3a 1 mpueM. MHoOromo3Has
NepBUYHAs YIAaKOBKa COJACPXKUT KOJMYECTBO IperapaTa, MPUTOJHOE IS JBYKPATHOTO U
0oJee 103UpOBAHUS.

2 KomnuecTso (apManeBTHYECKOM CyOCTaHUMM WIM JAEHUCTBYIOLIErO BEIIECTBA
COOTBETCTBEHHO.

3 Kpome ykazaHHBIX B TabmuIle CrocoOOB BBIPKCHHS JO3UPOBKHU (KOHIIEHTPAIIHH),
MOTYT OBITh HCIIOJIB30BaHbI APYTUE MPUEMIIEMbIE SIUHUIBI U3MEPEHUS MJIsS BBIPAKCHUS
JO3UPOBKU (KOHIICHTPALIHNH).

4 EnnHOBpeMeHHOE BBEJICHNE: TIPUMEHEHUE BCETO KOJIMYECTBA ICHCTBYIOIIETO BEIIECTBA,
COJIepIKaIerocss B MEPBUYHON yMaKOBKE €IWHOBPEMEHHO B paMKax OJIHOTO BBEJICHHS.



YacTtruHoe BBEICHUE: BBOAMMAS 71032 PACCUMUTHIBAETCS B MHAUBUAYAILHOM TOPAIKE (B MI/KT
Macchl Tena,

B MF/Mz), a HEHCNOJIb30BAaHHAS YaCTh JICKAPCTBEHHOTO MIpENapara yHUYTOKAETCS.

> Eciu B HANMEHOBAHUH JICKapCTBEHHOTO TIpernapara KOHIICHTPAIUs YKa3bIBaCTCs B BUIE
"Mo3upoBKHU", HA YIIAKOBKE HEOOXOIUMO YETKO YKa3aTh 0011ee cojepKaHue B 001eM oobeme
. Ectn B HauMeHOBaHHMM JIEKQpCTBEHHOTO Ipemnapara oO0IIee KOJIMYECTBO JICHCTBYIOIIETO
BEIIECTBA B NEPBUYHON YIAKOBKE YKa3blBa€TCS B BHUJIE '"IIOBUPOBKHU', HAa YNaKOBKE
HEOOXO0MMO TaKXKe yKa3aTh OOLIUM 00BeM Wiu o0Ilee cojiep)KaHue B oOieM o0beMe U
KOHIICHTpanuio. Eciin B HaMMEHOBAaHWM JIEKAPCTBEHHOTO Tperapara yKa3bIBaeTcs oOIiee
KOJIMYECTBO B 00IIeM o0beMe B BHJE "HO3MPOBKH'", Ha YIAKOBKE TaKXKe CICIYEeT yKa3aTb
KOHIICHTPAITHIO.

6 [Ipn Hanmuumm 4acTHOW PEKOMEHJALMHU B OTHOIIEHHH OO0beMa JJIsi pacTBOPEHUS
JIO3UPOBKY B Kau€CTBE aJIbTEPHATUBHI JOMYCKAETCS YKa3bIBaTh B BUJIE OOIIEro KOJUYECTBA B
oO1ieM o0beMe rocie pacTBopeHus "z mr/y mi'".

2.4. OcoOble ciyvan yKa3zaHus JO3UPOBKHU (KOHIIEHTPALIHH).

2.4.1. Ins nekapCTBEHHBIX MIPENApaToB I IPUEMa BHYTPb B MHOTOJI030BOM YIIAKOBKE,
dbopma MpUMEHEHUS KOTOPBIX OTJIMYAETCS OT UCXOMHOU (hopMBI (TpeOyeTcs MpOBEICHHE
npeoOpa3oBaHus IyTEM PACTBOPEHUs, pa30aBieHUs ), JO3UPOBKA yKa3bIBaeTCs Uisl (OPMbI
npuMmeHenus. Hanpumep, "mopomok A IpUroTOBICHUS CYCIIEH3UU AJIs IpueMa BHYTph 4

Mr/mn" — Npu OTCYTCTBUM JO3UPYIOIIETO YCTPOMCTBA, "MOPOUIOK MAJisi HMPUTOTOBJIEHUS
CyCleH3uM il npuema BHYTpb 20 Mr/5 mun" — npu KOMIUIEKTAalMU JO3UPYIOUIUM
YCTPOMCTBOM.

2.4.2. lna paauodapMaileBTUUECKUX JIEGKAPCTBEHHBIX MPENapaToB yKa3bIBaeTcs 00Ias
PaANOaKTUBHOCTH, BRIPAKEHHAS PaIMOaKTUBHOCTHIO HyKHaa B Oekkepensx (I'bk, Mbk, kbk)
B €JUHUIE J03bl ()i JO3UPOBAHHBIX JEKAPCTBEHHBIX MPENapaToB) WM PaJUOAKTUBHYIO
KOHIICHTPAIIUIO, BBIPAXKEHHAS paIMOAKTUBHOCTHIO HyKIKa B Oekkepensax (I'bk, Mbk, kbk) B
€AMHUIIE TIEPBUYHOMN YITaKOBKHU (11 HEIO3UPOBAHHBIX JIEKAPCTBEHHBIX MTPENapaToB).

2.4.3. JTo3upoBKa (KOHLIEHTpAIMs1) HE YKa3bIBACTCS ISl CAEAYIOIMINX JIEKAPCTBEHHBIX
npenapaTos:

B JIEKapCTBEHHOU (popMe "ra3 meauuuHCcKui", "Maciao", "KuakocTs";
B BUJIe (paCOBAHHOTO JICKAPCTBEHHOTO CHIPhS M MPEAHA3HAYCHHBIX ISl IPUTOTOBICHUS
BOJIHBIX M3BJICUCHUM;
CJIOKHBIX COJIEBBIX PACTBOPOB ISl HH(PY3MOHHOTO BBE/ICHUS;
rOMEOMATUYECKUX MTPENAPATOB;
MOJIMBUTAMUHHBIX MPENapaTtoB M MPENapaTroB, COACPKANMX NOJWBUTAMHUHBI B
KOMOMHAIIUU C MUHEPAJTIbHBIMU KOMIIOHEHTAMU U IPYTHUX.

2.4.5. Ha ynakoBke (3TUKETKE) KUIKHX JIEKAPCTBEHHBIX MPENapaToB JJisi UHbEKLIUH,

KpOME JI0O3UPOBKH, MOXET ObITh YKa3aHa KOHIIEHTpalus AEHCTBYIOIIEro BelecTa B 1 mil.



JIns comepKMMOro yrnakoBKH 00beMOM MeHee | Ml JIoIycKaeTcs yKa3bIBaTh COACp)KaHUE
JEUCTBYIOIIETO BEIecTBa B 00IeM o0beMe ymakoBKH, Hampumep, 12,5 mr/0,625 miu. B
clydae eClIM Ha3HauCHHE JICKapCTBEHHOIO IperapaTa 3aBHCHUT OT €ro KOHIICHTpAIlUU B
NPOIICHTAX, JIOMyCKaeTCsl HapsAay C HeW yKaszaTh COJACp)KaHHUE JICHCTBYIOIIETO BEIISCTBA B

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

K TpeOoBaHMSIM K MHCTPYKIHH TIO
MEIUIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEePHUCTHKE JIEKapCTBEHHOTO
npenapara JuIs MEJUIHHCKOTO
MPUMEHEHHS

IITABJIOH
o0mIeii XapaKTEpHACTHKH JIEKAPCTBEHHOT'O Ipenapara

B HacrosieM mabsoHe, BBEICHBI CIISIYIONIHE MPABUIIA HCIIOIh30BaHHsI CKOOOK:
{TekcT} — B moJIle MEXIy CKOOKaMU BHOCHUTCS MH(POpPMAIUs MCXOAS U3 COCTaBa U
0COOCHHOCTEH JIEKapCTBEHHOTO MperapaTa;
<TEKCT> — B I10JI€ MEXKAY CKOOKaMHU TEKCT BBIOMPAETCS WIIH YAAIACTCS U3 MPETOKEHHBIX
CTaHJIAPTHBIX (POPMYITHPOBOK (BBIACICHBI KYPCHBOM) B 3aBUCHMOCTH OT JICKAPCTBEHHOTO

npenapara.
OBLIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPETTAPATA
<

v
JlexapcTBeHHBIH Npenapar MoICKUT JONOTHUTEIbHOMY MOHUTOPHHTY. TO MO3BOJIHT

OBICTPO BBIABUTH HOBYIO HH(popMaIHIo 110 6e3omacHocTH. MbI oOpairjaeMcs K paOOTHHKAM
CHCTEMbI 3/IpaBOOXPAHEHHSA C IIPOCHOOK co00IaTh O JFOOBIX MTOA03PEBAEMbBIX
He)xeaTesbHbIX peakiusax. I1opsmok cooOIIeHUS 0 HeXeaaTeIbHbIX PEaKIHAX IPECTaBICH
B paszzeie 4.8 HacToa1Iero nNpuiIoxXeHus.>
1. HaumeHoBaHuUE JI€KapCTBEHHOIO Mpemnapara
{(ToproBoe) HauMeHOBaHHE, J03UPOBKA, JIEKAPCTBEHHAs (hopma}
2. KauecTBEeHHBIN U KOJIMYECTBEHHBIN COCTaB
{HaunmeHoOBaHHE JECHCTBYIOII[Er0 BellecTBa (MJIH BEIECTB)}
<2.1 OO1ee onucanue™.
<2.2 KadecTBEHHbIN U KOJIUYECTBEHHBIN COCTaB™>.
<BcnomorareibHble BEIIECTBA, HAJIUYUE KOTOPBIX HAJI0 YYHUTHIBATb B COCTAaBE
JIEKAPCTBEHHOT O Mpernaparta; {IIepeqrC/IHTh BEIIEeCTBA,! >,
<llosHBIF CHHCOK BCIIOMOTATEJIbHBIX BELIECTB CM. B IYHKTE 6.1 Hactoslero
TIPHIIOKCHHA. .
3. JlexapcTtBeHHas popma



<JIuHus pazioma (pucka) npeJHa3Ha4eHa UCKIIOYUTEIBHO I YIIPOLIEeHUS pa3/ieJIeHUs
TaOJIETKH H ee MPOIJIATbIBAHHA, a HE pa3/IeJCHUS Ha PABHbBIC JTO3bI.>.
<JIunus pasnoma (pucka) He IpeIHA3HAYCHA JUI Pa3/eJIeHUS TAOTEeTKH. >,
<TabseTKy MOXHO pa3/ieJIMTh Ha PABHbIE JO3bL.>.
4. KiinHn4yecKkue JaHHbIE
4.1. ITokazaHusi K TPUMEHEHUIO.
<JlekapcTBeHHbII NMpenapat NPUMEHSETCSI HCKJIIOYUTEIbHO B JUATHOCTHYECKUX IIETAX.>.
<{X} mokaszaH Kk NpUMEHEHHIO y <B3POCJIbIX, HOBOPOXXICHHbIX, MJIAJICHI[EB, JICTEH,
MOJPOCTKOB B BO3pacTe {OT X 70 y} <JIET, MECALIEB>.>,
4.2. Pexxum 103UpOBaHUA U CIOCOO TPUMEHEHHS.
Pexum no3upoBanus
OcoObble rpyninbl NalHEHTOB
Jletn
<<be3zonacHocTs> <u> <3()pekTuBHOCTH> { X} y nereit B Bo3pacte {OT X 10 y} <MecsIIeB
, JIeT> <Ha JIJaHHBIFf MOMEHT> HE <YCTAHOBJICHBI™>,
</laHHBIE OTCYTCTBYIOT>.
<Hmeroruecs Ha ceroAHAIIHUH AeHb JaHHbIC IPUBEACHBI B oApaszaeie <4.8> <5.1> <
5.2>, oqHaKo HEBO3MOKHO JJaTh PeKOMEHAAIIHH IT0 PEKUMY JJO3UPOBAHHS ™.
<{X} He crnenyer Ha3Ha4YaTh (IPUMEHATbH) y ACTCH B BO3pacTe {OT X 10 y} <JIeT, MeCAIEeB
> B CBSI3H C PHCKOM, CBS3aHHBIM C OIACEHHEM(SIMH) OTHOCHTEJIBbHO <0€30MaCHOCTH> <
3¢ PeKTHBHOCTI>>.
<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} </eT, Meca1eB> {IpH MOKa3aHUH
(mokazanusx)...! (cMm. moapaznen 4.3).>.
Croco6 mpuMeHeHHs
{Mepbl IpeaoCTOpOKHOCTH, IPHHUMAEMbIE TIepe] IPUMEHEHHEM Tpenapara Ui MpH
o0OpallleHuH ¢ HUM}
<UHCTpYKLIUH [0 <HOPHUTOTOBJICHHUIO> <paCTBOPEHHIO> JIEKAPCTBEHHOTO NIPENapara nepes
IIPUMEHEHHEM CM. B paszaeje <6.6> <u> <[2>>
4.3. ITpoTuBONOKAa3aHUS.
<[ unep4yBCTBUTEJIBbHOCTb K JCHCTBYIOIIEMY BEIIeCTBY (A€HCTBYIOLIUM BEIIECTBAM) HITH
K JIFOOOMY H3 BCIIOMOIaTeJbHbBIX BEIECTB, MEPEUHCIACHHBIX B pazzaeie 6.1 <uiu {Ha3BaHHe
OCTaTOYHBIX MPOHU3BOICTBEHHBIX MPUMECEH } >,
4.4. OcoOpble yKa3aHus U MEPBI PEJOCTOPOIKHOCTH MPU TPUMEHEHUH.
<Jletn>
4.5. B3anmMoAeuCTBUE C NPYTMMH JIEKAPCTBEHHBIMH NpPENapaTaMy U IPyrue BUIBI
B3aMMOJICHCTBHSI.
<HccraenoBaHusa B3aUMOJACHCTBHS HE MPOBOUINUCE. ™.



{/lortonauTeIbHBIE CBEACHHS 00 0COOBIX TPYIIIAX. }
(et}
<HUccienoBanusa B3auMOJICHCTBHUA MPOBOJHIUCH TOJIBKO HAa B3POCIBIX>.
4.6. ®epTUIBLHOCTh, OEPEMEHHOCTD U JIAKTAITHS.
{bepeMeHHOCTb |
{KopmiteHue rpyabro}
{DepTHIIBHOCTB }
4.7. BnusHue Ha CIOCOOHOCTH YNPABIATh TPAHCIIOPTHBIMU CPEJICTBAMU U pabOTaTh C
MEXaHU3MaMH.
<{ToproBoe HanMeHOBaHHE} <<HE OKa3bIBACT> <HJIH> <OKa3bIBA€T HECYHICCTBEHHOE
BJIHSAHHE™>, <OKa3bIBACT Cjab0e BIHAHHE™>, <OKa3bIBAET YMEPEHHOE BIHAHHE>, <OKa3bIBACT
BBIPaKCHHOE BJIHSHHE HA 3TH CIIOCOOHOCTH> HAa CIIOCOOHOCTh YHPAaBJIATh TPAHCIOPTHBIMHU
cpecTBaMu U paboTaTh ¢ MEXaHH3MAaMHU. ™.
<He npuMeHHMO.>.
4.8. HexenarelbHbIE peaKIUu.
</lern>
Coob1enne o 1Moa03peBacMbIX HEXXEIATEIbHBIX PEAKITHAX
<BaxHO c000I1aTh O MOJ03PEBAEMbIX HEXXeJIaTeJIbHBIX PEAKIIUAX MOCIE PETHCTPAIIHH
JICKAPCTBEHHOTO TIpernapara ¢ MeJbpl0 o00ecredeHus HeNpepbIBHOIO MOHHTOPHHTA
cooTHomIeHud "mosib3a — puck" JeKapcTBEeHHOTO Ipernapara. MeauluHCKuM pabOTHHKAM
pEeKOMEeHIyeTcs coo0marb O JIFOOBIX MMOA03PEeBAEMbBIX HEXEIATCTbHBIX pPEAKITHIAX
JIEKAPCTBEHHOI'0 Mpernapara 4yepe3 HaI[HOHAJIbHBIE CHCTEMbI COOOIICHHUS O HEKEJIATeIbHbIX
PeaKHAX rocy1apcTB — WiIECHOB EBpa3uiickoro 3JKOHOMHYECKOIO COr03a.>.
4.9. Ilepeno3upoBka.
<Iletmn>
5. ®apMakoJIOTHYECKUE CBOMCTBA
5.1. ®apmakoIMHAMUYECKHUE CBOMCTRBA.
dapmakoTreparneBTuieckas rpynna: {rpynmna}, kogq ATX: [{koxa}, <moka He NpUCBOEH>]
<{(ToproBoe) Ha3BaHHe} sABIjgETCI OHOAHATOroM (OHOMOAOOHBIM JIEKAPCTBEHHBIM
npenapaTom).>
<5.1.1. MexaHH3M I€HCTBHSI>
<5.1.2. ®apmakoauHaMu4ecKue 3(PPEeKThI>
<5.1.3. Knuaudeckas 3(p(pekTHBHOCTD U 6€30MTACHOCTh>
<5.1.4. Jletn>
<YnoiaHOMOYEHHbIE OpraHbl rOCyAapCTB — YWICHOB EBpasuiickoro 3KOHOMHYECKOIo
coro3a 0CBOOOJWIH JepXaTessd PpPerucTpafHOHHOTO YJIOCTOBEPEHHS JIEKAPCTBEHHOIO
npenapara oT 00SA3aHHOCTH MpPEJACTABIATH PE3YJIbTaThl HCCJENOBAHHH {HAUMEHOBAHHE



JIEKApCTBEHHOTO TIPerapata} BO BCeX MOATPYIIAX AETEH MPH {COCTOSIHUE, COOTBETCTBYIOIEe
PEIIEHHIO MO0 IIAHY HUCCJIEI0OBAHUA Y IETEH M0 YTBEPKACHHOMY MOKA3aHHUIO K IPUMEHEHHIO } .
Cwm. paznei 4.2 1o npUMEHEHHIO Y JETEH.>.
<VnoiaHomo4eHHbIE OpraHbl rocyaapCcTB — 4iI€HOB EBpa3suiicKOro 3KOHOMHYECKOTO
COI03a OTJIOXHIH 0043aTEJIbCTBO JIEPKATENS PETrHCTPALHOHHOTO YJIOCTOBEPEHHUS
JIEKAPCTBEHHOTO TIpenapara MpeACTaBIATh pPE3yabTaThl HCCICIOBAHHH {HAMMEHOBAaHHE
JIEKAPCTBEHHOT'O Tpenapara! B OAHOH WK Oojiee moArpynnax AeTed NpH {COCTOSHHE,
COOTBETCTBYIOLICE DPELIEHHIO MO IUIAHY HCCJEJOBAHHUA y JAETE€H MO YTBEPKACHHOMY
1okazaHuro K npumeHenuro}. CM. pazaen 4.2 mo npuMeHEeHHIO y IeTCH.>.
</laHHbIH J1€KapCTBEHHBIH MPENnapar 3aperucTpUpOBaH M0 MpoLeaype "perucTpanus Ha
YCJI0BHAX" U 1O JIEKAPCTBEHHOMY TMpPENapary OKHAAeTcs NMpeACTaBICHUE JOMOJIHUTEIbHbIX
JaHHbIX. {HanmmeHoBaHHuE yHmOJIHOMOYEHHOIO OpraHa rocyaapcrBa — wieHa EBpa3uickoro
9KOHOMHYECKOTO COr03a} OyJeT MPOBOJHTh €KErOJHO SKCIIEPTH3Y HOBBIX CBEJICHHH O
npenapare, a JaHHasd oO0las XapaKTEpHCTHKa JIEKapCTBEHHOIO mpernapatra OyJer
OOHOBJIATHCA 110 MEPE HEOOXOAUMOCTH .
<<{(ToproBoe) Ha3BaHH€}, JaHHbI}H JIEKapPCTBCHHBIH NpPENnapart, CoAepKalliiui {Ha3BaHHe
JeHcTByronero BenjecTa (AeHCTBYIOIIMX BEIIECTB)}> HE NPOXOIHI H3YYEeHHS Y OJHOH HiIH
HECKOJIBKHX MOATpyIHII AeTeH {ycioBHe, COOTBETCTBYIOII[EE IJIAHY HCCJIEIOBAHUA y I€TEH 10
YVTBEP)KICHHOMY IMOKAa3aHHI0 K npuMeHeHuto! CM. paznen 4.2 HacTOAIero MpHI0KEHHS IO
NIPUMEHEHHIO Y JIETEH .
</laHHBIH J1€KapCTBEHHBIH MpenapaTr 3aperuCTPHPOBAH MO "HCKIFOYHTEIbHBIM
obcrostercTBaM" B CBA3H C <peJKkuM 3a007€BaHHEM, HAYYHBIMH COOOpakKeHHSIMH,
9THYECKHUMH COOOpaKeHHAMH™> BCE HEOOXOJHUMbIE CBEJEHHS O JaHHOM JIEKAPCTBEHHOM
npernapare noJIlyduTh HEBO3MOXHO. {HanMeHOBaHHE YITOJHOMOYEHHOTO OpraHa rocyapcTBa
— yigeHa Coro3a}l OyaeT HpOBOAUTH 3KCIIEPTH3Y HOBBIX CBEIEHHH, KOTOpbIE MOTYT
MOABIATHCA €KErOTHO, a JAaHHAA 00IIas XapakTepHUCTHKA JIEKapCTBEHHOTO Mpernapara OyaeT
OOHOBJIATHCA 110 MEPE HEOOXOAUMOCTH .
5.2. ®apMaKOKHMHETHYECKHE CBOMCTBA.
<5.2.1. Abcopbrus>
<5.2.2. Pacnipenesienue>
<5.2.3. buotpancgopmanus™>
<5.2.4. DaumuHaqus>
<5.2.5. JluHeHHOCTh (HEJINHEHHOCTD )>
<5.2.6. @apmakoKHHETHYECKAs-(hapMaKOJMHAMHYECKass 3aBUCUMOCTh>
5.3. JlanHbBIC JOKIMHUYECKOM OC30IaCHOCTH.
<B QOKJTHHHYECKHX JaHHBIX, IOJIy4EHHBIX 110 PE3YJIbTaTaM CTAHAAPTHBIX UCCIENOBAHUH
(papmakosiorniyeckoif 6e30MacHOCTH, TOKCHYHOCTH IPH MHOTOKPAaTHOM BBEJICHHH,
T€HOTOKCHYHOCTH, KaHL[EPOT€HHOIO0 MOTCHIHAIA H PENPONYKTHBHOH H OHTOIC€HETHYECKOH
TOKCHYHOCTH, OCOOBIH BpEJ /U1 YeJ0BEKA HE BBISBIICH™.



<B JDOKJIHHHYECKHX HCCIESAOBAHHAX HAOIIOMATHCH I()(PEKTHI JIHIIE IIPH BO3JCHCTBHH
JIEKAPCTBEHHOI 0 Tpernapara B 034X, CYIIECTBEHHO TMPEBOCXOAAIHX MAaKCHMAaJbHBIC, YTO
ABJIACTCSA KIHHUYECKH HE3HAYUMBIM >.
<UmeroTcs caeayromne HeXeaaTeJbHbIe peakiuu, He 0OHapyKeHHbIE B KITHHHYECKHX
HCCIIEJOBAHUAX, HO BBIABJICHHbBIC Y dXKUBOTHBIX IIPH BO3JI€HCTBUH JICKAPCTBEHHOIO MIPENapara
B J1033aX, CXOXHX C JI03aMH, [IPUMEHEHHbIMH B KJIHHHYECKHX HCCICAOBAHHAX, YTO MOKET
HUMETh KIHHUIECKYFO 3HAYUMOCTb.>
6. ®apmalieBTUUECKHUE CBOMCTBA
6.1. [Iepeyenb BCriOMOraTeIbHbBIX BEUIECTB.
<OTCyTCTBYIOT.>
6.2. HecoBMeCTUMOCT®.
<He npumeHHMO.>
<B CBA3HM ¢ OTCYTCTBHEM HCCJIECAOBAHHH COBMECTHMOCTH, JaHHBIH JIE€KapPCTBEHHBIH
npenapar He cjeayeT CMEIIUBaTh C APYTHMH JIEKapCTBEHHBIMH MPENnapaTaMu>.
<JlaHHBIA JEKApPCTBEHHBIN Mpemnapar HE CJIEAYEeT CMELHUBATh C APYTUMU
JIEKapCTBEHHBIMH IIPENApAaTaMHU, 32 HCKIOUYEHUEM YIIOMSIHYTBIX B paszaene <6.6> <p> <12>>

6.3. Cpok rogHOCTH (CPOK XpaHEHHUS).

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

6.4. OcobObie MepbI TPEAOCTOPOKHOCTH MPU XPAaHESHUH.

<VcioBua xpaHeHus 1ocjie <BOCCTAHOBJIECHHA™> <pa30aBJIeHHS™> <[I€PBOI0 BCKPBITHA™>

JIEKAPCTBEHHOT O IIPENAapaTa cM. B mozpasjaenae 6.3 HacTOALIEro pa3neaa.

6.5. XapakTep U cojiep>KaHie NEPBUYHON YIAKOBKU <U CIIeIMaIbHOE 000PYyI0BaHUE ISt
WCIIOJIb30BaHUs, BBECHUS WA UMILUIAHTAI[UN>.

<He Bce pa3mepbl yIIakOBOK MOT'YT OBITh JJOCTYITHBI JUIS PeaTH3aILIHH >,

6.6 OcoObic Mepbl MPEIOCTOPOKHOCTH IPH YHHYTOXKCHUU HCIOJIH30BAHHOTO
JIEKapCTBEHHOTO Mpernapara Wik 0TXOA0B, MOJYYEHHBIX MOCIIe PUMEHEHHUS JICKAPCTBEHHOTO
npenapara uin paboThl C HUM.

<6.6.1. IIpumeHeHue y nerei>
<Her 0co0bIX TpeOOBaHUH <K YTHIH3ALHH>.>.
<Becb ocTaBHIHHCS JIEKAPCTBEHHBIH Mpenapar H OTXOJbl CIeAyeT YHHYTOXHTh B
YCTaHOBJICHHOM IIOpPAJIKE.~.
7. Jlepxkateyb perucTpalliOHHOIO YAOCTOBEPEHUS
{Ha3BaHue cTpaHbl}
{HauMeHOBaHHE JepXaTesisl PErucTPallHOHHOIO YJIOCTOBEPEHHUS H IOpHIHYECKUH (
(QaxTuaeckuit) aapec)
<{rem}>
<{taxc}>

<{azapec 5JIeKTpOHHOH MOYTHI !>



7.1. 1IPEJICTABUTEJIb JEPXATEJII PEI'MCTPALIMOHHOI O
YJIOCTOBEPEHH .
Ilperen3zun notpebuTeIeH HAPABIATH 110 AJPECY:
{Ha3BaHHue CTpaHbl}.

{HaumeHOBaHHE JEpKATEJId PErHCTPAHOHHOTO YJIOCTOBEPEHHA H IOpHAHYECKHH (

(QaxTudeckuit) aapec).

<{rem}>.

<{¢paxc}>.

<{azapec 371eKTpOHHOH OYTHI }>.

8. Homep perncTpalilmoHHOTO Y0CTOBEPEHUS

9. laTa nepBUYHOM perucTpaiuu (MOATBEPKICHUS PETUCTPALlUU, IEPEPETUCTPALINN )

</lara nepBoii peructpanuu: {/{/] mecaua I'TTT }>

</lara nocyieqHero MOATBEPXKACHUA peructpanuu (nepepeructpanun): {11 mecsa I'TTT
>

10. JaTta nepecMoTpa TeKCTa

<{MM/TTTT}><{JZ/MM/TTT}><{JI/] mecaug I'TTT}>

<11. lo3umeTrpus> (eciiv MpUMEHUMO)

<12. MHCTpYKIIMHU N0 MPUTOTOBIIEHUIO paaruo(apMalieBTUYECKUX MpenapaToB>

<Becp HeHCHOJIb30BAHHBIH JIEKAPCTBEHHBIH TPENapatr HJIH OTXOAbl CJACAYET

YTHJIM3HPOBATH B YCTAHOBJICHHOM IOPSKE.>.

OO0mas xapakTepUCTUKa JEKapCTBEHHOro mpernapara {ToproBoe HauMEHOBaHHE }
JIOCTyNHAa Ha O(QUIIMATBLHOM CalTe YMOJHOMOYEHHOrO OpraHa rocyjapcTBa — 4JIeHa
EBpasuiickoro corws3a B MH()OPMaUMOHHO-KOMMYHHKaUIMOHHOW cetu "WHTepHer" {cailT
YIIOJTHOMOYEHHOTO opraHa} u (unu) Ha uHOpMamoHHOM mopTane EBpasuiickoro
SKOHOMHUYECKOI0 COI03a B MH(POPMALMOHHO-KOMMYHUKAIIMOHHOW ceTn "WHtepHer" {cailT

EBpa3zuiickoro 3kx0HOMHUYECKOT0 COr03a}.
[TPUJIOXKEHUE Ne 11

K TpeOoBaHUAM K HHCTPYKIIHH IO

MCINIHUHCKOMY ITPUMEHCHUIO
JIEKapCTBEHHOI'O MperapaTa u ooiei

XapaKTCPUCTUKE JICKAPCTBCHHOT'O

npenapara st MEAUIUHCKOT O
IPUMCHCHUA

IMTOPAOOK
3amoJHeHHs mabJI0Ha 001Iei XapaKTepHCTHKH JIEKAPCTBEHHOTO MpenapaTa

Hwxe npuBeneHs! pasaeisl HHPopMaIum, IpeyCMOTPEHHbBIE TTPaBUJIaMH PETUCTPAIIUN U
AKCIIEPTU3bI JIEKAPCTBEHHBIX MPENAPATOB HA TEPPUTOPUM EBpasuiicKOro 3KOHOMHYECKOTO
Coto3a, yrBepkaaembiMu EBpa3zuiickoil 93KOHOMHUYECKON KOMHUCCHUEH.



Jlist BceX SA3bIKOB MCIOJIb30BaHME KOMOWHHMPOBAHHBIX OOIIMX XapaKTePHUCTHUK
JekapcTBeHHbIX mpenaparoB (maiee — OXJIIl) nns pasinuyHbIX JO3UPOBOK TOM HKe
JIeKapCTBEHHON (OpMBbI 1eeco00pa3Ho (UIsl 3KCHEPTU3bl U IMOCIEAYIOLEro MPUHATHUS
pemenusi) B Tex ciaydasx, eciu OXJIIl moaHOCTBIO MAEHTUYHBI, 32 HCKIIOUYEHUEM
HEOONBIIOr0 YHCIAa CHEU(UUHBIX IS JO3UPOBOK CBEACHUN (€CiaM TOKa3aHUsS K
OPUMEHEHUIO JJI1 Pa3HbIX J03UPOBOK He coBmajgawT, To OXJII xoMOuHHpOBaTh He
nonyckaercsa). [Ipu ucnonp3oBanum komOuHMpoBaHHbBIX OXJIII crmenyer mcnosnb3o0BaTh
TOJIBKO TIEPBUYHYIO JIEKApCTBEHHYIO (OpMy, HampuMmep, BO3ZMOXKHO KOMOMHHpOBaHHE "
pacTBOp g MHBEKIUU BO (iakoHe" W "pacTBOp [JIs MHBEKLUHUN B MPEABAPUTEIIHHO
3anoJiHeHHOM 1mmpuie”. IIpu yciioBHUM BBINOJHEHUS BBIIIENIEPEYUCIEHHBIX YCIOBUN
obocHoBaHMe He TpeOyercs. bojee momHbIE pEeKOMEHAAIMUM MO JAaHHOMY BOIPOCY
npeactasieHbl B npuiokeHnn Ne 8 k TpeOoBaHUSAM K MHCTPYKIUHU MO MEAUIIMHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHOTO IIpernapara M OO0IIel XapakTEepUCTHKE JIEKaPCTBEHHOTO
npenapara Juisi MEIUIIMHCKOT0 IpUMeHeHUs (nanee — TpeOoBaHus).

Ecnu pasnuuHble NO3UPOBKU HE YIOBJIETBOPSIOT BBILICONMCAHHBIM KpUTEpUAM (
HalpuMep, MpU Pa3IUUMUAX B MOKA3aHUSAX K NPUMEHEHUIO NI Pa3IMYHBIX JO3UPOBOK),
3asiBuTenu BrpaBe npenactaButb OXJIII Ha pa3nuyHble TO3UPOBKU B OJHOM JOKYMEHTE
TOJIBKO 1IeJIel SKCIEePTU3bl, YKa3bIBasl 3arJIaBHBIMU OYKBAMHU JI03UPOBKY MJIM JIEKAPCTBEHHYIO
¢dbopMy, B OTHOLIIEHUH KOTOPOH CYHIECTBYIOT ajbTepHATUBHBIE TEKCTOBBIC AIEMEHTHI. OTHAKO
JUISL KaXJOW JTO3MPOBKU M JIEKAPCTBEHHOW (OPMBI 3aiBUTENb JODKEH NPEICTaBUTh
otnenbayio OXJII, cogepxartyto cBeZieHHsI 000 BCeX BO3MOKHBIX BapHAHTaX COJEPKUMOTO
YHaKOBKH, OTHOCSIIMXCSA K paccMaTpUBaeMON [O3UPOBKE M JIEKapCTBEHHOW (opMme B
CJIEIYIOILIEM TOPSAIKE:

BEpCUsI Ha PYCCKOM SI3bIKE — HEMOCPEICTBEHHO IMOCJ€ BbIJauu pedhepeHTHBIM
roCyJIapCTBOM IOJIOKUTENBHOTO PEMIEHUS O PETUCTPALINH;

BEPCUM Ha BCEX OCTAJBHBIX S3bIKaX TOCYAApCTB — WICHOB EBpasuiickoro
HKOHOMHUYECKOTO COI03a — HE MO3/IHee 25 KaJleHJapHbIX JHEH CO JHS BbIAAYM pePepeHTHBIM
roCyJ1JapCTBOM IIOJIOKUTEIBHOIO PEHIEHUs O PErucTpauuu (HEMOCPEICTBEHHO IOCIe
BKJIFOUEHUS] KOMMEHTApUEB rOCYJapCTB IPU3HAHMS).

CrannapTHbie POpMYIHPOBKH NPUBEACHBI B IIA0JIOHE, TPELYCMOTPEHHOM MPUIIOKEHUEM
Ne 1 x TpeboBaHusAM, KOTOpBIE CIIEYET UCHOIb30BaTh B KaXKJIOM OTAEIbHOM ciyyae. Eciu
3asIBUTENb BBIHYKJEH OTKIOHUTHCS OT CTaHJAPTHBIX (POPMYIUPOBOK C IIEJIbI0 yueTa 0COObIX
TpeOOBaHUN, OTHOCSALIUMXCS K JIGKAPCTBEHHOMY IIpernapary, ajlbTepHaTUBHbIE WIIU
JOTIOTHUTENbHbIE (POPMYITUPOBKHU OYIyT pACCMOTPEHBI HA MHAUBUAYAJIbHOI OCHOBE.

B cinyuae ecnu crangaptabie dhopmynupoBku npuioxkeruss Ne 1 k TpeboBanusam He
HY’KJAIOTCSl B MOSCHEHUAX WM PEKOMEHAALMIX IO 3alO0JHEHHIO, TO 3TOT pas3zel 1abioHa
OXJIIT npontyckaercs B HactosieM [lopsiake.

Tonbko 11 IEeKapCTBEHHBIX MPENApaTOB, TPEOYIOIUX AOMOJHUTEIBHOIO MOHUTOPUHTA
0e30MacHOCTH, YEPHBIN CUMBOJI



v
1 GOPMYITUPOBKHU K HEMY JIOJKHBI pa3MeniaThesi ToJbKo nepea pasznenaom 1 OXJIII. Yepusiid

CHMBOIJI

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

pa3Mep CUMBOJIA JIOJKEH OBITh MPONOPLIUOHAIBHBIM pa3Mepy WpHUQTa CIETYIOUIEro 3a HUM
TUIIOBOT'0 TEKCTA, 8 MUHUMAJIbHAsL JUIMHA KaX0W CTOPOHBI TPEYTIOJIbHUKA JOJKHA
COCTaBJIATh 5 MM. JJI1 MOATOTOBKY MPUIIOKEHUHN C HH(POPMALIUEH O JIEKapCTBEHHOM
IpernapaTe MOXKHO MCII0JIb30BAaTh YEPHBIN TPEYTOJIbHUK, IIPEICTABICHHBIM B JAHHOM

mabyioHe (CM. HUXKE).
<

v
ﬂaHHBIP’I JICKapCTBCHHBII;’I npenapar HoAJIC>KuT JONNOJTHUTC/IIBHOMY MOHHTOPUHTY. 1o

M03BOJIUT OBICTPO BBIABHTH HOBYIO HH()OPMALHIO MO 6e30macHOcTH. MbI oOpaiiaeMcs K
pabOTHHUKAM CHCTEMBI 3]paBOOXPAHEHHS ¢ IPOChOOI cOo00IATh O JIFOOBIX MT0J03PEBAEMBIX
HexxenaTeabHbIX peakiusax. Ilopsanok cooOLeHus 0 HexkeaaTebHbIX PeaKuaX MpeAcTaBIeH
B nozpaszzeie 4.8.>
1. HaumeHoBaHue JIEKapCTBEHHOTO TIpenapara
Pexomenaannu mo HamMCaHUIO JO3UPOBOK MPHUBEACHBI B HpuiiokeHun Ne 9 k
TpebGoBaHusIM.
B HacTosimiem pazaene u nanee cuMmBodibl "®", "T™" g TekcTy He 100aBISIOTCS, cloBa
TabaeTku" U "Kancysbl" ynoTpeositoTcsl BO MHOKECTBEHHOM YHCTIC.
2. KaueCcTBEHHBIN U KOJMYECTBEHHBIN COCTAaB
J171s1 BBICOKOTEXHOJIOTHYHBIX JICKAPCTBEHHBIX MPENapaToB, €CIM BHICOKOTEXHOJIOTMUHBIN
JIEKapCTBEHHBIN TMpenapaT COACPXKHUT KIETKM WIM TKaHU, HEOOXOJIMMO MpeICTaBUTh
MOAPOOHOE OMHMCAHUE ATUX KJIETOK MU TKaHEH UM WX KOHKPETHOE MPOUCXOXKIEHUE, B TOM
YUCJIe BUJbI )KUBOTHBIX B CIIydasiX UX HEUEJIIOBEUECKOI'0 MPOUCXOXKIACHUS. B 3TOM ciiydae B
HACTOSILEM pa3/ielie CIeAyEeT BLACIUTh 0A3ar0JIOBKU:
<2.1 OO01iee omucanue™.
<2.2 KauecTBEHHBIN U KOJUYECTBEHHBIN COCTAB™>.
Kpome TOro, B ciydae BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX MpenapaToB IMpU
HEO0OXOIMMOCTU MOTYT MPUBOJAUTHCS MOSCHUTEIIbHBIE N300paKEHHUSI.
3. JlexkapcTtBenHas hopma
<Jlunus paznoma (pucka) npeHazHaueHa JUIIb JJIs pa3jiaMbIBaHUs C 1I€JIbI0 00JIeTYeHUS
MPOTJIATHIBAHMSI, & HE JJIS pa3/ieJICHUs] Ha paBHBIC JJO3BL.>.
<Jlunus pazioma (pucka) He MpeJHa3HAueHa Il pa3iaMbIBaHUs TaOJIETKU.>.
<TabneTKy MOKHO pa3/IeIuTh Ha PABHBIE JI03bL.>.
4. Knnmauueckue naHHbIe
4.1. ITokazaHusi K TPUMEHEHUIO.
VYkazaTp, €ciii 3T0 HEOOX0IUMO:



<JlekapCTBEHHBII MpenapaT NPUMEHSIETCA UCKIIOUYNUTEIbHO B TUaTrHOCTUYECKUX LIEIIIX.>.
<{X} moka3zaH K MPUMEHEHUIO y <B3POCJbIX, HOBOPOXXJICHHBIX, MJIQJICHIICB, JICTCH,
MOJIPOCTKOB, B BO3pACTe {OT X 70 y} <JET, MECSIIEB>.>.
4.2. Pexxum 103UpOBaHUs U CIOCO0 TPUMEHEHHS.
Pexxum nosupoBanus
JlonomHUTENIbHBIE TOA3ar0J0BKH, Takue Kak "JIuna noxunoro Bo3pacta’ win "llanueHTs
C IOYEYHON HEJIOCTATOYHOCTHIO" BKIIIOUAIOTCS TPU HEOOXOUMOCTH.
Oco0Oble Tpynmbl
Hetn
<<be3omnacHocTs> <> <3 (PexkTUBHOCTL> {X} y nerei B Bo3pacTe {OT X 710 Y} <MecCsIeB
, JeT> WIH y JIIOOBIX APYTUX 3HAYUMBIX MOATPYIII, HAlpUMED, IO Macce Tela, MOoJ0BOU
3pEeIIOCTH, NOJIy <HA JAHHBIM MOMEHT> HE <yCTaHOBJICHBI>>.
Heob6xoanmo takke 100aBUTh OJJHO U3 CIEIYIOUIUX BhIPAKECHUI:
<JlaHHBIE OTCYTCTBYIOT>.
<Hmeromuecs Ha CETOAHSIIHUN JeHb TaHHbIC MPUBEACHBI B Moapazaene <4.8> <5.1> <
5.2>, 0JTHaKO HEBO3MOYKHO J1aTh PEKOMEHJAIMU 10 PEKUMY TO3UPOBAHUS>.
<{X} He ciemyeT HaA3HAYaATh JACTSIM B BO3pacTe {OT X JI0 Y} <JIET, MECALIEB™> WIH Y JIFOOBIX
JIPYrUX 3HAYUMBIX MOATPYIII, HAPUMED, IO MAcCe Tela, MOJ0BOU 3pEJIOCTH, Oy B CBSI3U C
OMaceHueM(sIMU) OTHOCHUTENbHO <Oe3omacHoCcTi> <addektuBHOCTI>>. [IpH 3TOM NpUUKUHBI
JIOJIKHBI YKa3bIBaThCSl C MEPEKPECTHBIMU CChUIKAMHU Ha Pa3zielibl C MOAPOOHBIM JAHHBIMHU (
Harpumep, noapasnaen 4.8 wiu 5.1 Hacrosmero Ilopsaka).
<Ilo moka3zanuto {yka3arh nmokazanue)} {X} y <mereir> <meteil B Bo3pacrte OT {OT X JI0 y
} <mecsiieB, JIET>> WU y JIOOBIX JPYTUX 3HAYUMBIX TOATPYIII, HAIpUMEp, MO Macce Tena,
IIOJIOBOM 3PEJIOCTH, MOy <HE IPUMEHSIETC™.
<{X} mpoTHUBONOKa3aH y JAeTeil B BO3pacTe {OT X JI0 Y} <JET, MECSLEB> WIH y JI00bIX
JIPYTUX 3HAYMMBIX TOJATPYIII, HAIPUMEp, MO Macce Tesa, MOJIOBOU 3PEIOCTH, MONy {IpHu
MoKa3aHuM (MOKa3aHMsX)...} yKa3aTh nMokazaHue (mokazanus) (cM. moapazzaen 4.3).>.
Cnocob npuMeHeHus
{Mepsl pegoCcTOPOKHOCTH, TPUHUMAEMbIE TIepe/] MPUMEHEHUEM TIpernapara Uil mpu
paboTte ¢ HUM }
[IpuBoasATCS yka3zaHus MO MPAaBUIBHOMY MPUMEHEHHIO JIEKapCTBEHHOTO Ipemnapara
MEJIUIIMHCKUMH paOOTHUKAMU UJTU TTAlIUEHTOM.

B rnucrtke-Bkianpiiiie MOTYT OBITh MPUBEACHBI JTOMOJIHUTENIHHO CHEIUAIBHBIE
pPEKOMEHJAIMu N0 MPUMEHEHUIO JIEKapCTBEHHOTO mpenaparta (B cilydae HHTaJIATOPOB),
CaMOCTOATEJILHOTO MOJKOKHOTO BBEJCHUS JIEKAPCTBEHHOI'O Mpernapara nanueHTom. I[lpu
HEO0OXOIUMOCTH MOTYT IPUBOIUTHCS MOSACHUTENbHBIE PUCYHKH (7151 BHICOKOTEXHOJIOTMUHBIX
JIEKapCTBEHHBIX MPENapaToB).

<UHCTpyKIIMHU 110 <[MPUTOTOBJICHUIO> <pacCTBOPEHUIO> JIEKAPCTBEHHOTO MperapaTa nepe
MIPUMEHEHHUEM CM. B TTOApasaeie <6.6> <u>pasznene <12>.>.



4.3. ITpoTuBOIOKAa3aHUS.

<I'unepuyyBCTBUTEIBHOCTh K (hapMalleBTUYECKUM CYOCTAHIMSIM WU K JHOOBIM
BCIIOMOTATEJIbHBIM BEIIECTBaM, MEPEUYUCIEHHBIM B mojapaszaene 6.1 <unu {HanmMeHOBaHUE
OCTAaTOYHOMU(bIX) TpUMecH(eil) } >.>.

4.4. OcoOble yKa3aHHs U MEpBI PEJOCTOPOKHOCTH MPU TPUMEHEHUH.

JloJKHBI OBITH BKJIFOYEHBI TIPU HEOOXOAUMOCTH, JJIsl YIPOIUIEHUS TTOUCKAa UH(POPMALINH
noj3arojioBku (Hampumep, "BnusHue Ha ceponoruueckue Tecthl", "[leuenouHas
HesocTaTouHOCTh", "Y mummHenne narepana QT").

4.5. B3zaumopeiicTBre ¢ IpyruMu JEKapCTBEHHBIMU TpernaparamMu U JIpyrue Gopmsl
B3aUMOJICCTBHUSI.

<HccnenoBanus B3aUMOICUCTBUSA HE IPOBOAUINCH.>.

<Jletn>

<HccnenoBaHus B3aUMOJICUCTBUS IPOBEICHBI TOJIBKO Y B3POCIHBIX.>.

4.6. ®epTUIBLHOCTH, OEPEMEHHOCTD U JIAKTAIUS.

Crangaptabsie (GOPMYJIMPOBKH, HMCHOIB3yEMbIE€ ISl OMHUCAHUS TMPUMEHEHUS

JIEKapCTBEHHOTIO Mpernapara npu 0epeMEeHHOCTH U JIaKTalluu
cM. B ipuiioskeHu Ne 5 k TpeOoBaHUsAM.

JIlonoTHUTENbHBIE TOA3Ar0JI0BKY, Takue KakK "JKEHIUHBI C I€TOPOIHBIM NOTEHIHAIOM ", "
KonTpaneniust y My»X49iH ¢ KEHITUH", MOTYT OBITh BKJIIFOYCHBI TTPH HEOOXOTUMOCTH.

4.7. BnusHue Ha CIOCOOHOCTH YNPAaBIATh TPAHCIIOPTHBIMU CPEICTBAMU U pabOTaTh C
MEXaHU3MaMH.

[Ipu HEoOX0IMMOCTH ciietyeT onucatb 3OPEKT BIUSHUS.
4.8. HexxenarenpHble peakiuu.

VYcnoBHbIE 0003HAYEHHUS YAaCTOTHI HEXKENIATEIbHBIX PEAKIUil M KiaccUpUKAIMs
HEXKENaTeJIbHBIX pPEaKUUid B COOTBETCTBUM C CHUCTEMHO-OPTaHHOW Kiaccu(puKanueu
U3II0KeHBI B TpuiioxkeHun Ne 4 k TpeboBaHusIM.

COOTBETCTBYIOIIUE MO3aTOJOBKH JTOJDKHBI UCIIOIB30BAThCS ISl 00JIETUCHHS TTOMCKa
nH(OpPMAITUU 0 HEXKETATEIHHOU PEeAKIIUU U IS KaXJI0W COOTBETCTBYIOMIECH 0COO0M TPYTIIIBI
nonynainuu, HampuMmep: "Pestome mnpoduns OezomacHoctu", "TabmuuHoe pestome
HeXeNaTeNnbHbIX peakuuit”", "OnucaHue OTIENbHBIX HEXKeNaTeNbHbIX peakiuil” (Takxe
1oJipa3ie] MOXKET ObITh 03arjaBieH Ha3BaHUEM COOTBETCTBYIOIIEH HEXENaTeIbHON peaKIuu
), "I[Ipoune ocoObie momysuu'.

<Jletn>

HacTtosmuii monapasznen MOJKeH OBITh HMCIOJb30BaH ISl BCEX JIEKAPCTBEHHBIX
MpenapaTos.

B xoHI1Ie HacTosAIIEero noapasaeiia JOJKEH pacnolaraTbCs CIECIYIOMNN M013ar0J0BOK.
CooOuieHue o Moao3peBacMbIX HEXKEIATEIbHBIX PEAKIUAX

<BaxHO co00IIaTh O MOJA03PEBAEMBIX HEKENIATEIbHBIX PEAKIMIX MOCIE PETUCTPaALUU

JEKapCTBEHHOr0 IMpernapara ¢ LeJbl0 O00ECHeYeHUsT HEMPEePhIBHOTO MOHHUTOPHUHTA



COOTHOIIEHUsI "MOJNb3a — PUCK" JIGKAPCTBEHHOTO Tpernaparta. MeauIMHCKUM pabOTHUKAM
PEKOMEHJyeTCsl COo00IaTh O JIOBIX IMOJI03PEBAEMBIX HEXKENAaTEIbHBIX PEaAKIUIX
JIEKapCTBEHHOTO TperapaTa 4epe3 HallMOHAIbHBIE CUCTEMBI COOOIIEHUS O HEXETaTeIbHBIX
pEeaKIUIX TOCYIapCTB — WICHOB EBpa3niickoro 3KOHOMMYECKOr0O COK03a.>.

B onybnukoBanHoi Bepcun yrBepxkaeHHbIX OXJIII ¢ mapopmanmeit
0 JIEKAPCTBEHHOM Ipernapare yKa3blBaroTcs (pakTHUecKue moipoOHbIe JaHHbIE HAIMOHAIBHON
CHUCTEMBbl COOOIIEHHMSI O HEXENAaTeIbHBIX pPEaKIUAX JEKapCTBEHHBIX MpPenapaToB
COOTBETCTBYIOIIETO TOCyJapcTBa — uieHa EBpa3uiickoro »KOHOMHUYECKOTO coro3a (
COOTBETCTBYIOIIMX TOCYAapCTB — 4JE€HOB EBpa3uiickoro SKOHOMHMYECKOTO COl03a) B
CIIEAYIOLIEM BHJIE:
<T'ocynapcTBo — wieH EBpa3suiickoro 3KOHOMHYECKOT0 COr3a>
<Anpec: UHJEKC, TOPOJ, YIIUIla, HOMEp 3aHus>
<YnoiaHOMOYEHHBI OpraH (YIOJHOMOYEHHAas OpraHu3allusg) TocynapcTBa — uieHa EBpasuiickoro
3KOHOMHUYECKOI0 COr03a>
<Tenedon>
<®Paxc>

<DnexkTpoHHas mo4Ta>

<CaiiT B MH()OPMAIIMOHHO-TEJIEKOMMYHHKAIIMOHHOM ceT "MHTepHeT">
MoryT ObITh HEOOXOJIUMBI JIMHTBUCTUUECKHE KOPPEKTUPOBKU B 3aBUCUMOCTU OT
rpaMMaTHYE€CKUX MPaBUJI FOCYJAPCTBEHHBIX SI3BIKOB T'OCYJIapCTB — WIEHOB EBpa3zuiickoro
HKOHOMHUYECKOT0 COI03a.
4.9. Ilepeno3upoBka.
[Ipu HEOOXOIUMOCTU MPUBOIATCS JOMOJHUTEILHBIC IMOJ3ar0J0BKH, Takhe Kak "
Cumnromel" unu "Jleuenne" (""TakTka ycTpaHEHUS CUMITOMOB NIEPEAO3UPOBKU").
5. ®apMakKoJIOTHYECKUE CBOMCTBA
5.1. ®apmakoIMHAMHUYECKHUE CBOMCTBA.
dapmakoTtepaneBTuueckas rpymma: {rpynna}, kogq ATX: [{koa}, <moka He TPUCBOCH> |
Jlns1 mekapCTBEHHOTO Mpernapara, 3aperuCTpUPOBAHHOIO Kak OroaHanor (0nonogo0HbIN
JIEKapCTBEHHBIN Mpernapart), He00X0UMO BKIIOYUTH CIEIYIONTUE CBEICHUS:
<{(ToproBoe) Ha3BaHUE} SBISETCS OMOAHAIOrOM (OMOIMOJOOHBIM JIEKAPCTBEHHBIM
npenapaTom).>.
<5.1.4. letu>
Ecnu komMmneTeHTHbIE YIOJIHOMOUYEHHBIE OpraHbl rOCyAapcTB — WwieHOB EBpa3zuiickoro
PKOHOMHMYECKOTO COI03a OCBOOOJWIN JIEpKATellsl PETUCTPALMOHHOTO YJIOCTOBEPEHUS
JIEKapCTBEHHOT0 TIpernapara OT HEOOXOJUMOCTH KIMHUYECKUX UCCIEJOBAaHUM B
e MaTPUIECKON MOMYJISIUN WU OTIOKUIIU UX, HEOOXOANMO yKa3aTh ClIeTyIOIIee:
a) TpU OCBOOOXKIECHUU OT HEOOXOJMMOCTH KJIMHUYECKUX MCCIEIOBAaHUM BO BCEX
MOATpyIIax:
<YTOJITHOMOYEHHBbIE OpTraHbl TOCYJAapCTB — YJEHOB EBpa3zuiickoro 3KOHOMHUYECKOTO
Cor03a OCBOOOIWIM JepiKaTelsi PEruCTPAlMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO



npemnapata OT OO0S3aHHOCTH TPEACTaBIATH PE3yIbTaThl UCCIEAOBAHUN {HAaUMEHOBAHUE
JIEKapCTBEHHOTIO Mpernapara} BO BCEX MOATPYIINax JeTel Mpu {COCTOSIHUE, COOTBETCTBYIOIIIEE
PEIICHHIO TI0 TUIAHYy MCCIICIOBAHUS y JIETEH M0 YTBEPKACHHOMY MOKA3aHHUIO K TPUMEHEHUIO | .
Cwm. moapasznen 4.2 1o TPUMEHEHUIO Y AETEH.>;
0) MpU OTJIIOKEHHBIX 00S3aTEIHCTBAX, PACIIPOCTPAHSIIONUXCSA KaK MUHUMYM Ha OIHY
NOATpYyNIyY:

<YTOJTHOMOYEHHBIE OpPTraHbl rOCYIAPCTB — WIEHOB EBpPa3HiICKOTO 3KOHOMHUYECKOTO
COI03a OTJIOKUIU O00s3aTEABCTBO JEpPXKATENs PErUCTPAIMOHHOTO yJAOCTOBEPEHHS
JIEKApCTBEHHOI'0 TMpernapaTa MPEeACTaBISTh PE3yJIbTaThl HCCIEAOBAHUM {HAaMMEHOBaHUE
JEKapCTBEHHOT'0 TIpernapara} B OJHOW WM OoJyiee MOATPYIax JAETe Mmpu {COCTOsSHUE,
COOTBETCTBYIOIIEE PEHICHUIO MO IUIaHY HCCJIEIOBAHUS Yy JETEed MO YTBEPKICHHOMY
MOKA3aHUIO K MpuMeHeHut0 . Cm. nonpasnaen 4.2 no npuMeHEHUIO y AeTe.>.

JI71s1 IeKkapCTBEHHBIX MPENAPATOB, 3aPETUCTPUPOBAHHBIX MO MPOLEAYpE "perucrpanus ¢
yCIOBUSMH", HEOOXOJIUMO yKa3aTh CIAEAYIONIEe YTBEPKIACHUE:

<JlaHHBII JIEKapCTBEHHBIN IpenapaT 3aperucTPUPOBAH MO MPOLEAYyPE "perucTpauus c
yCIOBUAMU" U MO HEMY OXHUJACTCSd MPEJCTaBICHUE JOMOJTHUTEIbHBIX JaHHBIX. {
HanmenoBaHne ynmoJaHOMOYEHHOrO oOpraHa TroOCyaapcTBa — 4YjeHa EBpa3uucKoro
PKOHOMHYECKOT0 COr03a} OyJeT MPOBOJUTH €XKEroJHO IKCHEPTU3Y HOBBIX CBEICHUH O
npenapare, a gaaHas OXJII Oyaet 0OHOBIATHCS IO Mepe HEOOXOIUMOCTI>,

<<{(ToproBoe) Ha3BaHUE} WJIH JUIsl BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX MPENAPATOB: <
pedepeHTHBIN JICKapCTBEHHBIN MperapaT, CoepKalinii {Ha3BaHUE JEHCTBYIONIETO BEIIECTBA
(mecTBYIOUIMX BEIIECTB)}> HE MPOXOAWI U3YUYEHUE Y OJHON WM HECKOJIBKUX MOATrPYII
JeTe {yclioBuEe, COOTBETCTBYIOIIEE IUIAHY HCCIEAOBAHUS Yy JAETEH MO YTBEPXKICHHOMY
MOKa3aHMIo K nmpuMeHeHnto} Cum. moapasaen 4.2 mo NpuMeHEHHUI0 y JAeTeir™.

B oTHOIIEHUM JIEKapCTBEHHBIX MPENapaToB, 3apETUCTPUPOBAHHBIX 1O "HUCKIIOUUTEIIHHBIM
obcrosTenbcTBaM'", HEOOXOUMO YKa3aTh CICAYIOIICE:

<JlaHHBIM JEKAPCTBEHHBIN MpernapaT 3aperuCTPUPOBAH MO "HCKIHOYUTEIHHBIM

obctosiTenbcTBaM" B CBS3U C <peIKuM 3a00JICBaHWEM, HAYYHBIMH COOOpaKCHHSIMU,
STUYECKUMHU COOOpPaKEHUSIMU™>, BCE HEOOXOJMMBIE CBEIICHHUS O JAHHOM JIEKapCTBEHHOM
npenapare moJydyuTh HeBO3MOXKHO. {HanmeHoBaHMe ymOJTHOMOYEHHOTO OpraHa rocy/1apcrBa
— uneHa EBpa3uiickoro »KOHOMHUYECKOTO cOr3a} OyAeT MPOBOAUTH DKCIEPTU3Y HOBBIX
CBEJICHUH, KOTOPbIE MOTYT MOSIBIISIThCA exeroano, a nanHas OXJIII Oyaet oOHOBIATHCS MO
Mepe HEOOXOTMMOCTI>.

5.2. ®apMaKOKMHETUYECKUE CBOMCTRA.

B nacTosiuuii nmojpasiesn MOryT, Ipu HEOOXOIMMOCTH BKIIOYATHCS JOTMOJIHUTEIbHBIN
I10/13ar0JIOBOK MJIM MOJ3arojaoBku, Takue kak '"lloueunas HemocTtaTounocTs'”, "IleueHounas
HegocTtaTouHocTs", "Jluna moxwunoro Bo3pacrta”, "Jletu" umm "Jpyrue ocobsie rpymmbl” (
yKa3aTh COOTBETCTBYIOLIUH M0/13ar0JIOBOK).

5.3. JlaHHBIC JOKIMHUYECKON OC30IIaCHOCTH.



MoryT ObITh BKJIIFOUEHBI TPH HEOOXOUMOCTH JIOMOJHUTEIBHBIE MO3ar0JIOBKH, TAKHE KaK
"HccienoBaHusg Ha MOJIOJHSKE )KUBOTHBIX'".

6. ®apmalieBTUUECKHUE CBOMCTBA

6.1. [TepedyeHb BCriOMOraTebHbIX BEUIECTB.

[IpuBoUTCS HA3BaHME BCIOMOTATEILHOTO BEIIECTBA.

JI1s1 BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MpPEenapaToB JOJKHBI ObITH OMUCAHBI
KOHCEPBUPYIOIIUE CUCTEMBL.

6.2. HecoBMECTUMOCTb.

<He mpumenumo.>. J[aHHO€ yKa3aHUE€ HUCIOJb3YyeTCS B Cilydyae HEOOXOIMMOCTH,
HaAIMpUMED, JUTsl TBEPJIBIX MEPOPATHHBIX JIEKAPCTBEHHBIX (HOPM.

J{nst npenapaToB 115l MApEHTEPATLHOIO IPUMEHEHHUSI YKA3bIBAECTCS CIEYIOIICE:

<B cBA3HM C OTCYTCTBHMEM HUCCIEAOBAHUN COBMECTHUMOCTH, JAHHBIN JIEKAPCTBEHHBIN
npenapar He CJIeAyeT CMEIINBATh C IPYTUMHU JIEKAPCTBEHHBIMU MpenaparaMmu=>

<JlaHHBIA JEKApCTBEHHBIM IpEnapar HE CIEAyeT CMEUIMBaTh C APYTUMU
JIEKapCTBEHHBIMH MpenapaTaMi, 3a UCKIIOUEHUEM YIIOMAHYTHIX B <mojpasjene 6.6> <> <
pazgene 12>>.
6.3. Cpok rogHOCTH (CPOK XpaHECHUS).

VYka3biBaeTcsi UHPOpMALIUS O CPOKE TOJHOCTU (CPOKE XpaHEHHUA) JEKaApCTBEHHOIO
mpemnaparta U CTaOMIBHOCTH BO BpeMsl MPUMEHEHHUs TOCJE MEePBOTO BCKPHITUS U (WIIN)
BOCCTAHOBJIEHUS (pa3BelleHHs). YKa3bIBaeTCs TOJIBKO OJMH OOLIUMHA CPOK XpaHEHUs
JIEKapCTBEHHOT0 Ipernapara, Ja)Xe €CIU €ro pa3iMdyHble KOMIIOHEHThl UMEIOT Pa3HbIM CPOK
TOJHOCTH (HarpuMep, NOPOILIOK U paCTBOPUTENS). [laTa ucTeueHust cpoka roIHOCTH TaKOro
KOMILIEKTA (JIEKapCTBEHHBIN IIpenapaT ¢ pacCTBOPUTENEM) WK Habopa (KOMIUIEKTa U3 ABYX U
0oJee IEKapCTBEHHBIX MpEnapaToB) OMpeEseTcs Mo Oojee paHHEH J1aTe UCTEUYEeHHs CPOKa
rOJIHOCTU KOMIIOHEHTA JIEKApCTBEHHOTO Tpernapara, BXOAAIIEro B KOMIUIEKT (Ha0op).

Crannapthbie GOPMYIUPOBKH, UCTIOIB3YEMbIC ISl OMMMCAHUS CPOKA TOJHOCTH (CpoKa
XpaHeHus), TpuBeIeHbI B puiiokeHur Ne 7 k TpeOoBaHUsAM.
6.4. Oco0Obie MepbI MPEAOCTOPOKHOCTH MPHU XPAHECHUH.
CrannapTabie GOpMYIUPOBKHU, UCIIOJIb3yEMBbIE JIJIsi OTIMCAHUS JJIA YCIOBUI XpaHEHUS,
NpUBEAEHBI B puiiokeHuu Ne 6 TpeboBaHUsIM.
OO01mue ycioBHsl XpaHEHHUs JEKapCTBEHHOIO IMpernapaTa yKa3bIBalOTCs C MEePEKPECTHON
CCBUIKOM Ha mojpaszesn 6.3 HaCTOSIIEero pa3/iena Npu He0OXO0JUMOCTH:
<YcnoBUS XpaHEHUs I0CIIE <BOCCTAHOBIICHUS™> <pa3BEICHUS> <IEPBOI'0 BCKPBITHSI>
JIEKapCTBEHHOI'O MIpernapara cM. B nojpaszaene 6.3.>.
6.5. XapakTep U cojiepKaHHe TICPBUYHON YIAKOBKH <H CIICHAIbHOE 000pYyIOBaHHUE JIS
UCITOJIb30BAHUS, BBEACHUS NI UMILTAHTALINI>.

JIOTIOTHUTENIbHBINA 3ar0JIOBOK <H CHENUaTbHOE 000pYyIOBaHUE NJIs MCIOIH30BAHUS,
BBEJICHUS WM HMIUIAHTAlMA> BKJIIOYAETCA TOJBKO JJISI BBICOKOTEXHOJOTHYHBIX
JIEKapCTBEHHBIX MPEMapaToB.



[Tpu HEOOXOUMOCTH MOTYT BKJIIOYATHCS TTOSICHUTEIIbHBIE PUCYHKH.

6.6. OcobObie Mephl MPEAOCTOPOKHOCTH MPHU YHUUTOXEHUHU MCIIOJIb30BAHHOTO
JIEKapCTBEHHOIO Mpenapara Wik 0OTXO0A0B, OJYYEHHBIX MOCII€ MPUMEHEHHUS JIEKAPCTBEHHOTO
npernapara Wik padoThl C HUM.

CrnenyeTr mpuBeCTH YKa3aHUs M0 MPUTOTOBIICHUIO JIEKAPCTBEHHOIO Mpenapara U yKazaHus
1o crnoco6am oOpaleHusi ¢ HUIM IPU HEOOXOJUMOCTH, B TOM YUCIIE YKA3aHUS 10 YTUIN3alUU
JIEKapCTBEHHOTO MpernapaTa U OTXOJIOB, OCTABIIMXCS MOCIE MPUMEHEHUS JIEKAPCTBEHHOTO
npenapara. Bo3aM0OKHO BKITIOUEHHE TUKTOTPAMM, JOTIOTHSIOMIUX TEKCT, TPU HEOOXOAUMOCTH.
7. Jlepxkartenb perucTpaliMOHHOTO YAOCTOBEPECHUS
[Ha3Banue cTpaHbl Ha SI3bIKE TEKCTA. |
{Ha3Banwue u aapec}
<{rTemn.}>
<{Paxc}>
<{3JIeKTpOHHAas [oYTa }>
7.1. IIPEACTABUTEJIb HEPXATEJIA PEIMCTPAIMOHHOI'O
YAOCTOBEPEHNAI.
[IpeTen3uu noTpeOuTENEH HANMPABIATH IO AJIPECY:
{Ha3Banue cTpaHbi}.
{HauMeHoBaHue nepxareliss peruCTPAllMOHHOTO YJIOCTOBEPEHUS] U HOPUIUUYECKUN (
(dhaxTuyeckuil) aapec}.
<{Ten}>.
<{daxc}>.
<{azapec ANEKTPOHHOMN MOYTHI }>.
8. HOMEPA PEI'MICTPAIITMOHHBIX VJIOCTOBEPEHUI
9. JATA ITEPBUYHOM PETUCTPAIIMH (ITOJTBEPXJIEHUS PETHMCTPAILINN,
ITEPEPETUICTPALIMN)
B cootBeTcTBUM ¢ TpeboBanusamu no noarotoBke Tekcta OXJIII, nata yka3biBaeTcs B
cienyroieM popmare:
</lata nepBuunoi peructpanuu: {1 mecan I'TTT }>
<Jlata mocnenHero noaTBepxkaeHus peructpanuu (nepepeructpamun): {JJ1 mecsu I'TTT
>
JlaTa noJKHA COBIAAaTh C JAaTOW MEPBUYHON PErUCTpalldd pacCMaTPUBAEMOTO
JeKapcTBEHHOro mpemnapara. OHa He JOJDKHA OTpa)kaTh AAaThl YTBEPKICHUS OTIEIIbHBIX
JO3UPOBOK U (KMiK) (opM BBITTyCKa, BBEJACHHBIX TOCPEICTBOM BHECEHUSI U3MEHECHHUU U (UJIN)
JOTIOJTHEHH .
10. Jata nepecMoTpa TeKCTa
B cootBercTBHM ¢ TpeGoBanusimMu mo moxarotoBke Tekcta OXJIII mata momkHa

yKa3bIBaThCs B ClIeytoieM dopmare:
<{MM/TTTT}>, mu6o <{JJ/MM/TTIT }>, mu6o <{AJ mecsu I'TTT }>



Hacrosmmi pazgen 3amosHgaeTcss YIOJTHOMOYEHHBIM OPTaHOM TOCYJapCTBa — 4JICHA
EBpa3uiickoro 3KOHOMHUYECKOTO cOr3a W (WiIu) JAepiKaTejleM pPerucTpairuoHHOrO
YIAOCTOBEPEHUS ITOCTIE TOTO, KaK MOSBIsAeTCS HHGOPMAIIUI O BHECCHHH U3MEHEHUM B OOIIYIO
XapaKTEPUCTUKY JIEKAPCTBEHHOTO Mpenapara.

B cnyuae usmenenmit tuma IA, 3aTparuBaroniux MHGOPMAIHUIO O JIEKAPCTBEHHOM
npenapare, JaTa U3MEHEHMsl TEKCTa JOJDKHA COBIAJaTh C JaTOMl BHECEHUS HU3MEHEHUS
JEPHKATEIIEM PETUCTPALUOHHOTO YAOCTOBEPECHHUSI.

s m3menenuit tTuna Ib, II U cpoyHBIX M3MEHEHHH, CBSA3aHHBIX ¢ O€30MACHOCTHIO
JIEKapCTBEHHOTO Tpenapara, J1ata U3MEHEHUs TEKCTa JOJDKHA COBHAJATh C JATOM PEUICHUS
YIIOJJHOMOYEHHOTO OpraHa rocyJapcTBa — 4jieHa EBpa3uiicKOro 3KOHOMHUYECKOTO COK03a O

BHECCHUU M3MEHEHUM B PETUCTPALIMOHHOE YIOCTOBEPEHHUE.

I[MPUJIOXKEHUE Ne 12
Kk TpeOoBaHUSIM K MHCTPYKIMH TI0
MEIUIIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIperapaTa 1 o0reit
XapaKTEPHUCTHKE JIEKApPCTBEHHOTO

npenapara sl MEAUIUHCKOT O
IIPUMEHCHUA

TPEBOBAHMA

[0 IOATOTOBKE TEKCTa MHCTPYKLMH 110 MEJUIIMHCKOMY IPAMEHEHHIO JIEKAPCTBEHHOTO IIpemapaTa
(;rICTKAa-BKIIABIIIA)

Cuocka. [Tpunoxenue 12 ¢ uamMeHeHusiMu, BHECEHHBbIMU penieHrnemM CoBera EBpasuiickon
sKoHOMHYECcKO koMmuccuu oT 19.05.2022 Ne 80 (BcTymnaeT B CHILy 1O UCTEUEHUU 6 MECSIIIEB C
JaThl €r0 O(UIIUATIBHOTO OIMYOIMKOBAHUS).

Hacrosimue tpeboBanus pa3paboTaHbl B KaueCTBE OJHOM M3 MEp PEryJMpOBaHUS
MapKUPOBKHU M MpEACTaBICHUS MH(pOpMaIMy O JICKAPCTBEHHOM IIperapare mnaiyeHtam, a
TaK)Xe C IEIbI0 OKa3aHUs COJCUCTBUS JIMIAM, 3aHUMAOIIMMCS TU3aiHOM M HaNHCaHUEM
JUCTKa-BKJIAAbIIA ISl TamnueHta. Hactosiuiue TpeboBaHMS coJliepKaT IpaBuia,
MPEIbIABISAEMbIE K JIUCTKY-BKJIAIbIITY JJisl MAlMEHTa, a TaKXKe OMMCAHHWE HaJJiexalleu
NPaKTUKU B 007acTH MHGOPMAIIMOHHOTO HU3aiHA C IIEJIbI0 MPEIOCTABICHUS MallMeHTaM,
MOJIaraloIIuMCsl Ha TPEJCTaBIsIeMble CBEJCHUS, BO3MOXHOCTH MNPUHUMATH PEIICHUS
OTHOCUTENbHO 0e30MmacHoro U 3(PGHEeKTUBHOTO MPUMEHEHHUs HA3HAYCHHBIX JIEKAPCTBEHHBIX
Mpenaparos.

Hacrosiue TpeGoBaHus MpeICTaBIAIOT 000 TpeOOBaHMS YIOJIHOMOYECHHBIX OPTaHOB
rocyJaapctB — ujieHOB EBpa3suiickoro 3KOHOMHYECKOTO CO03a (Jjanee COOTBETCTBEHHO —
rocyaapctBo-wieH, Coro3) B chepe oOparieHus JeKapCTBEHHBIX CPEICTB IS METUITUHCKOTO
npuMeHeHUs, CHOPMUPOBAHHBIE HA OCHOBAHUHU MOTPEOHOCTEN MEUIIMHCKUX PaOOTHUKOB U,
YTO CaMoO€ TJIaBHOE, MAI[MeHTOB OTHOCHUTEILHO MPEICTaBICHUS BBICOKOKAYECTBEHHOU
uH(pOpMAaIH O JIEKapCTBEHHOM TIperapare JJis MalueHTOB.



1. O6mue cBeneHus

CoracHO pe3yJsibTaTaM MCCIIEJOBAaHUI MMAMEHTHI PACLICHUBAIOT JIMCTOK-BKJIA IBINI (Jaee
— JIB), nmocTaBisieMblii BMECTE C MpernapaToM, Kak HamOoyiee BaXKHBIM TOCJe Bpadeil u

(dapMareBTHIEeCKUX paOOTHUKOB MCTOYHHMK wHpopmaruu. [lamuentam tpedyeTcst O6ombIie
UH(GOpPMAIIMH 0 CPABHEHUIO C TEM, YTO OHM MOJYUYalOT B HACTOALIEE BpeMs. 3aKOHOJATEIbHO
oOs3aTenbHbli JIB sABisieTcss 1OCTyNHBIM U aBTOPUTETHBIM, a JJIsI HEKOTOPBIX NAIMEHTOB —
€IMHCTBEHHBIM MUCHbMEHHBIM UCTOYHUKOM UH(MOPMAIIIH O JEKapCTBEHHOM Iperapare.

Vkaszannas B JIB nundopmanus no3BoiseT naieHTaM y4acTBOBaTh B IPUHSATUN PEILICHHUS
10 IOBOJlY ITIPUMEHEHUS [IPENapaToB, HA3HAYEHHBIX WM PEKOMEHIOBAaHHBIX MEIUIIMHCKUMU
paboTHHKamMu. B ocHOBe OKa3aHUsi cCaMONOMOIIH, 00eCTIeYeHrne BO3MOKHOCTEHN ISl KOTOPO
SBIIIETCS KIIIOUEBOM LIENBIO MPaBUTENBCTB, JEKUT 00JaaHNe MAalMEHTaMU B I0CTAaTOYHOM
00beMe BBICOKOKAYECTBEHHOM HH(pOpMalIMeid, HA OCHOBE KOTOPOW OHU MPUHUMAIOT PEIICHUS.
[Ipu npuobpereHnn O0e3pelenTypHBIX JIEKAPCTBEHHBIX MPENapaTOB B3aUMOJEHCTBUAE MEXKIY
NAIMEHTOM U MEIUIIMHCKUM PaOOTHUKOM MOKET ObITh OTPAaHUYEHO WIIM CBEJICHO K HYI0. B
MOCJEHEM Cly4yae MNUCbMEHHas HH(popMauus Mnpuodperaer 0coO0yw IEHHOCTb s
0€e301acHOro NPUMEHEHUs Mpenapara.

2. llems

[lens nactosimux TpeOGoBaHWM 3akiOYaeTCsl B COJACHUCTBUM OOJbIIEMY
CaMOpEeTyJUpOBaHUI0 (apMaleBTUYECKON OTpaciu MpU BHECEHUM H3MeHeHuir B JIB.
[Ipumenenue Hactosmux TpeOoBaHWUN TO3BOJAET JOCTUYL SICHOCTh M JOCTYIHOCTH
npeacTaBiseMoi nuadopmaluu mpu coctaBieHun JIB Ha mr000i# ekapcTBEeHHBIN Mpenapar,
YTO CO3HA€T MPEAIOCHUIKM I JOJDKHBIX ACHMCTBHUM MamueHToB. JIB, cooTBercTByromue
HACTOSIIIUM TPEOOBAHUSAM, TAK)KE OTPAX]AlT B3MJISABl MALMEHTOB, YTO MPEIYCMOTPEHO
3aKOHOJIaTEILCTBOM T'OCYIapCTB-YJICHOB.

Ilepen momauern JIB B ymOJHOMOYEHHBIE OpraHbl I'OCYJapCTB-WICHOB JIHILA,
3aHUMAKOIIMECS UX JTU3aHOM M COCTaBJIEHUEM, JOJKHBI YUECTh MPEJICTABICHHYIO HUXKE
HHPOPMAIINIO, TOCKOJIBKY JIF000€ HECOOTBETCTBHE HACTOSIIUM TPEOOBAHUSIM MOXKET
MIPUBECTH K HEOOXOJIUMOCTH OOOCHOBATh OTCYTCTBHS BIIMSHUS TaKUX HECOOTBETCTBUU Ha
0e30macHOe MPUMEHEHNE JIEKaPCTBEHHBIX MTPENapaToB.

3. Cdepa mpumeHeHUS

Hacrosimue TpeboBaHusi Hepa3pbIBHO CBA3aHbI ¢ npaBoM Coro3a B chepe oOpalieHus
JEKapCTBEHHBIX CpEACTB. JlepkaTeaum perucTpaluoHHBIX YAOCTOBEPEHUM JIOJIKHBI
YYUTBHIBaTh HAcCTOsIIME TpeOoBaHUs Mpu cocTaBieHuu JIB B mporiecce perucrparuu u
BHECCHUS U3MEHECHUH B PaMKax MPOLEAYpPbl B3aUMHOTO IIPU3HAHUS, JECLEHTPATU30BaHHOU U
HAMOHAJIBLHOU ITPOLEAYP.



Hacrosiiue TpeGoBaHusi OAMHAKOBO MTPUMEHUMBI K PEIENTYPHBIM U 0e3pelenTypHbIM
JIEKAPCTBEHHBIM IMpernaparaM, a TaKXe K JIEKapCTBEHHBIM NpemnaparaMm, KOTOpPbIE
MIPUMEHSIOTCS B YCJIOBHSAX CTallMOHApa. B paMKax sKCIEepTU3bl 10ChE U MPU ayJIUTOPCKUX
pOBEpKax YBEJOMJICHMH, a Takxke mpu padore c xkajmodamu Ha JIB ymomHomoueHHBIE
Opra"bl TOCYJapCTB-UJICHOB aHAJIU3UPYIOT OE30MacCHOCTh MAalMeHTa HMCXOJAS M3 ONbITa
NPUMEHEHUS JIEKapCTBEHHOTO MperapaTa U BCeX COOOIEHHBIX HEeXKENaTeNIbHbBIX SIBJICHH.

4. Tpe6oBanui x JIB

[Topsimox mpeactaBnenus uHbopmaluu U ee xapakrep s Bcex JIB onpenensiercs B
COOTBETCTBHUM C HUKECIIEAYIOIINM:

4.1 JIB cocraBisieTcsi Ha OCHOBaHWH OOIIEH XapaKTepUCTUKH JIKAPCTBEHHOTO Mpernapara
(manee — OXJIII). OH nmomxeH BKJIOYATh MH(DOPMAIUIO, PACIIONOKEHHYIO B CIEAYIOIIEM
MOPSIZIKE:

4.2 B uensx ueHTU(PUKAIMU JEKaPCTBEHHOTO IIpenapara:

4.2.]1 HauMEHOBAHHE JIEKAPCTBEHHOI'O Ipernapara, 3a KOTOPbIM CIEAyeT T03UPOBKA U
JeKapcTBeHHas: popMa U (€Ciau MPUMEHHMO), ClIeyeT 0c000 OTMETUTh MpeAHa3HAUYEH JIU
JIEKapCTBEHHBIM TpenapaT A NPUMEHEHHUS Y MIAJEHLEB, JIE€TeH WU JIMI] MOXKUIOTO (
cTap4yecKkoro) Bo3pacra. Eciu jgexapcTBeHHbIN MpenapaTr COACPKHUT TOJIBKO OJHO aKTUBHOE (
nencTByroliee) Bemiecto, To ero MHH (ipu oTcyTcTBHM — 00IIENPUHATOS HANMEHOBAHNE)
HEOOXOMMO YyKa3aThb B CKOOKax cpa3y 3a TOpProBbIM HAaWMEHOBAaHHMEM JIaHHOTO
JIEKapCTBEHHOI'0 Tpernapara (OHO OTJMYAeTCs OT TOProBOr0O HAMMEHOBAHUS); s
JIEKapCTBEHHBIX MPENapaToOB, COAEPKAIINX HECKOIbKO aKTUBHBIX (IE€HCTBYIOIIMX) BELIECTB
UX, CJIEIYET yKa3aTh B BUJE NEPEUHS M0/l HANMEHOBAHHUEM;

4.2.2 papmakoTepaneBTUUECKYIO TPyIIy WM ONMCAHUE AaKTUBHOCTH, JIETKO IIOHUMAaeMble
MalUEeHTOM;

4.3 nmoka3aHus K IPUMEHEHUIO;

4.4 mepedyeHb CBEJICHUN, HEOOXOJUMBIX 0 Hayajla MPUMEHEHHUs JIEKapCTBEHHOTO
npenapara:

4.4.1 npoTUBOIIOKA3aHUS,

4.4.2 HeoOXouMble MEphI MPEIOCTOPOKHOCTH IPU MMPUMEHEHHUU;

4.4.3 BBl B3aUMOACHCTBUS C IPYTHUMU JIEKAPCTBEHHBIMH IIpenapaTaMy U APYTUe BUIBI
B3aUMOJICICTBUS (HampuMep, C ajakorojieM, Tabakom, MUIIEH), CIOCOOHbIE MOBIUITH Ha
JeICTBUE JIEKapCTBEHHOr O MpernapaTa;

4.4.4 cnieunalbHbIEC PETYIPEKACHUS;

4.5 HeoOXOoMMbIE€ U CTAHJAPTHBIE MHCTPYKLIMH MO HaAJIeKalEMy MPUMEHEHHIO U, B
YaCTHOCTH:

4.5.1 pexxum 103UpOBaHUs;

4.5.2 MeTo ¥ yTh BBEICHUS (TP HEOOXOAUMOCTH);



4.5.3 4acToTa NPUMEHEHHS C YKa3aHHEM BPEMEHH, KOTrJla JIEKApCTBEHHBIM Mpernapar
MOXET WJIHM JIOJDKEH MPUMEHSThCS (MpU HEOOXOJMMOCTH), a TakKe€ B COOTBETCTBYIOIIUX
ClIy4asx, B 3aBUCHMOCTH OT CBOMCTB JIEKAPCTBEHHOTO Ipernapara:

4.5.4 nUTENbHOCTH JICUCHHUS, €CJIH €€ HEOOXOMMO OTPaHUYUTh;

4.5.5 mepbl, KOTOpble HEOOXOAUMO MPHUHATH B CIydae MEPeIO3UPOBKU (CUMIITOMBI,
HEOTJIOKHBIE ITPOLIEAYPHI);

4.5.6 mepbl, HEOOXOUMBIE MPU MPOMYCKE OJHOM MU HECKOIBKHUX 703 JIEKAPCTBEHHOTO
npenapara;

4.5.7 yka3zaHue Ha HAJIM4YME PUCKAa CUMIITOMOB OTMEHBI (IIPU HEOOXOAUMOCTH);

4.5.8 pekoMeHaaIu MO OOpaIEHUIO 32 KOHCYJIbTAIIUEH K METUIIMHCKOMY PAOOTHHUKY
JUISL pa3bICHEHMSI CIOC00a MPUMEHEHHUS JIEKAPCTBEHHOTO Mpenapara;

4.6 onucaHue HEXKETATEIbHBIX PEAKIIUM, KOTOPbIE MOTYT MPOSBIISITHCA MPU CTAHAAPTHOM
IPUMEHEHUH JIEKAPCTBEHHOTO IMPENapaTa U MEPbL, KOTOPBIE CIAEAYET NPUHATH B 3TOM CIIy4ae
(Ipu HEOOXOAMMOCTH);

4.7 cchlka Ha 1aTy UCTEUEHUS CpOKa TOJHOCTH, YKa3aHHAs B MapKHUPOBKE:

4.7.1 ¢ yka3zaHueM 3arpeTa NpUMEHEHUs JIEKapCTBEHHOTO MpernapaTa o MCTEYeHUH CpOoKa
TOJHOCTH;

4.7.2 B COOTBETCTBYIOILUX CIy4asiX CIIEUUAIbHBIMU YCIOBUSIMU XPaHEHHUS,

4.7.3 mpenynpexaeHueM 00 onpeeeHHbIX BUIUMBIX IPU3HAKAX YXYIIICHUS KauecTBa (
py HEOOXOUMOCTH );

4.7.4 c TOJHBIM KaueCTBEHHBIM COCTaBOM ((apMaleBTUYECKUX CYOCTAaHUUH U
BCIIOMOTATEIbHBIX BEIIECTB) U KOJIMUYECTBEHHBIM COCTAaBOM (papMalrieBTUYECKUX CyOCTaHIIUN
C HCIOJb30BAaHHEM HX OOUIENPUHATHIX HAMMEHOBAHUM IJIs KaXJ0il (OpMBI BBITyCKa
JIEKapCTBEHHOI'O MPEIapara;

4.7.5 nexapctBeHHOM (hopMOI Kaxk10M (DOPMBI BBITTyCKA JIGKAPCTBEHHOTO Mpernapara u ee
CoJIep KaHMs 10 Macce, 00bEMY WM KOJIMYECTBY /103 B JIEKAPCTBEHHOM IIpeNapare;

4.7.6 c Ha3BaHUEM U AJIPECOM JIepKaTelisl pErMCTPAlMOHHOIO yI0CTOBEpPEHUS (J1anee —
JIPY) 1, B COOTBETCTBYIOLIUX CIIy4asix MMs IPEICTABUTENS, HA3HAYEHHOTO BIAJENIBIEM C
LEJBIO MPEJICTABICHUS €Er0 HHTEPECOB B KAXKJIOM IOCYIapCTBE-UJIEHE;

4.7."7 ¢ Ha3BaHHWEM U aJIPECOM MPOU3BOJIUTEINS;

4.8 ecnum neKapCTBEHHBIM IpenapaT 3aperucTPpUpPOBaH IMOJ PA3IUYHBIMU
HAaMMEHOBAaHUSIMH B TOCYAapCTBAX-WICHAX, IEPEUCHb HAMMEHOBAHUI, 3apErUCTPUPOBAHHBIX
B KaXJOM U3 TOCYJIapCTB-YJIEHOB;

4.9 nara nmocneguero nepecmotpa JIB.

B oTHOmIeHWM II€KapCTBEHHBIX MpPENapaTtoB, TPEOYIOMHMX MOMOJIHUTEIBHOTO
MOHUTOpPHHTA, JOMOJHUTENIBHO YyKa3blBaeTcs ciaenayrolee: '"J/[aHHBI JIeKapCTBEHHBIN
npenapar MOJICKUT AOMOJHUTEILHOMY MOHUTOPHHIY'". YKa3aHHOMY MpeIylpeXICHHUIO
NOJKEH TMpPEJIIeCTBOBATh YEpPHBIH CUMBOJI, 33 KOTOPBIM JOJKHO CIJI€A0OBaTh
COOTBETCTBYIOIIIEE CTAHAAPTU30BAHHOE Pa3bSICHEHUE.



Ha Bcex nekapcTBEHHBIX MpernapaTax HEoOXOJMMO yKa3blBaTh CTAHJIAPTHBIM TEKCT,
PEKOMEHIYIOIIMKA MalMeHTaM MPU BO3ZHUKHOBEHHH OXHUIAEMBIX JEKAPCTBEHHBIX pEaKIUN
oOparmarbcs K MEAUITMHCKOMY PabOTHUKY, (papManieBTHIECKOMY paOOTHHUKY WIJIH HAMIPSIMYIO
B HHGOpPMallMOHHYI0 0a3y [aHHBIX MO HEXEeJaTeNbHBbIM peakiusM (AeHCTBUSAM) Ha
JIeKapCTBEHHBIE Mpernaparhbl, BKIIOYasi COOOIICHUS O HEI(PPEKTUBHOCTH JIEKAPCTBEHHBIX
NPENapaToB, BBIABICHHBIM HAa TEPPUTOPUM TOCYIAPCTBA — YIIEHA, M YKa3bIBAIOLIWN Ha
pa3JIMuHbIC MyTH TAKOTO COOOIIEHUS (PIEKTPOHHOE COOOIIECHHE, TOYTOBOE OTMPABICHUE U (
WJIN) APYToe).

4.10 Ilepeuyenb, yka3aHHbId B noAanyHkTe 4.3 Hactosmux TpeOGoBaHMil, HOJKEH
YUYUTHIBATH:

a) yCIOBHUS NMPUMEHEHUS B ONPEACIICHHbIX Tpynnax (1eTH, O0epeMeHHbIE U KOPMSIIUe
IPYAbIO KEHIIMHBI, TOKUJIBIE, JTULA C ONPEAEICHHBIMU NAaTOJOTMYECKUMH COCTOSIHUSIMU );

0) cBeleHUs O BO3MOXKHOM BIIMSSHUM Ha CHOCOOHOCTH YIPABIATH TPAHCHOPTHBIMU
CpeACTBaMU WK paboTaTh C MEXaHU3MaMU (€CIIu IPUMEHUMO);

B) IepeyYeHb BCIIOMOTAaTEJIbHBIX BEIIECTB, 3HAHUE O KOTOPBIX HEOOXOIUMO IS
0e3onacHoro U 3¢Q(HEKTUBHOrO NMPUMEHEHUsS JIEKApCTBEHHOTO Mpenapara, ONUCAHHBIX B
npuwioxkenu Ne 1 k HacrosuuM TpeOoBaHUAM K HMHCTPYKIUU IO MEIULUHCKOMY
MPUMEHEHUIO JIEKAPCTBEHHBIX MpenaparoB U OOLIEH XapaKTEPUCTUKE JIEKAPCTBEHHOIO
npenapara Juisi MEIUIIMHCKOTO IPUMEHEHUS.

4.11 Io ycMOTpeHHIO 3asiBUTENS B LEISAX 00eCeYeHHs yI000YUTaEMOCTH, IIOHATHOCTH U
Jerkoctu Boctpusatug JIB MoryT ObITh pOBEAEHBI KOHCYJBTALMK C LEIEBBIMU IPYIIIAMHU
MAIMEHTOB U (UJIK) MOJIB30BaTENbCKOE TecTupoBanue JIB.

4.12 He no3nnee 1 auBaps 2025 r. ynmodTHOMOYEHHBIMU OpraHaMH (3KCIEPTHBIMH
OpraHM3alisIMHi) TOCy1apCTB-UJICHOB B EBpa3uiicKkyto SKOHOMHUYECKYI0 KOMHUCCHIO (Jajee —
Komuccust) nmpeacTaBisitoTCsi CBOJIHBIE OTYEThl O MMEIOLIUX CHUCTEMATHYECKUU XapaKTep
Henocrarkax OXJII u JIB nekapCTBEHHBIX MPENapaTroB, HAXOISIIUXCS B OOpalleHUH, U
aHaJIn3e BO3MOXKHBIX IMyTEW MPEOAOJEHUS TaKUX HEJOCTAaTKOB, KOTOpbIE MyOJUKYIOTCS Ha
opunmanpHOM caiite Kommccun B WHQPOPMAITMOHHO-TEICKOMMYHUKAITMOHHON CETH
WNutepuer", yToObI JIydllle OTpa)kaThb MHTEPECHI MALMEHTOB U MEIUIMHCKUX PAOOTHHKOB.

"

DKcnepTHbIM KoMHuTeT npu KoMHccMM Ha OCHOBaHMH OTYETa W, €CIM MPUMEHHMO,
KOHCYJIbTAllMM C 3aUHTEPECOBAHHBIMHU JIMIIAMU, pa3pabaThiBaeT pPEKOMEHIAIUU 10
YIAYUYIICHUIO YI000UUTAEMOCTH, U3JIOKEHHUIO U COJIEPKAHUIO YKA3aHHBIX JJOKYMEHTOB, IS
ux paccMoTpenus Komuccuen B yCTaHOBJIEHHOM IOPSIKE.

4.13 Ilpu peructpanuu J€KapCTBEHHOTO Mpenapara B COCTABE PErUCTPALMOHHOIO 10ChE
HEOOXOJIUMO TPENCTaBUTh | uiau 0ojiee MAaKeTOB BTOPUYHON U TEPBUYHON YITaKOBOK
JIEKapCTBEHHOTO Ipenapara, a Takxe npoekT JIB. B ciyuae npoBefaeHus KOHCYJIbTALUU C
IIEJICBBIMU TPYIIIIAMH W TTOJIH30BATEIBCKOTO TECTUPOBAHMS UX PE3YIbTAThI JOHKHBI OBIThH
IPE/ICTaBIICHbI YIIOJTHOMOYEHHOMY OpraHy (3KCIEpTHOM OpraHu3aliiu) rocy1apcTB-4ICHOB,
KOTOPBIN OCYIIECTBISIET PACCMOTPEHUE U IKCIEPTU3Y PETUCTPALMOHHOTO JOCKE.



4.14 Bce npenyiaraembie u3MeHeHus JIB, onucaHHble B HACTOSIIEM MOApa3jielie, HO He
cesi3anHbie ¢ OXJII, nomkHBI MOAaBAaThCS OpraHaM TOCyJapCTB-YICHOB, YIIOJTHOMOYEHHBIM
pPETUCTPUPOBATH JIEKAPCTBEHHBIE TMpemnapaTbl. Ecin yHnoJIHOMOYEHHBIE OpTraHbl
roCyJIapCTB-4JICHOB B T€UEHHUE JEBSHOCTA JTHEW CO JIHS MOJYYEHHS 3arpoca HE OTKa3allkd BO
BHECEHUU W3MEHEHHU, 3aIBUTENb BIIPABE PEAIM30BaTh TAKUE U3MEHEHUS.

4.15 JIB MoxeTr coaepkaThb CHUMBOJBI M MUKTOTPAMMBI, MpeaHa3HAYEHHbIC IS
MIPOSICHEHUS ONPEICIICHHBIX CBEICHUI, YKa3aHHbIX B yHKTE 4.1 Hactosmux TpeboBanuid, u
WHBIX cBefeHui, cornacytomuxcsa ¢ OXJI, nmone3Hsix s namnueHta. Takue CUMMBOJIBI U
MUKTOTPAMMBbI HE JIOJKHBI BKJTIOUATh 3JIEMEHTHI PEKJIAMHOTO XapaKTepa.

4.16 JIB nomxeH ObITh HAaMKMCaH JOCTYIHBIM SI3bIKOM SICHO W TMOHSTHO, M CBEPCTaH TakK,
YTOOBI TTO3BOJIATH MOJIB30BATEIISAM JICUCTBOBATH HAAJICKAIIUM 00pPa30M, MPU HEOOXOIUMOCTH
NPy COJMCUCTBHM MEIHUIIMHCKUX paboTHHKOB. JIB momkeH ObITh yjgoOounmTaeM Ha
OoQUIIMATBHOM S3bIKE WM O(QUIIMATIBHBIX S3bIKaX IOCYIapCTBA-WICHA, B TPAXKIAHCKUA 000pOT
KOTOPOTO BBOJMTCS JIEKAPCTBEHHBIHN Mpernapar, Kak Toro TpedyeT Takoe rocy1apCcTBO-4iIeH B
HeJsIX coomoaeHust HacTosmux TpeboBaHuil. YKa3aHHbIE CBEJACHUS JOMYCKAECTCS IPUBOIUTD
Ha HECKOJIbKHMX SI3bIKaX MPHU YCIOBUU MOJHOTHI U3JIOKEHUSI TAKUX CBEICHUN Ha KaXKJIOM W3
HCIIOJIb3YEMBIX SI3BIKOB.

4.17. Ecnu nexapCcTBEHHBIN MpenapaT HE MpeaHa3HayeH IS MpsIMOro MPUMEHEHUS
MalUEeHTaMU WM  SBISETCA TPYJAHOAOCTYIHBIM, YIOJHOMOYEHHBIE OpTaHbl
rocyJlapCcTB-4JIEHOB BIIpaBE, PYKOBOJCTBYSCh MPH 3TOM MepaMH, HEOOXOIUMBIMU s
3alIUThl 3JJ0POBbSl UEJIOBEKAa, Pa3pelIuTh HE YyKa3blBaTh ONPEJCICHHBIC CBEICHUS B
mapkupoBke uiu JIB. OHu Takxke BIpaBe pa3peninTh HE yKa3bIBaTh YacTh HIJIM BCE CBEICHUS
Ha TOCYJIapCTBEHHBIX S3bIKAX TOCYJApCTB-UJIEHOB, B 0OOOpPOT KOTOPOTO BBOJUTCS
JIEKapCTBEHHBIN Mpernapart, Mo TPeOOBaHUIO TOCY1apCTBA-UJICHA.

4.18. Eciiu TpeboBaHUsI HACTOSIIETO MOJipa3jiesia He BeInoyiHsoTcs u JIPY He oTBeuaeT
Ha YBEJIOMJICHUS, YIIOJHOMOYEHHbIE OpraHbl TOCYJapCTB-WICHOB BIIPABE MPUOCTAHOBUTH
COOTBETCTBYIOIIYIO PETHCTPAIMOHHYIO TIpoleypy 10 npuBeneHus: JIB paccmarpuaemoro
JIEKapCTBEHHOTI'O Mpernapara B COOTBETCTBUE C TPEOOBAHUSAMM HACTOSIIIETO MOApa3/ea.

4.19. IToMuMO yka3zaHHsI CJIOB '"TOMEONATUYECKHUM JIEKAPCTBEHHBIA Ipemnapar’, B
MapkupoBke U B JIB roMeonatnueckoro JIEKapcCTBEHHOTO Mpemnapara (Ipu He0OXOJUMOCTH),
MPETEHAYIOMEr0 Ha YIPOIIEHHYI0 MTPOIEAYpPY PETUCTPAINH, IOKHBI OBITh YKa3aHbI
cieayonme (M HUKaKue JIpyryue) CBeICHUS:

a) Hay4YHOE€ HAMMEHOBAHUE MATPHUIIbI WJIM MATPUIL C MOCIAEAYIOUUM YKa3aHUEM CTEIICHU
WX pa3BeJieHus, UCHoJjib3ys cumBojibl dapmakornen Coro3a; eciM roMeonaTUYeCKHUi
JEKapCTBEHHBIA TpemapaT COCTOMT M3 JABYX W Oojiee MaTpHIl, HAyYHOE HAaUMEHOBAaHUE
MaTpHI] HA MAPKUPOBKE JIOMYCKAETCS JOMOIHATh TOPrOBHIM HAUMEHOBAHUEM;

0) nazBanue u agpec J[PY u npousBogutens (mpu HEOOXOIUMOCTH);
B) CITIOCOO BBEJICHHS M MIyTh BBEICHUS (TIPH HEOOXOAMMOCTH);
T) 1aTa UCTEUYCHUSI CPOKA TOJTHOCTU (MECSIY/TON);



1) IeKapCTBEHHAs popMa;

e) opma BbIycCKa;

) CHEelUANIbHbIE YCIOBUS XpaHEeHU (IIPU HAJTUYUN);

3) creruaibHOE IpeaynpexaeHue (Mpyu HeoOX0IMMOCTH);

1) HOMEp pEerucTpaluu;

K) "roMeonaTu4ecKuil JIeKapCTBEHHBIN mpenapaT 0e3 0J00pEHHOro MOKa3aHHUs K

IIPUMEHEHUIO";

) peaynpexaeHIEe O HEOOXOAMMOCTH 00paIlieHus K Bpady MpU COXPaHEHUU CUMIITOMOB

4.20. JomycTUMO MCIOJIb30BaTh KOMOMHUpPOBaHHBIE JIB 11 pa3nudHbIX TO3UPOBOK H (
unu) popm mpemnapara. [logpoOHble ykazaHus TPUBOISTCS B Iabi0HAX WH(pOpMaIUu o
npemnapare (B COOTBETCTBUU C TpujokeHueM Ne 16 k TpeOOBaHHMSM K MHCTPYKIUU TIO
MEJIUIMHCKOMY TPUMEHEHUIO JIEKapCTBEHHOrO Ipernapara M oOIel XapaKTepucTHKe
JIEKapCTBEHHOTI'O Ipenapara Jyisi MEIULIMHCKOTO IPUMEHEHHUS).

[[Ta6ioHBl HE YYUTHIBAIOT BOMPOCHI AW3aliHa M BEPCTKH, a TaKKe HE COJepKaT
pEKOMEeHJaui 1Mo 00eCeYeHUI0 MOHATHOCTH MPEACTABICHHON HH(POPMALUKU sl TAIIMEHTA.
B ma6none comepxutcss 000CHOBaHME BaXHOCTH MH(POPMALMOHHOTO JAM3aiiHA, a TakkKe
HeoOxoauMocTH nepeBojia JIB Ha Bce s3bIKM, BKIIIOYAsl PYCCKUM, €CIIM FapMOHU3UPOBAHHbBIE
TEKCThl COCTAaBJEHBI HE B COOTBETCTBUHM C HOPMaMH PYCCKOIO JHUTEPATYypHOrO S3bIKA.
3asBUTENISIM HEOOX0IMMO O0OpaTUThCS K HacTosuM TpeGoBaHuUsIM, YTOOBI MAKCUMU3UPOBATH
Ka4yeCTBO MOJHOLBETHBIX MAaKETOB, KOTOpPbIE OyAyT MOaBaThCA B YIIOJTHOMOUYEHHBIE OPTaHbl
rocyZapCTB-4JICHOB B COCTABE JJOChE WJIM YBEIOMIICHHIN U KOTOpBIE OYIYT SBISATHCS 4aCThIO
3apEruCTPUPOBAHHOTO PETUCTPALIMOHHOIO JJOChE.

OO6mue peKOMEHIalMU 0 MPOBEJCHUI0 KOHCYJNbTAlUH C LEJEBBIMU TpyIIaMH
MalMeHTOB, MPUBEJECHBI B pa3jiesne 7 HacTosmux TpeboBaHumil.

5. ITopsmok npeacTaBieHns HHPOPMAIUH U €€ COAEPIKaHUE

5.1. lopsimok mpeacTaBiaeHus UHGOPMAIUH.
B cootBetrcTBUM C paznenom 4 HacTosimux TpeOoBaHU MpeaycCMOTPEHBI 6 OCHOBHBIX
paznenos JIB (Heo6XoAMMO BKIIOYUTH CBEACHUS B KXK/BIM U3 HUX):
paznen "UaentudukanrionHbie JaHHbIE JIEKAPCTBEHHOTO Mpernapara’.
Heo6xoaumo yka3aTh HauMeHOBaHUe, (apMalleBTUUECKYIO CYOCTaHIIUIO (JIOJKHO OBITh
MPUBEJICHO TOJIBKO | HauMeHoBaHue (papMarleBTUUECKON CyOCTaHIIMU B CIEIYIONIEM MOPSIKE
HauMeHoBaHue B coorBercTBuu ¢ Dapmakoneeit Corsa, dapmakonesMu
roCy/IapCTB-WICHOB WJIM BEAyIIMMH (hapMakomesMHd B COOTBETCTBHHM ¢ KoHIenmuen
rapMoHu3anuu ¢GapMakone TocyJapCTB-WICHOB, OOIIENPUHSATOE WU TPYNIHPOBOYHOE
HAaMMEHOBaHUE, JEKapCTBEHHAs (popMa U JI03MPOBKaA TIpernapara;
pazzen "llokazaHust K TPUMEHEHUIO".



Heo6xomuMo ykaszaTh COCTOSIHUS, MIPU KOTOPBIX pa3perieHo MpUMEHEHUe IMpenapara.
DTOT pazjen JO0KEH BKIIOYaTh B ce0s BCE MPU3HAHHBIE 11€7€CO00pa3HBIMU CBEJCHUS O
M0JIb3€ JIEKAPCTBEHHOIO MPENapara;

pazaen "CBeneHus, 3HaHHWE KOTOPBIX HEOOXOAMMO TEpe] HadyaJloM MPUMEHEHUS
npemnapara'.

Heob6xoaumo ykazathb ciiydau, Ipu KOTOPHIX MPUMEHEHHE MpernapaTa HeJJOMyCTUMO, BCE
ocoOble yKa3aHUsl, MEPHI MPEIOCTOPOKHOCTH, B3AUMOACHCTBUS C APYTUMHU MpenapaTraMu U
MUIIEBBIMU TPOJYKTaMH, CBEJCHUS JJIi OCOOBIX TPYI MalMeHTOB (OepeMEHHBIE WIH
KOpMSIIUE MaTepH), a TaK)Ke BJIMSHUE MpernapaTa Ha CIOCOOHOCTh MAalMeHTa YHpPaBJISATh
TPAHCIIOPTHBIMU CPEACTBAMHU;

pazaen "PekomeH1anuu 1o npuMeHEHHIO".

Heobxoammo ykazaTh Crioco0 mpuMeHEHUS TIpenapara, BKIII0Yast yTh U METO BBEJCHUS,
YacTOTY MPUMEHEHHUS], IPOJOJKUTEIBHOCTh Kypca MPUMEHEHNUS, MEPBI, IPUHUMAEMBbIE TTPU
MPOMYCKE 03I U IPU MEPET03UPOBKE (IIPU HEOOXOUMOCTH) U PUCK CUHAPOMA OTMEHBI;

pazaen "Onucanue HeXeNnaTeIbHbIX Peakiui'.

Heo0OxoauMo ykaszaThb BCE€ peakiiM, KOTOPbIe MOTYT BO3SHUKHYTh MPHU CTaHJIAPTHOM
MIPUMEHEHUU TIperapara, a TakkKe Mepbl, IPUHUMAEMbI€ MAIMEHTOM IPU UX BO3HUKHOBEHHH.
HexenarenbHble peakiiuu HEOOXOUMO YKa3bIBaTh MO CTENIEHU UX CEPbE3HOCTU U Jaliee T0
4acTOTE BOBHUKHOBEHUS;

pazaen "JlonosHUTEIbHBIE CBECHUS" .

Heo0xonumo yka3biBaTh CBEJICHUSI O BCIOMOTATENIbHBIX BEIIECTBAX, ONMKUCAHUE TIpenapara
, 3aPETUCTPUPOBAHHBIE PAa3MEPHI YIIAKOBOK, YCIOBUS XpaHEHUs, HAUMEHOBaHUE U aapec JIPY
Y TIPOU3BOJIUTEIIA.

Hetr HeoOXxomumocTu cienoBaTh MOPSAJIKY IMOJPA3/IeNIOB BHYTPU MEPEUUCICHHBIX
paznenoB — JIPY crnenyer HallTH Jydiinii cnocod MpeAcTaBieHUs] TPEOYEMbIX CBEICHUU.
Ecam monpasnmensl, ykasaHHble B paszuenie 4 HacTosmuxX TpeOoBaHWN, HEMPUMEHUMBI K
OTIPE/ICICHHOMY JIEKapCTBEHHOMY Ipernapary, B MPeACTaBISEMbIi MaKeT BKJIIOUYATh TaKOE
ykazaHue He Tpebyercs. JlomomHuWTEenbHBIE CBeIEeHUs TpuBeacHb B mabimoHe JIB (
npuioxenue Ne 15 k TpeGoBaHMAM K MHCTPYKIHMH MO MEIUIIMHCKOMY IPUMEHEHUIO
JIEKapCTBEHHOI'0 MpenapaTa U oOIeil XapakTepUCTUKE JIEKAPCTBEHHOrO Mpemnapara Jjis
MEIULIUHCKOTO IPUMEHEHUS).

5.2. Conepxxanue (MH(OOPMALIMOHHOE HATIOJTHEHUE).

Paznen 4 nacrosmux TpeboBanuit mpemxycMaTpuBaeT He0OX0AUMOCTh cocTaBieHus JIB B
cootBercTBHU ¢ OXJIII. Crioco0 u3iokeHust CBEIEHUN Ba)KeH IS 00eCcIIeYeHUsI TOHUMAaHUS
KJII0UeBOU MHGOpMAIHK TT0 O€30MacHOMY IPUMEHEHUIO JIEKapCTBEHHOTO Tipenapara. [lepen
HanpaBieHueM JIB Ha monbp30BaTenbCcKoe TECTUPOBAHUE HEOOXOIUMO YyOeIUThCs, YTO ObLI
YYTEH CHOC00 M3M0KEHHUs CBEACHHUM M HCIOIb30BaH MEPEIOBOM OIMBIT B COOTBETCTBYIOIICH
obnmactu MeauIUHCKOW Hayku. CTUIIb HU3JO0KEHHS HEO0OXOJUMO MIpoJIyMaTh 10 Hayaia
MOJI30BATEILCKOTO TECTUPOBAHUS B LIEJIAX €r0 YCIEIIHOTO MPOBEICHMUS.



NHdopmanmoHHOE HANOJHEHUE HE MOXXET OBITh HIEHTHYHBIM CBEJICHUSM,
npeacrasieHHbiM B OXJIII, u Tpebyer nepeBoja Ha oPUIIMANIbHBIN S3bIK TOCYAapCTBa-YeHa.
3T0 00eCneunuT COOTBETCTBUE MOITYUCHHBIX MAaKETOB TPEOOBAHUIO SICHOCTU U MOHSATHOCTH, a
TaK)xe yA000UUTaeMOCTH Ha O(PUIIMATIBHOM SI3bIKE TOCY1apCTBA-UJICHA.

Jonyckaercs nepeon JIB Ha ngpyrue oOmeynorpedrmsbie B rOCy 1apCTBaX-ueHaX SI3bIKA
IIPU YCJIOBUU TOT'O, YTO IIPEACTABICHHBIC CBEACHUS UJICHTUYHBI HA BCEX sI3bIKaX. B kauecTse
AJIEMEHTA PETUCTPALMOHHOIO JOChE YTBEPXKACHHIO MOMICKUT JIB, cocraBieHHBIM Ha
o(pULIMaTBEHOM S3BIKE FOCYAAPCTBA-UJICHA.

CornacoBaHHIO MOJUIEKUT BEPCHSI TEKCTA COTIIACOBAHHAS DKCIIEPTHBIMU OPraHU3ALUSMHU
BCEX I'OCYIapCTB-YJIEHOB, KOTOPBIE OCYILIECTBIIAIOT PErUCTPALMIO JIEKAPCTBEHHOIO Mpenapara
, KaKk I MapKUpoBKHM, Tak U JIB. DTO MO3BOJAET rocyaapcTBaM-4j€HAM IEPEBECTH
CBEJIEHHS Ha CBOM o(uIMaibHble A3bIKM. Eciam He00X0IuMOCTh HCHOJb30BAHUS
pPa3roBOPHOrO CTHJIS PYCCKOTO si3blka HE ObUIa ydT€Ha 10 3aBEpUICHUs MpPOLEAYpHI
pEerucTpaluy JIEKapCTBEHHOro npenapara B paMkax Coro3a, MOXKET MOTpeOoBaThCA NEPEBOL
BEPCHUU YKA3aHHOTO TEKCTa HH(OPMALIUU JJIs TAKOTO MaKeTa.

bonee nmoapoOHbie cBeneHus npuBeneHbl B npuiiokeHun Ne 17 xk TpeOGoBaHUSIM K
MHCTPYKLIUU IO MEIUIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOIO Ipenapata U oOuiei
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO Ipernapara Juisi MEJULIUHCKOTO TPUMEHEHUSI.

KirroueBble TPUHIUIIBL:

HeoOxoquMo ycTtpanuTh npotuBopeuns ¢ OXJIIl u ycTaHOBUTH COOTBETCTBUE
TpeOOBaHUAM, IPUBEIECHHBIM B paszzene 4 HacTosAIUX TpeOdoBaHMil, a TAKXKE B IPHIIOKEHUU
Ne 15 x TpebGoBaHUSM K MHCTPYKLUMHU MO MEIUIMHCKOMY NPHUMEHEHHIO JIEKAPCTBEHHOIO
npenaparta M oOIIed XapaKTepUCTHUKE JIEKAPCTBEHHOrO Ipernapara il MEIULHHCKOIO
IIPUMEHEHUS;

CIO0KHOE€ M3JIO)KEHWE M MEIULMHCKAs TEPMHUHOJOTHUSA 3aTPYAHSIOT MOHUMAaHHUE
nanueHTaMu nH(pOpMaluu;

U3JI0’KEHHE BCel HH(POpPMAILIUK Ha A3BIKE, TIOHATHOM HECHEIUATHUCTY;

o0ecrneyeHrne BO3MOKHOCTH HCTIONb30BaHUS PAa3rOBOPHOTO CTUIISI OPHUIIMATIBHOTO SI3bIKA
roCy1apCTBa-4JICHa;

UCIOJIb30BAaHUE KOPOTKHUX MPEMTIOKEHUI U (MIIM) MApPKHUPOBAHHBIX CIIMCKOB;

HEKOTOpbIE (hpa3bl, IPUBEACHHBIE B IIA0JI0HE, IPETYCMOTPEHHOM IpuiioxkeHueM Ne 15
TpeOoBaHUAM K MHCTPYKLMH 10 METUIMHCKOMY TPUMEHEHUIO JIEKAPCTBEHHOTO MIpenapara u
o011ei xapaKTepUCTHUKE JIEKAPCTBEHHOIO MpenapaTa Jisi MEAUIIUHCKOTO IPUMEHEHHS], MOTYT
BBOJIUTH B 3a0JIy’KJI€HUE, B CBSA3H, C YEM JOIYCKAETCS UCIOJIb30BaTh 00Jiee MPUBBIYHBIC IS
rocyapcTBa-uieHa (OpMyJIHpPOBKY;

HE JIOMYCKAeTCs UCIOJIb30BATh CUCTEMHO-OPTaHHYIO KJIacCU(UKALMIO HEXKeIaTeIbHbIX
peakuHil, MOCKOJbKY MalUeHTaM MOXET OBITh CJI0XXHO CJIEIOBaTh JTOW JIOTHKE.
HexenarenbHble peakuu HEOOXOAMMO CIPYyIIIUPOBATH MO UX CEPbE3HOCTH, YTO MO3BOJIUT
ITalEHTaM IOHAThH, KOTJa M KAKAE MEPHI CIEAYET IPUHUMATh;



HEO0X0AMMO YOEIUThCSA, YTO MAIMEHTHl YETKO MPOUH(POPMHUPOBAHBI O PHUCKAX.
OObsicHeHMs (BKJIIOYAash YacTOTY BO3HMKHOBEHHSI COOTBETCTBYIOIIMX HEXKEIATEIbHbBIX
peaKIuii) MOJIE3HbI YUTAIOIIMM U MOTYT JIy4Ille XapaKTEPU30BaTh BO3ZMOKHbBIN PUCK.

5.3. Ucnionbs3oBaHue 1m1abJIOHOB.

[ITa60H MoO3BOJIsAET OOECIECUNUTD MPEACTaBIeHUE TPeOYEeMbIX CBECHUIN B MPaBUILHOM
nopsinke (pasnen 4 Hacroamux TpeOoBaHUil), HO HE MO3BOJISIET C MOMOIIBIO AW3alHA U
PaCIOJIOKEHUS CJIOB MOJTYYUTh BBICOKOKAYECTBEHHBIN JOKYMEHT, KOTOPbIA CMOTYT IIPOYECTh
u ToHATh mnanueHThl. COOTBETCTBYIOIIEE YKa3aHHE NPUBOJIMUTCA B IMpeamOyne K
aHHOTHUPOBAaHHOMY IabyioHy (mpunoxeHue Ne 16 k TpeOGoBaHMSM K HMHCTPYKUUH IO
MEJIUIIMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHOTO TMpernapara M OOIIel XapaKTepUcTHKE
JIEKapCTBEHHOTO Mpernapara Jyisi MEIUIIMHCKOTO IPUMEHEHHUS ).

Pe3ynbTathl MccieqoBaHU CBUAETEIbCTBYIOT, UTO MAIlMEHTHl MOTYT HE MOHUMATh
(GbOopMyIMPOBKH 3arojIOBKOB M M0J13arojoBKoB madnona. [Ipu nmoaroroske makera JIB mns
TECTUPOBAHUS HEOOXO0AMMO yOeauThcs B TOM, uTO TeKcT JIB mepedpasupoBan c 11610
oOecrieueHus IepeBoia TEPMUHOJIOTUH Ha MTOHSATHBIN JIJIs TAI[UEHTA SI3bIK.

Heobxoanmo 0coOeHHO BHUMATEIBHO OTHECTUCH K paszenaM JIB, B KOTOPBIX MPUBEIEHBI
MPOTUBOIIOKA3aHUsI, 0COOBIC YKa3aHUSI U MEPHI IPEIOCTOPOKHOCTHU, a TAK)KE HEKeEJIaTeIbHbIC
peakiuu. OHH, KaK IPaBUIIO, SBISIOTCA TPOMO3IKUMHU U H3JIOKEHBI CIOXKHBIM SI3BIKOM.
Heobxoanmo ucmoap30BaTh MPUBEICHHBIE HUKE PEKOMEHIAINH TI0 TU3aiHY, MTO3BOJISIONINE
CHU3UTh BEPOSATHOCTh BO3HUKHOBEHUS 3aTPYIHEHUIN IIPU TECTUPOBAHUMU.

6. Jlusaitn u pacnonoxenne HHGOpMAIuK (BEPCTKA)

JIB ¢ mpocThIM IU3alHOM SIBISIETCS 3aJI0TOM TOTO, YTO MAKCUMaJIbHOE YHUCJIO MAIlUEHTOB
CMOKET BOCIIOJIb30BaThCsl MH(Opmanued, HEeOOXOAUMOUN MJisl MPUHATUS PEUICHUS O
MPUMEHEHUH TIpenapara Hanbosee 6e30macHbIM U 3 (PEKTUBHBIM CIIOCOOOM.

Opranuzanus npeicTaBasieMbiX AaHHBIX (MHGOPMALMOHHBIN MU3aliH) oOecreurnBaeT
JIETKOCTh HMCTOJIb30BAHUS M MOHUMAHUS CIOXHOW MHMOpManuu. ITO OAUH U3 KITFOYEBBIX
aCIleKTOB MpH pa3pabOTKe JOKYMEHTa: PUCK HEBEPHOTO MOHUMAHUS MOXKET MPUBECTH K
CEpPbE3HBIM MOCIEACTBUSAM, YTO MPOUCXOAUT JAOBOJIBHO YAacTO B O0JIACTH MpPEICTaBICHUS
uH(poOpMallMUd O JEKAPCTBEHHBIX MpemnapaTtax. Pa3paboTka MHPOPMAIIMOHHOTO AM3aiiHa —
MPOIIECC, TPU KOTOPOM MOKET MOTPEOOBATHCS PACCMOTPETh HECKOIBKO BAPUAHTOB JU3aliHA U
ux MoauduKkarui 11t KoukpetHoro JIB.

Crenuanu3upoBaHHbIE OpraHU3alMy B 1IEJISIX MOBBIIIECHUS KauecTBa coctaBieHus JIB u
YBEIIMYEHUSI BEPOSITHOCTU YCIEIIHOTO MPOXOXKICHHS MOJIb30BATEIbCKOIO TECTUPOBAHMS
MpeajiaratoT ycJIyrd MO aHajdu3y W COBEPIICHCTBOBAHUIO JH3aiiHA W PACHOJIOKECHUS
unpopmarun B JIB. Jlomyckaercsi moiab30BaThCsl YCIyraMu TaKUX OpTraHU3aluid Tpu
cocrasiieHuu JIB.

6.1. UndopManiioHHbIN THU3alH.



Bue 3aBucumocTH OT 0OBEeMa ONbITa B COCTAaBJICHUHM M TpoekTupoBaHuu JIB
OCBEJIOMJIEHHOCTb 3asiBUTENEH O Haujydlled MNpakTUKe HHPOPMAIMOHHOIO Au3aiiHa
npuBecTByeTcsa. B mmpokoM cmbicie MHGOPMALMOHHBIN Au3aiiH (OyAy4d OTAEIbHBIM
HaAIPaBJICHUEM JIEATEIbHOCTH ) BKJIIOYAET B ceOsl CleayIolIee:

6.1.1. UndopmanronHas apxuTeKkTypa.

Cnoco6 pacnosioxkeHuss MHGOpPMALUU B JAOKYMEHTE — Ba)KHas COCTaBJISAIOIIAs
MH()OPMAIMOHHOTO U3aiiHa, MOApa3yMeBarouas, B YaCTHOCTH, UCIIOJIb30BAHUE 3JIEMEHTOB,
NOMOTAIOLIUX OPUEHTUPOBATHCS B TEKCTE. YYeT 3Toro @akropa CcHnocoOCTBYET
YIOPAIOYMBAHUIO U CTPYKTYPHPOBAHHUIO TOKYMEHTa. B CBsA3M ¢ TeM, 4To nH(pOpmManus peako
IIPOYMTHIBAETCA OT HA4yaja M JI0 KOHLA NAalMEHTOM WM JIMLOM, OCYLIECTBISIOIINM 32 HUM
yXO/I, coco0 opraHu3aiuy UHGOpPMAIUU SBISETCS BaXKHBIM ACHEKTOM, 00€CIEeUYMBAIOIIIM
CIIOCOOHOCTH OPUEHTHUPOBATHCS B TEKCTE, a, 3HAYUT, JIETKO IMOJIb30BATHCS MPEACTABICHHOM
uHpopMaimei.

6.1.2. Tunorpaguxka.

[Tox tunorpaguxoil moHumaercs HpPUPTOBOE OPOPMIICHHE MPEICTABIIEMON
uH@opmanuu. BpiOOp rapHUTYpbl W NPOYUX 3JIEMEHTOB TIPaPUUECKOTO HCIOJHEHUS
HaIpUMep, LIBET TeKCTa, HEOOXOAUMO OCYIIECTBISATh, OPUEHTUPYSICh Ha LIEIEBYIO ayAUTOPUIO
. [Ipu HaanexaieM MCHONb30BAHUU 3TH ACIEKThl OPTaHU3YIOT U JAOBOJAAT WH(POPMALIHIO
CIOCOO0M, yIOBJIETBOPSIOIIUM MOTPeOHOCTH yuTaroniero. Ecnu mapamerpsl Tunorpaduku
3aTPYNHAIOT INPOYTEHHME, BHE 3aBUCHUMOCTHM OT KadecTBa H3JI0XKEeHHs Tekcrta B JIB
MaJIOBEPOSTHO, YTO MALMEHTHI 3aXOTIAT €r0 MPOYUTATh.

MHTepBanbsl MEXAY 4YacTsIMU TEKCTa IMO3BOJSAIOT CO3[aTh OLIYUIEHUE OTKPBITOCTH
npeacTasigeMoil uHpopmauuu. Mcnosib30BaHME KOJOHOK TEKCTa, XOPOIIO 3HAKOMBIX
MHOTUM M3 Tra3eTHBIX MAaTE€PUAJIOB, MO3BOJISET YUTAIOIIEMY JIETKO YCBauBaTh HH(GOPMALHUIO.
JInuHa CTPOKM M MEXIYCTPOUHBIM HMHTEpBajl — Ba)XXHbIE ACHEKThl AW3aiiHA, KOTOpbIE
HEOOXOJMMO YUUTHIBATh NMPHU BHIOOpE MOIXOAAIIENH BEPCTKHU.

B npunoxenuu Ne 17 x TpeOoBaHUSIM K HUHCTPYKLIMH IO METULIUHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOTO MpernapaTa U oOIiel XapaKTepUCTHKE JICKapCTBEHHOTO Ipemapara s
MEJMIMHCKOTO IPUMEHEHHS K YA000UUTAEMOCTH COJAEPKATCS MOAPOOHBIE PEKOMEHAALNN
OTHOCUTEIBHO MUHUMAJIBHO JOITyCTUMOTO KerJisl mpu@Ta.

6.1.3. IloHsITHOE N3NTOKEHUE.

[ToHsiTHOE W3JIOKEHUE SBISIETCS, MNPEAYCMOTPEHHBIM 3aKOHOAATEIbCTBOM
rocygapcTBa-ujieHa TpeboBaHueM, mpeabsBisieMbiM K JIB. Pazgenom 4 nHacrosmmx
TpeGoBanuii npeaycMOTpeHbl MOHIATHOCTh W yaobouuTaeMocth MHpopmanuu. Ecnu JIB
BBITJIAIUT IPUBJIEKATENBHO, HO KAYECTBO €0 U3JI0KEHUS HU3KOE WIH IIUPOKO HCIOIb3YIOTCS
TEXHUUYECKHE TEPMUHBI, TO BO3MOKHOCTb JIOHECEHUS NH(OPMALIUY JI0 MTAllMEHTa BHOBb Oy/IeT
MOTEPSIHA.

6.2. LleneBas ayuTopusi U CBEACHUS, HEOOXOIUMBIE JUIsl HAJIEKAIIETO YOBIETBOPEHUS
NOTpeOHOCTEN TaHHOM ayIMTOPUH B UHPOPMALIUHU O JIEKAPCTBEHHOM IIpenapare.



[Tepen HanmrcanueM TeKCTa M pa3MelieHreM ero B JIB HeoOxoaumo onpenenuTs 001acTh
MPUMEHEHUs TpenapaTa, IeJeBble TPYIIbl U YAaCTHBIE BOIMPOCHI, TPEOYIOIINE PEIICHUS.
Bosneuenue B mporecc NOTEHIUAIBHBIX MMAIMEHTOB HAa paHHEM JTane cocraiieHus JIB
MOMOTaeT 00ECIeUUTh YCICIIHOCTh MOCEAYIONIEro TECTUPOBaHUS U TpuMeHneHus JIB.

B 3TOM KOHTEKCTE HEOOXOIMMO YUeCTh NOTPEOHOCTH JIUIL MOKUIIOTO BO3pacTa, JUIl, JJIs
KOTOPBIX O(UUHATBHBIA fA3BIK TOCYyJapCTBa-ujieHa HE SBISETCS POJHBIM, JIHI C
3aTpyJHEHUSIMU B OOYUYEHUH, a TAKXKE JIUI] C 3a00JIeBaHUSIMU (HAIIpUMeEp, CaxapHbIil AuadeT),
CIIOCOOHBIMU MPUBECTH K HApYIICHUIO 3peHusi. OCHOBHbBIE TPYMIbI MAIMEHTOB, HA KOTOPbIE
cieayeT oOpaTuTh BHUMaHUE, IEPEUUCIICHBI HIKE.

6.2.1. Jletu u MoJioJible JTFOA (MOJIOIbIE B3POCIIBIE).

Ecnu nmexapcTBeHHBIM mpenapar MpPEeAHA3HAYEH NAalMEHTaM M3 3TOW KaTErOpHUH,
HEOOXOIUMO OMpPEACNINTh, KakuM oOpazom JIB ymoBneTBopsier ux wuHGOpMAIMOHHBIE
MOTPEOHOCTH.

B psine ciiydyaeB creayeT peKOMEHI0BaTh YUTAIOLIEMY OOpATUTHCS K APYTUM UCTOYHUKAM
uH(pOpMAIINH, CIICIIUAIBHO COCTABIECHHBIM JIJII €70 BO3PACTHOM IPYMIIbI, UM TPEIyCMOTPETh
OTPBIBHOM Kopemok JIB, KOTOpBIA COAEPKUT KIIIOUEBBIE CBEACHUS MO O€30MacHOMY
MPUMEHEHUIO JIEKAPCTBEHHOrO IMpernapara, MpeJCTaBICHHbIE TaKuM 00pa3oMm, YTOOBI
o0ecrneunTh JIETKUN JOCTYI K HH(DOPMAIIUH.

6.2.2. T'ocniuTanbHbIe TpenapaThl.

Ecnu nekapcTBeHHBIN Mpenapar BBOAUTCS WK MIPUMEHSETCA B OOJTBHUYHOM YUPEKICHUU
, B pazjene 1no NpuMEHEHUIO JIGKAPCTBEHHOr0 MpenapaTa He0oOX0UMO OMPEACIUTh CIOCO0
paszieseHus CBEICHUH, IPeIHa3HAYCHHbBIX I METUIIMHCKOTO MEePCOHAIa U MalUeHTa, YTOObI
obecnieunTh HHOOPMUPOBAHKE ITUX JUIl HEOOXOIUMOU UM UH(OPMAIIUEH.

JInsi MEIMUUHCKOTO IMepcoHana CBEACHUS, KOTOPbIE OHU JIOJKHBI YUUTHIBATH IMpHU
BBEJICHUH TIpernapara, He0OXOAMMO MPEACTaBUTh Ha OTJIEIbHON OTpbhIBHOW yacTH JIB.

[TanenTy HEOOXOAUMO MPEIOCTABUTh AOCTYN K HHGOPMAIUH, coAepskaiieiics B JIB u
HEO0O0XO0IUMOM sl 6€30MacHOTO MPUMEHEHHUS JIGKAPCTBEHHOTO Mpernapara ¢ BO3MOXKHOCTBIO
€€ COXpPaHCHUS y JAHHOTO NAlNEHTA.

6.2.3. OdranpMoI0ruuecKue mpenapaThl.

Ecnu nexapcTBeHHBIA mpemnapar sBisieTcss O(PTaIbMOJOTHYECKUM, HEOOXOAUMO
yIOCTOBEPUTHCA, YTO Kb MIPU(Ta TEKCTa JOCTATOYHO BEJIMK W TMO3BOJISET MAlMEHTaM C
HAPYIIEHUEM OCTPOTHI 3PE€HUS C JIETKOCTHIO O3HAKOMHUTBCS C HUM. OJTO MPEAINOIaraeT
BO3MOXXHOE wucrnoib3oBanue JIB Oombiero o6beMa Wi albTEPHATHUBHBIX JIU3AMHOB (
HanmpuMep, aJlbOOMHAs OpPHUEHTAlUS CTPAHUIIBI) C IE€JbI0 MaKCUMM3AIlMU JOCTYIHOMU
TTOLIA/IH.

6.3. KitroueBbie 111 malieHTa CBEACHUS.

[Tepen HanmucaHWeM TEKCTa U Pa3MEIICHUEM €T0 Ha CTPAHUIIE HEOOXOIUMO OTPEIETHTh,
KaKhe CBEJICHHUS SBISIOTCS KIIOYEBBIMU JJIsi 0€30MacHOTO MPUMEHEHHS KaKJIoro
JIEKApCTBEHHOr0 Tpernapara. DTO MO3BOJISIET ONpeNAeauTh HH(OpMaiuio, TpeOyIolyro



OTpaXEHUS B 3arjaBUAX, a TAKXKE OTJEIbHBIC CBEICHUS, TPEOYIOIINE BBIJICICHHS B HHTEpECcax
YUTAIOUIETO.

OnpenenuB KIOYEBbIE CBeAeHUs s 0€30MacHOTO MPUMEHEHHS ISl KaKJIOTro
JIEKapCTBEHHOI'0 Tperapara, MOXHO MPUCTYNUTh K COCTaBJICHUIO ONPOCHUKA A
10JI30BATEIBCKOT0 TECTUPOBAHHUS (€CIH OHO MPETyCMOTPEHO 3asBUTEIIEM).

6.4. ConelicTBuE NallMEHTaM B HABUTALIMU 1O TOKYMEHTY.

Pacnonoxxenue nHpopMalu B JOKYMEHTE SBISETCS BaXKHBIM acnekToM. [lopsmok
MpeACTaBICHUS CBEACHUN MpPUBEIEH B pasjene 4 HacTosumx TpeboBaHuii, a madIoHbI (
npusioxkenue Ne 15 k TpeOGoBaHUAM K HHCTPYKIHMU MO MEIUIIMHCKOMY HPUMEHEHUIO
JEKapCTBEHHOTO TpemnapaTa M OO0IIell XapaKTepHUCTHKE JEKapCTBEHHOTO Mpemapara s
MEIUIMHCKOTO MPUMEHEHHSI) O3BOJISIIOT 00ECTIEUNTh JTOJKHOE PACONoKeHHEe HHPOPMALIUK
B JIB. [Ipu ncnonp3oBanuu mabiioHa B IEISX MPaBUILHOTO PACIIONOKEeHUsI WH(MOpMAIUn
Heo0X0IUMO yOeUThCS, YTO OHA MepeBe/IeHa Ha S3bIK, MOHSATHBIN 11eJIeBOM ayAUTOPHH.

3aTeM HEOOXOAMMO MPOAYMAaTh PACIOJOKEHUE 3aroJIOBKOB M IMOJ3arojOBKOB Ha
CTpaHuile, 4ToObl 00€CHEYUTh BO3MOXKHOCTH OPUEHTAIIMU YHUTAIOMIEr0 B WH(MOpMAIIUH.
3aronoBku B JIB — Ki1t0ueBOM MHCTPYMEHT, MO3BOJISIONINN YBUIETh CTPYKTYPY M3JIaraeMbIxX
cBeneHuii. Kpome TOro, 3aroyioBKM BBITIOTHSIOT JBE (DYHKIIUH:
0003Hayal0T Hayajio pa3/ena U MOo3BOJSIOT MAlUEHTY HAUTH UCKOMBIE CBE/ICHHUS;
OTpa)kaeT XapakTep MPUBOANMOMN B pazjeiie HH(pOpMaIH, TO3BOJISAS YUTAIOIIEMY TIOHSTh
ee.

3aroJIoOBKM JOJKHBI BU3YaJIbHO BBIJICNSTHCS, YTOOBl YHUTAIOIIUN MOT C JIETKOCTHIO
OTJIMYUTH 3ar0JOBOK OT OCTaJIbHOIO TEKCTa. ITO O0JErdyaer Mmouck Mo TEKCTy Ha MpeIMeT
OMPENICICHHOr0 pojia HH(DOPMAIIUH.

Brinenenne nocturaercss HECKOJIBKUMU CIIOCOOaMu, HAIIPUMED:
oOpalieHHbI TeKCT — Oelible OyKBbI HA TEMHOM (POHE;

YBEJIIMYECHHBIN TIONY>KUPHBIA TEKCT 3arojioBKa MO CPaBHEHUIO ¢ HHGOpMAaIHEH,
CJICIYIOLIEH 32 HUM;

YBEJIMYEHHBIA TEKCT 3ar0JIOBKA C BHIPAKEHHBIM KOHTPACTHBIM I[BETOM MO OTHOILIEHUIO K
uH(pOpMaIIIH, CIEAYIOIIEH 3a HUM.

3aroyIoBKM JAOJKHBI MPABUIIBHO OTPAXaTh COJEPKUMOE pa3/IesioB U IO O0IIEMY NPaBUITY
OBITH KOpOue HH(MOPMAIH, KOTOpas CIEIyET 32 HUMHU.

Hexotopsie pazaenst JIB sBIsIIOTCS JOBOJBHO JJIMHHBIMU, MO3TOMY B TaKUX CIydasx
11e71eco00pa3HO UCIOIb30BaTh IMOJ3ar0J0BKH, KOTOpPHIE OO0JIETYal0T MOUCK B OOJIBIIOM
MaccuBe uHPoOpManuu. OTO OCOOEHHO BaxxHO i pazaena 2 JIB, uto Tpebyer
OCMOTPHUTEIIBHOTO UCIOJIb30BAHMS 3ar0JI0BKOB U MOJ13aT0JIOBKOB C HAJUIEKAILIEH HepapXuen ¢
LEJIbIO PA3rPaHUYEHUs CBEJIEHUM, KOTOpbIE HEOOXOJUMO MPECTABUTh B 3TOM pa3jiele.

6.5. Mabie hakTophl, MoAJIeKAINE YUeTy pu pa3padoTke JIB.



K npyrum acriektam, KOTOpBIE 11€7I€CO00Pa3HO YUECTh MIPU COBEPIIICHCTBOBAHUN TU3aHA
1 BEPCTKH, OTHOCATCS Takue (paKTOphl, KaK I[BET, CHMBOJIbI M MUKTOTPAMMBI, 00JIeTYaroIne
MOHMMAaHUE U TIOUCK KITI0YEBON MHPOPMAIIHH.

KnroueBbie acmekThl, KacarolMecs IU3ailHa U BEPCTKHU, KOTOPbIE PEKOMEHIYETCS
YUYUTHIBATh B JIOTIOJIHEHUE K YKAa3aHHBIM aCIICKTaM:

HE0OXOMMO yOEeIUThCS B MPEEMCTBEHHOCTH PACIOJIOKEHUSI 3aroJOBKOB, a TAKkKe
BBIJICTUTh UX, YBEJIUYUB MIPUQPT WU BBIACIUB TEKCT MOTYKUPHBIM;

paIMoHaIbHOE MCTOIB30BaHUE I[BETOB MO3BOJISIET 00ECTIEUNTh XOPOIIUN KOHTPACT, MPHU
ATOM 3JI0yNOTPEOICHHE LIBETAMH MOKET CTaTh CAMOCTOSATEIbHOMN MPOoOIEeMON;

MAIMEeHTHl UCTIOJIB3YIOT MPEAMETHBIN yka3zarenb. OH 0COOCHHO TOJIe3eH B OyKIETHOM
dhopmate, KOTOPBINA BhI3bIBACT OOJIBIIIKE 3aTPYAHCHUS C HABUTAITUEH;

HEO0OXOAMMO YOSIUThCA B MAKCHMAJIbHO BO3MOKHOM pa3Mepe TEKCTa W HaJJIekKaIeM
UCIIOIb30BaHUN HHTEPBAJIOB MEXIy YacTsIMU TeKcTa. [IIoTHBIM TekcT cmocoOCTByeT
CHIDKEHUIO KOHIIEHTpAllMM BHUMAaHUS TMAallMeHTa U 3aTPYyAHSET TMOUCK HEO0OXOAUMOU
uHopManmu;

JUTMHHBIE TIEPEYHU HEXKeNaTeJbHBIX PEaKIui BBIMISAIAT yCTpallarolile, 1ejecooopa3Ho
HCIIOJIb30BaHUE HEHYMEPOBAHHBIX CIUCKOB. HeoOX0IUMO CrpynmupoBaTh HEKeNlaTeIbHbIC
peakiuu MO0 UX CEPhE3HOCTH U yOEAUTHCS B MOHUMAHUM MAllUEHTAMH OOCTOSITEILCTB,
TPEOYIOIMUX TPUHITHS HEOTIIOXKHBIX MEp;

HEO0OXOJIUMO YOEIUTHCS, UTO CONPSIKEHHbIE CBEACHUS PACIOJOKEHBI PSJIOM U HE
Pa3HECEHBI MO PA3JIUYHBIM KOJIOHKAM WX cTopoHaMm JIB.

Kpome Toro, cocraBiieH CBOJ KPUTEPUEB KAayeCTBA, KOTOPBIE MCHOJIB3YIOTCS IS
O6amnbHOU oueHku JIB. Kputepuu kauectBa mpuBoasTca B mnpuioxeHuu Ne 18
TpebGoBaHUsAM K MHCTPYKIIMH 110 METUITMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOTO TIpenapara u
o0111el XapaKTepUCTUKE JIEKAPCTBEHHOTO Mpernapara Jjisi METUIIUHCKOTO IPUMEHEHUS.

Hx ucnonp3oBanue B oTHOIIeHHH JIB, BKIFOYaeMOro B JIOChE, MO3BOJISET OBICTPO
MOJYyYUTh KOJUYECTBEHHYIO XapaKTepUCTHUKY KaudecTBa JIB U BBISIBUTH HEOOXOIUMOCTH
BHECCHHUSI IONOJHUTEILHBIX U3MEHEHHH, CTIOCOOHBIX YBEITUYUTh OAJIITLHBIA CUET.

7. ITomp30BaTENBCKOE TECTHPOBAHUE

7.1. IIpaBoBas ocHOBA.
B cootBeTcTBUU ¢ paznenom 4 HacTosux TpeGoBaHwMii:

"B nensax obecrnedyeHus yn0004MTa€MOCTH, TOHATHOCTH U JIETKOCTU Bocnpusitus JIB
MOXET OTpakaTh pPE3yJbTaThl KOHCYJIbTAIlMU C I1I€JIEBBIMU TpYyNIaMu IallMEHTOB...".
Pe3ynbTaThl OLIEHKH, TPOBEJICHHON B BUJIE KOHCYJIBTALUU C IIEJICBBIMU TPYIIIIaMU MAIUCHTOB,
B 3TOM CJIy4ae CJIeAYeT NPEACTABUTh B YIIOJHOMOYEHHBIN OpraH.

[Tonp30BaTenbCKOE TECTUPOBAHKUE WU JIpyrue (POpMBI KOHCYJIbTAIIMU C MAllMEHTaMU
00€eCIeunBaIOT y4eT MHEHUS MAIIMEHTOB O COJIEPKaHUH, JU3aliHEe M BEPCTKE, UYTO MO3BOJISET
MOJIYYUTh UTOTOBBIN JIB, MogaBaemblil Kak 4acTh PErUCTPAIMOHHOTO JOChE, MO3BOJISIOIINI



OOJIBIIMHCTBY TMOTpeOUTENel JIEKapCTBEHHOIO Mpenapara NpHUHUMATh Oe€30MacHble U
MIPAaBUJIbHBIE PEUIEHNUS O €r0 IPUMEHEHUU.

7.2. OnpeneneHue nojib30BaTeIbCKOIO TECTUPOBAHUS

B npunoxenun Ne 17 x TpeOGoBaHUSIM K UHCTPYKIIMH TTO MEIUIIMHCKOMY TTPUMEHEHUIO
JIEKapCTBEHHOTO MpernapaTa U oOIiel XapaKTepUCTHKE JICKapCTBEHHOTO Ipemapara s
MEIULMHCKOTO IPUMEHEHUS IPUBOAUTCS BAPUAHT METO/IA II0JIb30BATEIIBCKOTO TECTUPOBAHHUS
JIB, omHAaKO AOMYyCKAaeTCs BO3MOKHOCTH HCIOJIB30BAaHMS JAPYTHX METOJOB, €CIM OHHU
CHOCOOHBI MOATBEPAUTh CIIOCOOHOCTh MAIIMEHTOB HMCIOJIb30BaTh JOKYMEHT JUIsl TOMCKA U
MOHUMAaHUS KJIIOYEBBIX CBEACHUM, HEOOXOAUMBIX 1Jid 0€30MacHOr0 MNPUMEHEHUs
KOHKPETHOTO JIEKAPCTBEHHOTO IIperapara.

OrnurcaHHbBI METOJ MPEJICTABIIAET COOOM AMATHOCTUYECKUN TECT, IEMOHCTPUPYIOLIUH, B
MEepBYyI0 ouepeab, Kak padotaer JIB Ha mpakTuke, a HE MOJATBEPKIAIOUIMA KadueCTBO
CMBICJIOBOI'O HAMOJIHEHUS TEKCTa (KOHTPOJIb IOCIEIHEr0 MOXKET IPOBOAUTHCS, HATIPUMED, C
nomoipio Tecta SMOGG). DTOT HHCTPYMEHT pa3pabOTKH TMO3BOJISET OMNPEACTUTH
OPEensTCTBUS, CHIDKAIOUIME CIIOCOOHOCTh IMOHMMAaHUA M HCIOJIb30BaHUS JIIOJAbBMU
MpEeACTaBICHHOW MH(OpMalMM, a TaKXe BBIABUTH NpOOJEMHbIE 001acTH, Tpedyrolue
JOTOJIHUTENBHOIO BHUMaHUs. DTOT METOJI KaK 3Tan npoiiecca pazpadorku JIB npeacrasnser
co0oll 0coOeHHYI0 LIeHHOCTh. Ecnu B XoJle TecTUpoBaHUsl OOHAPYKUBAIOTCS MPENSTCTBUS
1J1 TOHUMAaHUA UH(OpPMaLUK, TOTpeOyeTcs BHOCUTH THIATENLHO PO yMaHHbIE U3MEHEHHUSI B
LeJIAX COBEpIIeHCTBOBaHMA JIB.

JlomyckaeTcst HCIOIb30BaTh UHBIE METO/IbI ITOJIb30BATENBCKOTO TECTUPOBAHUS, KOTOPBIE
TaK)Ke OyIyT pacCMOTPEHbl YNMOJIHOMOYEHHBIMM OpraHaMy rocyAapcTB-uieHOB. BaxxHo
MIPOBOJNTh WHAWBHUIYAJbHBIE MHTEPBBIO B paMKax II0Jb30BATENBCKOTO TECTUPOBAHUA C
LEeJIbI0 TOHMUMAaHUs, KakuM o0Opa30oM NAaLMEHThl OPUEHTUPYIOTCS B MpEACTaBICHHOM
uHpopmanuu.

Y1oTHOMOYEHHBIE OPTaHbl TOCYJaPCTB-YJICHOB HE TPEOYIOT HCIOJIB30BaHUs KaKOro-1100
ONPENEIICHHOT0 METOAA TECTUPOBAHUSA, & OLIEHUBAIOT JAaHHBIE, CBUJIETEIbCTBYIOIINE O TOM,
YTO JIIOAU, KOTOpBIE OyIyT moib3oBaThes JIB, crmocoOHbl HallTH HEOOXOANMYIO HH(DOPMALIHIO
U JIOJKHBIM 00pa3oM BOCITIOJIb30BATHCS €IO.

JIPY pexomenayercs: yOeIuTbCsa B TOM, UTO:

nepea TECTUPOBAHMEM OJIHO3HAUHO OINpenesieHa HauOosiee BaxkHas HMHQopManus,
HaIpyuMep, NpeIHA3HAYCHHE JIEKAPCTBEHHOTO Mpenapara, peKuM ero JO3UpOBAHUSA, a TAKKE
3HaYUMbIE HEXKeNaTeJIbHbIe PEaKlIUU U 0COObIe yKazaHus. DTa uHpopMalus OyeT 3aBUCETh
OT JEHCTBYIOIIETO BENIECTBA PACCMATPUBAEMOTIO JIEKAPCTBEHHOIO Mpenapara. Bompocsl,
3a/laBaeMble YYaCTHUKaM, JOJDKHBI OXBaThIBaTh KJIIOYEBBIE CBEIEHHUS, HEOOXOIUMBIE NS
Oe3onacHoro npumeHeHus. KiroueBble cBeneHMs [Uisi 0€30M1aCHOrO NPUMEHEHHs OyayT
coJiepkatbes B pasaenax | — 4 JIB, ogHako pachpeaeneHue WId MIpoTa BOIPOCOB OyIyT
OTJINYATBCSA OT OAHOIO Ipernapara K apyromy. HecMoTpst Ha TO 4TO HEKOTOPBIE MPENapaTh
MOTYT TpeOOBaTh COCTABJIEHHUS BOIIPOCOB HA OCHOBAHMHM pa3nenioB 5 wiu 6 JIB, Takue ciydyan



, kak mpaBuiio, peaku. Crieayer yOeauThCsS BO BKJIIOYCHHUH B OMPOCHUK BCEX KIIFOUEBBIX
CBEJICHUH 10 0e30MacHOMY MPUMEHEHUI0, HEOOXOAUMBIX JJIsI TIOJTYYEHHUsI TTOJIOKUTEIIBHBIX
pe3yIbTaTOB;

CyOBEKTHI U3 UCCIIEeyEMBIX BRIOOPOK Hanbojee BepOsITHO MOTYT BOCIOJb30BaThes JIB
paccMaTpUBaeMOro npenapara (BKJIo4as yXaKUBaKOIIKX JUll). TecTUpoBaTh BCE MOMYJISIIAN
NalMEeHTOB MPU BCEX BO3MOXKHBIX OOCTOSATENILCTBAX HE TPEOYETCs, IOCTATOYHO BKIIOYHTH
JIWI], CIMOCOOHBIX MPEACTaBUTh, UTO Y HHUX HMEET MECTO COCTOSIHME, MPHU KOTOPOM
NpUMeHseTcs mpemnapar. Bo wu30exaHue HEJIONMOHUMAaHUS HE JOIMyCKaeTcs BKIIOYATh
CBEJICHHUS, MTPEIHA3HAYEHHBIE 11 MEAUIIMHCKUX PAOOTHUKOB U JIPYTUX JIUII, paOOTAIOIINX C
JIEKapCTBEHHBIMU TMpernapataMu. Jluia, 3HaKOMbIE C JICKAPCTBEHHBIM MperapaTaM, Kak
MPaBWJIO, HEMPUTOAHBI IS TMPOBEACHUS TECTUPOBAHUA, OJTHAKO OHU MOTYT CIYXHUTh
HMCTOYHMKOM IIEHHBIX PEKOMEH AN Ha dTare MOArOTOBKH JAU3aiiHa;

IIPUBEJICHBI YOEIUTEIbHbBIE TOKAa3aTeIbCTBA, YTO MPOTECTUPOBAHHBIC YUACTHUKHA CMOTJIN
HalTU U JOJDKHBIM 00pa3oM BOCHOJb30BaThCAd MHPOpManueil. Bonpockl, BKIIOUEHHBIE B
MPOTOKOJ, MOJBEPrHYTCS SKCIEPTU3€ OTHOCUTEIBHO TOTO, HACKOJIBKO XOPOIIO OHH
OTpaXXaloT BBISABJICHHBIC KIIIOYEBBIE CBEICHUS MO 0e30macHOCTH. Bompockl JOJKHBI OBITh
OTKPBITBIMH, JIOJDKHBI IIO3BOJIATh YIACTHUKY MPEJCTABUTh CEOS B ONPEACICHHON CUTyaIluy U
HE JIOJDKHBI TIOJICKa3bIBaTh €My OTBET, coAepsxkamuiics B JIB. Kaxapiii Borpoc g0KeH ObITh
COCTaBJICH HaJJIeKamuM oOpa3oMm. HakoruieHHe MaHHBIX, paBHO KaK M HECIIOCOOHOCTH
HaXOXJEHUS WM TOHWMAaHUs y4YaCTHHUKAMHU OJIHOTO WJIM 0OoJiee 3HAYMMBIX BOIIPOCOB,
HEIOMYCTUMBI. DKCIEPThl MPOBEPAT 3aJlaHHbIE yYaCTHUKAM 3HAYUMbIE BOIPOCHl H
COOTBETCTBHE Ka)KJIOI'0 BOIMPOCA KPUTEPUSIM YCHEIIHOCTH, BBHIPAOOTAHHBIM JI0 Hayaja
TECTUPOBAHMUSL.

7.2.1. InTepuperaiusi KpUTEpUEB ycrexa.

Kputepuu ycnexa npeamnonararoT, 4To 90 nOpoLeHTOB rpaMOTHBIX B3POCIIBIX JIUIL TOJKHbI
OBITH CIIOCOOHBI HalTU CBefieHNs U 90 MPOIEHTOB M3 HUX JIOJDKHBI OBITh CIIOCOOHBI TIOHITH
nHdpopmanuio. B pamkax nByx rpymi, Kaxiaas U3 KOTOPBIX COCTOUT U3 10 y4acTHHKOB,
Heo0xoauMo, 9To0kI HHpopManus B JIB Obina HaiineHa u mousara 16 u3 20 yuactaukoB. Eciu
pe3yJbTaThl HE JOTATUBAIOT JI0 ATOM TPaHMIILI, HEOOX0 MO TiepecMoTpeTh JIB u mpoBecTu
JNOIOJIHUTEIBHOE TECTUpPOBaHuE. EcIM HCHONb3ylOTCA albTEPHATHUBHBIE METOJBI
TECTUPOBAHUS, KPUTEPUHM YycleXxa MOTYT ObITh MHBIMU. TeM He MEHee HE3aBHCHMO OT
KPUTEPUEB YyCI€Xa KaXJIbl BOMPOC JOJKEH CaMOCTOSITENIBHO YJIOBJIECTBOPATh TaKUM
KPUTEPHUSM.

7.2.2. IloaroToBKa 0TYETAa, BKIIFOYAEMOTO B JOCHE.

IIpu cocTaBieHUH OTYETA, BKIKOYAEMOTrO B JIOCHE, MOJABAEMOr0O YIIOJHOMOYEHHBIM
opraHam rocyaapcTB-4JICHOB, HEOOXOAMMO y4ecTh OMyOJUKOBaHHBIE peKoMeHaauu. Kpome
TOT0, B OTYET 1[EJE€CO00PA3HO BKIIOUUThH CJICIYIOIINE Pa3eibl:

7.2.2.1. KiroueBble cBeIeHUs 111 0€301MacHOTO IPUMEHEHHS.



Takue cBemeHus: HEOOXOAUMO OMPENEIUTh 3apaHee WHIUBUIAYAIbHO NI KaXKJIO0TO
npenapara. Heobxoaumo onucaTth, Ha OCHOBAaHWHU YETO IMOJTYYEHBI BOIPOCHI, OPUCHTUPYSICH
Ha KITIOYEBHIE CBEJICHUS IO 0€3011aCHOMY MPUMEHEHHIO.

7.2.2.2. BeiOOp yYaCTHHKOB U UX JieMOTpaUIECKHE XapaKTEPUCTHKH.

Heob6xonumo ommcath, HACKOJIBKO TECTHUpyeMasi MOIMYJISAIMsS OTpa)kaeT Hamboiiee
BEPOSATHYIO MOMYJISIUIO MAIMEHTOB pacCMaTPUBAEMOro IMpernapara Kak 1Mo IMoiy, Tak U 1o
BO3PacCTHOMY JUAMNa30Hy.

B nensx uckirodyeHus: cucteMaTudeckux omuook (bias) HEOOXOAMMO OMKCATh KPUTEPUU
HEBKJIFOUCHHS ¥ YPOBEHBb 00Opa30BaHUS YYACTHHKOB.
7.2.2.3. AHanu3 o Kaxao0i NpoTeCTUPOBAHHON TpyMIIE.

['paduyeckoe mpeacTaBieHUE SBISCTCS HAJICKAIIMM CIOCOOOM JOHECEHHS
uH(pOpMaIUu, OJTHAKO TPAPUKH TOJDKHBI OBITH YETKO MPOMAPKUPOBAHBI H JIETKO TIO/IIaBATHCS
MHTEPIPETAINH.

Kasxmprit Bompoc T0KEH BBIIEPIKATh COOTBETCTBUE KPUTEPHSIM yCIIeXa.

Heobxoaumo uaeHTU(GUIUPOBATH BOMPOCH], ¢ KOTOPBHIMU Y YYaCTHHKOB BO3HUKIIH
3aTPYIHECHUSA. DTH 3aTPYJHECHHS MOTYT BO3HHMKATh NMPU TOWCKE W (WIM) MOHUMaHUU
uHdopmaIuu.

[Ipu ucnosb30BaHUU TaKUX CyOBEKTUBHBIX KPUTEPHUEB, Kak "nerko", "c 3arpyaHeHusIMu"
U T. 1., HEOOXOAUMO oOmHcaTh, KaKUM OOpa3oM YYacTHUKHM HaXOIWIU HH(OpMaIHIO.
Heo0xonuMo yuyuThIBaTh, YTO SKCIEPTHl YHOJHOMOYEHHOIO OpraHa IocCyAapcTBa-d4ieHa
HEraTUBHO OTHOCSITCS K BBIPQXKEHUAM ''C 3aTpyAHEHUSAMU" WK "C OOJIBIIMMU 3aTPYIHEHUAMHU
", MO03TOMY HEOOXOJUMO MPOAHAIU3UPOBATH, HACKOJBKO JIETKOCTh MOMCKA MH(pOpMaLUn
ObLIa yJyulieHa pu BHECEHUU u3MeHeHuii B JIB.
HeoOxonumo mpennoxuTh u3MeHeHus k JIB, HampaBieHHBbIE Ha YCTpaHEHHE

3aTPyAHEHUM.

Heo0xoaumMo nmoBTOPHO MPOBECTH TECTUPOBAHHUE U COCTABUTH MO HEMY OTYET.

7.2.2.4. XapakTepucThKa 00paTHOM CBSI3U CO CTOPOHBI YYaCTHUKOB OTHOCUTEIHHO JIB 1
Npe/ICTaBICHUE U3MEHEHUH, YUUTHIBAIOLINX BCE BOMPOCH! OOIIETO XapaKTepa.

7.2.2.5. Bce Bepcun JIB.

7.2.2.6. IlepBuuHbIE JaHHBIE, ITOJYYEHHBIE I10 PE3YyJIbTATAM HUHTEPBBIO, IPEICTABIATH HE
clelyeT, JOCTaTOYHO IPEAOCTaBUTh pPE3IOME YCTHBIX OTBeTOB. Eciu mnorpedyroTcs
JOTIOJTHUTENbHBIE CBEACHUS, B XO/1€ SKCIEPTU3bI OYJIET clenaH 3anpoc 0 He0OOXO0IUMOCTH €€
IIPEICTABIICHHUS.

NunuBuayanbHble CBEAEHUS O TECTUPOBAHUHU KAXJOTO yYaCTHUKA MPEACTABIATH HE
TpedyeTcs. IlockonbKy TecTHpoBaHUIO ToaBepracTcs JIB, a He ydacTHUKH, TaKkWe TaHHBIC HE
SABJISIFOTCS. 3HAYNMBIMHU.

7.3. O0cTosTENBCTBA, TPEOYIOUINE MPOBEACHUS TECTUPOBAHUS
Ecnu npoBoanIioch MoJib30BaTeNbCKOE TECTUPOBAHKE, B 10ChE HEOOXOAUMO BKIHOUYUTh

noATBepkAeHue 3Toro. [Ipu perucrpanny BoCIpOU3BEACHHOIO JIEKAPCTBEHHOrO Mpenapara (



OunoaHanora) 3asBUTEIb TAaK)KE€ MOXKET MIPOBOIUTH MOJIH30BATEILCKOE TeCTUpOBaHuE. BmecTte
C TEM 3TO HE O3HAYaAET, YTO HEOOXOIUMO MPOBOAUTH MOJIb30BATEIBCKOE TECTUPOBAHUE (E€T0
anasora) juis Bcex JIB.

[Ipn nmpoBeAeHHUM TOJIB30BATEIBCKOTO WM MHOTO TECTUPOBAHUS HEOOXOIUMO
MCIIOJIB30BaTh MOJHOLBETHRIN MakeT JIB nekapcTBeHHOro mpenapara, BBOAUMOIO B 000POT.
He nomyckaeTrcs uCNOJIb30BaTh TEKCTOBYIO BEPCHUIO, TNOCKOJIBKY JW3aiH U BEPCTKa
OKa3bIBAIOT CYIIECTBEHHOE BIIMAHHE HAa CIIOCOOHOCTh MAlMEHTAa HAXOJWTh M IMOHUMATH
KJIFOUEBBIE CBEJICHUS JUIsl 0€30MaCHOTO MMPUMEHEHUSI.

JIB nexapcTBEHHBIX MpemnapaToB, BBOJAUMBIX MEIHIIMHCKUMH paOOTHHUKaAMHU B
OOJIBHUYHBIX YUYPEKIACHUSIX, TaKXKE MOTYT COJIEpXKaTh JaHHBIC, MOATBEPKIAOIIHE
cobiroieHue HOpM pazzena 4 Hactoamux TpedboBaHuUM.

B cnenyromux ciyuasx 3assutento (JIPY) cieayer mpemycMoTpeTh MpOBEACHUE
N0JIb30BATENBCKOTO MM aHAJIOTUYHOTO TecTHUpoBaHuA JIB, MOCKOJIbKY NPEACTABICHHUE €O
pe3ysibTaToB OyJIeT CcHocOOCTBOBaTh MNPEAYNPEXACHUIO BO3MOXKHBIX 3aMEYaHHUI
YIOJHOMOYEHHBIX OPTaHOB (SKCHEPTHHIX OPraHHU3allUii) TOCYAapCTB-UJIEHOB OTHOCUTEIHHO
HEHaJUIe)Kallero KauecTsa nH(popMaluu, IpeICTaBIsIeMON NalUEHTY:

JIEKapCTBEHHBIE IIpenaparhl, COACPIKAIIME HOBBIE XMUMHUYECKHUE COCIUHEHUS WIIU
BBIITyCKaeMbI€ B IPUHIIUIHAIBLHO HOBBIX JIEKAPCTBEHHBIX (popMax;

JIEKaPCTBEHHBIE MTPENAPATHI, IOABEPTIINECS N3MEHEHHIO YCIOBUM OTIYCKA;

JIEKapCTBEHHBIE MpenapaTrhl, B paHee MPOTECTHUPOBaHHBIN JIB KOTOpBIX BHECEHBI
CJIEyIOIIME 3HaYNMbIe HOBBIE CBEICHHUS MO0 0€30MacCHOCTH:

no0aBiieHUEe OOJIBIIOTO KOJMYECTBA HOBBIX KIMHUYECKUX pEKOMEHJalui (B oobeme,
MPEBBIIAIOINIEM €IUHUYHBIE CI0Ba WJIM (pa3bl) BCIEACTBUE OrPAHUYEHUN B CBS3U C
0€30IMacCHOCTBIO;

BKJIFOYEHHE HOBBIX MOMYJISILMN MAMEHTOB KAK CICACTBUE PACIIMPEHUS MMOKA3aHUN K
MIPUMEHEHHUIO Ipenapara.

OTU U3MEHEHUsI MOTYT MIPUBECTU K CMEIICHHIO OJIOKOB TEKCTa 3a4acTyI0 C YMEHbIIICHHEM
Kerys mpudTa, IepeopueHTauy nHGOopMaIuy, U3MEHEHUIO TU3aiiHa U BEPCTKHU 3a4acTylo C
BKJIIOYEHUEM JIOMIOJIHUTENbHBIX KOJOHOK WM IMepexoay K ¢opmary Oykiera. YKa3zaHHbIE
W3MEHEHUs Ju3ailHa, KOTOpble HE OBUIM MpPOBEPEHbl B paHee NPOBEICHHOM
M0Jb30BATEILCKOM TECTUPOBAHUM WM C TMOMOIIBI MPOBEIEHHOTO CBS3YIOIIETO
uccienoBanus, 3assutento (APY) cnenyer paccmaTpuBaTh Kak OCHOBaHUE JJIs
MPEACTABICHUS JOMOTHUTEIBHBIX JaHHBIX, MOATBEPKAAIONIUX COONIIOJACHUE TpeOOBaHUMN
paznena 4 nacrosmux TpeOoBaHU.

3a 4YacTHBIMHU PEKOMEHIAIMSMH 3asABUTEIISIM PEKOMEHAyEeTCS oOpamaTbes 3a
KOHCYJIbTallUEN B YIIOJJHOMOYEHHBIE OpraHbl FOCYAAPCTB-UICHOB.

[Ipy BHECEHUMM CYIIECTBEHHBIX HM3MEHEHUW B JU3aWH U BEPCTKY paHee
nporectupoBaHHoOro JIB 3auacTyro TpebyeTcs CKOPPEKTUPOBATH €r0 pa3MepPhl JIMCTA, YTOObI
COOTBETCTBOBAaTh HOBBIM MPOU3BOJACTBEHHBIM MOIIHOCTSAM. Eciau opueHTanus u



pacnosoxeHue nHGOpMaluil He U3MEHSETCs, TPOBEECHUE JOMOJIHUTEIBLHOIO TECTUPOBAHMS
WJIM CBA3YIONIETO uccieaoBanus He Tpedyercs. C Apyroi CTOpOHbI, U3MEHEHHE OPUEHTALUN
CTpaHUIBl U (WJIK) pa3Mepa TEKCTa W BBEJCHUE alIbTEPHATHUBHBIX (opMaTOB (Iepexo] Ha
dbopmar Oykiera) cleayeT paccMaTpuBaTh KakK OCHOBAaHUE [JIsI TPOBEACHHUS
JOTIOJIHUTEIBHOTO CBSI3YIOLIETO MCCIENOBaHUs, (POKYC-TPYIIBI UM B HEKOTOPBIX CIydasx
MOJIHOLIEHHOT'O TI0JIb30BATEIBCKOTO TECTUPOBAHMUS.

Ecnam MapkupoBKa CIyXUT LIeJIAM JOBeAeHUs MH(OpMalUU, YKa3aHHOU paznaenom 4
HacTtosimux TpeOoBaHUi, ITO TakXke CJIEAyeT paccMaTpUBaTh KaK OCHOBAHUE IS
IIPOBEJICHHUS MOJIb30BATEIBCKOT0 TECTUPOBAHHS.

[Tonb30BaTenbCKOe WM aHAIOTMYHOE TECTUPOBaHUE HE TPeOyeTcsl, eClii U3MEHEHHS He
npeanosaraioT BHeceHue B JIB HoBoro cioBa min ¢pasbl B paHee MpOTECTUPOBAHHBIN pa3/en
WM TIpU W3MEHEHUHU JW3allHa M BEPCTKU HE BIIMSIOT HAa PACHOJIOKEHHE WU Pa3Mep
npe/ICTaBIeHHON NHGOPMALIHH.

7.4. [IpoBeneHne CBA3YIOMIETO UCCIENOBAHUSL.

[Tonsitue "cBszpiBanue" npumensiercs Kk JIB, koTopeie noctaTouno O0Jau3Ku (M0 J00HbI) KakK
II0 CONEpKaHHUIO, TaK W BepcTke. lIpum CBA3BIBAHMM yCIENIHOE MOJIB30BATEIBCKOE
tectupoBanue JIB ponurensckoro JIB MOXXHO HCMOIB30BaTh B Ka4eCTBE OOOCHOBAHUS HE
IIPOBEJICHUsI TECTUpPOBaHUA aHaloruuyHblX JIB pouyepHux JIB. B HekoTopsIX ciydasx
nouepHue JIB MoryT nonaratbcsi Ha pe3ysbTaThl TECTUPOBAHUS HECKOIBKUX POAUTEIBCKUX
JIB.

[TockonbKy mu3aiiH W BepcTKa MHPOPMALUU SBISIOTCS KIIOUEBBIMH (haKTOpaMu ee
UCIIOJIb30BaHUS U MOHUMAaHMS, B LIEJSX YCHEUIHOTO CBA3bIBaHUSA qouepHue JIB moikHbI
MMETh TOT K€ AU3alH, BEPCTKY U CTHJIb U3JI0KEHMS, 4YTO U poautenbekuid JIB. Ces3piBanue
He OyeT 0100peHO YyIOJHOMOYEHHBIM OPraHOM I'OCYy/IapCTBa-ujieHa, €CIM 3TH YCJIOBHS HE
BBIJICP’KUBAIOTCSL.

7.4.1. KitoueBble cBeeHUS 1)1 0€30M1aCHOTO TPUMEHEHUSI.

B nensx ycnemHoro nojib30BaTebCKOro TECTUPOBAHUS HEOOXOAUMO 3a01arOBPEMEHHO
ONpENENIUTh KIIOYEBBIE CBEACHUSA JIsI OE€30MacCHOr0 MPUMEHEHUS pPACCMaTpPUBAEMOIO
JIEKapCTBEHHOTO Mpemnapara. [ Kaxk10ro JIeKapCTBEHHOTO Mpernapara 3TH CBeJeHus OyayT
paznuuarbcsa. ONPOCHUK MOJKEH YYHMTHIBATh ATH KIIOUEBBIE CBEICHHS M COJEPKATh
MOATBEPKJICHUE TOTO, YTO MAIMEHThl CIOCOOHBI HAWTH W TMOHSATH 3TU CBEJCHUS C IIEJIbIO
0e30MmacHOro MPUMEHEHHS JIeKapCTBEHHOro mnpemnaparta. [loo0HOE MOIb30BaTENBCKOE
TECTUPOBAHME BIIOCJIEJICTBUM MOKHO HCIIOJIb30BaTh B KauyecTBe oOocHoBaHus JIB,
COCTaBJIEHHOI'O TEM € CIOCOOOM B OTHOILIEHHH POACTBEHHOIO IpemnapaTta. B cBsa3yroiem
UCCJIEIOBAHUM KJIIOYEBBIE CBEJEHUS Il 0€30MacHOTrO MPUMEHEHHUs, COJEpKalluecs B
poauTenbCckux M godepHux JIB, mAomkHBI ObITh MAEHTHUYHBIMH. OJHAKO CBEICHHS IO
0€301acHOCTH, BBI3BIBAIOIINE 0COOBIE ONACeHHsI, HEOOXOIMMO MPOTECTUPOBATH B OTHOLICHUH
Kaxaoro gouyepHero JIB.

7.4.2. ®opmar, 1U3aliH U BEPCTKA.



Jn3zaiin u Bepctka JIB SBIISIIOTCST OCHOBOIIOJIATAIOLIMMU ACHEKTAMU IOJYyYEHUS
MalMeHTaMH KJIOYEBbIX CBEJEHUN 1O O€30NaCHOMY MNPUMEHEHHUIO JIEKAPCTBEHHOTO
mpernapara. 3ajJoroM YCIEIIHOCTH CBSI3BIBAHMS SBIAIOTCS OONIUN JW3aiilH M BepCTKa
poautenbekux U poyepHux JIB. OOmue nu3ailH U BepcTka BKIIOYAIOT B ce0s CleAyIOlIne
Ba)KHBIE ACTIEKTHI:

TaApHUTYPY U KeTJb mpu@Ta;

3aroJIOBKH M MOJ3arojIOBKH, BKIKOYask OJTHOPOJHOCTh X PACIOIOKEHHUS;

pasmepsl JIB, Bkitodas KHMXKHYIO (a1500MHYI0) OPUEHTAIMIO CTPAHMIIBI U YHUCIIO

KOJIOHOK;

WCIIOJIb30BAaHUE I[BETOB M BHIOOP IIBETOBOI FraMMBlI;

CTHJIb U3JI0XKEHUS U (OPMYITUPOBKHU;

BEpCTKa KpUTHdeckux paszzaenon JIB, kacaromuxcs 6e30nacHOCTH;

UCIIOJIb30BaHUE MTUKTOTPAMM.

Kaxnapiii HOBBIN qu3aiiH JIB (¢ KOHKpEeTHBIMU pa3MepaMH) WM Bapuanuu B Gopmare
npeacraBieHus (HampuMmep, OYKIET) MTOJKHBI MPOUTH HECKOJbKO YCHEHIHBIX
MOJIb30BATENIbCKUX TECTUPOBAHMUM, YTOOBI JOMYCKAJOCh HCIOJIb30BaHUE OCTalbHbIX JIB,
CXOXHUX 10 (Qopmary, B CBs3ywIlleM wHccieaoBanuu. KoianyecTBo HeEOOXOIUMBIX
MOJIb30BATENbCKUX TECTUPOBAHUN KOHKPETHOro gopmara OyAeT 3aBHCETh OT CIIOKHOCTH
npeacTaBiIsieMoil HHGOPMAITUHU B KaXKJOM KOHKPETHOM CITydae M MOJICKUT ONPEICTICHUIO B
WHIVUBHUIYaJIbHOM IMOPSIKE.

7.4.3. IlpumeHeHne MPaKTUKK CBA3BIBAHHUS.

Hwxe ykazanbl 00CTOSITEIBCTBA AOMYCTUMOCTH CBA3BIBAHUS C aHAJIM30M KPUTEPHUEB

npuemieMocTd. Bo Bcex ciyuasx nesneBas MomyJisius NalueHTOB J0HKHA ObITh OJTMHAKOBOM

a) Pacimupenue muHenku.

Casi3pIBaHME, KaK IPaBUIIO, TOMyCTHMO B oTHomeHuu JIB ¢ Toit xe papmakomornuecku
AKTUBHOM YaCThIO MOJIEKYJIBI IEMCTBYIOIIETO BEIIECTBA ITPU PA3JIMYHBIX JO3UPOBKAX U MYTSX
BBeAcHUA. B 3Tux cnywasx B kadecTBe poautTeinbckum JIB nmomxken BoicTymnarts JIB,
coJiep Kaluii HauboJiee CIOXKHYIO JUIsl MalleHTa UHPOPMAIIUIO.

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 IOCTABIISIEMBIN
MalMEeHTaM I CaMOCTOATENBHOTO IPUMEHEHUA, COOTBETCTBYIOIMM JIB MOXHO CBSA3aTh C
JIB Toro xe npenapara, IpUMEHSIEMOTO CAMOCTOSTEIIBHO.

Hanpumep, JIB Ha MHBEKIUOHHBIN qUa3enaM (JIOYEpHHI) MOKHO cBsizaTh ¢ JIB Ha
Ja3eraM B JIEKApCTBEHHOM (opme "pacTBop i MpueMa BHYTPb" (POJUTENBCKUN).

Ecnu noteHunanbHO CX0KHUE NpernapaThl TPeOYIOT NOHUMAaHUS NAMEHTOM CYIECTBEHHO
Pa3IUYAIONIUXCsl CIIOCOO0B MPUMEHEHUS, TPUMEHSIOTCS Pa3jIuvHble KpUTepUuu (Harpumep,
MHTAJISATOP M IUIACThIpb). B NaHHOM ciiyyae HeoOXoaumo OyJeT O0EeCHeyuTh YCIEIIHOE



MPOXOKJEHUE MOJIb30BATEIBCKOTO TECTUPOBAHMS HMH(POpPMALMU, Kacarolleics pexuma
nosupoBanus. OnHako noyepHui JIB MoeT monararbCcs Ha pe3yJIbTaThl OJIb30BATEIBCKUX
TECTUPOBAHUM, IPOBENCHHBIX HA JIMCTKaX HECKOJIBKHUX IPENAapaTOB.

Hanpumep, k JIB Ha MHransuuoHHbIN canbO0yTamon (AoYepHUil) MOKHO MPUMEHUTH "
IBOMHOE CBsA3bIBaHUE", cBsA3aB ero ¢ JIB Ha mpenapar caibOyTamona JJisd pueMa BHYTPb,
OPOIIEIINI YCIEIHOE II0JIb30BAaTEIbCKOE TECTUPOBaHUE (B 4YacTH HHGPOpMaIuH,
Kacaronieicss (apMakoJIOrH4ecKd aKTUBHOM YaCTU MOJIEKYJIbl JEHCTBYIOLIErO BEIECTBA), U
JIB na mpemnapar OeKJIOMETa30Ha C WJCHTHUYHBIM HHTAISITOPOM (B 4acTu HHGOpMAIUU,
KacaroImiencst JOCTaBKH).

Ecnu mopTdens koMmanuu BKIIOYAET B ceOs psAMl CTAaHAAPTHBIX JIEKAPCTBEHHBIX (HOpM
JUIsl MECTHOT'O IPUMEHEHUS (Ma3u; KpeMa; TJla3Hble, YIIHbIE U Ha3albHbIE KAIUTH WU Ma3u (
Kpema), Mpenaparsl s KOXH BOJIOCHCTOM YacTH TOJOBBI, JIOCBOHBI), OTAEIBHOE
TECTUPOBAHUE MHCTPYKLUHM MO MPUTOTOBJICHUIO M NPUMEHEHHIO IIpenapara B HOpPME HE
TpeOyeTcs, ECIIH TOJIBKO OHU HE COJIepkKAT HEMPOTECTUPOBAHHBIE TUKTOIPAMMBI.

[Tpu sTom coxpansieTcss TpeboBaHUE 00 OJMHAKOBOCTH JU3aiiHA, BEPCTKU U CTHIIS
U3510KeHus noyepHux JIB;

0) JleKkapCTBEHHBIE MTpenapaThl U3 TOTO e (papMaKoJIOTHIECKOro Kiacca.

CBsi3bIBaHuME, KaK MTPABUIIO, IPUEMIIEMO B OTHOIIEHUH JIB Ha JIeKapCTBEHHBIE MTPENapaThl
U3 TOTO K€ TEPANEBTUYECKOrO KJIacca IPU YCIOBUHM CXOKECTU KIMHUYECKHUX CBEICHHM,
COJIepKalIuXcs B CBOJHOM XapakTEpUCTUKE Npenapara (U, Kak cieAcTBUe, HH(OPMALUU B
JIB). Baxxno, uT0OBI KIFOUEBHIE 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 NPUIATh €My JW3alH, BEPCTKY U JIMHTBUCTUYECKUU CTHIIb, KOTOpbIE
COOTBETCTBYIOT poAuTenbCcKOMYy JIB, KOTOpbIM 1OABEpPrcs MOJIb30BATEIBCKOMY
TECTUPOBAHMUIO.

TepaneBTUUECKH CXO0KHE MpPENnapaTsl — 3TO TPyNIa JEKAPCTBEHHBIX MPENAPATOB CO
CXOKMM MEXaHH3MOM JercTBuA. Huke npuBOIATCS IPUMEPHI, IPU 3TOM BKIIFOYEHUE DTHUX
TEpPaleBTUYECKU CXOXKMX IMPUMEPOB B IIpejesiax KOHKPETHBIX KJIACCOB HEOO0SA3aTENIBHO
O3HAYaeT, YTO CBA3BIBAHUE OYAET YJOBJIETBOPATH BCEM TpeOOBaHUSM B OoTHolIeHUH JIB Ha
CJIEIyIOIME KaTeropuu IIpenaparos.

CEpPACUYHO-COCYAUCTHIE MPEIAPATHI:
TUA3UHBIC U TUYPETUKU MTOJI0OHOTO AEUCTBUS;

B

-aipeHO0JI0KATOPHI;
UHTUOUTOPBI aHTHOTEH3WHIIPEBPAIIAIOIETO (pepMeHTa;
CPEICTBA, BIUAIOLINE HA LIEHTPAJIbHYIO HEPBHYIO CUCTEMY:
CEJIEKTUBHBIE THTHOUTOPHI 0OPaTHOTO 3aXBaTa CEPOTOHHHA;



TPULUKINYECKHE U CXOKUE aHTUICTIPECCAHTBHIL;

AHTUTUCTAMUHHBIC MPENapaThl;

OcH3011a3€e1HEbI;

OTMUOUHBIC AHATBT€TUKU;

MPOTUBOMUKPOOHKIE TTpenapaThl:

NEHUIWUIUHBL, 11e(aToCIOPUHBI U MAKPOJIHIBI;

MPOTUBOTPUOKOBBIC MPEMAPATHI;

CPEACTBA, BIHAIOIINE HAa KOCTHO-MBIIIEYHYIO CUCTEMY: HECTEPOHIHBIC

MIPOTUBOBOCIIAJIUTEIbHBIE TTPENapaThl;

SHJOKPUHOJIOTUYECKUE JIEKAPCTBEHHBIE MPENAPATHI: TIIFOKOKOPTUKOUBI,

MIPOTUBOOIMYXO0JICBBIE JICKAPCTBEHHBIC MPETapaThl: aJTKHWIUPYIOIINE [IUTOCTATHKH,

JIEKApCTBEHHBIE MTPenapaThl, UCIOIb3yEeMbIE /111 BHYyTPUBEHHOI'O MUTAHUS;

JIEKAPCTBEHHBIE MIPENapaThl, IPUMEHSEMbIE B aKyLIEPCTBE U TMHEKOJIOTUN: MIEPOPATbHBIE
KOHTPAIICNTUBBI;

JIEKapCTBEHHBIE MpenapaThbl, paCCMaTPUBAEMbIE B KAYECTBE WICHOB OJHOW IpyNIbl Ha
OCHOBAaHUHU 00JaCTU MX NMPUMEHEHHUs, HO KOTOpble (PAKTUYECKH COJEpXkaT MmpemnapaThbl C
pa3IUYAIOIIUMUCS MEXaHU3MaMU JICMCTBUA U KIIIOYEBBIMHU CBEIECHUAMH MO 0€30MacHOMY
MIPUMEHEHHUIO, TTOIBEPTalOTCsI SKCIEPTU3E B MHIAUBUAYATLHOM MOPSIKE.

B oTHomeHUH cleAyrOmUX JIEKapCTBEHHBIX MPENapaToB, KaK MPaBUIIO, HEBO3MOXKHO
IPOBECTH YCIEIIHOE CBA3BIBAHUE BCIEACTBUE PO3HSIIUXCSA KIMHUYECKUX ACHEKTOB HX
NEUCTBUS U TPUMEHEHHUS:

AHTUAPUTMHUYECKHUE MPENApaThl, TAKUE KaK AMUOJAPOH U JU3OMHUPAMU;

MPOTUBOAIUJICNITUYECKHUE TIPENapaThl, TAKKe KaK BaJIbIIPOEBasi KUCJIOTA, TAMOTPUKUH U
(heHHUTOUH,;

00J1e3Hb-MOAUDUITPYIOIIUE TPOTUBOPEBMATHYECKUE TIPenapaThl, TAKUE KaK IpenapaThl
30J10Ta U IEHULIWIIJIAMUH.

B TepaneBTnueckux 06acTaX ¢ OOJBIIUM KOJIUYECTBOM JIEGKAPCTBEHHBIX MPENapaToB C
Pa3IMYAOIIMMUC MEXaHU3MaMU JIEUCTBUSA, HO MEHEE KPUTUUYHBIMU KIIFOUEBBIMU ACTIEKTAMU
U151 0€301MaCHOTO MPUMEHEHUSI BOBMOXHO CBSI3bIBaHUE, HAIIPUMED:

aHTAIMJIOB U CIIa3MOJIUTUYECKUX MPENapaToB;
POTUBOKAILJIEBBIX ITPENapaToB;

BUTAMUHOB;

penapaToB ISl OPOIIEHUS MOJIOCTH PTa;
penapaToB U3 IPYNIbl KEPATOJIUTHKOB.

B GonpmmHCTBE CiiydaeB B Ka4eCTBE POAUTENHCKOTO BhiOMpaercs JIB, comepskarmmii
UH(pOpPMAIINIO, MAKCUMAJIBHYIO 110 OXBAaTHIBAEMBIM acleKTaM;

B) OJIMHAKOBBIE KJIFOUEBBIC CBEICHUS 1O O€30MaCHOMY TPUMEHEHHUIO.



Ecnu xmroueBble cBeneHus o 0e€30MacHOMY NMPUMEHEHUIO, YCTAaHOBJICHHBIE I psia
JIEKapCTBEHHBIX MPENapaToB, CX0XH, a JIB cOopoekTHpOBaHbI, CBEPCTAHbI M HAMUCAHBI
UJCHTUYHBIM CITIOCOOOM, CBSI3BIBAHUE JIETKO TMOJIACTCSI 00OCHOBAHMIO;

T') OJTHOPOIHOCTD TTOMYJISIITUN TTAlIUEHTOB.

JlekapcTBeHHBIE MpenapaTsl B Mpeaeiax OJHOTO KJlacca, Kak MPaBuio, MIPUMEHSIOT y
OJIHOM M TOM e MOMyJISIIIMY MalueHToB. BmecTe ¢ TeM HeOobIlIoe KOJTUYECTBO MPErnapaToB
MPUMEHSIIOT B HECKOJIbKUX TEPANeBTHUUECKUX OOJACTAX, HAIPUMEp, TITIOKOKOPTUKOUABL. B
TaKUX CIy4asX MOXKHO MNPUOETHYTh K JIBOMHOMY CBSI3BIBAHHUIO, YOEIWBIIMCH, YTO
ponutenbckue JIB, ¢ koTtopeiMu CBs3bIBatOTCS no4uepHUE JIB, 0XBaThIBalOT BCE KIIFOUYEBBIE
CBeJIeHUs 0 0€30MacHOMY MPUMEHEHHIO, 00YCIOBICHHBIE MPOTUBOTIOKA3AHUSIMHU, OCOOBIMU
YKa3aHUsAMH, MEpaMH MPEAOCTOPOKHOCTU W HEKENATEIbHBIMU PEaKIUsIMHU, a TaKkKe
YUYUTBHIBAIOT BOIIPOCHI, OTHOCSIIMECS K MOKA3aHUAM K TPUMEHEHHIO U PEKUMY JO3UPOBAHUS,

1) KOMOMHUPOBAHHBIE MpENapaThl.

JIB Ha KOMOMHUPOBAHHBIN MTPENapar B LIEJIOM CIIEYET pacCMaTPUBATh
B Ka4e€CTBE POAUTENBCKOro JIB 1t neneu cBsA3bIBaHUS OTACIBHBIX KOMIIOHEHTOB JOYEPHUX
JIB. HeoGxoaumo y0enuThesi, UTO BCE KIIIOUEBBIE CBEACHUS O O€30MacCHOMY MPUMEHEHUIO
OTJIENTbHBIX KOMIIOHEHTOB BKJIFOUEHBI B ONMPOCHUK komOmHUpoBaHHOTO JIB. Jlomyckaercs
KCT0JIb30BaTh JIB OTHENbHBIX KOMIIOHEHTOB B KAa4e€CTBE POAUTENLCKUX JIB U CBA3BIBATH
KOMOMHUpOBaHHBIN JIB B kauecTBe modepHero npu yCclioBU, YTO BCE Pa3IMUUs B €70 BEPCTKE
U JUIMHE YCIIEIIHO BBIAEPKAIU IOJIB30BATEIBCKOE TECTUPOBAHUE B paMKax IIpernaparos,
BXOJISIINX B TOPT(HETh KOMITaHUU;

e) kpatkue JIB nexkapcTBEHHBIX MpEnapaToB ¢ BTOPOCTENEHHBIM TEPANeBTUUECKUM

NEUCTBUEM.

Kpatkue JIB Ha Takuwe mpemnaparbl, Kak HpaBujio, He TPeOYIOT MPOBEICHUS
MOJIb30BATEIBCKOTO0 TECTUPOBAHUSA. J[OCTATOYHO MOJIAraThCsl HA YCIEIIHbIE TECTUPOBAHUS,
MIPOBE/ICHHBIC B OTHOIIEHUU JPYTUX MPEMapaToB B paMKax MopTdes KOMIaHUH, JaKe eClid
OHU HE MPUHAJIEHKAT TOMY
K€ TEPANEBTUUYECKOMY KJIACCy, HAIPUMEDP BOAA JJIsi MHBEKL U, KPEMbl HA BOJIHOW OCHOBE,
IrJIa3HbIE KAaIlld ¢ THAPOKCUIIPOIMIMETUIIIEIIIIONI030H (TUIIPOMEILTI030i1);

) Oe3pelenTypHbIe NpenapaTsl ¢ pa3IMYHbBIMUA BTOPOCTENIEHHBIMU KOMITIOHEHTAMH.
be3peuenTtypHbie npenaparsl ¢ HECKOJIBKUMHU MHIPEIUEHTAMUA MOXHO CBsi3aTh ¢ JIB,
KOTOpbIE YCHEIIHO NPOUIJIA TECTUPOBAHME OCHOBHOTO KOMIIOHEHTAa, Hampumep,
KOMOWHHPOBAaHHBIC aHAJILIETUKN HA OCHOBE Tapareramotia. TpeboBanue 006 0OAMHAKOBOCTH
dbopmarta JIB coxpansiercs.
3) MUKTOTPAMMBI.

[TukTOrpaMMBbI, SIBJISIONIMECS 3JIEMEHTOM COOCTBEHHOI'O CTHJISI KOMIIAHMH, MOJJIEKAT
MPOBEPKE B pAMKaX MOJIb30BATEIBCKOTO TECTUPOBAHMUSL.

B nensx ycnemHoro cBsi3bIBaHHS NUKTOIpaMMbl 1o4epHUX JIB OHM IOJKHBI UMETH TOT XKeE
JM3alH, pa3Mepbl U IBETHOCTb, UTO U poauTesbckuil JIB;



1) CBA3BIBAHUE MEXK1Yy KOMIIAHUSMH.

Kaxxmas komnaHus JOJKHA OMUPaThCS HAa COOCTBEHHBIE JaHHbIe. OHAKO MPU HATUYUU
paspelieHuss Ha JOCTYNl K KOMMEpUYecKoW uH(opMmanuu ojHa U3 KOMIIAaHWN BIIPaBe
ucnoJib3oBarh JIB gpyroil koMmaHuM MpU YCIOBHM, YTO HMX JIEKAPCTBEHHBIE Ipenapathbl
OJIMHAKOBbIE (32 UCKIIIOUEHUEM MH(GOPMAIIMKA O KOMIIAHUK). B yKa3aHHBIX ciiyyasx qu3aiiH u
BepCcTKa paccmaTpuBaeMbiX JIB 10MKHBI OBITh UACHTUYHBI IO BCEM PACCMOTPEHHBIM BHIIIIE
acriektam. Mcnonb30BaHUE Pa3IMYHBIX JIOTOTUINOB KOMITAHUHN JIOMYCTUMO MPU YCIOBUU HUX
OJIMHAKOBOTO pacrnojokenus B AByX JIB u 3ansTug umu cxoxeit miomanu. Heo6xonumo
TAKXK€ MPEJCTABUTH JCKIAPALUIO, YTO 3asBUTEIb O3HAKOMIIEH C JAHHBIMU TECTUPOBAHUA HA
OpUTHHAILHBIN TIpernapaT W MOATBEPXKIAET, UYTO IMOJb30BATEIHCKOE TECTHPOBAHUE OBLIO
YIOBICTBOPUTEIHHBIM.

7.4.4. CocTaBieHUE U 10Jjaya CBS3YIOIIETO OTYETA.

Kaxnoe perucrpalilmoHHOE TOChE AOJDKHO COJEpKAaTh JaHHBIE, NOATBEPKIAOIINAEC
CIIOCOOHOCTh MAIMEHTOB HAXOIUTh U MOHUMATh CBEACHUS, HEOOXOAUMBIE J1Jis1 0€30MacHOTO U
s dexTuBHOTO NMprUMeHeHUs. CBA3YIOMUNA OTYET — ATO OTYET, HE BKIIOYAIONINN B ceOs
OpUTMHAJIbHBIEC TAHHBIE, TOJAHHBIE B OTHOIIEHUH poauTtenbckoro JIB. Ilepen yrBep:xknenuem
nouepHero JIB HeoOX0oAMMO MpEeACTaBUTh PE3YJIbTaThl MOJIb30BATEIBCKOTO TECTHPOBAHUS
poautenbckoro JIB m monyuuth ux omoOpeHue. DTO HE NMPENsATCTBYET OJIHOBPEMEHHOM
roJiadye HeCKOJbKKX JIB Ha sKCriepTu3y;

a) BBISIBJICHHE KJIFOUEBBIX CBEJICHUH I 0€30MaCHOTO TPUMEHEHUSI.

B otdere 0 CBSI3bIBAHUM HEOOXOJIMMO, B IEPBYIO OYEPE/b, YKA3aTh KIIOUEBBIC CBEJICHUS
1o 0e30MacHOMY MPUMEHEHHIO, COIEPKAIUECs
B nouepHem JIB, u moka3arh, Kak OHM OBUIM YUYTE€HBI B TECTUPOBAHHH, MPOBEIACHHOM C
ponurensckum JIB. Eciin kitroueBbie CBEICHUSA
HE WISHTUYHBI (3TO XapakTepHO s MHorux JIB, moaBeprmuxcsi CBSI3BIBAHUIO), B
CBSI3YIOIIEM OTYETE€ HEOOXOJUMO KPUTHUUYECKU OUEHHUTh ATHU PA3INYMUs U BKIIOUYUTH UX B
onpocHUK Ha podepHuit JIB. HeoOxoauMo mnpoaHalu3upOBaTh CXOXKECTh KIHYEBBIX
CBEJICHUU;

0) BOMPOCHI AU3aiiHa U BEPCTKHU.

B o0ocHoBaHuE CBSA3YIOIIETO HMCCIEAOBAHUS HEOOXOIMMO MPOBECTHU KPUTHUUECKOE
CpaBHEHUE [M3allHA U BEPCTKU AOYEPHUX U poauTenbCkux JIB, a TakKe BBISIBICHHOU
CXO0XECTH;

B) CJI0KHOCTb CBEJICHUW U CTUJIS U3JI0KECHHUS.

HeoOxoaumo mpeacTaBUTh aHAIU3 CBEACHUM, COACPKALIUXCS B POJUTEIHLCKOM H
noyepueM JIB, HeoOXoIMMO MpoaHAIU3UPOBATh U CPaBHUTh CTUJIb U3JI0KEHHUS,
UCIIOJIb30BAHHBIN B 3TUX JIB, a Takke CHOBA IIPOAHAIIU3UPOBATH CXO0KECTh U CUHEPTU3M.

B xaxxmom otuere cieayeT OTpasuTh BCE BOMPOCHI OOIIETO XapakTepa, BOSHUKIINEC Y
YYaCTHUKOB B XOJI€ MOJIb30BATEILCKOIO TECTUPOBAHHUS, KACAIOIIUECS [IOHPABUBILINXCS U HE
ITIOHPaBUBIIMXCS acneKToB JIB.



7.5. IlpoBeaenue pokyc-rpymi.

B psine ciyqaes nenecoodpasno nposeaeHue Gokyc-rpynmsl. Dokyc-rpymnmna HaiejaeHa Ha
oTACNbHYI0 YacTh JIB m mcmonp3yercss B 000CHOBaHWE OIPEICICHHOTO €ro M3MEHEHUs (
nocine u3MeHenuss OXJIIl) unu B KauecTBE 3JIEMEHTa HayalbHOW pPErUCTpAIlUU TPU
HEBO3MOXXHOCTH CBS3bIBaHM OTIEIBHOrO acnekra JIB ¢ yxke 3aperncrpuposanasivu JII1.

doKyc-rpynia NpPOBOAUTCS AHAJIOTMYHO MOJIHOLIEHHOMY MOJIb30BaATEIbCKOMY
TectTupoBaHuio. [Ipu 3ToM moTpedyeTcss MEHbIINI HA0Op BOMPOCOB, MOCKOJIBKY U3yYEHUE
MPOU3BOJUTCS B OTHOIIEHHH JIUIIbL OT/IECIbHON YacTu JIB. BMecTe ¢ TeM B Lensix moyrydeHust
HAJICKHBIX JaHHBIX, KOTOPbIE TOABEPTHYTCS IKCIEpTH3e, (POKYC-Tpyniy cieayeT MpOBOIUTh
B COOTBETCTBHHM C PEKOMEHJIAIUAMHU K IMPOBEICHUIO TMOJHOIEHHOTO IO0Jb30BaTEIHCKOTO
TECTUPOBAHMS.

[Tockonpky mipoBeaeHNE (HOKYC-TPYIIBI 3aHUMAET MEHBIIIE BPEMEHHU, Ye€M MOTHOIICHHOE
M0JIb30BaTENIbCKOE TECTUPOBAHKE, €€ MOXKHO MPOBOJUTH CPE/Id YIACTHUKOB, HAOPAHHBIX IS
ITOJTHOLIEHHOT O ITOJIB30BATENBCKOI0 TeCTUpOBaHus JIB Ha npyroi npemnapar B paMKax TOM ke
CECCUU TECTUPOBAHUS.

7.6. DkcniepTH3a JaHHBIX, MPEJACTABICHHBIX BO UCIOJHEHUE TpeOoBaHUM pasjaena 4
HacTosimumx TpeOoBaHU.

DKCIEPT YMOJHOMOYEHHOrO OpraHa rocyjapcTBa-djieHa CHadajla IpOBEpSET
cootBeTcTBHE JIB TpeOoBaHUSIM, YCTAaHOBJICHHBIM 3aKOHOAATEILCTBOM I'OCYAapCTB-YICHOB,
IPEAYCMOTPEHHBIM pazzienioM 4 HacTosmux TpeOoBaHuH, BKIIHOYAs MOPSI0K MPEICTaBICHUS
uH(pOpMaIUu.

3aTeM OlLICHMBAIOTCS qu3aiiH U BepcTka JIB, BKitouasi rapHUTYypy
U Keryib mpu@Ta, a TaKKe CIOCO0 M3JIOKEHUs CBEICHUN U NMPUHUMAETCS penieHue o0
ynobouutaemoctu JIB, mpenHa3sHaueHHOTO K BBEICHUIO
B 000pOT.

Jlanee ompenensercs KirodeBas mHOOpMAIUS 1Mo OE30IMacCHOCTH, HEOOXOoauMas IS
0€30MacHOr0 MPUMEHEHHUS JIEKApCTBEHHOTO Mpernapara,
M yCTaHABJIMBAETCS, COBMNAJa JIM OHA C ONPEJCICHHBIMU 3asBUTEJIEM KIIOUYEBBIMU
CBEJICHUSIMU 110 O€301M1aCHOCTH, BKII0OUYAEMbIMH B TTPOTOKOJI
Y ONPOCHHUK Ha JIB 115 1esneit noyib30BaTeabCKOTO TECTUPOBAHUSL.

3aTeM JKCIepTH3e MOABEpPraeTcs MoIb30BaTeIbCKOE TECTUPOBAHKUE WX MHas dopma
KOHCYJIbTAllUM C I1E€JIEBBIMU TPYNIIaMU MAaIlMEHTOB. OKCHEPT MPOBEPSAET JdaHHBIE,
MOATBEPKAAIOIINE CIIOCOOHOCTh YYaCTHUKOB IMOHSTH KITFOUEBBIC CBEJICHUS 110 0€30IMacHOCTH,
YCTAaHOBJICHHBIE JI0 Hadajla TECTUPOBAaHUSA. DKCIEPT MPOBEPSIET TAaKKE NPUTOJHOCTH
CyOBEKTOB, MOATOMY B OTYET HEOOXOAMMO BKIIOUHMTH JIOCTATOYHBIE CBEICHUS 00 HX
ouorpadur M WX 3HAYUMOCTH JJIs IIEJEBOW MOMYJISAIUM TAlMEHTa PaccMaTpUBaeMOTO
nmpenapara. Y4acTHUKOB HE JIOIMYCKAaeTCs BKIIFOYATh B MOJ00HOE TECTUPOBaHUE Yale, yeM |
pa3 B 6 Mecs1EeB.

Ecnu nanHbie CBUIETENBCTBYIOT O TOM, YTO MAIlMEHTHI CTATKUBAIOTCS



C 3aTPYIHEHUSMH TPU OMPEICTICHHBIX BOIIPOCAX, MOXKET MOTPeOOBATHCS MEPECMOTP Crocoda
YKa3aHUs CBEJICHUN.

8. Birrouenne TonoJHUTEIFHON HHPpOpMauu

8.1. O61IMe moJI0KEHHUS.

B MapkupoBKy nekapcTBeHHOTO npenapara u JIB nomyckaeTcss BHECEHUE HHBIX CBEICHUN
, He mporuBopevamnx OXJIII, mone3HbIX AJis MAalMEHTa W HE HOCSAIIUX PEKIAMHOTO
Xapakrepa.

[TauueHTsl, MPUHUMAKOIIKAE HA JOJTCOCPOYHOW OCHOBE JIEKAPCTBEHHBIE IPENaparhl,
OTIIyCKA€MbI€ MO PELENTy, MOTYT HM3BJ€Ub MOJIb3Yy W3 JOINOJHUTEIbHBIX CBEICHUU O
MEXaHH3M€ JIEUCTBUS JIEKAPCTBEHHOTO Tpernapara U 3a0oJieBaHWM, MPU KOTOPOM OH
MIPUMEHSETCH.

K cBeneHusm, pa3peieHHbIM B paMKaX TAHHOW KaT€rOpPUU, OTHOCSTCS JOTOJHUTEIbHBIE
JaHHBIE O TMPUMEHEHHE JEKapCTBEHHOI'0 IpemnapaTra, a Takke oO0luMe CBEeAEHUs O
3a00J1€BaHUU U CIIOCO0AX €ro JICUEHUS.

8.2. CchUIKM Ha Ipyrue UICTOYHUKH UHPOPMAIIUU.

JIB myis manueHTa Urpaer KIKUYEBYIO POJb B JOBEICHUM 10 NMALMEHTOB CBEACHUN O
JIEKapCTBEHHOM TIpernapare u COJICUCTBUH €0 0€30MacHOMY MPUMEHEHHIO.

OCHOBHO 11€JIbI0 KOMIaHUN JOJDKHO OBITH co3fanue JIB, comepikaliero Hajjexanme
CBEJICHHUS O JIEKapCTBEHHOM IMpenapare, OJHAKO TOJIbKO cBeaeHus JIB He wmoryr
YAOBJETBOPUTh BCE MOTPEOHOCTH TMAIMEHTOB B HEOOXOAuMOW HHGOpPMALUU IS
oOecrieueHusl MPABUIBHOTO M O€30MAaCHOr0 MPUMEHEHHUS JIEKAPCTBEHHOTO Mpemnapara.
[TaruenTam, TPUMEHSIONMIMM JIEKAPCTBEHHBIM Mpemapar, MOryT TpeboBaThCs
nonojHuTeNbHbIE cBeaeHus. Hacrosimue TpeboBanus cofepkar onvcaHue TOMOTHUTEIbHBIX
MEp, KOTOPBIE MOKHO IPUHATH B LEIAX HMCNOJB30BaHUs JIB B KauecTBe CCHUIOYHOTO
JIOKYMEHTa Ha JPYrue UCTOYHUKU HMHOOpPMAIUU IS NAlMEHTOB, HAPUMEpP, CBEICHUS O
MAIMEHTCKUX OPTaHU3alUsX U YCIyrax, OKa3blBA€MBIX IIPOU3BOAMUTENEM, Takue Kak JIB,
KypHaJbl U TeneoHHas noaaepxkka. {uzaiin Bcex nHGOPMAIIMOHHBIX MaTEPUAIOB JTOKEH
criocoOCTBOBaTh MH(POPMHUPOBAHHOMY TMPHUHSTHIO TAIMEHTAMH PEIICHHH OTHOCHTEIIBHO
CBOETO 30POBbSI.

Kpowme toro k JIB npuMeHs10TCs 3 KIHOYEBBIX IPUHIMUIIA:

cBegenust B JIB moimkHbl ObITE coBMecTUMBI ¢ OXJIII, TOo ecTh cBedeHUS TOJKHBI
KacaTbCsl 3apErUCTPUPOBAHHBIX IMMOKA3aHWM K MPUMEHEHUIO M pPeXUMa JI03UPOBAHUSA
JIEKapCTBEHHOI'O MPEnapara;

cBenieHus B JIB 1OmKHBI OBITH MTOJIE3HBIMU MAIUEHTaM U (WJIH) YXaXXKHUBAIOIIUM JIMIAM B
KauecTBe 00pa30BaTEIIbHBIX MAaTEPUATIOB,;

JIB He NOJKHBI HOCUTH PEKJIAMHBIA XapaKTEp: CBEAECHUS O TEpPANEBTUUYECKUX
anpTepHaTUBAaX BKIO4YaTh B JIB He nmomyckaercs. B AONMOJHUTENBHBIX MaTepuaiax
JIOTTYCKAeTCsl YKa3bIBaTh OOBEKTUBHBIN 0030p TEParieBTUYECKUX BOZMOXKHOCTEH U MX MECTO B
JNOKA3aHHBIX TEPANEBTUYECKUX PEKUMAaX, OJHAKO MCHOJb30BAHUE CPABHUTEIBHBIX



BBICKa3bIBaHUM (Hampumep, "0osiee HOBBIN'", ""Oosee ahdexTuBHbIN", "Tyulie nepeHocuTcs ",
"OoJIbIIIE I0KA3aTENbCTB B MOJIB3Y TpuMeHeHus", ueM XXX U T.J.) He IOIyCKaeTCsl.

8.3. Bo3MOHBIE CCBUIKH.

8.3.1. Yka3zanue ccbUI0K Ha MH(POPMALIMIO B AIbTEPHATUBHBIX (popMaTax.

JIB siBnsieTCsl CTaHAAPTHBIM CIIOCOOOM MPEACTABICHUS IPOU3BOAUTENIMU HH(POPMAIIUHU O
JIEKapCTBEHHOM Ipenaparte. Jlomyckaercs npejcTaBieHue albTepHATUBHBIX (hopmaToB JIB,
TaKuX Kak ucrnoJib3oBanue mpudra bpaiinsa, CD-aucka, ayauo-gucka win JIB ¢ kpynHbeiM
mpudTom. Ecinm Heo6XoauMo 4To-TO BbIAENUTh B JIB, MOKHO MCIIOJIB30BaTh MOTY>KHUPHBIN

mpudT Kernp 14 mnr.

I[MPUJIOXKEHUE Ne 13
K TpeOoBaHMSIM K MHCTPYKIHH TI0
MEIUIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0reit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
npenapara Juis MEJULIUHCKOTO
MPUMEHEHHS

ITPUMEP
JIMCTKA-BKJIABINA A1 TOMEONAaTHISCKOT0 JIEKapCTBEHHOTO ITPenapaTa, peTHCTPUPYEMOro 1o
YIIPOIIECHHO# mponenype

B Hactosimem nmpuMmepe TeKcTa JUCTKA-BKIAAbINA HAMMEHOBAHUE TOMEONIATHYECKOTO
JIEKapCTBEHHOTO TMpernapara o0o3HavaeTcs kak "XXXX®".

TexcT JIMCTKa-BKIAIBIINIA, IOCTABIAEMOrO C YIIAKOBKO#H JIEKAPCTBEHHOTO IIPEIapaTa

JInCTOK-BKIABINI: HHMDOPMAITUS AJIST TOTPEOUTES
XXXX®

TabneTku

J1y1st mpuMEeHEHHsI Y B3POCIBIX

BrauMaTensHO IpoYnTaiTe BECh JIUCTOK-BKIIA/IBIII, IOCKOIBKY OH COJEPKHUT BaXKHYIO [ BaC MH(OPMAIIHIO.
JlaHHBIN TOMEOMAaTHYECKUH JIGKapCTBEHHBIN IpemapaT OTITycKaeTcs 0e3 penemnrta Bpada. g ITOCTHKEHHS

HauWIy4dlluX Pe3yJbTaTOB AAHHBIM TFOMEONATUYECKHM JIEKapCTBEHHBIM Ipemnapar cleLyeT IPUMEHSATbH B
COOTBETCTBUU C YKAa3aHUSIMU, OIIMCAHHBIMU B 3TOM JIUCTKE.

- CoxpaHuTe 3TOT JMCTOK-BKJIAABII. BO3MOXXHO, BBI 3aXOTUTE IIPOUUTATH €T eIle pas.

- OOpartuTech 3a JONOJMHHUTENbHOW HH(OpManuedl WM KOHCYJbTallMEd K Bpadyy MM (apmainesTy,
peKoMeHIoBaBIIeMy Bam mprHUMaTh AaHHBIA Npenapar.

- Eciu Bamm cuMIITOMBI YXYyAIAroTCAa WK YIIYyYHICHHUE HE HACTYIIUJIIO ITOCJIC
2 Henens edeHus1, Bam HeoO6xoauMo B 1I000M ciiyyae 0OpaTUTHCS K Bpauy.
- Ecnm nmrobast uM3 HeXeNaTeNbHBIX PEaKIHUi CTaHOBUTCS CEPhE3HOW WM BBl 3aMETHIH Kakue-JInOo
HEXKEIAaTCJIbHBIC PCAKIINU, HE IIEPEUNUCIICHHBIC B HACTOANIEM JIMCTKE-BKJIAAbIIIEC, noxcanyﬁCTa, COO6H_II/ITG CBOEMY
Bpady WiH apMareBTy.

B HaCTOAIICM JIMCTKC-BKIIQABIIIC IIPUBOAUTCS CICAYIOIIAA I/IH(i)OpMaHI/IH:

1. Uto Takoe XXXX® u [J1s1 4€ro OH UCIHOIb3yEeTCs?

2. To, 4TO BBI JOJIKHBI IPUHATH BO BHUMAHHE, IPEXK/IE YEM NPUHUMATh XXX X®?



3. Kak npumensate XXXX®?

4. Kakue moOo4YHbIE JEHUCTBUSA BO3MOKHBI?

5. YcnoBus XpaHeHUs.

6. bonee noapoOHas nHdopmarus.

1. UTO TAKOE XXXX® 1 IJIA YET'O EI'O ITPUMEHAIOT

O6nactb npuMeHeHus

['omeonaTnyeckuil JIEKapCTBEHHBIM mNpenapaT 0e3 0J00pEHHBIX MMOKa3aHUU K

MIPUMEHEHUIO, JICKAPCTBEHHBIN Mpenapar MMEET [JIUTENIbHbIA ONBIT NPUMEHEHHS IS
o0JIeTYeHUs] CUMIITOMOB MEHOIAy3bl, TaKUX KaK MPWIUBBI, MOTIMBOCTb, YYalllEHHOE
cepaneduenue, 6ecmoKonCTBO, HAPYIIIEHUS CHA.

OP(DeKTUBHOCTh JAHHOTO TOMEONATHYECKOTO JIEKAapCTBEHHOTO Ipernapara B
JOKJIMHUYECKUX U KIMHUYECKUX MCCIIEOBAHUAX HE NOATBEpXkAeHA (00sA3aTeIbHOE YKAa3aHHE
JUIS1 BCEX TOMEONAaTUYECKUX JIEKAPCTBEHHBIX MPENAapaToOB, PETUCTPUPYEMBIX 10 YIIPOILICHHOM
MpOIEAYpPE PETUCTPAIIUN).

JlaHHBII TOMEONATUYECKUI TTpenapaT sBJISIETCS MIPENapaToM, KOTOPBII 3aperucTpUupOBaH
HCKJIFOYUTEIBHO HA OCHOBE TAKOTO OIBITA JUIMTENBHOTO IPUMEHEHMUS.
2. TO, UTO BbI AOJIKHBI ITPUHATH BO BHUMAHUE IIPEX/JE, YEM
[MPUMEHUTDH XXXX®?

XXXX® HEe n0omKEeH NPUMEHSITHCS, €CIM y Bac ajuleprus WIM HENEPEHOCHUMOCTh
JNEUCTBYIOIIMX BEUIECTB, MIIEHUYHOrO KpaxMmalia WKW JIPYyTMX KOMIIOHEHTOB IIperapara
XXXX®.

CobOmrogaiiTe 0co0yI0 OCTOPOKHOCTh MpHU IMpuMeHeHnH XXXX® mpu ciaeayommux
00CTOSTENbCTBAX:

B CJIy4ae CTOMKUX, HEACHBIX WJIM HOBBIX CHUMIITOMOB BaM CJIeIyeT OOpaTUTHCS K Bpady;
npu npuMeHeHNH XX XX® ¢ IpyruMu JIEKApCTBEHHBIMU IIpenapaTamMu;
MOXKaIyHCTa, COOOIIMTE CBOEMY Bpady WUiu (papmareBTy, €Clid Bbl MPUHUMAETE WU
HEJJaBHO MPUHUMAIIU JII00ObIE JPYTHe JIEKapCTBa;
BiusiHue Ha 3G hekT XXXX® npyrux JIeKapcTB He ObLTO OMHUCAHO;
nipu npuMmeHeHnn X XXX® BMecTe ¢ €10i 1 MUTh ¥ M;
3¢ PexT roMeonaTuyecKoro npemnapara MOKeT YMEHbIIUTHCA NPH KyPEeHUU WA MOJ
BJIUSTHUEM JPYTUX BPEIHBIX IPUBBIUEK (HAIPUMED, YIOTPEOICHHE allKOT0JIs);
OEpEeMEHHOCTh U JIaKTallUS;
npenapar He IpelHa3HauyeH AJid NPUMEHEHHsS BO BpeMsi OEpEMEHHOCTU U B MEPHUOJ
JAKTalUu;
BOXJICHUE U HUCIIOJIb30BAaHNE MAILIHH.
Oco0bIX Mep MPEeAOCTOPOKHOCTH HE TpeOyeTCs.
Baxxnast uHpopMaIus 0 HEKOTOPBIX U3 HHTPeIueHTOB XXX X®
Hacrostimuit iekapcTBEeHHBIN TIpenapaT COACPKHUT JIaKTo3y (MoJIouHbIN caxap). Eciu y
BaC HEMEPEHOCUMOCTh HEKOTOPBIX caxapoB, 00paTUTECH K JIeHalleMy Bpady Mepea NpueMoM



JAHHOTO Ipenapara. KolmdecTBo J1akTo3bl B OJJHOKPATHOM 103€ cocTaBiseTr X I, mpenapar
CJIEYeT C OCTOPOKHOCTHIO MPUHUMATH OOJIBHBIM C CaXapHbIM JIUA0ETOM.
[IpoTrBOMOKA3aH JIUIAM C AJUIEPrUYECKUMHU PEAKIUSAMU Ha MIIEHUYHBIA Kpaxmall.
3. KAK XXXX® I[TPUMEHSAETCA?
Ecnu nHoe He mpeanucano CrenuanicToM, 0OIYHO MPUHUMAIOT 1o 1 Tabnetke 3 pa3a B
JieHb. BbI TOJDKHBI NPUHATH Ta0JIETKY 3a MoJjiyaca 10 WIH MOCe €JIbl.
[Ipy yMEHBIIEHMN CUMIITOMOB KPAaTHOCTh IIPUEMA CIEAYET CHU3UT.
Kpome Toro, romeonaruueckue mpemnaparbl He clelyeT MPUHUMATh JJIUTEIbHO 0e3
KOHCYJIbTAllMM Bpadya-THHEKOJIOTa.
Ecam BbI ipunsn 6osbire TadaeTok XXX X®, deM JTOIKHBI
[TocnencTBust NEPENO3UPOBKU 10 CUX NOP HEU3BECTHBI. ECIM BBl MEpEgoO3UpOBaIN
JAHHBIN JICKAPCTBEHHBIN MIPENApaT, Bbl TOJKHBI IPOKOHCYJIBTUPOBATHCS C BPAUOM.
Ecau BbI 320601 pUHATE XXX X®
He npunumaiite 1BOMHYIO 103y, YTOOBI BOCIIOJHUTH 3a0BITYIO 103Y.
Ecnu BbI npekpaTtute npueM XXXX®
He cymecTByeTr BpeiHBIX IOCIIEICTBUM B ciiydae npekpamieHus npuema XXX X®.
Oob1iee 3aMevanue
Ecnun y Bac BO3HUKIM JONOJTHUTENIBHBIE BOIPOCHI IO MCIOIB30BAHUIO HACTOSIIETO
rOMEOIATHYECKOTO Ipernapara, o0paTUTECh K Bpady Wil GapMarieBTy.
4. KAKUE ITOBOYHBIE JEVCTBUS BO3MOXXHBI?
Kax u Bce nekapcrBa, XXXX® MOKET BbI3BATh NIOOOYHBIE IEUCTBHS, XOTS U HE Y BCEX.

B oTaenbHBIX ciiydasXx MOKET MPOU30UTH KPOBOTEUEHUE W3 MOJOBBIX MyTed. B 3Tux

ClIydasix clefyeT MPeKpaTUTh IPHUEM IpernapaTa i 00OpaTUThCs K Bpady.
[TmeHnYHBIN Kpaxmaia MOXKET MMPUBECTH K aJJIEPTUYECKON pEaKIUU.

[Ipumeuanue. 1Ipun npueMe romeonaTuyecKoro JEKAPCTBEHHOIO Mpenapara BO3MOKHO
yCUJICHHWE WMEINUXcs kamob6. B »ToM ciydae BBl JMOMKHBI MPEKPATUTHh IPUEM
JIEKapCTBEHHOT'O IIpenapara u 00paTUThHCS K Bpayy-rHHEKOJIOTY.

[ToxanyiicTa, pacCKa)XUTe CBOEMY Bpauy win ¢apMaieBTy, €ClIu NOOOYHbIE AEHCTBUS
CTaHOBSITCSl CEPbE3HBIMU WJIM BbI 3aMETUJIM KaKUe-TM00 MOOOUYHbIE JEHCTBUSA, HE YKa3aHHbIE
B HACTOSIILEM JINCTKE-BKJIAbIIIE.

5. YCJIIOBUA XPAHEHUA

He TpeOyercst cnenuanbHbIX YCIOBUN XpaHEHHUS.

XpaHHTE BCE JIEKAPCTBEHHBIE MPENapaTsl B HEAOCTYIIHOM IS AETEH MECTE.

Brb1 HE TOTKHBI UCTIOJIB30BATh HACTOSIIMN TOMEOIIATUYECKUH JIEKAPCTBEHHBIN Mpernapar
IIOCJIE UCTEYEHUS CPOKA TOJHOCTH, YKA3aHHOI'O Ha YIIAKOBKE.

6. BOJIEE ITOJPOBHA I MTHOOPMALMA

Uro XXXX® conepxut

I[GP'ICTBYIOHIHG BCHICCTBA, KOTOPBIC HAXOIATCA B OJHOMU TaOJIEeTKE:
. Cimicifuga  Tpur D2 25 wmr.,



2. Ignatia Tput. D3 25 mr.,
3. Sanguinaria Tput. D6 25 wmr.,
4. Sepia Tput. D2 25 wmr.

KommionenTs! 1 — 3 moTEHIIMPOBaHbI BMECTE HA KOHEYHOM JTarle.

Jpyrve UHrpeueHThl: MOHOTHIPAT JaKTO3bl, CTeapaT MarHus, MIICHUYHBIA KpaxmMall.
Kak XXXX® BBITTISIINT U COJEPKAHUE €0 YITAKOBKU

XXXX® TabyneTka ceporo 1BeTa, BO3MOXHO C HEOOJIbIIION 36pHUCTOCTHIO.

VYnakoBka conepxut 100 Tabneroxk.

[IpousBogutens.

Hacrosimuii TMCTOK-BKIIIBIII ITOCIEIHUN pa3 peIakTUpoBAIICS B sHBape 2016 1.

MMPUJIOXXEHUE Ne 14
K TpeOoBaHUSIM K HHCTPYKIIMH TI0
MEIUIMHCKOMY IIPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTa u oouiei
XapaKTEePUCTHKE JIEKAPCTBEHHOTO
npenapara Juisi MEJULIMHCKOTO
TIPUMEHEHHS

Cuocka. ITpunoxenue 14 ¢ usmenenneM, BHeceHHbIM pelenrnemM CoBera EBpa3zuiickoit
sKoHOMHUYeCcKON kKoMmuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIy 1O UCTEUEHUU O MECSIIIEB C
JIaThl €ro OPUIMATBLHOTO OMMYOJUKOBAHUA).

CTAHIOAPTHAS METOJUKA

IOPOBEAEHHS NOJE30BATENECKOT0 TECTHPOBAHN JIMCTKA-BKIIAIBINIA B IEJIEBEIX IPYyIIIax

3asBUTENIO (IepKATEI0 PErUCTPAIMOHHOTO yaocToBepeHus (nainee — J[PY)) B nemsax
obOecrnieueHus1 y10004MTAEMOCTH, SICHOCTU U JIESTKOCTU BOCHPUSITHUS JTUCTKA-BKIIA IbIIIA (J1aiee
— JIB) cnenyer crpemuthcs K ToMy, uyToObl JIB oTpaskanm pe3ynbTaThl KOHCYJIBTAIUU C
LIEJICBBIMU TPYIIIAMU MAIMEHTOB C MPEJICTABJICHUEM YIIOJHOMOYEHHOMY OpraHy rocyJapcraa
— yjeHa EBpa3zuiickoil 5KOHOMHUYECKON KOMUCCHU (Jaree — rocy1apCTBa-4jeHbl) Pe3yJIbTaTOB
OIICHKH, TTPOBEJICHHON COBMECTHO C II€JIEBBIMU TpyNIaMu NanueHToB. JlanHas undopmarms
MPUBOJUTCS KAK NPUMEP BO3MOXKHOIO METOJA MPOBEACHHS KOHCYJbTAIMK C LEJIEBBIMU
rpynnaMy nanueHToB. JlaHHbIe TpeOOBaHUS MO3BOJISIOT IPOBECTH IOJIH30BATENIHLCKOE
TECTUPOBAHUE, U TPUOETHYTh K APYTUM MOIXOASIINM (hOopMaM NMPOBEPKHU y1000UUTAEMOCTH,
SICHOCTH U JIETKOCTH Bocupusitus JIB.

1. ITomp30BaTENHECKOE TECTHPOBAHHUE

[Tonb30BaTenbCKOE TECTUPOBAHUE MIPEAIIOIATAET IPOBEPKY y1000UUTaEMOCTH 00pasiia B
IPYIIIE UCTBITYEMBIX CYOBEKTOB. DTOT MHCTPYMEHT pa3pabOTKM T'MOOK M HampaBiieH Ha
BBISIBJICHUE TOTO, JOBOJST JM TNPEACTABICHHBIE CBEACHUS MPaBUIbHYI0 MH()OPMAIUIO A0



guTaTens. CaMOoTeCTUPOBAHME HE MOBBIIIAET KAYECTBO CBEACHUM, HO MO3BOJISIET BBIIBUTH
3aTpyAHUTENIbHBIE 00JIACTH, KOTOPbIE MOKHO YIydliuTh. [l0ap30BaTeNbcKOE TECTUPOBAHKE (
IIPU HAIMYMM) TOJKHO BKIIFOYAThCSI B MOyJib | perucTpaiiloHHOTIO JOChE.

Heobxoammo yJ0cTOBEpUTHCS, YTO B MOJIb30BATENHCKOM TECTUPOBAHUU MCIIOIB3YETCS
JIB, xotopsiii OyaeT (hakTUYECKH MOCTABISATHCS C JIGKAPCTBEHHBIM IMpemapaToM. ITO
noTpeOyeT UCI0NIb30BaHUs MTOJIHOTO MakeTa JIB, 1iBet, ctuip 1 Oymara KOTOpOro coBNagaroT
c JIB, KoTOpbIii OyneT BJIOXKEH B KOMMEPYECKYH yNakoBKy. B udacTHocTH, B cilyuae
MHOTO0513bIKOBBIX JIB 11BeT, cTuib (BkIItouas kerjip mpudTa) U Oymara s3bIKOBOW BEpCHH,
MOJIeXKAIIeH MOJb30BATENLCKOMY TECTUPOBAHUIO, JOJKHA coBNaaarh ¢ JIB, koTopslii Oyaer
BJIOKEH B KOMMEPUYECKYIO YIIaKOBKY.

VYKa3aHHBII METOJ 0XBAaThIBAET MHOKECTBO OJHOTHUITHBIX NIEPCOHAIBHBIX UHTEPBBIO (HE
MeHee 20 mnpeacTaBUTENEd MECTHOTO HAaCEJIeHUsd), I KOTOPBbIX MpeIHa3HaYeH
JIEKapCTBEHHBIN Mpernapar.

2. AnpTepHAaTHBHBIC BAPHAHTHI TECTAPOBAHUA

JlonyCcTUMBI U IPYTrrUe€ METOJIbI MOJIb30BAaTEIbCKOI0 TECTUPOBAHUS IIPU YCIOBUH, YTO UX
pe3yabTaT o0ecrneunBaeT yA0004YUTAEMOCTb, SICHOCTh U MPOCTOTY MCIOJb30BaAHUS
uH(dOopMaIuu, O3BOJISIONIEH MalueHTaM HaxoIuTh B JIB BaxkHbIe CBEICHHS, TOHUMATh UX U
NeUCTBOBATh MpaBWiIbHO. 3asButTesb JIPY nomkeH oO0OCHOBaTh Takyr allbTEPHATHBHYIO
METO/I0JIOTHI0, KOTOpast OyAET MOABEPraThCs SKCIEPTU3E B HHAUBUIYATLHOM MOPSIKE.

2.1. IlpoBeaeHne UCTIBITAHUS.

TectupoBanne JIB moxer OwviTh mpoBemeno J[PY wnmm crnenuanu3umpoBaHHOM
KOHTPAKTHOM opra"usanuen. TecTupoBaHue TOIKHO ITPOBOJUTHCS OINBITHBIM CIIELIUATIMCTOM,
BJIQJICIOIIUM HaBBIKAMH BEJICHHUS MHTEPBBIO, HAOIIOAATEILHBIM U YMEIOUIUM BBICIYIIATH U
MOHSTh TOTPEOUTENS.

Cnenuanucty, coctapistomemy JIB, HE0OOX0UMO MOMOYb COCTaBUTh aHKETY, U TMpHU
HEOOXOJMMOCTH COIMPOBOXKAATh MHTEPBBIOEPA MPU TMPOBEJACHUU TECTUPOBAHHS C IICJIBIO
oMOYb MIpsIMOM nepenaun uadopmaiuu. B mporiecce pa3paboTKu TeCTa MOXKHO MPUBIIEKATh
accoluMaluy MalMeHTOB WJIM MAalMEeHTOB-3KCcHepToB. s TecTupoBaHUSI AOJKHBI OBITh
UCIIOJIb30BaHbl NOJIHOLBETHBIE JIB niu JIB, npenHazHadyeHHbIe U1 phIHKA.

2.2. Ilonbop y4acTHUKOB.

Heo6xoauMo oToOpaTh pas3jiMuHble TPYMHIBI JIOJEH, KOTOPbIe MOTEHIIMATBLHO MOTYT
MMETh MOTPEOHOCTh B MPUMEHEHUU Tpernapara. BeiOpaHHbIe JIIOIU JOJDKHBI MPEICTABISATh
pPENpPE3eHTATUBHYIO IEJIEBYIO MOMYJIsAnuio. [ OOJNBIIMHCTBA JIEGKAPCTBEHHBIX MpEnapaToB
ATOTO OYyJeT JOCTATOYHO, MOCKOJIbKY MHpopMmanus B JIB nomxkHa ObITH JOCTyIHA JJISI BCEX
BHOBb BBISIBIICHHBIX OOJIbHBIX. TeM He MeHee M HEKOTOPHIX MpemapaToB MOTpedyercs
TECTUPOBAHUE YXAKUBAIOIINX JIUII.



HeobOxonumo yOenuThcsi B HEBKIIOUYEHUM JIUIl, HAMPAMYIO pabOTaIOIIUX C
JIEKapCTBEHHBIMU TIpernaparaMu, TaKUX KaK BpauM, CPEIHUN MEAUIIMHCKHUMI MEepCcoHan U
anTe4HbIe PAOOTHUKHU.

Crnenyer MOMHUTh, UTO MH(pOPMALKA, KOTOPOH MOTYT BOCIIOJb30BAaThCSI HaUMEHEE
CIIOCOOHBIC TOTPEOUTENHN, NODKHA OBITh TOHSATHA BceM morpedutensMm. HeobOxommmo
UCHIBITATh U BKIIOYUTH:

OmpeeCHHbIE BO3pACTHBIC IPYMIIbI, TAKME KaK JIETH U JIIOJIA MOXKUIIOr0 Bo3pacTa (B
YaCTHOCTH €CJIM JIaHHBIN MperapaT uMeeT 0co00€ 3HAaUCHUE ISl TAKUX BO3PACTHBIX TPYIIN);

HOBBIX MOTpeOUTENeH WM JI0Je, KOTOphie, KaK MPaBUJIO, HE MPUMEHSIOT
JIEKapCTBEHHBIE MpenapaTsl, B YaCTHOCTU B OTHOIICHUH MH(GOPMAIIMK O HOBBIX Mpernaparax,
KOTOpBIE BEPOSITHEE BCEro OyAyT MPUMEHSTHCS B IIMPOKUX CIIOSX HAcEJeHUs (Hampumep,
aHATBT€TUKY VI aHTUTUCTAMUHHBIC JIEKAPCTBEHHBIE TIPETIapaThi);

JH0JIeH, KOTOpPhIe 0OBIYHO HE PAOOTAIOT C JOKyMEHTaMU (MaJIo WJIM PEAKO YUTAIOT);

JII0JIeH, KOTOPBIE CUMTAIOT CI0KHBIM BOCIPUSATHE MHPOPMAIIMU B TUCHbMEHHOM BHJIE.

Heo6xoamumo BKIIIOYATh YYaCTHUKOB M3 HAnOOJIee aKTyallbHBIX TPy (MOXKUIIbIE JTHO/H,
MPEJICTaBUTENN TPy CaMOMOMOIIM, MAUEHThl U3 TPYNIbl MOAACPKKU, MPEICTAaBUTEIIH
OOIIIECTBEHHBIX LIEHTPOB, POJAUTEINN U JICTH).

2.3. Bo3MOXHBIE METOIUKH UCCIICIOBAHUS.

Tpebyercs HeOOMBIIIOE YUCIO YYaCTHUKOB. JIjisi obecriedeHus: ycnexa TeCTUPOBAHUS
noctatoyHo 20 yenoBek (He BKIII0Yasi yYaCTHUKOB MPOOHBIX UCTIbITaHui). Henb3s moBTOpSTH
TECTUPOBAHUE HA TE€X YYACTHUKAX, KOTOPHIX YK€ OLUEHWINA. DTOTO MOKHO TOOUTHCS IMyTEM:

MUJIOTHOTO TECTUPOBAHUS MPUOIU3ZUTENHHO 3 — 6 YYaCTHUKOB B IEJISAX MPOBEPKU
MpaBUIBHOCTH BOMpOcOoB. [lo Mepe HakOIJIEHUS OmNbITa B NPOBEACHUHM MUIOTHOTO
TECTUPOBAHUS MOKHO OTPAHUYMUTHCS 2-3 yYaCTHUKAMU WM Cpa3y MPUCTYIMUTh K OCHOBHOU
(baze TecTUpOBaHUS;

aHaM3a pe3yJbTaTOB B X0JI€ TECTUPOBAHMS M BHECEHUS BCEX HEOOXOUMBIX U3MEHEHUN B
JIB;

MOBTOPEHUS TECTUPOBAHUS JI0 MOTYUYECHUS YOBIETBOPUTEIbHBIX PE3YJIbTATOB B TPYIIIIE
u3 10 y4acTHUKOB;

3aKJIIOUUTEILHOr0 TecTupoBaHud emie 10 yyacTHUKOB, YTOOBI MPOBEPUTH, UTO Y HUX
TaK)Xe COOIIOJICHBI KPUTEpUH ycrexa (IOJIHOCTHIO B 0011Iel cloXKHOCTH Y 20 yYaCTHUKOB Ha
KOHEYHOM MipejuiaraeMom JIB).

3. IToaroroBka K HCCJIEAOBAaHHIO

3.1. Ilpu moAroToBKE K UCCIAEAOBAHUIO HEOOXOIUMO:
JUTSL KKJIOTO IIperapara COCTaBIIATh HOBBIM MPOTOKOJ;
BKJIIOYATh BOIPOCHI, KOTOPHIE OTPA’KAaIOT BCE BAXKHBIE U CIIOKHBIE ACTIEKTHI, a TAKXKE
WCIIOJIB30BaTh CTPOTUE KPUTEPHUU OLICHKH;



yOeIUThCsI, YTO BOIMIPOCHI OXBATHIBAIOT MOUCK, TOHUMAHUE U CIIOCOOHOCTh YYaCTHUKOB
JIEHCTBOBATh HAJJICKAIIUM 00pa3oMm;

BKJIFOUUTH 0KUJAEMbIE TPABUIIbHBIE OTBETHI;

CIUTAHUPOBATh TECTUPOBAHUE TaK, YTOOBI OHO JJIUIIOCH HEe Oosee 45 MUHYT BO U30eKaHUE
YTOMJICHUSI YYaCTHUKOB.

Heo6xonuMo yO6eauThes, 4TO BOMPOCH OTPAXKAIOT BCE OCOOCHHOCTH OE€30MacHOr0 U
3(pdekTUBHOTO TPUMEHEHHUs JIEKAPCTBEHHOTO IIpemnapaTta, a TakXe BOIPOCHI
MIPUBEPKEHHOCTU K JIEYEHHUIO TECTUPYEMBIM IIpenapaToM. TecTHpOBaHUE HPUHOCHT
HauOOJBIIYIO MOJIb3Yy, €CIU BOIMPOCHl OXBAaThIBAIOT O0JACTH, BBI3BIBAIOIIME Yy MallMEHTOB
HauOosbliee OECTIOKOMCTBO, HAPUMEp, HEeXKeNaTeabHble peakiuu. M30eranne cepbe3HbIX
BOITPOCOB, KacaloIUXcsi 0€30MaCHOCTH MPUMEHEHHUS Mpenapara, B X0/€ M0JIb30BaTEIbCKOTO
tectupoBanus JIB He pekomenyercs.

3.2. laTepBbroep IOIKEH:

yOeIUTh YUaCTHUKOB, YTO TECTUPYETCS JOKYMEHT, a HE OHHU;

JaTh YYaCTHUKAM IIPHU UX JKEJIAaHUH MPOYUTaTh Bech JIB;

UCII0JIb30BaTh B KQUECTBE MaMITKU HATMCAHHbBIE BOIIPOCHI,

3a/1aBaTh BOMPOCHI YCTHO;

BecTH Oecey criocoooM, 00ECIIeunBarOM TECHOE B3aUMOJICUCTBUE C YYACTHUKOM;

IPOCUTH YYACTHUKOB, TIOCIIC TOTO KaK OHH HAIILJTU HEOOXOIUMbIE CBEJICHNUS, HE YUTATh UX
HarpsmMyto ¢ JIB, a onucaTe ©X CBOUMHU CIIOBAMH.

Kpome peructpaiiuu oTBETOB Ha BOIPOCHI CIEAYET BECTH HAOIIOJICHUE 3a TEM, Kak
KaXJIbI ydacTHUK oOpamaercs ¢ JIB u ocymectBisieTr mouck uMH(oOpMamuu, oTMeyas,
Hanpumep, TEPSUTUCh WK 3aMyTHIBAIUCH JIU OHU. DTO JACT IIEHHbIE CBEJEHUS O cIocobax
yIIy4llleHus CTPYKTYpsI JIB.

3.3. BonpocChl 1OMKHBL:

HaJIeKanM 00pa3oM OCBEIATh BCE KPUTHUECKUE aCIIEKThl 0€30MacHOCTH MPUMEHEHHUS
JIEKapCTBEHHOT'O IIpenapara;

OBITH MPEACTaBICHb B MUHUMAJIBHOM KOJMYECTBE, OOBIYHO AOCTaTOYHO 12 — 15 mTyK,
OJIHaKO B HEKOTOPBIX CIydasX MOXKET MOTpeOoBaThCs U OOJIbllle, HAIIPUMED, €CIIHM UMEIOTCS
3HAYMMBIE aCIEKThl 0€30MACHOCTH, OJIEKAIINE U3YUYEHUIO;

BBIJICP)KMBATh OaJlaHC OOIIMX M YaCTHBIX BOIMPOCOB. OOLIMM BOMPOCOM, HaIrpuMep,
SBJISIFOTCS. MEPBI, IPUHUMAEMbI€ TIPU MPOIYCKE J103bl, TOT/Ia KaK YAaCTHBIA BOMPOC MOXKET
OTHOCUTHCSI K HEXKEJATEeIbHON peakluH, KOTOpas MpHCyIlla JAHHOMY JIEKAPCTBEHHOMY
npenapary;

OBITH cocTaBlIeHbI OTIIMYHO OT JIB, 4T00BI N30€KaTh OTBETOB YYACTHUKOB, OCHOBAHHBIX
JUIIb HA HAXO0KJICHUU TPYIIIL CIIOB;

CJIeIOBATh B CIyYalHOM TOPSJIKE (TO €CTh B IOPSAIKE, OTIIMYHOM OT MoAauu WH(popmaun
B JIB);



OXBaThIBaTh MHCTPYKIIUHU IO MPUTOTOBJICHUIO (11O paboTe C MmpenapaToM, UMEIOIIUM
CJIO’)KHOYCTPOEHHBIC M3JIeNIUsl /ISl BBEJICHMS ), HEOOXOAUMO 0 BO3MOXKHOCTHU MpUOEraTh K
HCIIOJIb30BAHUI0 MYJISKEH NMEPBUYHBIX YIIAKOBOK U AKTUBHOM JIEMOHCTPAIIMU YYaCTHUKAMU
mpoiiecca MPUroToBiIeHUs! (paboThI).

[Ipu npencraBieHUy yIOJTHOMOUYEHHOMY OpraHy TOCyJapCTBa-ujieHa Ha SKCIEPTHU3Y B
MoayJsib 1.3.4 perucTpalmoHHOTO J0Che HEOOXOAUMO BKJIIOYUTH KOIMUHU MPOTOKOJIOB
MOJIB30BATEILCKOT0 TECTUPOBAHMS, BKJIIOUYAs 3aJaHHBIC BOMPOCHI, MOITYUYEHHBIE OTBETHI,
HaOJIIOZICHUsI THTEPBBIOEpA B MUCAbMEHHOM BUJE M paznuyHbie Bepcuu JIB, moaseprimerocs
TecTrupoBaHut0. CBeeHUS O crioco0e MPeICTaBICHUs PE3yIbTaTOB MPUBENICHBI B pasnene 7
npusioxkenuss Ne 12 k TpeOOBaHMSM K HMHCTPYKIMU O MEAULMHCKOMY MNPUMEHEHHIO
JIEKapCTBEHHOTO TpenapaTa M o0IIell XapaKTepUCTHKE JEKapCTBEHHOTO Mpemnapara s
MEJIUIIMHCKOTO MPUMEHEHUS.

4. Kpurepnu ycmexa

TecTtupoBaHue NPOBOAUTCS C LIEJIbIO COCTABIEHHUS JJIA MOJb30BaTENsl pa300pUHUBOro,
YETKOr0 M MPOCTOro B MCHONb30BaHUU JIB, a Takke W Juisg ydyera BCeX INMPEJIOKEHUI
nosib3oBareneil. Bompockl, 3agaBaeMble B X0/1€ UCCIEAOBaHUS, OJKHBI OBITh TIIATEIHHO
MOJTOTOBJIEHBI ISl OBICTPOrO MOHMMAHUS U HAXOXKJIEHUS B TEKCTE KJIFOUEBBIX CBEIACHHM IO
0e30macHOMY NMPUMEHEHUIO KOHKPETHOTO JIEKapCTBEHHOTO npenapara. Henb3s ucnonb3oBath
JIeTKHE WM OOBIYHBIE BOIIPOCHI, BKIIOYAaeMble JIJIsl 0OecTieueHus ycnexa.

Pesynbrar Tecta cuuTaeTcsl MpueMieMbIM, €clii HH(pOopMalKIo, 3anpaiirBaemyto mno JIB,
noHUMaroT 90 NpOLIEHTOB YYaCTHUKOB MCHBITAHUSA. JTO O3HA4aeT, 4To 16 u3 20 yyacTHUKOB
CMOTJIM HaWTH HYXXHYIO HHQOpMallMIO, OTBETUTh Ha KaXAblH BONPOC U JEHCTBOBATH
COOTBETCTBYIOIIMM 0Opa3oM. Kpurepuu ycnexa AOMKHBI ObITh JOCTUTHYTHI MO KaXKIOMY
BOTIPOCY, PE3yJIbTaThl HE MOTYT OBITH 00OOIIEHBI B 11€JIOM 10 UCCIIEI0BAHUIO.

[Ipu ucnonp30BaHUU JPYroro METOJla, OCHOBAHHOTO HAa MHBIX KPUTEPHUSIX ycCIexa,
YHOJHOMOYEHHBIMU OpraHaMH TOCYAAapCTB-WICHOB (PKCHNEPTHOW opraHuzauuei) Oyaer

OLCHMBATLCA B HHAWBUAYAJIBbHOM ITOPAIAKE.

IMTPUIJIOXEHME Ne 15
Kk TpeOoBaHUSIM K MHCTPYKIMH TI0
MEAULIUHCKOMY NTPUMEHECHHIO
JIEKapCTBEHHBIX IIPENapaToB u oomen
XapaKTEPHUCTHKE JIEKapCTBEHHBIX
MIPenaparoB AJsl MEAUIIMHCKOTO
MPUMEHEHHS

ITa6510H HHCTPYKIIHMH IO MEUIIMHCKOMY IPUMEHEHHIO (JIMCTKA-BKJIA IHIIIA)

B HacrosiiieM ma6noHe, BBEACHHI CIEAYIOLIME paBUila UCTIONIb30BaHUsI CKOOOK:
{TeKcT} — B moJie MEXJy CKOOKaMu BHOCHUTCS MH(pOpMAaLMs MCXOJd U3 COCTaBa U
0COOEHHOCTEM JIeKapCTBEHHOT'O TIpernapara;



<TEKCT> — B MOJIC MEXJIy CKOOKaMHU TEKCT BBIOMPACTCS WIIN YAAISAETCS U3 TPESIIOKESHHBIX
CTaHJIapTHBIX (HOPMYJIUPOBOK (BBIJEICHBI KYPCUBOM) B 3aBUCUMOCTHU OT JIEKAPCTBEHHOTO
npernapara;

"XXXX®" — HaMMEeHOBaHHE JICKAPCTBEHHOT O TIpernapara.

JIuctok-BKaanbi — uHopManus s <namueHta> <mnotpeodutens> {(Toprosoe)

HaMMEHOBaHUE, JO3UPOBKa, JIeKapCTBEHHAs opma}
{lelicTBy1OIIME BEILIECTBA }

1.<

A 4
JlekapcTBEeHHBIN ITpenapaT NOMIECKNAT JONOJIHUTEIBHOMY MOHUTOPUHTY, KOTOPBIN

CHOCOOCTBYET OBICTPOMY BBISIBJIEHUIO HOBBIX CBEIEHUN O 6€30MacCHOCTH. DTO MO3BOJIUT B
KOPOTKHUH CPOK BBIIBUTH HOBYIO HH(pOpMalnio o 6e3onacHocTi. OOpainiaemcs K paboTHUKAM
CHUCTEMBI 3/IpPaBOOXPAHEHUS C MMPOCKOO0I COOOIIATh O JIFOOBIX MOJ03PEBACMBIX
HEXKEIaTEJIbHBIX PEaKIUIX.

Cnoco6 cooOleHHs 0 HEXKENATEeIbHBIX PEAKIUAX OMUCaH B pa3jeie 4 JIMCTKa-BKIabIIIA.
>

2. <Ilepen <mpueMoM> <IPUMEHEHHEM> Ipernapara INOJHOCTBIO INPOYUTAUTE
JIMCTOK-BKJIAJBIII, IIOCKOJIBKY B HEM COAECPIKATCS BaKHBIC JJIS1 BAC CBEICHUS.

CoxpaHuTe TUCTOK-BKIaAbIII. Bo3M0XHO, BaM OTpeOyeTCsl IpOYUTaTh €ro €llle pas.

Ecnu y Bac BO3HUKIIM JOTIOJTHUTEIBHBIE BOIIPOCHI, 00pAaTUTECH K <JIeyalieMy Bpady> <,>
<unu> <pabOTHUKY anTeKu™> <,> <WIn> <MEIUIMHCKON CecTpe>.

[IpenapaTt HaznaueH umeHHo BaMm. He mepenaBaiite ero apyrum mrojasiM. OH MOXKET
HaBPEAUTb UM, JJAXKE €CJIM CUMIITOMBI UX 3a00JIEBaHUS COBMAIAIOT C BallIUMH.

Ecnu y Bac BO3HUKIIM KaKHe-TUOO HeXeNnaTeIbHble peaklui, 00paTUTECh K <Jeyariemy
Bpauy> <,> <ujau> <pabOTHUKY anTekm> <,> <uwin> <MeIUIMHCKON cecTpe>. JlaHHas
pPEKOMEHIalMs PacpoCTPaHsAETCsS Ha JI00bIe BO3MOXKHBIE HEXENAaTelIbHbIE PEaKLUH, B TOM
YHCJIE HA HE IEPEUNCIIEHHBIE B pa3jeie 4 TUCTKa-BKIIA IbIIA.>

3. <Ilepen <mpumemoM> <IPUMEHEHHEM> MpENapaTa MOJHOCTBIO INPOUYUTAUTE
JIMCTOK-BKJIAJIBIII, IOCKOJIBKY B HEM COACPIKaTCs Ba)KHBIC JJI BaC CBEJICHU.

Bceerna <nmpuHumaiite> <npuMeHsSHUTE> Ipenapar B TOUYHOCTU € JIMCTKOM-BKJIAbIIIIEM
WM peKOMCHAAUMSAMU <JICHaIlllero Bpada> <,> <WJIN> <pa6OTHI/IKa anTeKu> <,> <win> <
MEJIULIUHCKON CECTPBI>.

CoxpaHuTe TUCTOK-BKIaAbIII. Bo3M0XHO, BaM OTpeOyeTCsl IpOYUTaTh €ro €Ie pas.

Ecnu Bam HYXHBI JOTIOJHUTEIbHBIE CBEICHUS WM PEKOMEHAAIMU, 00paTUTECh K
pabOTHUKY aIllTeKH.

Ecnu y Bac BO3HUKIIM KakHe-TuO0 HeXelnaTeabHble peakliui, 00paTUTeCh K <Jeyariemy
Bpauy> <,> <uiu> <paOOTHUKY anTeku> <,> <WiIu MEAUIMHCKON cecTpe>. JlaHHas
PEKOMEH/Iallks PacpOCTPAHIETCS Ha JI0ObIe BOZMOXKHbBIEC HEXKeJaTeNIbHbIE PEeaklii, B TOM
YUCJIE HA HE IEPEUYUCIICHHBIE B pa3aeie 4 TucTKa-BKIaAbIa. >



Ecnu cocTostHue He ynmydinaeTcss WM OHO yXyAIIaeTcs, <uepe3 {4ucio} JHEi™ Bam
ClelyeT OOpaTUThCs K Bpady.>
Coneprxkanue nuctka-BKJIAJIBILITA
1. Yto u3 ceds npencrasisier npenapat XXXX®, u A1 4ero ero npuMeHsIor.
2. O yem cienyeT 3HaTh nepes <npueMoM™> <puMeHEeHHeM> npenapara XX XX®.
3. <IIpuem> <npumeHeHue> npenapara XX XX®.
4. BOo3MOKHBIEC HEKEIIATEIIbHBIC PEAKIIUY.
5. Xpanenue npenapara XXXX®.
6. ConepKUMO€ YITaKOBKH U IPOYUE CBEIICHUS.
1. Yro u3 ceds npencrapisier [IPEITAPAT XXXX® u 115 4ero ero npuMeHstoT
<Ecnu ynydlleHre He HACTYMHIIO WM Bbl YyBCTBYETE YXY/AILIEHUE <uepe3 {4UCIO} JAHEH
>, He0OX0MMO 00paTUTHCS K Bpady.>.
2. O yeM cnenyert 3HaTh nepen <npueMoM™> <npuMeHeHuem™> [IPEITAPATA XXXX®
He <npunumaiite> <npumensanTe> npenapar XXXX® <:>
<eciau y Bac ajieprus Ha {aeucTByromiee(ue) BemecTro(a)} uian JObIE IpyTrHe
KOMITOHEHTHI Npenapara (epevyrcieHHbIe B pa3jene 6 TMcTKa-BKIaabla).>
Oco0ble yKazaHus U Mepbl IPEAOCTOPOKHOCTH
<Ilepen <npuemoM> <npuMeHeHueM> mnpenapata XXXX® npoKOHCYIbTUPYHUTECH C
JIeHallluM BpauyoM <HJIN> <,> <pa60THI/IKOM anTtexkn> <>, <win> ,<MEJIULMHCKON CECTPOII>>,
Jetn <u nmompocTku>
Hpyrue npenapatsl 1 npenapat XXXX®
<Coo0muure jedameMy <pady> <wiu> <paOOTHHKY alTeKH> O TOM, YTO BBl <
NPpUHAMACTC> <IIPUMCHSICTC>, HCJABHO <IIPUHUMAIN> <IIPUMCHSJIN> WJIH MOXXCTEC Ha4yaTh <
MPUHUMATL> <IPUMEHSTH> KaKue-In0o JIpyrue mpemnaparhbl.>
[Ipenapar XXXX® ¢ <nuieir> <,> <p> <,> <HanuTkamu> <,> <u> <aJKorojiem>
bepemenHocTh <> <,> TpyHOE BCKapMJIIMBaHHUE <H (PEPTUILHOCTH>
<Ecnu Bbl OepeMEHHBI WJIM KOPMHUTE TpyJbl0, JyMaeTe, u4To 3a0epeMeHeNu, Uiu
IUTAaHUpYyeTe OEPEMEHHOCTb, IIepe]] HauajaoM MPUMEHEHUs MpernapaTa IPOKOHCYIbTUPYHTECH
¢ <Jie4ariuM Bpauyom> <min> <paOOTHHUKOM amnTeKH.>
VYrpaBieHue TpaHCIIOPTHBIMU CPEACTBAMH U padOTa ¢ MEXaHU3MAMHU
<IIpenapat X colepKUT {HAaMMEHOBAHHUE BCIIOMOTaTEIbLHBIX(0Tr0) BemecTB(a)}>
3. <IIpuem> <npumenenue> [IPEITAPATA XXXX®
<Bcerma <mpuHumanTe> <INPUMEHAWUTE> mIpenapar B IOJIHOM COOTBETCTBUHU C
PEKOMEHIalUSIMU JIeYalllero Bpadya <wjiu paboTHUKa anTeku™>. [Ipu mosiBIE€HWH COMHEHMI
MMOCOBETYUTECH C <JISHAIIUM BpadyoM> <UJIK> <paOOTHHKOM amlTeKu>.
<PekomMmeHayemas nosa: ...>
<Bcerga <pmpuHUManTe> <OPUMEHANTE™> Ipemnapar B IOJHOM COOTBETCTBHM C
JUCTKOM-BKJIQJIBIIIIEM WJIM C PEKOMEHIAlUSIMU JIeHallero Bpadya <paOOTHHKA anTeKn> <,> <



MEIULMHCKOU cecTpbr>. [Ipu mosBIEHUY COMHEHUN IOCOBETYUTECH C <JICYAILlUM BpaduoM™> <,
> <unu> <,> <pa6OTHI/IKOM anTeky> <,> <uJM MEIULMHCKOMN ceCTpoﬁ>.
<PekoMeHnnyemas no3a: ...>
<IIpumeHeHue y aereu <u noApoCTKOB>
<Pucka HaHeceHa JIUIIb JJis 00JIeTYEHHUs pa3fiaMblBaHUsI TAOJIETKU MPU BOSHUKHOBEHUU
3aTPYAHEHUN PU €€ ITPOTJIAThIBAHUU LEJTUKOM.>
<TabneTKy MOKHO pa3/euTh HA PABHBIE JO3bI.>
<Pucka He IIpeaHa3Ha4yeHa UL pa3jlaMbIBaHUS TaOJIETKN.>
<Ecnu BbI <npuHII> <npuUMeHWIHN> npenapara X XXX® 0omblile, 4eM CIe10BaI0>
<Ecnu BbI 3a0b1TH <MPUHATH> <IPUMEHHUTH> Ipenapat X XXX®>
<He npunHumMaiiTe A1BOMHYIO 103y, YTOOBI KOMIEHCUPOBATh MPOMYIICHHYIO <Ta0IeTKy> <
a03y> <...>.>
<Ecnu BbI peKpaTUIn <mpuem> <npuMeHeHHne> npenapara XXX X®>
<IIpu HaIM4YUKU BOMIPOCOB MO MPUMEHEHHUIO MperapaTa 00paTuTeCh K <jeyaliemy Bpady>
<,> <unm> <pabOTHUKY anTeKkn> <,> <UJIU MEAUIIMHCKOHN cecTpe>.>
4. BO3MOHbIE€ HEXKETATEIbHBIC pEaKIINU
<[logoO6HO BCeM JIEKapCTBEHHBIM MpernapaTaM IMpernapaT MOXET BBI3BIBATH
HEXKEJIATENbHbBIE PEAKIIUH, OJTHAKO OHU BO3HUKAIOT HE y BCEX.>
<JlOMOJIHUTENBHBIEC HEXKENATEIbHBIE PEAKIINU Y AETEN <U IMTOAPOCTKOB>>
CooO1ieHue o HexenaTelIbHbIX PeaKIUsIX
<Ecnu y Bac BOZHUKAIOT KaKUe-TM00 HexKelaTeIbHbIE Peakluu, TPOKOHCYJIbTUPYUTECH C
<BpadyoM> <,> <uju> <,> <paOOTHHUKOM anTeKu> <,> <WJIH MEAUIIMHCKOUN cecTpoir>. [lanHas
pPEKOMEHaIMsl PacPOCTPAHSIETCSl HA JTI0ObIe BO3MOXKHBIE HEXKeIaTeIbHbIE peaKkii, B TOM
YUCJe€ Ha HE TEPEYUCIICHHBbIC B JIMCTKE-BKIAJbIINIE. BBl Takke MOXKeTe COOOIIUTH O
HEeXeJaTeIbHbIX Peakiusax B HHGOPMAIMOHHYIO0 0a3y JaHHBIX MO HEXEeJaTeIbHBIM PeaKIusIM
(meicTBUAM) Ha JEKApCTBEHHBIE TMpenapaThl, BKIIOYas cooOmeHus o Hed)PEKTUBHOCTH
JIEKapCTBEHHBIX TIPenapaToB, BLISIBICHHBIM Ha TEPPUTOPUU TocyiapcTBa — uieHa. Coolrias o
HEXEJATEIbHBIX PEAKIHAX, Bbl MTOMOTAETE MOJYyYHTh OOJbINE CBEAECHUN O 0€30macHOCTH
npenapara.>
5. Xpanenue [IPEITAPATA XXXX®
<XpaHHTE Ipernapar B HEAOCTYITHOM U HEBUIHOM JUIs IETEN MecTe.>
<He nmpuMeHsiiTe mpenapar Mmocjie UCTEYEHHUs] CPOKa TOJHOCTH (CpoKa XpaHEHHs),
YKa3aHHOTO <B> <Ha> <MapKHpPOBKE> <KapTOHHOHN mauke> <dmakone> <...> <mociue {
COKpAILlEHHUE, UCTI0JIb3yEeMOE ISl 1aThl UICTE€UEHUS CPOKA TOJJHOCTH | .>
<JlaTo# ucrteueHus: CpoKa roOJJHOCTH SIBJISIETCS OCJIEAHUN JIEHb MecsIa.>
<He mpumeHsiiTe mpemnapar, €ciid Bbl 3aMETUJIM {OMUCAHUE BUIUMBIX MPU3HAKOB
HEMPUTOJHOCTH Mpenapara Jijisi IpUMEHEHUS |.>



<He BbiOpachiBaiiTe (HE BBUIMBAWTE) Mpemaparhl B KaHAIM3AHIO <BOJOMPOBOJ>.

YTouHnuTe y paOOTHUKA anTeKu, KaKk HM30aBUTHCS OT MPENapaTroB, KOTOpbIE OOJIbIIE HE
noTpedyIoTCs. DTU MEPHI MO3BOJISIT 3AIIUTUTH OKPYIKAIOIIYIO Cpeay.>

6. ConepKUMO€ YITaKOBKU U IIPOUYUE CBEICHUS

{ITonHOE MEepeunciieHne AeUCTBYIONMIETO(MX) BellecTB(a) U BCIIOMOTaTeIbHbBIX BEIIECTB }

[Ipenapat XXXX® conepKUt

<JlecTByIOMUM(MMU) BEIECTBOM(AMHM) SIBISETCS(FOTCS)>

<IIpounm(u) <uHrpeareHToM(amu)> <(BCOMOTraTeIbHbIM(H1) BEIIECTBOM(aMHM))> ABISIET(
10TCA)...>

Buemnuit Bug XXXX® u coiepKUMoe yIaKOBKH

Jlepkatesb perucTpaliOHHOIO YA0CTOBEPEHUS U IPOU3BOIUTEND

{HaumenoBaHue u aapec}

<{rTemn.}>

<{paxc}>

<{ampec IEKTPOHHOU MOUTHI } >

<3a mwob6oit uHdopmanued o mpemnapare cieayeT oOpamarhes K JOKAIbHOMY
MPEACTABUTEIIIO AEPIKATEIIS PETUCTPAIMOHHOTO YOCTOBEPEHUS:

{Ctpana}

{HanmeHoBaHME OpraHU3aINH }

{Anpec: {HaceneHHbI! TyHKT} {MOYTOBBINA MHJEKC} — CTpaHa}

Ten: + {Homep Tenedona}
<BeO-calT>>

JINCTOK-BKIIABIII IEPECMOTPEH
<{MM/TTTT}> <{mecan I'TTT}>.

<IIpemapar "3apeructpupoBaH Ha yCIOBHAX'. DTO 3HAYUT, YTO IMOSABATCS HOBBIE
CBEJICHUS O Ipernapare.

[IpencraBieHHble JaHHBIE O JIEKAPCTBEHHBIX Ipenaparax OyAyT MPOBEPATHCS U
JIOTIONTHATHCS HOBBIMH CBEACHUSMH, U TI0 MEPE HEOOXOIMMOCTH JMCTOK-BKIIAMBIIT OyAeT
OOHOBJISTHCS.>

<IIpenapaT 3aperucTpupoBaH Mo "UCKIOYUTENbHBIM 00CTOATENBCTBAM'". DTO 3HAYUT, YTO
<BCJIEJICTBHE PEAKON BCTpEYaeMOCTH 3a00€BaHUA™> <H3 HAYYHBIX COOOPAKEHUIT™> <UCXOJs
U3 ATUYECKUX COOOpaKEHHII™ HEBO3MOXKHO TMOJIyYUTh BCE HEOOXOAUMBIE CBEIAECHUS O
npermnapare.

[To 5TUM JeKkapCTBEHHBIM IpenapaTaM Oy1eT MPOBOJUTHCS IKCIIEPTHU3a HOBBIX JTAHHBIX,
KOTOPBIE MOTYT TOSIBIATHCS €KETOHO U M0 Mepe HEOOXOAMMOCTH JTUCTOK-BKIIAIBIII OYyIeT
OOHOBJISTHCS.>

<IIpoumne ucToUHUKHN UHPOpMALTUI>

<IlonpoOHble cBeJieHUs O Mpemnapare cojaepxarcsa Ha BeO-caiite Coroza> <HUmerorcs
TaK)K€ CChUIKM Ha JIpyrue BeO-CalThl 10 PEIKUM 3a00JI€BAHUSIM U BUAAM JICUEHUS.>



<JIucTok-BKIIa bl JOCTYIIEH Ha Beex s3bikax Corosa Ha BeO-caiite Coro3a.>

(JIUHMS OTPBIBA UJIK OTPE3a)
<Cnenyrouiye cBeICHUS MpeIHA3HAYCHbI UCKITIOUUTENBHO ISl METUIIMHCKUX PAOOTHUKOB

[MPUJIOXKEHUE Ne 16
k TpeOoBaHUSIM K MHCTPYKIHH 110
MEIUIMHCKOMY TIPUMEHEHHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0reit
XapaKTEPUCTHKE JIEKapCTBEHHOTO
npernapara Jisi MeJULIHCKOTO
NpUMEHEHUS

Cnocka. IIpunoxenue 16 ¢ usmMmeHeHneM, BHECEHHBIM penieHnem Cosera EBpazuiickoit
sKkoHOMHYecKoi koMmuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIy 11O UCTEUEHUU 6 MECSIIIEB C
JaThl €r0 OUIIUAIBHOTO OIMyOIMKOBAHUS).

VKA3AHUA
0 3aI0THeHHIO MAa0JI0Ha HHCTPYKIMH 10 MEAUIAHCKOMY INPAMEHESHHUIO (JIMCTKA-BKJIa IBIIIA)

Bwmecto (ToproBoro) HauMeHOBaHUSI JICKAPCTBEHHOTO TIpenapaTa B TEKCTE YIOTPeOIsIeTCs
o0o3Hauenue "mpemnapat X"

Bo Bcex ciyyasix mpu HE0OXOIUMOCTH CJEAYET UCIO0JIb30BaTh CTAaHAAPTHBIC 3aTOJIOBKU U
dpasbl, cogepxkamuecs B madaoHe. B oTaenpHBIX Ciiydasx Ui ydeTa cnelu(PuIHbIX it
npernapara TpeOOBaHUM 3assBUTENIb MOXKET HE HCIOJb30BaTh 3TH 3arojioBku ((dpasbl) u
WCITOJIB30BaTh JIPYTHE aTbTEPHATHUBHBIC 3ar0JIOBKY WK (Gpa3bl (Hampumep, I Mpenaparos,
BBOJIUMBIX METUIIMHCKUMH paOOTHUKAMU, CIOBO "IpUHUMANTE" WK "MpUMEHSHTE" MOXKHO
3aMEHUTH CJIOBOM "maetcs" wiu "BBOAUTCS").

3asBUTENI0 HEOOXOUMO OOOCHOBATh MCIOJIb30BAHUE AIBTEPHATHUBHBIX 3ar0JOBKOB (
HampuMep, CChUIKOM Ha Pe3yJbTaThl MOJIb30BATEILCKOTO TECTUPOBaHUS). JJIsI HEKOTOPHIX
mpemapaToB HE MNPUMEHHMBI BCE OJJEMEHTHl JIMCTKA-BKJIAJbIlIa, B JTOM Cllydae
COOTBETCTBYIOIIHI 3ar0JIOBOK YKa3bIBaTh HE CIEAYET.

[ens mabnona — o0ecneyuTh BKIIOYEHHE B YKAa3aHHOM MOPSAJKE BCEX 3JIEMEHTOB
JIUCTKA-BKJIAIbIIIA COTJIACHO TpeboBaHUsIM EBpa3uiickoro 3KOHOMUYECKOI0 Coro3a (j1anee —
Cor03a) 1o NOAroTOBKE TEKCTA JTMCTKA-BKIIA IBIIIA.

JuzaiiH U pacnojoxeHre HHOOpMAIUU SABJISIOTCS KIIOUYEBBIMU 3JIEMEHTaMHU
yA0004YMTaEMOCTH TOTOBOI'O JIMCTKa-BKiaaapima. CrnenoBanue madnony JIB obecneunBaer
ONpEJEICHHYI0 CTeneHb oAHopoAHOocTH JIB 3aperucTpupoBaHHBIX JE€KAPCTBEHHBIX
penaparos.

[Io 3ampocy opraHuzamuii TaUEHTOB 3aSBUTENH JOJDKHBI TMPETOCTABUTH
JIMCTOK-BKJIAJIBIII B (hopMate, MOIXOASIINEM JIUIS CICTBIX WU ciaboBuasnmx. Jepxkarensam



PErUCTPALIMOHHBIX YJOCTOBEPEHHN PEKOMEHAYyeTCs YKa3blBaTh HaJIMYME MOJOOHBIX
aNbTEPHATUBHBIX (POPMATOB B KOHIIE JTUCTKA-BKIIA IbIIIIA.

JIuctok-Bknaapi: MHCTPYKIIMKM 1O MEAUIMHCKOMY MPUMEHEHUIO JIEKAPCTBEHHOIO
npemnapara s <manueHTta> <notpeoutens> {(ToproBoe) HamMeHOBaHUE, TO3UPOBKA,
nexapcTBeHHas (opma} {JleiicTByIOIIE BEIIECTBA }

B nanHOM mnop3arosoBke HEOOXOAMMO YKa3aTh (TOProBOo€) HaMMEHOBAHUE
JIEKapCTBEHHOTO IMpenapara (Jajee — npenapar), 3aTeM J03UpOBKY U JIEKapCTBEHHYIO popMy
(taxxe kak B pazaene 1 OXJIII), onu BoIAECHSIOTCS MOTYKUPHBIM pudTom. [lanee ciemyer
yKa3aTh ACHCTBYIOIIME BeUIECTBA (B COOTBETCTBUU ¢ MyHKTOM 11 TpeboBaHuii K MapKUpOBKE
JICKapCTBEHHBIX CPEACTB) MH(POPMALIMIO O KOTOPHIX MOKHO NMPEACTaBUTh CTPOKOW HIbke. B
OCTaBILICHCS YaCTU JOKYMEHTa TOPrOBOE HAUMEHOBAHUE HE CIIENYET BhIACIATh MOIYKUPHBIM
WM TTOJAYEPKHYTHIM MIPUPTOM, U B IIEJIOM CIEAyeT U30erarth 4acToro yka3zaHusi TOPrOBOTO
HAaUMEHOBAHUs B TEKCTE.

TosIbKO B OTHOLIEHHM NIpenapaToB, TPEOYIOLIUX JOMOJHHUTEIbHOTO MOHHMTOPUHIA
0€3011acCHOCTH, HEOOXOJMMO YKa3aThb B JIMCTKE-BKJIAJbIIIE CHEUHUATbHBIH CUMBOJI U
nosicHeHust. CrneuuanbHbIi CUMBOJI TPEACTaBIsieT COOOM YEpHBIM MEepeBEPHYTHIN

PABHOCTOPOHHUM TPEYTOJIbHUK "

v
" CUMBOJI JJOJKEH OBITh MIPOTOPIIMOHANICH KETIII0 MIpUQTa MOCIEAYIOIIETO

CTaHJIAPTU30BAaHHOI'O TEKCTA, IIPU 3TOM MUHUMAJIbHAS JJIMHA KaX0M CTOPOHBI
TPEYTOJIbHUKA JI0JKHA COCTABIIATh HE MEHEE 5 MM. [{J1s TOATOTOBKH NOTOJHEHUH K
uH(}OpMAITUH O TIpenapare, MoKaIyhncTa, BOCIIOIb3YHTECh YEPHBIM TPEYTOILHUKOM,

coJIep KalMcsl B JaHHOM I1a0JIoHE.
<

v
JlexapcTBEHHBIH npenapaT NOJJIEKUT JOTOTHUTEILHOMY MOHUTOPUHTY, KOTOPBII

cocoOCTBYET OBICTPOMY BBISIBJICHHIO HOBBIX CBEACHUM MO Oe30macHOCTH. Bbl MokeTe
IOMOYb, CO00IIIast THPOPMALIUIO O JTIOOBIX HEXKENAaTEeIbHBIX PEAKIUAX, KOTOPhIE BOSHUKIIU B
NEepPHOJI TPUMEHEHUS JICKAPCTBEHHOrO MpernapaTa (B TOM YUCIIE U O CIIy4asiX €ro
HeR((PEKTUBHOCTH).
Crioco0 cooO1eHust 0 HeKeNaTeNbHbIX PeaklMsIX ONUCaH B pasjese 4 TMCTKa-BKIaAbIIa.
>
Jlns JeKapCTBEHHBIX IIPENapaToB, OTIIYCKAEMBbIX HCKIIIOYUTEIBHO IO PELENTy,
HEOOXO0MMO MOMECTUTH B JIMCTOK-BKJIABIII CIAEIYIOIINE HAIHCH:
<llepen <mpuemMoM> <IMpPUMEHEHHEM> TIIperapara MOJHOCTHIO MNPOUYUTANUTE
JIMCTOK-BKJIAJIBIII, IOCKOJIBKY B HEM COAEPIKATCs Ba)KHBIC JJI1 BaC CBEJICHU.
CoxpaHuTe TUCTOK-BKIaAbIII. Bo3M0XHO, BaM MOTpeOyeTCsl IPOYUTATh €ro eIlle pas.
Ecnu y Bac BO3HUKIIM JONOJIHUTENbHBIE BOIIPOCHI, 00pAaTUTECH K <JIeHalleMy Bpady> <,>
<unu> <pabOTHHKY anTeKu> <,> <WIn> <MEIUIIMHCKON CecTpe™.



[IpenapaTt HaznaueH umeHHo BaMm. He mepenaBaiite ero apyrum mroasiM. OH MOXKET
HaBpPEIUTh UM, JaXKe €CJIM CUMITOMBI UX 3a00JIeBaHUSl COBIAJAIOT C BAlIUMU (HE CIEyeT
BKJIFOYATh JAHHOE yKa3aHWE, €CIIM Ipenapar NpeJHa3HAYEeH TOJBKO ISl CTAMOHAPHOTO
NPUMEHEHUS).

Ecnu y Bac BO3HUKIIM KaKHe-TUOO HeXeNnaTeabHble peaklui, 00paTUTeCh K <Jeyariemy
Bpauy> <,> <ujan> <pabOTHUKY anTekm> <,> <uwiau> <MeIUIMHCKON cecTpe>. JlaHHas
pPEKOMEHIalKs PacpoOCTPaHsIETCs Ha J00bIe BO3MOXKHBIE HEXeENaTelIbHbIE PEaKlUH, B TOM
YUCJIE HA HE IEPEUYUCIICHHBIE B pa3/eie 4 TucTKa-BKIaabla. >

JIns nexapcTBEHHBIX MMpENapaTroB, OTIYCKAEMBIX 0€3 pelenTa, clelyeT yKa3blBaTb
CICAYIONTYI0 HH(POpMAIHIO:

<Ilepen <mpuemom> <IpPUMEHEHUEM> Ipenapara IOJHOCTbIO IPOYUTANUTE
JINCTOK-BKJIAJbIII, TOCKOJBKY B HEM COAEPKATCS Ba)KHBIC JIJI1 BAC CBEICHUS.

Bceerna <npuHumaiite> <npuMeHAUTE™> Mpenapar B TOUHOCTH C JAHHBIM JIMCTKOM WU
PEKOMEHAANUIMHU <JIeHallero Bpada> <,> <UIu~> <pa6OTHI/IKa anrekn> <> <uam> <
MEJIUIIUHCKON CECTPBL>.

CoxpaHuTe TUCTOK-BKIaAbIII. Bo3M0XHO, BaM OTpeOyeTcsl IpOYUTaTh €ro elle pas.

Ecnu Bam HYy>XHBI JOTIOJHUTEIbHBIE CBEICHUS WM PEKOMEHAAIMU, 0OpaTHUTECh K
pabOTHUKY aIlTeKH.

Ecnu y Bac BO3HUKIIN KaKHe-TM0O HEXKeNaTelbHbIE PEaKINK, OOPaTUTECH K <JIeHalemy
Bpauy> <,> <ujau> <pabOOTHUKY anTekn> <,> <uwiu> <MeIULMHCKON cecTpe>. JlaHHas
pPEKOMEHIalMs PacpOCTPaHSAETCS Ha JI00bIE BO3MOXKHBIE HEXENaTelIbHbIE PEaKIUH, B TOM
YUCJIE HAa HE IEPEUYUCIICHHBIE B pa3/eie 4 TucTKa-BKIaAbla. >

Ecnm cocTosiHue He yiaydllaeTcs WIM OHO yXYJIIAeTcsd, <depe3 {4Mciio} JHEi™ Bam
ClelyeT OOpaTUThCs K Bpady.>

CoJiepkaHue TUCTKa-BKJIAbIIIa

TectupoBanue morpeduTENeil Moka3ano, 4To OOJBIIMHCTBY MAIlUEHTOB HEOOXOIUMO
MPEACTaBUTh COJIEP KAHKE JIMCTKA-BKJIAbIIIA, KOTOPOE JOJKHO OBITh YETKO BhIJIEeIeHO. Eciu
JIMCTOK-BKJIQBIII CTAHAAPTHBII, OH OOBIYHO COCTOUT U3 6 OCHOBHBIX Pa3/IEJoB.

1. Yto u3 cebs mpencTapiser npenapar X, U JAJis Yero ero NpuMeHsIoT.

. O ueM cnenyet 3HaTh nepes <nprueMomM™> <IIPUMEHEHHEM> Ipernapara X.
. <[Ipuem> <npumeHeHHe> npemnapara X.

. Bo3MOXHBIE HEXKENATENBHBIE PEAKIIUN.

. Xpanenue npenapara X.

AN D AW

. ConepxuMoe yIaKkoOBKH U MPOYNE CBEICHUS.

Onnako ecnu ucnoib3yercs ¢opmar OykiieTa WM CTaHIAPTHBIN JIMCTOK-BKIQIBIII
COJIEP’KUT MHOTO MOAPA3/IENOB, AOMyCcKaeTcs 0oyiee moIpoOHOE MPEICTABICHUE COACPKAHMS
JUCTKA-BKJANbIMa (C yKa3aHHEM HOMEPOB CTPAHUI[ WJIH KOJOHOK, MO3BOJISIONINX
noTpeOuTeNsIM OBICTPO HAXOJWTh HEOOXOJMMBICE WM CBEACHUS, OTH JaHHBIE MOXKHO
YKa3bIBaTh JIUITH HA MAKETaXx).



1. Yto u3 cebs npeacTaBiseT npenapar X, ¥ JUIsl 4ero ero NpuMeHs 0T
ToproBoe HaMeHOBaHUE, ACUCTBYIONINE BEUIECTBA U (papMakoTepaneBTHIecKas rpymnmna
npenapara.

Cnenyer ykaszaTh TOProBO€ HaMMEHOBAaHHUE Mpernapara U JOMNOJHUTH €ro, Mpu
HEOOXOIMMOCTH, YKa3aHUEM JCHCTBYIOMUX BemiecTB (kak B pasmenax | m 2 OXIJIII),
HampuMmep, "mpenapaT X COIEpPKHUT JelcTByroniee BemniectBO Y. HeoOxoaumo ykaszaTh
TaKxe (papmMakoTepaneBTHUECKyro rpymmy (kak B pasaene 5.1 OXJIII), u (mnu) Ha 4TO OH
AefcTByeT (HalpuMep, CTaTUHBI (AJ11 CHIXKEHHUS COJIEp)KaHUs X0JIECTEPHHA)).

IToka3zaHus K IPUMEHECHUIO

31eck He0OX0IMMO yKa3aTh NOKa3aHUs K MPUMEHEHUIO, B COOTBETCTBHUH C pazjienoM 4.1
OXJIII. HeobxomuMo yka3zaTh, B KaKMX BO3PACTHBIX TpYyIIax MOKa3aHO MPUMEHEHUE
npenapara ¢ yKa3aHhueM BO3PacTHOIO JUaIa3oHa, HallpuMep:

<mpenapaT X OpUMEHSETCSA I JIeueHUs: {yKa3aTh NMOKa3aHHe} Yy <B3pOCIBIX> <
HOBOPOXJICHHBIX> <MJIQAEHLEB> <JIeTei™> <NOAPOCTKOB>
<B BO3pacTe {OT X J0 y}> <JIeT> <MeCsIeB>.

Ecnu npuMeHnMo, yKa3bIBaloT:

4TO MpenapaTr SABJISETCS BBICOKOTEXHOJIOTMYHBIM JIEKAPCTBEHHBIM IIPENApaATOM,
COZIepKalIUM KJIETKH WM TKaHU (HEOOXOJMMO NPEACTaBUTh OMHCAHUE 3TUX KIETOK WM
TKaHEW, UX MPOUCXOXKJIECHUE (BKJIKOYAs BHUJ J>KHUBOTHBIX, €CIIM OHHM HEYEIOBEYECKOIO
IIPOUCXOXKIEHHUS) B COOTBETCTBUU pazneniom 2.1 OXJIII);

YTO NIpenapar SBJSAETCS BBICOKOTEXHOJIOTMYHBIM JIEKAPCTBEHHBIM IPENAPATOM,
coAepKaluM MEAULIUHCKUE H3JENIHUS WM AKTUBHBIE HMIUIAHTUPYEMBIE MEIUIUHCKUE
u3aenus (HeoOXOAMMO MPEACTaBUTh OMUCAHUE ITUX H3JAEIUNA U UX MPOUCXOXKICHHE B
COOTBETCTBUH € pazzaenoMm 2.2 OXIJIII).

CBeneHus 0 MoJIb3€ MPUMEHEHHUs Ipenapara

B naHHOM paszele qomycKaeTcsl B MHAUBUAYJIBHOM MOPSAJIKE YKa3aTh CBEECHUS O MOJIb3€
MpUMEHEHUS MIpenapara npu yciaoBuu cooTBercTBUs nHpopmanuu B OXJII, nonesnoctu s
ManUeHTa U OTCYTCTBUS JIIOOBIX AJIEMEHTOB PEKIAMHOIO XxapakTepa. J[aHHbIe TOMyCcKaeTcs
NPEJICTaBUTh MOJ] OTJEIBHBIM MMOA3arojIOBKOM, Hanpumep, "Crioco0 aeiicTBus npenapara X".

CBeneHust HEOOXOUMO H3JI0KUTh YETKO U KPATKO.

Hampumep, cBeiennst MOryT BKJIIOYaTh B CEOsI:

IPU3HAKK M CUMITOMBI 3a00J€BaHMs, IPU KOTOPOM JIEKAPCTBEHHBIN MpernapaT MOKET
NPUMEHATHCS, OCOOEHHO B OTHOUIEHMHU O€3pelenTypHbIX IpenapaToB, HO TaKXKe B
OTHOUIEHUH NpenapaTroB, IpUHUMAEMbIX "M0 TpeboBaHuio" (Harpumep, npenapaTsl MPOTHUB
MUTPEHN);

CBEJIEHHUs O MOJIb3€ MPUMEHEHUS Mpernaparta (Hanpumep, "mpenapaTr CHUXKaeT 00Jb npu
apTpute", '"mpemapaT CHHJKAET COJEp)KaHUE caxapa B KpPOBH, YTO CIOCOOCTBYET
NpEeJOTBPALICHUIO OCJIOKHEHUM auadera"). ITO OCOOCHHO Ba)KHO [Ji MOBBIIICHUS
MIPUBEP>KEHHOCTH MallMeHTa TeParuu, HaIpUMep, IPU JTOATOCPOYHOM U MPOPUIAKTUYECKOM



nevyenuu. [Tonp3y npuMeHeHus npenapara MOKHO OMKCAaTh C TOYKU 3PEHUS MPETIOTBPALICHUS
OCJIO)KHEHUH 3a00seBaHus (HapUMep, TMa0eTUUECKUX), €CJIM OHAa MOJATBEpkKaAeHa. MOXKHO
TaK)Xe yKa3aTh CPOK HacTyIuieHHs d(QeKTa oT nelcTBUS mpenapara (€Ciu 1enecooopasHo).
B mro6oMm ciydae cBeneHust JOJDKHBI cOoTBeTCTBOBaTh MHpopmanuu B OXJIIT (ocobenno
pazneny 5.1 OXJIII);
CBEJICHUSI O BpPEMEHH, HEOOXOAUMOM ISl HacTyrmsieHus s¢dexra mpemnapara (
00€300JIMBaIOIINM Mpenapart, aHTUICTIPECCAHT U T. [1.), €CJIM 3TO 3HAUMMO JIJIs MalUeHTA.
O06s3aTrenpHOM sABIsIETCS cienyromas GopMyIupoBKa:
<Ecnu ynydiieHue He HACTYIUJIO WM Bbl YyBCTBYETE YXYIIICHUE <4yepe3 {4HCio} JHEH
>, He0OX0MMO 00pPaTUTHCA K Bpauy.>
2. O 4eMm cietyeT 3HaTh nepe <ImpueMoM™> <IpUMEHEeHueM> npenapara X
B nanHBIN pa3gen HEOOXOAUMO BKIFOYUTH MH(DOpPMAIHIO, 0 KOTOPOH JIOKHBI 3HATH
nanueHThl (MOTPEeOUTENH) 10 Havaja MprueMa npemnapara v Ha IpOTSKEHUU BCEro Kypca ero
npuMeHeHus. BcenencrBue OOnpIIOrO pa3Mepa JAaHHOIO pasjiefia JIMCTKA-BKJIAJbIla y
NanueHToB (MPU UX TECTUPOBAHWHU) BO3HUKAIM HaubOoibIue 3arpyaHeHus. s ynoOcTBa
HaxO0XJICHUSI HY>KHOU MH(OPMaIIMK MOJE3HO BKIIFOYEHUE JTOMTOTHUTEIBHBIX MOA3ar0JI0BKOB (
HarpuMep, uHpoOpMaIuu 00 OIpeeIeHHON KaTeropuu morpedurteneil) ¢ coOoaeHueEM
MOCJIEI0BATEIbHOCTH YKa3aHusl HHPOpMAIIUU B COOTBETCTBUU C €€ BaXKHOCTHIO.
2.1. IlpoTtuBoIiokazaHus.
He <npuaumaite> <npumeHsuTe> npenapar X<:>
B mannOM mogmpaszene HeoOX0AMMO yKa3aTh BCE MPOTHBOMOKA3aHUS, TICPEUNCICHHBIC B
paznene 4.3 OXJIII, B Tom xe nopsiake, yto u B OXJIII. OcranbHble 0coOble yKa3aHUS U
Mepbl MPEIOCTOPOKHOCTH CIIEAYET MPUBECTH B CIEAYIOIIEM pa3felsie JIMCTKa-BKIIA bIIIA.
Heobxoaumo BKITIOYUTH BCE CYIIECTBEHHBIC JUIsl MPUMEHEHHMS MperapaTa IpOTUBOIIOKAa3aHUS.
HenomycTtuMo yka3bIBaTh JIMIb OCHOBHBIC WJIM YACThI€ BCTPEUAIOIINECS MPOTUBOIIOKA3aHMUS.
He cnenyer uckimodaTh OpOTHUBONOKA3aHUE UCXOJS U3 MPEAINOTI0KEHUS, YTO MALUEHT HE
IIOMMET HTO IPOTUBOIIOKA3aHHUE.
<eciM y Bac aJyieprusi Ha {AEHCTBYIONIUE BEUIECTBA} WM JIOObIE APYrue KOMIIOHEHTHI
npemnapara, (lepeyucieHHble B pasjene 6 JMCTKa-BKIIabIIa).>
B sToM npenynpexaeHun TakKe YKa3bIBalOT OCTATOYHBIE MIPUMECH, €CITU ATO MPUMEHUMO

CoOTBETCTBYIOIIME MEPHI IPEIOCTOPOKHOCTH, OCOOBIE YKa3aHUS

2.2. OcoOble yKka3zaHus U MEPBI MPEAOCTOPOKHOCTH.

<Ilepen <nmpueMoM> <IpUMEHEHUEM> mpernapara X MPOKOHCYJIbTUPYUTECH C JICYALIUM
BpayoM <wJin> <paOOTHUKOM anTeKn> <WJIM MEIUIIMHCKON CeCTPOir™>

B ciiydyae MIMHHOrO mnepedHsi NMPEeoCTEPEeKEHUN PEKOMEHAYETCS UCIIOJb30BaHUE

€MHOTO0 OKOHYaHUA (HampuUMep, PEKOMEHJAlMH O HEOOXOJMMOCTH KOHCYJIbTAllUU C
JIeYaIlliM BpauyoM WIH paOOTHUKOM anTeKH MO0 yKazaHHWe Mep MPEeA0CTOPOKHOCTH), YTOOBI
ITIOBTOPSATH €0 HECKOJBKO Pas3.



B nanHoM moapaszgene HEOOXOAMMO H3JIOKUTH BCE OCOOBIE yKa3aHUS U MEpPhI
MPEOCTOPOKHOCTH TIPU MIPUMEHEHUH TIpenapara, BkiatoueHHble B pa3aen 4.4 OXJIII (kak u B
OXJIII, mopsamok u3nnoxkeHus: HHOOPMAITUU JOIKEH ONPEEISITHCS BaKHOCTHIO HH(POpMAIUn
0 0e30MacHOCTH); KpOME TOro, B paszjeie JUCTKa-BkIaabima "OcoOble YKa3aHUsi U Mephbl
MPEAOCTOPOKHOCTH" HEOOXOJMMO YETKO YKa3aTh, YTO JOJDKEH MPENNPUHATH MAlUEHT (
NOTPEOUTEND) JUIsl TOr0, YTOOBI MUHUMHU3UPOBATh MOTEHIIUATBHBIN PUCK.

[TonpoOuyto uHdopmanuo 00 0COOBIX yKazaHUSIX U Mepax MPeaoCTOPONKHOCTH,
00yCJIOBIIEHHBIX HEXKENATEIbHBIMHU PEAKIIUSIMHU, KOTOPbIE MOTYT BOSHUKATh MPU MPUMEHEHUU
npenapaTa NaluMeHTOM, CJIEAYeT MPUBECTH B paszjene 4 JIHMCTKa-BKJIaJbllia (HarpuMmep,
CUMIITOMBI) C COOTBETCTBYIOIIIEH MEPEKPECTHOM CCHUIKOM B pa3jiesie 2 JIMCTKa-BKIabIIIA.

Oco0ble yka3zaHus, Kacaroluecss B3aMMOACHCTBUN mpemnapaTta, (epTUILHOCTH,
OEpEeMEHHOCTH W TPYIHOTO0 BCKApPMIIMBAHUS, CIOCOOHOCTH YIPABISATH TPAHCTIOPTHBIMU
CpeAcTBaMU U paboTaTh C MEXaHU3MaMH, a Tak)Ke€ BCIIOMOTATEIbHBIX BEIIECTB, CIEAYET
JABAaTh B COOTBETCTBYIOIIMX MOCIEAYIOIIUX NOAPA3AENax JIMCTKA-BKIAIbIIIA, €CIU TOIBKO
OHH HE MPEJICTABIISIOT 0COOYI0 BaXXHOCTh C TOYKH 3PEHHS 0€30MacHOCTH (IPOTHUBOMOKA3aHUE
), B 3TOM clly4ae HUX CJIeyeT OTpa3uTh BhIIIE€, B MOJApa3zjene JucTKa-Bkiaabima "He <
MpUHUMAaNTE™> <npuUMeHsATe™> nmpenapat X".

Jlis uHpopMaluy O JOTIOIHUTENIbHBIX JIA00OPATOPHO-UHCTPYMEHTAIBHBIX HCCIIETOBAHUSAX
, KOTOpble HEOOXOIWMO MPOBOAUTH B XOJ€ TEpaluu, JOMyCKAeTCs MPEeayCMOTPETh
JOTOJIHUTENIbHBIN MO13ar0JI0BOK.

2.3. et <u NOAPOCTKK>.

Ecnu npenapat nokasaH JeTsM, 101 JAHHBIM 110[3ar0JIOBKOM CIEAYET U3JI0OKHUTH 0COObIE
yKazaHusd M Mepbl NPEJOCTOPOKHOCTH, CHeUUPUUHBIE I JaHHOM NONyIsSUHU U
o6o3Hauennbie B paznene 4.4 OXIJII. Ilpu HeoOXoAMMOCTH, clenyeT NPeayNpeIuTh
poauTenei (yXaKuBarolux JIKI) O BO3MOXKHBIX 0COOBIX YKa3aHUAX JJIs AeTell (ITOJAPOCTKOB),
BKJIIOYEHHBIX B MOJpa3/ie JIMCTKA-BKJIAbINA "CIIOCOOHOCTh YNPaBIATh TPAHCIOPTHBIMHU
CpelCTBAMH U paboTaTh C MEXaHU3MaMHu'".

Ecau mpenapaT He moka3aH HEKOTOPBIM WJIM BCEM NMOATpPYyNIaM JIE€Tei, HE0OOXO0AMMO
IPUBECTH CBEAECHUS, coaepkairecs B pazaeine 4.2 OXJII, nanpumep:

<He pgaBauTe mpemnapar AETAM B BO3pacTe OT X A0 Y <JET> <MECSLEB> BCIEACTBUE <
pucka [...]> <aeadHeKTUBHOCTH> <TOT0, YTO MOTEHIMATbHAS M0JIb3a HE MPEBBIIIAET PUCKKA>
, <BEpPOATHOM HEOE30MaCHOCTH>.

2.4. B3auMoIelicTBUS ¢ APYTUMH JIEKAPCTBEHHBIMH MpPETapaTamu.

2.4.1. Ipyrue npenaparsl U npemnapar X.

<CoobmuTe neyameMmy <Bpady> <uiu> <paOOTHHKY anTEeKW> O TOM, YTO BHI <
IIpUHUMACTS> <IMPUMCHSICTC>, HCAABHO <IMPHUHUMAJIN> <IIPUMCHSIN> WK MOXETE Ha4yaTh <
MPUHUMATE> <IPUMEHSTbh> KaKue-JIn0o JIpyrue npenaparbl.>

B cootrBerctBum ¢ pazgenom 4.5 OXJIII HeoOXoaumo omucaTh BIUSHUE APYTHX
IIPENapaToB Ha pacCMaTpUBAEMBbIl IPENapaT U paccMaTpPUBAEMOTO IIpernapara Ha Jpyrue



npenapathl. [[pyrue npemnapatbl HEOOXOAMMO YKa3blBaTh Kak (hapMaKoTeparneBTUYECKYIO
rpynny unu MHH (HeoO6xoauMo yka3piBaTh cHavajla oOUIEyHNOTpEeOUTEIbHbIE TEPMUHBI U
MHH B cko0kax, eciu TOJIbKO B3aWMMOJICUCTBUE HE TPOUCXOAUT C OJHUM JICUCTBYIOITUM
BEILIECTBOM M3 BCEro Kjacca, Hampumep, "mpaBacTaTuH (mpemnapar, NPUMEHSEMbIN IS
CHUIKEHHUSI COJIEPKAHUSI XOJIECTEpUHA)"), IO BOZMOKHOCTH.

B HekoTopbIX cilyyasx, eciu 3TO OyJeT MOJE3HO MalMeHTy, MOKHO KPaTKO OMHCaTh
MOCJEACTBUA B3auMOJEWcTBUs npenaparta. Hanmpumep, nius o0o3HaueHUss IpenapaTos,
KOTOPBIE HENb3sI IPUMEHATH C JaHHBIM IpenaparoM: "He npuHuMaiite npenapaTt X BMECTE C
Y (mpemapatom, IpUMEHSIEMOM MPHU Z), TOCKOIBKY 3TO MOXKET MPUBECTU K <CHUIKEHUIO €TO
s dexTa><HexxenaTenbHOU peakuum>".

Jlns mpenapaToB, KOMOMHALIMU C KOTOPBIMH clieyeT u30eraTh, U Ipenaparos,
KOMOWHAIIMA C KOTOPHIMH TpPEOYIOT OMPENEICHHOW MPeIoCTOPOKHOCTH (HAIpUMED,
KOPPEKLUHH [03bl, B 3TUX CIydYasxX CJIEAyeT NaTh MEPEKPECTHYIO CCBUIKY Ha pasfen 3
JUCTKa-BKIaablma). Hampumep, ecnu uMeeTcss BEPOSTHOCTb, UYTO B PE3YJbTaTe
B3aUMOJICICTBUASI TOPMOHAJIBHBIM MEPOPaAJbHbIA KOHTPALENTUB TOTEPSIET CBOIO
3¢ (HEKTUBHOCTD, TALUEHTY CIEAYET PEKOMEHI0BATh UCIIOJIb30BATh APYTOW TONOJHUTEIbHBIN
METO/1 KOHTpaleniuu (Hanpumep, 6apbepHble KOHTPAIICTITUBHI).

CBeneHuil 0 B3aMMOJICMCTBUM Tpenapara ¢ pacCTUTEIbHBIMU WM allbTEPHATUBHBIMU
BHUJIAMU TEPAIUU YKa3bIBAIOT NpH UX Hannuuu B pazzaene 4.5 OXJIIL

2.4.2. BzaumoencTBrE ¢ MUIIEH U HAITUTKAMU.

<IIpenapat X ¢ <nmmein> <,> <p> <HaIUTKaMp> <,> <p> <aJIKOTOJIeM>>

[Tpu HaIMYUU COOTBETCTBYIOMUX yKazanuii B paznaene 4.5 OXJIII HeoOXxoauMo npuBeCcTH
CBEJICHMS O IPYTUX BUAAaX B3auMojiecTBusa. Hanpumep, marueHThl He JOJKHBI yHOTPEOIsATh
MOJIOKO BMECTE C TETPAIMKIMHAMHU, AJTKOTOJb MpH JEYCHUH OeH30/ua3enuHamu. B sTom
paszene He CIeAyeT AaBaTh PEKOMEHAIMU O IPUEME Mpenapara g0, BO BPEMs WIM IOCIE
€/lbl, TTOCKOJIbKY WX CJEAYEeT BKJIIOUHUTH B pa3fenl 3 JUCTKa-BKJIAJbIlia, HO JOMYCKAEeTCs
MIEPEKPECTHAs CChUIKA HA YKA3aHHBIN pa3/iell TUCTKA-BKJIA bIIIA.

2.5. llpumenenne OepeMEHHBIMU M KOPMSIIIIUMHU TPYABIO KEHITUHAMH, CBEIACHUS O

(hepTUITBLHOCTH.

bepeMeHHOCTh <U> <,> rpyAHOE BCKapMJIMBAHHE <U (PEPTUILHOCTH>

Ecnu cBeneHus o mpuMeHEHUU Mpenapara CyleCTBEHHO Pa3InvaroTcs, UHPOPMAIIUIO O
0epeMEHHOCTH, KOPMJIEHUHM TPYAbI0 U (EPTUIBHOCTU JOMYCKAaeTCs MPEACTaBIATH MOJ
OTAEJIBHBIMH 0/3aTrOJIOBKAMH.

Heo6xo1uMo BKITIOUHTH B JIMCTOK-BKJIAJIBIIT PE3FOMUPYIOIITUE CBECHUS, IPUBEICHHBIC B
paznene 4.6 OXJIII, a Takxke ciaegyroniee:

<Ecnu Bbl OE€peMEHHBI WJIM KOPMHUTE TPYIbl0, yMaeTe, 4To 3a0epeMeHeNu, Uiu
IaHUpyeTe OEPEeMEHHOCTh, TIEPEl HauaJoM PUMEHEHUS MpernapaTa MPOKOHCYIbTUPYUTEChH
¢ <Je4ariuMm Bpauyom> <min> <paOOTHUKOM amlTeKH.>



OOparute BHUMaHHE, YTO €CJIM IIpernapar MPOTUBOIOKAa3aH Mpu OEPEeMEHHOCTU U (UJIH)
IPyJHOM BCKapMJIMBAaHHHM, BO BCEX IMOJpa3jesiax JHUCTKa-BKiIajpima ("OepTUIbHOCTS,
OepeMEHHOCTh, JAaKTamusA'") cileayeT NpeACTaBUTh ojuHakoByr wuHbopMmamuio ("He
npuHuMaite (mpuMensiite) mnpenapar X"), a TakkKe BKIIOYUTh HHOOpPMAIUIO O
TEPATOr€HHOCTHU NIPU HATUYHH.

2.6. Biusinue Ha crmocoOHOCTh YIIPaBJISATh TPAHCIIOPTHBIMU CPEJCTBAMU HIIM pabOTaTh C
MEXaHU3MaMH.

<VYmnpaBiieHrue TPAaHCTIOPTHBIMH CPEJICTBAMHU U paboTa ¢ MEXaHU3MaMu>
[Ipn namnuum B paszgene 4.7 OXJII nmpenynpenuTenbHbIX pEKOMEHAALHUN HX
HE0OXO0MMO yKa3aTh Ha MOHATHOM MAIUEHTY PA3TOBOPHOM SI3BIKE.

Jlepkatenu perucTpalMoOHHBIX yIOCTOBEPEHHUM MOJKHBI MOMHUTH, YTO Mpenaparsl,
MIPUHUMAaEMbIE JE€TbMH, MOTYT TPEOOBATh CIEIUATIbHBIX PEKOMeHAaui. Hanpumep, B yactu
0€30MacHOCTH JOPOKHOTO JBMKEHUS (HECMOTpsT Ha TO, YTO JAETSAM B NPUHLMIE HE
pa3penieHo ynpasisiTh aBTOMOOMIIEM, CIEAYEeT YKa3aTh B JIMCTKE-BKJIAJbIIIE MOTYT JIU JI€TU
KaTaTbCs Ha BEJIOCUIIE/Ie, CAMOKATE U T. I1.).

Pexomenmanuu AOMKHBI BKIFOUATh OOBSICHEHUS PUYUH HEKEIATENbHOCTH YIIPABIEHUS
TPaHCIIOPTHBIMU CPEJICTBAMH HIIM PaObOTHI C MEXaHU3MaMU TAIMEeHTaM, a TakKe yKa3aHue Ha
HEOOXOJIUMOCTh KOHCYJbTAIIMU C JI€YalluM BpauoOM, €CJIM MAaI[MEeHThl BCE K€ 3aXOTAT
BBITIOTHSATD 3TU JIEUCTBUSI.

2.7. OcoOble yka3aHus, Kacarolrecs: BCHOMOTaTEIbHBIX BEIIECTB.

<IIpenapat X cOIEpKUT {HAUMEHOBAHUE BCIIOMOTraTEIbHBIX(0r0) BelecTB(a) >

Ecnu npuMeHumMo, B JaHHOM MOpa3zesie He0OX0AUMO MIPUBECTH 0COOBIE YKa3aHUs O TeX
BCIIOMOTaTENIbHBIX BEIIECTBAX, 3HAHHE O KOTOPBIX HEOOXOAMMO Mg O€30IacHOro H
3¢ (PEeKTUBHOTO MPUMEHEHUSI U KOTOpbIe BKIOYeHBI B mpuiiokeHue Ne 1 k TpeboBanusm k
MHCTPYKIUU [0 MEIMIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOTO Ipernapara U oOIei
XapaKTEPUCTUKE JIEKAPCTBEHHOrO Mpemnapara il MEJUUMHCKOTO MNPUMEHEHUs, KaKk U B
paznene 4.4 OXJII. Jlanubiii nogpasneln caeayeT UCKIIOUNTh, €CIU MpenapaTr He COAEPKUT
BCIIOMOTATENIbHBIX BEUIECTB C U3BECTHBIM JieicTBUEM. Eciu nmpuBOASTCS CCHUIKU HA JPYrou
pazjien JIMCTKa-BKIIA bIIa (HapuMep, B CBSI3U C HAIMYKMEM B COCTaBE ajKoroJs); Tpedyercs
oOpaTHasi CChbUJIKAa M3 3TUX pAa3JeioB JIMCTKAa-BKJAJblla HA OCOObIE YKa3aHHS O
BCIIOMOTaTEIbHBIX BEHIECTBaX M BBI3BIBAEMBIX UMHU JNEUCTBUAX (HAMpUMEp, BIUSHHUE Ha
CIIOCOOHOCTH YIPABJIATH TPAHCHOPTHBIM CpPEICTBOM, OEPEMEHHOCTh U TPYyIAHOE
BCKapMJIMBAaHUE, ICVCTBUE HA JIETEN).

3. <IIpuem> <npuMeHeHHEe> npemnapara X

B mpocThix ciydasx cieayromue 3 3J1eMeHTa MOKHO 00beTUHUTH B OAMH ad3all.

3.1. loza (pazgen 4.2 OXJIII)

Jlnst TeKkapCTBEHHBIX MPENapaToB, OTITYCKAEMBIX IO PEIENTY, JOJKHBI OBITh CIACITaHbBI
CJIeIyIOUIUE YKa3aHUS:



<Bcerma <mpuHumanTe> <IMPUMEHANTE> NIpenapar B IOJIHOM COOTBETCTBUHU C
pPEKOMEHJAlUSIMU JIeualero Bpaya <ujiu padOTHUKa anTeku>. [Ipu MmosiBiaeHUH COMHEHUM
MMOCOBETYUTECH C <JISHAIIUM BpadyoM> <UJIK> <paOOTHHKOM amlTeKu>.

<PekxomMmeHayemas nosa: ...>
JI71s1 IekapCTBEHHBIX MPEnapaToB, OTIIYCKAEMbIX 0€3 pelenTa, JOJKHBI ObITh CACIaHbI
yKa3aHUs:
<Bcerga <npuHUMaWTe> <INPUMEHSUTE™> AAHHBIM IpenapaT B NOJHOM COOTBETCTBHHU C
JaHHBIM JIMCTKOM MJIHM C PEKOMCHAALMUsIMM JICHALICTO Bpayda <pa60THHKa anTeku> <
MEIULMHCKOU cecTpbl>. IIpu MOsABICHUU COMHEHUN ITOCOBETYHUTECH C <JIEUAIlUM BpayoM™> <
> <,> <pa6OTHI/IKOM anTeku™> <WJIM MEIUIUHCKON CECTpOon>.>
<PekomMmeHayemas nosa: ...>
CrnenyeT ykazaTh CBEJICHHUSI O MAKCUMAJIbHOW OJTHOKPATHOM, CyTOYHOU
U (un) obmier (KypcoBoii) Ao3e npu HamuuK. Eciu pexxum 103upoBaHus NMPU Pa3TudHbIX
MOKA3aHUSAX WM Yy Pa3IUYHBIX MNOMYJSIUM (HampuMep, y MOXUIIBIX, MAaIMEHTOB C
HapylieHneM (QYHKIHUHU TEYEHU, MOYEK) OTIUYACTCS, MOXKHO CIeNaTh JIOMOJTHUTEIbHBIC
MO/A3aroJIOBKU. YKaKUTE€ PEKOMEHAYEMYIO 103y U MPU HEOOXOJIUMOCTU BPEMsi, B KOTOPOE
IperapaT MOXKHO U CIEAyET IPUMEHSATD.
3.2. <IIpumeHeHuUE y AeTeN <U MOAPOCTKOB>.
Ecnu npenapar rnokasaH pa3jIMyHbIM BO3PACTHBIM I'PYHIIaM C PA3JIMYAOMIUMUCS JO03aMHU,
croco0aMH €ro MPUMEHEHHMs, YaCTOTOM BBEACHUS WJIM MPOJAODKUTEIBHOCTBIO TEparu,
HEO0OXOMMO JIaTh WHCTPYKITUHU IO MPUMEHECHHIO TIperapara Jyisl KaX0i BO3PACTHON TPYIIIIBI

[Tpu Hanuuuu GoJiee MOAXOIAIEH I MPUMEHEHHS TO3UPOBKHU U (MJIH) JICKAPCTBEHHOM
(GbopMBI 711 HEKOTOPBIX WIIM BCEX MOATPYIIN AETel (HarmpuMep, pacTBOp ISl IpUeMa BHYTPh
JUTS IeTeH), Ha 3TO CIEAYyeT yKa3aTh, HAPUMED:

<Jlpyrasi(ue) ¢opma(pl) mpemapata MOXET(TYT) Jydllie MOAXOIUTH IETSIM,
MIPOKOHCYJIBTUPYUTECH C JICUAIIUM BPAuOM UM PAOOTHUKOM alTeKH>.

3.3. Ilyte u (wm) crioco® BBenenus (pazaen 4.2 OXJIII).

[Ipn HEOOXOAUMOCTH MOXHO YyKa3aTh IYTh BBEJICHUS U JaTh MOHSATHbIC MALUEHTY
O0OBSICHEHUS.

Crnioco06 BBefieHUS (PEKOMEHIAIMH 110 TPAaBUILHOMY NPUMEHEHUIO TIpenapara (Harmpumep
, "He mpornateiBats", "He xeBats", "BeTpsxuyTh nepen npumenenuem")). ILlenecooOpaszno
yKa3bIBaTh MPUUMHY TIOJI00HOM pekoMeHanuu (Hanpumep, "He paznaMbIBaTh U HE KPOIIHUTH
TabneTKy(un).

B npoTuBHOM cilyyae BO3ZHUKAET yrpo3a NepeAo3upPOBKH, MOCKOIBbKY MpenapaT NOCTYIUT B
OpraHu3M O4Y€Hb OBICTPO").

Heobxonumo mpuBecTH onucanue (BO3MOXKHO, ¢ MIUTIOCTPALMEH) crtoco0a BCKPBITHS
NEPBUYHBIX YNAKOBOK, 3AlIUIIEHHBIX OT JETeH, WM APYTUX MEePBUYHBIX YIAaKOBOK,
OTKPBIBAIOIINXCSI HEOOBIYHBIM CITOCOOOM, €CITU TPUMEHHUMO.



HeoOxonuMo npuBecTH peKOMEHJallMi OTHOCUTENIbHO MpHUeMa Ipenapara ¢ eA0u, BO
BpeMs U (WJIM) 0 MpUeMa MUY WIK YETKO yKa3aTh, YTO MHILA HE OKa3bIBACT BIMSHUE HA
mpernapar ¥ T. 1., €CIIM 3Ha4uMO.

<Pucka HaHeceHa JHIIb AJ1 O0JErYeHus pa3iaMbIBaHUsS TaOJIETKU NMPU BO3HUKHOBEHHUU
3aTPyAHEHUM IIPH €€ MPOTJIATHIBAHUY LETUKOM.>

<TabneTKy MOXKHO pa3/euTh HA PaBHBIC 103bI.>

<Pucka He npelHa3Ha4YeHa JIsl pa3iaMblBaHUsI TaOIETKU.>

3.4. ITponomxurtenbHOCTh Tepanuu (paznen 4.2 OXJIII).

Ecnu npumeHuMo, 0COOEHHO B OTHOLIEHUH MpEnapaToB, OTIYCKAaeMbIX 0€3 pelernrTa,
ClIeyeT NIPUBECTH YETKUE PEKOMEHAALUH O:

CTaHJAPTHOM JJINTEIBHOCTH IPUMEHEHNS;

MAaKCUMAJIbHOW JUTMTENBHOCTH IPUMEHEHHS;

HEO0OXOIUMBIX MHTEpPBAJIaX MEXY KypCcaMH JICUEHUS;

ClIyyasix, TpeOYIOIIHUX OrPaHUYECHUS IJTUTEIBbHOCTH IPUMEHEHUS.

JIs HEeKOTOPBIX MpenapaToB MOXKET MOTPeOOBATHCS BKIIOUEHUE B JAHHBIN pasjen
JIMCTKA-BKJIa/IbIIIa HEKOTOPBIX JIOMOJIHUTENbHBIX CBEJIEHUN, OJTHAKO 3TO HEOOXOJAUMO HE BO
BCEX Ciy4dasx. B kauecTBe peKOMEHIalUi MOKHO MCIIOIb30BaTh CIEAYIOIIUE 3arOJIOBKHU:

<Ecau BBl <npuHsUIH> <OpUMEHWIN> NpenapaTta X 00Jblle, YeM Cle10Bajo.>

Heobxonumo onucarh KIMHUYECKHE CUMITOMBI, €CJIM MPOU30IILIA Mepeo3UpOBKa, U
croco0 KynupoBaHusl nepeao3upoBKku B cootBeTcTBUU ¢ OXJIII.

<Ecnu BbI 320111 <HPUHATE> <HPUMEHUTH> X.>

Heobxoaumo naTh 4eTKue yKazaHusl MalMeHTam, 4To CIeAyeT JAeiaTh NPy HEPETYISIPHOM
IIPUMEHEHUH TIpenapara, HallpuMep, yKa3aTb MAKCUMAJIbHBIM UHTEPBAJ, B TECUEHUE KOTOPOTO
MO>KHO TIPUHSATH 3a0BITYIO 103y (B COOTBETCTBUH ¢ pazaenom 4.2 OXJIII).

<He npuHuMaiiTe IBOWHYIO 103y, YTOOBI KOMIIEHCUPOBATh MPOMYIIEHHYIO <Ta0IeTKy> <
J03y> <...>.

<Ecnu BBl IIpeKpaTuiIn <npueM> <puMEHEeHue> pernapara X>

Onuiure CUMITOMBI CUHAPOMA "OTMEHBI" ¥ cCIOCO0 UX MUHUMU3AIUU B COOTBETCTBUU C
pasnenom 4.2 u (unm) pazaenom 4.4 OXJIII.

Ecnau npumMeHnMo, CiaeayeT OnucaTb BO3MOKHBIE ITOCHEACTBUS TOCPOYHOIO MPEKPAIICHUS
Kypca JieueHUs U HEeOOXOAMMOCTh MpPEIBapUTEIIbHOW KOHCYJIbTALUU C JICUAIUM BpayoM,
pPabOTHUKOM arTeKH WK MEIUIUHCKON CECTPOH.

JlaHHBIHN pazzien ciaeayeT 3aBEepIIUTh CASAYIOIUM HHPOPMAIIMOHHBIM (PparMeHTOM:

<IIpu HanM4KMK BOMPOCOB MO MPUMEHEHHUIO MpernapaTa, oOpaTUTECh K <JleyalleMy Bpauy>
<,> <umr> <pabOTHUKY anTekn™> <,> <UJIu> <MEIUIIMHCKOUN cecTpe™.

4. BO3MOHBIE HEXKENATEIbHbBIE PEAKIINU

4.1. Onucanue HeKeIaTeIbHbIX PEaKIUM.

JlaHHBII pa3zien IMCTKa-BKIAAbIIA CIeyeT Ha4aTh CIeAYIOIIUM a03a1eM:



<Ilono6HO BceM JEKapCTBEHHBIM IIpenapaTraMm IpenapaT MOKET BBI3bIBATh
HEeXeJaTeNbHbIE PeaKIM, OJJHAKO OHU BOSHUKAIOT HE Y BCEX.>

JlaHHBIN pa3zien JINCTKa-BKIaAbIIa, KaK PABUIIO, CIEAYET Pa3JeiIUTh Ha 2 YaCTH, TaK Kak
HEO0OXO0IUMO MPEJICTABUTH JOCTATOYHO MOHITHOE MAIMEHTy OMUCAHUE SIBHBIX KIMHUYECKUX
IIPU3HAKOB U CUMIITOMOB, MTO3BOJISIIOIIEE EMY PAaclo3HaTh Bce 0003HAYEHHBIE B paszzeine 4.8
OXJIIT HexxenaTeabHbIE PEAKIIMU, KOTOPHIE MOTYT BO3HUKHYTh.

Brauane He0OX0AMMO BBIIEIUTh HAMOOJIEE CEPhE3HBIE HEXKEIATEIbHbIE PEAKIINU U JaTh
MALMEHTaM YE€TKUE UHCTPYKLUNUN OTHOCUTEIBHO IPUHUMAEMBIX MEp (HapUMep, PEKPaTUTh
MpUEM Mpenapara u (UjinM) HEMEAJIEHHO 00OpaTUThCA 32 MEIMLIUHCKON MOMOIIBIO, TIPH 3TOM
1esecoodpa3Ho MCIOJIB30BaTh CJIOBO "'cpa3y" wid "HeMeIJIeHHO").

3aTeM cieayeT NPUBECTH B JIMCTKE-BKJIAJbIIIE IMEpeYeHb BCEX OCTaJIbHBIX
HEXeJaTeNIbHbIX PEaKIMi C YKa3aHUEM YacTOThl UX BO3ZHUKHOBEHMs, HAaUMHas ¢ HauOoiee
qacThIX (0€3 MOBTOpPEeHUs HanboJee CePbEe3HBIX, YIIOMSHYTHIX BBIIIIE).

B paMkax ka)a0oro u3 3TUX pa3/esioB HEXeNaTelIbHbIE PEAKLIUU CIEAYET CrPYNIHPOBATh
10 UX YacToTe. PekoMeHyeTcs cieayronias rpagaus 4acTOThI:

OUYEHb YaCTO — MOTYT BO3HUKATH y OoJjiee ueM 1 uenoseka u3 10;

4acTO — MOTYT BO3HUKATh He OoJiee ueMm y 1 uenoseka u3 10;

HEYacTO — MOT'YT BO3HUKATh He OoJiee ueM y 1 uenoseka u3 100;

peaKo — MOTYT BO3HHUKATh He Oosee ueM y 1 yenoseka u3 1 000;

OYEHB PEJIKO — MOTYT BO3HUKATh He Oosiee ueM y 1 denoBeka uz 10 000;

HEU3BECTHO — UCXOJs M3 MMEIOIIUXCS JaHHBIX YaCTOTY BO3HUKHOBEHUS OINpPEIECIUTh
HEBO3MOXHO.

JlaHHYI0 Tpajaliio YacTOThl HEXKENIATEIbHbIX PEaKLUUd HE CIIeyeT yKa3blBaTh Mepe]
IIEPEYHEM HEXKEJIATEIbHbIX PEAKLIHM, IOCKOJBKY OHA, KAaK II0KAa3aJl0 TECTUPOBAHUE
noTpeOuTeNei, MOXKET BBOAUTH MAILIUEHTOB B 301y XKACHHE.

B 51r0060M cirydae npu yka3aHUU BEPOSITHOCTH BO3HUKHOBEHUS HEXENATENbHBIX PEaKIUN
Ba)KHO 10 BO3MOKHOCTH JIaTh OMKUCAaHHUE U MIPUBECTU YUCIOBBIE AaHHbIEe. CleayeT MOMHUTb,
YTO TECTUPOBAHHE NALMEHTOB I10KA3aJl0, YTO TAKUE MPEIOKEHUS, KaK "BO3HUKAET y Oojee
yem 1 u3 100, Ho menee uem y 1 u3 10" He coBceM NOHATHBI MAllMEHTaM, MO3TOMY
HCIIOJIb30BaTh UX He cienyeT. He ciienyeT Takke yKa3blBaTh HA3BAHMS CUCTEMHO-OpPraHHBIX
kjaccoB. OHAKO €CIM 4YacToTa HeXenaTelIbHBIX peaklMii Heu3BecTHa (Hampumep, s
JIEKapCTBEHHBIX IpenapaToB, JaBHO OOpallalOlMXCs Ha PhIHKE U MO3TOMY HE MMEIOIINX
pe3yJIbTaTOB y4eTa HEXEJIATEIbHbIX pPEaKkuid B paMKaxX COBPEMEHHOW CHUCTEMBI
(dapmakoHa30pa) B KAYECTBE 3ar0JIOBKOB MOKHO MCIOJIb30BaTh MOHSTHBIE MALIUEHTY CJIOBA,
0003HaYaOIMEe OPTaHbl YeI0BeKa, HapUMep, KOXkKa, JKeITyJOK U KMIIEYHUK U T. JI.

</lonomHuUTENbHBIE HEXENATENbHbBIE PEAKIUU Y JeTel <U MOJIPOCTKOB>

Ecnu npuMeHnmo (B COOTBETCTBHH CO CBEICHUSMM, coAepkauMu B pazzaeie 4.8 OXJIII
), B JaHHOM TOj/pa3jiesie JUCTKa-BKIIAJbIa HEO0X0AUMO 0003HAYUTh BCE KIMHUYECKHU



3HAUYMMbI€ pa3IMyusg B HEKENATEJIbHBIX pEaKUusAX B JIOOBIX NOATpyHHax JeTed Mo
CPaBHEHMIO C APYTUMH MMOATPYIIIIAMHI WU B3POCIBIMHU.

JIns Bcex JIEKapCTBEHHBIX IpEenapaToB B KOHIE pasjena 4 JHCTKa-BKIIAJbINIA

HEO0OXO0IMMO yKa3aTh CIAEAYIOIIMM MO3arojIOBOK U TEKCTOBBIN (hparMeHrT.

4.2. CooO1eHne 0 HeKEIaTENbHBIX PEAKIUAX.

<Ecnu y Bac BO3HUKAIOT KaKue-IMO0 HEXKeNaTEeNIbHbIE PEAKIIUU, TPOKOHCYJIbTUPYHTECH C
<BpauoM> <,> <uiu> <paOOTHUKOM anTeKkn> <,> <WUJM MEIULHMHCKON cecTpoir>. JlaHHas
PEKOMEH/IallMs PacpOCTPAHAETCS Ha JII0ObIe BOZMOXKHbBIE HEXKEIATENIbHbIE PEaKllii, B TOM
YyCcj€ Ha HE NEepeYUCICHHbIE B JIMCTKE-BKJAAbIIE. BBl Takke MOXeTe COOOIIUTH O
HEXKeJIaTEeJIbHBIX PEAKIUAX HAMPSMYIO Yepe3 CHCTEMY COOOIIEHHMH rocyJapcTB — YJICHOB
EBpasniickoro 3KOHOMHUYECKOT0 cOr03a {yKa3zaTh NOpsI0K AocTyna kK cucteme}. CooOmas o
HEXKeJIaTeJIbHBIX PEaKIUAX, Bbl TIOMOTaeTe MOJY4YUTh OOJNblle CBEAECHUN O 0e30mMacHOCTU
npenapara.>

Bxiroyats B Ie4aTHbIE MaTEPHAIIBI CCHUIKY HA CUCTEMY COOOIIEHUI TOCYAApCTB — YWIEHOB
Coro3a He TpeOyercs. [IpuBeneHHBbIN BbIlIe (parMEeHT CCHUIKH, 3aKIIOYCHHBIN B (UTYypHbIE
CKOOKH {}, UCIIONB3YyETCA JIMIIb B OMYOJIMKOBAHHOW OJIOOPEHHOW Bepcuu HHGPOpMAIUU O
rpernapare.

[IpencraBieHHbIE HUXKE MPUMEPHl pEalu3aluyd TAKOW CCBUIKM HE SBIISIFOTCS
VCUEPIIBIBAIOIIMMHI, AU3AMH U PACIIOJOKEHUE CBENECHUU B JINCTKE-BKJIAJABILIE JIOJIKHBI
OTpaXkaTb MOJAPOOHBIE CBENECHUA. B 3aBUCMMOCTH OT IpaBWJl rpaMMaTHKU HCIIOJIb3YyEMOIO
A3bIKA MOKET MOTPEOOBATHCS IMHIBUCTHYECKAs IIPABKA.

Ecnu nanHble O cucteMe cOOOIIEHUN KpaTKWe, HampuMep, TOJbKO CaWT B
MH(})OPMAIMOHHO-TEIEKOMMYHUKAIMOHHOM ceTu "MHTepHeT", MOXKHO BKIIIOUUTh 3TU JaHHBIE
B TEKCT, HaIlpUMep:

<Ecnu y Bac BO3HUKAIOT KaKue-I1M00 HeXKeNaTebHbIE PeaKuU, TIPOKOHCYIbTUPYHUTECH C
<Bpauom> <,> <ujn> <paOOTHHKOM aNTeKn> <,> <WIn> <MEIUIMHCKOHN cecTpoir>. K HuM
TaK)Xe OTHOCATCS JIIOObIE HEXenaTellbHbIEe PEakliM, He YKa3aHHbIE B JIMCTKE-BKJIAbIIe. Bol
TaK)K€ MOKETE€ COOOLIUTh O HEXENATEIbHBIX PEAKIMAX HANPIMYIO 4EepPe3 WWW.XXX.XX.XX.
CooOmasi 0 HeXeNaTedbHbIX PEeaklUUsX, Bbl IIOMOraeTe IOJy4YHUTh OOJIbLIE CBEACHUH O
0e30macHOCTH mpenapara>.

Ecnu naHHble 0 cucteMe cOOOIIEHUH 00BEMHbIE, HampuMep, ajapec, CalT B
MH(})OPMaALIMOHHO-TEIEKOMMYHHUKAIMOHHON ceTn "WHTepHeT" M anbTepHAaTUBHBIE CIOCOOBI
JUIsL TOCTaBKM MHGpOpMaIu, U (WJIK) JUCTKA-BKJIAJbIINIA aJpecoBaH Oojiee 4eM OJHOMY
rocyapctBy — wieHy Cor3a, MOXKHO BOCITOJIB30BATHCS CIAEAYIOLIUM ITPUMEPOM:

<Ecnu y Bac BO3HHUKAIOT KaKue-I1M00 HEXKENATeNbHbIE PEaKIUH, IPOKOHCYIbTUPYHUTECH C
<Bpayom> <,> <win> <paOOTHUKOM anTeKkn> <,> <WIn> <MeJIUIMHCKOU cecTpoi>. K Hum
TaK)Ke OTHOCSTCS JIIOOBIE HeXelaTelbHbIe PEaKIui, He YKa3aHHBIC B JIMCTKE-BKIA IbIIe. Bl



TaKXe MOKETe COOOIINUTh O HEXKEeJaTeIbHBIX peakluax HanpsaMyro (cMm. Hrke). CooOmias o
HEXeJaTeNbHBIX PEaKlMsIX, Bbl TOMOTAETE MOJYyYUTh OOJbIIE CBEACHUN O 0€30MacHOCTH
npenapara.
{Ctpana}
{HanMeHOBaHHE OpraHu3aliy
{Anpec: {HaceneHHbI! MyHKT} {MOYTOBBINA WHJEKC} CTpaHa}
Ten: + {Homep Tenedona}
WIH
<caur>
{HanMeHoBaHue opranuzariu }>
5. XpaneHue npemnapara X
<XpaHute npenapar B HEJOCTYIHOM JjIsl peOeHKa MECTe Tak, YTOObl peOEHOK HE MOT
YBUJETh €Tr0.>
5.1. Jlata ucteyeHus cpoka roAHOCTH (CpOKa XpaHEHUS])
Ecnu B MapkupoBKe HCTONB3YETCs CIEHMAIbHOE COKpAIllEHUE JaThl UCTEUEHUS CPOKa
TOJTHOCTH, €T0 CIeAYyEeT MPOo1yOInpoBaTh JAHHOM pa3/iesie JUCTKA-BKIaIbIa.
<He npumeHsiTE Npenapar Mocjae UCTEYEHUs CPOKa FOJAHOCTH (CpoKa XpaHEHHs),
YKa3aHHOro <B> <Ha> <MapKHpPOBKE> <KapTOHHOHN mauke> <puakoHe> <...> <mociue {
COKpAILIEHHE, UCITOJIB3yEMOE JUIsl 1aThl HICTEUYEHHS CPOKA TOJHOCTH | .>
<[laToii ucTeueHus: cpoka roAHOCTH SIBJIAETCA MMOCIEIHUN eHb JaHHOTO MecsIa.>
5.2. YcnoBus xpaHeHus
CaeneHus JOJKHBI COOTBETCTBOBATH pazzeny 6.4 OXIJIII, cranaapTHbie GOpMYITUPOBKU
U1 YKa3aHus YCJIOBMM XpaHEHHsS IPENaparoB NPUBEACHBI B NpuiokeHMH Ne 8 K
TpeboBanusM K MHCTPYKIMH 110 MEIULIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO Mpenapara 1
oO1Iel XapaKTepUCTUKE JIEKAPCTBEHHOIO Mpenapara Jjisi MEAULIMHCKOTO IPUMEHEHUS.
Cpok rogHOCTH IMOCJI€ BOCCTAHOBJIEHUS, PAa3BEICHMS WIIU MOCIE MEPBOTO BCKPBITHUS
MEPBUYHON YIIAKOBKH (€CII IPUMEHHUMO).
CBeneHus JOJKHBI COOTBETCTBOBATh pasneny 6.3 OXJIIL, takxe ciemnyer oOpaTuThCs K
npuioxxeHuto Ne 7 k TpeOoBaHUSIM K HHCTPYKIIUU
0 MEIULIHMHCKOMY NMPUMEHEHMIO JIEKAPCTBEHHOI'O Mpernapara U oOlIed XapaKTepHCTHKE
JIEKapCTBEHHOTO TIpenapara Jyisi MEIUIIMHCKOTO TPUMEHEHHUSI.
5.3. IlpenynpexaeHus o MpU3HAKaX HEMPUTOAHOCTH Ipenapara K NPUMEHEHUIo (B
COOTBETCTBYIOIIMNX CITy4asix).
<He mpumeHsiiTe mpenapar, €ciyd Bbl 3aMETUJIM {OMUCAHUE BUIUMBIX MPU3HAKOB
HEIIPUTOJHOCTH Ipenapara K NpUMEHEHHIO | .>
<He BwiOpacbiBaiiTe (HE BBUIMBAWTE) Mpenapar B KaHAIM3AIHUIO <BOJOMPOBOI>.
YTounute y paOOTHUKa alnTeKW, KaK CIEAyeT YTUIM3HPOBATH (YHUUYTOXKATh) Ipemnapar,
KOTOpBIi O0JIbIlIe HE TOTPeOyeTCs. DTU MEPHI TTO3BOJIAT 3AIIUTUTH OKPYKAIOUTYIO CPELy.>
6. ConepKUMO€ YIIaKOBKH U IIPOYHE CBEICHUSA



6.1. ITonHOE nepeuncieHne NeUCTBYIOIIMX BEIIECTB U BCIIOMOTaTEIbHBIX BEILIECTB
<IIpemnapar X coaepxur>

HeoOxoamMo yka3aTh JAEHCTBYIONIME BEIIeCcTBa (C yKa3aHHEM WX COACPKaHUS
Ka4eCTBEHHO U KOJHWYECTBEHHO) W IMPOYHME KOMIOHEHTHI (C yKa3aHHUEM HMX COJEpKaHUS
Ka4eCTBEHHO), C HUCMOJIb30BaHUEM MX HAaWMMEHOBAHUM, MPUBEACHHBIX B paznenax 2 u 6.1
OXJIII, a Takxe Ha TOM SI3bIKE, HA KOTOPOM COCTABJICH JIMCTKOK-BKJIQIbIII.

<JIeNCTBYIOIMMU BEMIECTBAMU SIBJISFOTCS . ..>
<Kaxnmas <rabneTka> <Karcyjia> COAEPKUT X <rpamMM> <MUUIUTpaMm>...{
JIEUCTBYIOIIETO BEIIECTBA | >,
<IIpounmu <uHrpeareHTaMKu> <(BCIIOMOTraTEIbHBIMHU) BEIIECTBAMU )> SIBISIOTCS. . .>
Ecnu npumenumo, clieqyeT NPUBECTH NMEPEKPECTHYIO CCBUIKY Ha pasuen 2
JUCTKa-BKJIA b
<npenapaT X COAEPKUT {HAMMEHOBaHNE BCIIOMOTaTEIHLHOT'O BEIIECTBA }>.
6.2. JlekapcTBeHHast popMa, XapaKTEP U COJEPKUMOE NMEPBUYHOM YIIaKOBKH IO Macce,
00beMy WIIA €IUHUIIAM JO3UPOBAHMUS.
Bremnuii Bua npenapara X v COAEPKUMOE €TI0 YIIAKOBKH.

JlekapcTBeHHy0 (OpMy clielyeT yKa3aThb B COOTBETCTBMHM ¢ HomeHkmarypoi
nekapcTtBeHHBIX ¢opMm Coroza, yrBepkaaeMoit Komuccuen, U JOMOJHUTEILHO MPUBECTH
MOHSATHOE TMAIUCHTY OO0BsicHEeHUe (Mpu HeoOXoauMocTh). Eciu Ha MEpBUYHON YIMaKOBKE
UCIIOJIb3YETCS MOHATHBIN NallUeHTy TEPMUH, €r0 HE0OXO0IMMO IPUBECTH B CKOOKAX.

Pexomenayercst onucath (pU3MUYECKUE XapaKTEPUCTUKU, HATTpUMep, (Gopmy, IIBET, BHI,
IPaBUPOBKY U T. J. B COOTBETCTBUH ¢ pazzaesioM 3 OXJIIIL.

HeoOxonumo omucath Bce pa3Mepbl YIAKOBOK JIAaHHOW JIEKapCTBEHHOU (DOpMBI U
JIO3UPOBKH B COOTBETCTBUU C paznesioM 6.5 OXJIII, ¢ ykazaHuem BceX JOMOIHUTEIBHBIX
AJIEMEHTOB, BJIOKEHHBIX B YMAKOBKY, TAKMX KAaK WIJIbl, TAMIOHBI U T. A. B oTHOLIeHUH
TPYIIOBOM YMAaKOBKH HEOOXOJMMO YETKO YKa3aTh COJIEPKUMOE YMaKOBKH, Hampumep
npernapatr X JOCTYNEH B YIaKOBKax, cojepxkamux Y, Z unu W TableTok, U B IpynIoBon
YIaKOBKe, cocTosiel n3 N KapTOHHBIX MMAueK, KaxK1as U3 KOTOPbIX coaepkuT M tadneTok".

Ecnu npuMeHnMo, yKakuTte, 4TO He BCE pa3Mephl YIIaKOBOK MOTYT HaXOAUThCS B 000pOTe
. JlomyckaeTcsi yka3plBaTh MEPEKPECTHBIC CCHUIKM HA JPYrUe JIEKapCTBEHHbIE (OPMBI U
TO3UPOBKH.

6.3. HauMmeHOBaHuE W aapec epxkKaTeias PErucTPaAllMOHHOTO YIAOCTOBEPEHUS H
MPOU3BOJUTENSA, OTBETCTBEHHOIO 3a BBIIYCKAIOIIUMKA KOHTPOJIb KaudecTBa, €CJIU OHHU
Pa3IMYarOTCA.

Jlepxarenb perucTpaiOHHOrO yAOCTOBEPEHUS U MPOU3BOIUTEIb:
{HaumenoBanue u aapec}

<{rTemn.}>

<{Paxc}>

<{3JIeKTpOHHAas [oYTa }>



HeoOxoauMo yka3aTh HaMMEHOBAHHE U aApeC JEpiKaTelsl PErucTPallHOHHOTO
yJ0CTOBEpEHUS B COOTBETCTBUU ¢ paznenom 7 OXJIII u 0603Ha4uTh €ro B KaueCTBE TAKOBOTO
, HaIIpuMep,

<[epxarens peructpaimoHtoro yaocrosepenuss — ABC dapm u T. 1. (MOaHBIHM agpec)™>

HaumMenoBanue cTpaHbl U aipec IPEANOYTUTEIBHO YKa3bIBATh HA SI3bIKE, HA KOTOPOM
COCTaBJICH JINCTOK-BKJIQ/IBIII, OAHAKO JJIsl JIEpXKATEJel pErMCTPAlMOHHBIX YIOCTOBEPEHUN,
pacnoioKeHHbIX 3a npenenamu Coro3a ciefyeT UCIOoIb30BaTh JIATUHCKUH andaBuT. MOXHO
yKa3aTb HoMepa TeiaedoHOB, (aKCOB W ajpeca JJIEKTPOHHOW MOUYTHl (BEO-CalThl H
AJIIEKTPOHHYIO MOYTY, CBA3BIBAIOIIYIOCS C BEO-caliTaMU, yKa3bIBATh HE JIOMMYCKAETCs).

Heo0xonuMo yka3aTh HaMMEHOBAHWE W aJpeC MPOU3BOAMTEINS, OTBETCTBEHHOTO 3a
BBIITYCKAIOIIMH KOHTPOJIb KauecTBa M 0003HAYUTh €r0 B KaUueCTBE TaKOBOT'O Ha SI3bIKE, Ha
KOTOPOM COCTaBJICH JINCTOK-BKJIA IBIII, HAIIPUMED:

<IIpouszBoautens — JIED® Men u T. 1. (MOIHBIN aapec)™>

Ha3Banue ctpaHbl M aapec MpeArouTUTENILHO YKAa3bIBaTh HA SI3bIKE, HA KOTOPOM
COCTaBJICH JINCTOK-BKJIQJIBIII, OAHAKO JIJIsl JIEpXKATeNeld peruCTPAlMOHHBIX YIOCTOBEPEHUN,
pacrnosioxeHHbIX 3a mnpenenamu Coro3a, CleAyeT HCNOJb30BaTh JATUHCKUNM andaBuT.
VYka3piBaTh HOMEpa TeNePOHOB, (DAKCOB U ajipeca IEKTPOHHOM MOYTHI HE JOITYCKAETCs.

Ecnu nepkatenb perucTpalioOHHOTO YAOCTOBEPEHUS U TPOU3BOIUTEID SIBJIETCS OJHUM
U TEeM K€ JHUIo, JOMyCKaeTcs WCIOJb30BaTh oOmwuil 3arosoBok "Jlepkarenb
PETUCTPALMOHHOTO YAOCTOBEPEHUS U TPOU3BOIUTEND' .

Ecnu npousBoauTenen, OCyIECTBISIIONIMX BBITYCKAIOIUNA KOHTPOJIb KauecTBa, 0Oojee
OJIHOT0, UX HEOOXOJIMMO yKa3aTh 37eCh (C cepoil 3amuBKON WM 0e3 B 3aBUCUMOCTH OT
BapuaHTa TEYaTH JUCTKa-BKIajbima). OQHAKO B MEYaTHOW BEPCHM JIMCTKA-BKJIAJbIIIA
JIEKapCTBEHHOTO MpernapaTa HeOOX0AUMO YETKO BBIICIUTH MPOU3BOIUTENS, OTBETCTBEHHOTO
3a BBIITYCKAIOIINI KOHTPOJIb KAYECTBA NMPOAYKIIUH, ITIOCTABIIIEMOMN Ha pbIHOK Cor03a.

Ecnn nmexkapCTBEHHBIN mpenapar 3aperucTpUpPOBAH I10JI PA3JIUYHBIMUA TOPrOBBIMU
HAMMEHOBAHUSMHU B TOCYJIapCTBAX-UJICHAX, B JIAHHOM pa3/iesie TAK)KE MPUBOJAT MEPEUCHb
HAaNMEHOBAHUSI, 3apPETUCTPUPOBAHHBIX B KAXKJIOM U3 HHX.

6.4. IlepedeHp npencraBUTENEN AepkKaTelsd PETHCTPAMOHHOTO yJAOCTOBEPEHUS Ha
teppuTopun Cor03a, €CIIM NPUMEHNUMO:

nepedyeHb MpeacTaBUTENeH(-g) AepKaTeliss PerucTPallMOHHOTO YJIOCTOBEPEHHS Ha
tepputopun Coro3a sBIseTCs 00s3aTeNbHBIM TPeOOBAHHEM, B CIIy4yae €CJIHM JIepXKaTelb
PETUCTPAIMOHHOTO YIOCTOBEpEHUs HE mpenactaBiieH Ha Tepputopuu Corosza. Ilpu ero
YKa3aHUM CJIEAYET MPUBOAUTH CBEACHUS O MPEINCTABUTENAX JEPKATENSI PETUCTPALIMOHHOTO
YIOCTOBEPEHUS I BCEX TOCYAapCTB-WICHOB. BMmecTe ¢ TeM NpencTaBUTENb AEPHKATEIs
PETUCTPALIMOHHOTO yAOCTOBEPEHUS MOKET ObITh OJMH JJIsI HECKOJIBKUX TOCYAapCTB-YJIEHOB,
VM TaK>XE€ MOYKET SIBJISITHCS JEPHKATEIb PETUCTPALMOHHOTO YIOCTOBEPEHHUS HETIOCPEICTBEHHO



, €CIIM pyTrHe NpeJCTaBUTENN He yKa3aHbl. ECi OMH U TOT K€ MpeAcTaBUTeIb paboTaeT B
HECKOJIbKUX TOCYyJapCTBaxX-ujieHaX, JaHHbIE O HEM YKa3bIBalOTCS OJMH pa3 TMoJ
HAaMMEHOBAaHHEM COOTBETCTBYIOLIUX FOCYJapCTB-UJICHOB;

€CJIM MPEACTaBUTENb JIEPHKATENsl PErUCTPAMOHHOTO YJIOCTOBEPEHHUSI HAXOIUTCS BHE
MIPEAEIIOB pacCMaTPUBAEMOr0 TOCYAapCTBA-YIeHA U €CIIM YKa3aH aJipec, TO B JAHHBINA apec
clelyeT BKJIIOYMTh HAaUMEHOBAHWE TOCYJapCTBa-ujeHa Ha TOCYJapCTBEHHOM s3bIKe(ax)
rocyAapcTBa-uieHa, Jjisi KOTOPOro MpeHa3Hau€eH JOKaIbHbINA MTPEACTABUTED;

B LIEJSIX 3aMEHBI MTOJHOTO HAaNMEHOBAHHUS NOCYAAapCTBA-wICHa B 3ar0JIOBKE MOXHO
BOCIIOJIb30BAaThCA KOJAMH CTPAaH B COOTBETCTBHM C MEXAYHAPOAHBIM cTaHaapTom ISO 3166-1
-2013 "Konbl nig mpeacTaBieHus Ha3BaHUM cTpaH W ux noapasnesenuil. Yacte 1. Koubl
cTpaH";

B LEIAX 3KOHOMHM MECTa B HANE€YaTaHHOM JINCTKE-BKJIAJbIIIE MPEJACTABUTENEH
JepKaTesnss PerucTpallioOHHOTO YJIOCTOBEPEHUSI MOKHO YKa3aTh IOCJIEJI0BATENIbHO, a HE B
TabauyHoM (opmare. Eciy JTUCTKHU-BKIAIBIIIMN SBISIIOTCS. MHOTOSI3BIYHBIMH, IE€PEUYEHb
JIOKAJIBHBIX TIPEJICTABUTENIEH MOKHO HameyaTaTh OJJHOKPATHO B KOHIIE JIMCTKA-BKIIA IBIINIA;

JIOIyCKaeTCsl yKa3blBaTh TOJbKO HAMMEHOBaHUE, HOMEP TenedoHa U apec IEKTPOHHON
nouThl (110 BBIOOPY) MPEACTaBUTENS JAepKaTelsl perucTpallMoOHHOro ynoctoBepenus. llpu
HaJUYUM MECTa MOXHO YKa3aThb MOYTOBBIA ajpec. BeO-callThl M 3JEKTPOHHYIO MOUTY,
CBS3BIBAIOLIYIOCS C B€O-CaliTaMM, yKa3bIBaTh HE IOy CKaeTC;

YCJIHM TPEJICTAaBUTEND JepKaTelil PErucTPalMOHHOTO yJAOCTOBEPEHHS HaXOJUTCS 3a
npeenamMyu COOTBETCTBYIOIIETO TOCyAapCTBa-4ie€Ha, CleIyeT YKa3aTb HauMEHOBaHUE
JAHHOTO TOCYIapCTBa-YJICHA.

<3a n060i1 nHpopMaIMen o mpenapare, a TakKe B ClIydasix BO3HUKHOBEHUS MPETEH3UM
clielyeT o0palaThCs K MPeICTaBUTENIO JepKaTellsl peruCTPallMOHHOTIO YOCTOBEPEHUS WIIH
JepKaTeI0 PErUCTPAIMOHHOTO YAOCTOBEPEHUS:

{Crtpana}

{HanmeHnoBaHue opranuszanuu }

{Anpec: {HaceneHHbIil yHKT} {[IOYTOBBII UHAEKC} — CTpaHa}

Ten: + {Homep Tenedona}

<BeO-calT>>

WIH

<Bce npereH3un notpeOUTENCH CleAyeT HampaBisATh MPEACTABUTEINIO AEp KaTens
PETHCTPALlMOHHOIO YOCTOBEPEHUS NI JIEPHKATEIIO PETUCTPALMOHHOTO yIOCTOBEPEHMSL:

{Ctpana}.

{HanmeHoBaHMe OpraHu3aiuu }.

{Anpec: {HaceneHHbI! TyHKT} {MOYTOBBINA UHJEKC} — CTpaHa}.

Ten: + {Homep Tenedona}.

<aJipec IEKTPOHHOU MOYTHI>>,

6.5. JlaHHBIN JINCTOK-BKJIAJIBIII IEPECMOTPEH



<{MM/TTTT}> <{mecan I'TTT }>.

VYka3bIBalOT JaTy peructpanuu (0700peHust) MocaeIHero U3MEHEHUS U JTOTIOJIHEHUS (B
cooTBeTcTBUU ¢ pazaenoM 9 wunu 10 OXJII), manpumep, mocieaHee MOATBEPKIACHUE
perucTpanuu (mepeperucrTpanuu) no o0CTOATENbCTBAM, JaTa CPOYHOTO OIPAHHYEHHS IO
Bonpocam Oe3zomacHocTH. Ilose, 3amosHseTcs Jep)KaTeaeM PEerucTparuoHHOrO
yAOCTOBEPEHUS NIEPE] NIEYATHIO.

B oTHOImIEHNN npenapaToB, 3apEruCTPUPOBAHHBIX MO NMPOLEAYPE "yCIOBHAS PETUCTPALIUS
", cleayeT BKIIOUUTH CICAYIONYIO ¢dpa3y:

<JlaHHbIi npenapart "3aperucTpupoOBaH HA YCIOBUAX'. DTO 3HAYUT, YTO MOSABSATCS HOBBIC
CBEJICHMs O JaHHOM IIperapare.

[IpencraBieHHble NaHHBIE O JIGKAPCTBEHHBIX MpenapaTax OyIayT MPOBEPSThCS U
JIOTIONTHSATHCS HOBBIMH CBEJICHHSIMH, U TI0 MEPE HEOOXOIUMOCTH JAHHBIA JTUCTOK-BKIIAIBITI
OyJieT OOHOBIATHCA.>

B oTHOmeHMM mnpenaparoB, 3apETHCTPUPOBAHHBIX MO "HUCKIIOYHUTEIbHBIM
oOcTosiTeNnbcTBaM", HAJIJICKUT BKIIOYUTH CIIEIYIONIEE YTBEPKICHUE:

<JlaHHBIN mpenapaT 3aperucCTpUPOBaAH MO "UCKIIOUUTEIBHBIM 00CTOATENLCTBAM". DTO
3HAUYUT, YTO <BCJICJICTBHE PEKON BCTPEUAEMOCTH 3a00JI€BaHUA> <U3 HAYYHBIX COOOpaKCHHI
> <HCXOJd M3 ATUYECKUX COOOpaX]KEHUI™> HEBO3MOXXHO IMOJYyYHUTh BCE HEOOXOIUMBbIE
CBEJICHMs O JaHHOM IIperapare.

[To »TUM NekapCcTBEHHBIM MpenaparaM OyJEeT MPOBOAUTHCS HKCIEPTU3a HOBBIX JIaHHBIX,
KOTOpbIE MOTYT TMOSIBIATHCS €XETroJHO, U IO Mepe HEOOXOIUMOCTH JaHHBIN
JUCTOK-BKJIAJIBIII Oy/1eT OOHOBISATHCA.>

6.6. <IIpouue uCTOYHUKH HHPOpPMaALUN>

B manubIil pasnen cieayeT BKIIOYUTH CCHUIKM Ha JPYTHe MCTOYHUKH WH(OpMaImw,
KOTOpbIE MOTYT OBITh MOJIE3HBI MAIUEHTY. OTH HCTOYHUKU HHPOpMAIUMU JOJHKHBI
cootBeTcTBOBaTH OXJIII M HE TOMKHBI HOCUTH PEKJIIAMHOTO XapaKTepa:

JaHHBIE O TOM, KaK MAaIUeHThl MOTYT MOJYYUTh JOCTYN K uUHoOpManuu B
aMbTEPHATUBHBIX (popMaTax, TakuxX Kak mpudt bpaitis, ayauo, mudpoBoit TUCK WA KpyITHAs
neyaTh JIMCTKA-BKJIAbIIA. DTH JaHHBIE CIEAYET yKa3blBaTh KPYMHBIM HIPU(TOM, YTOOBI
MALMEHThI C HAPYIIEHUEM 3PEHHUSI 3HAIH 00 3TUX BO3MOXKHOCTSIX;

cchlika Ha BeO-caiT Coro3a:

<IloapoOHble CBEJEHHS O TAaHHOM TIpernapare cojaep:karca Ha BeO-caiite Coro3a> <
NMeroTcst Takke CChUTKHM Ha JpYyrue BeO-CalThl 1O PeAKUM 3a00J€BaHUSM U BUIAM JICUCHHUS.
> BTOpas 4acTh JAHHOTO OJIOKAa MPUMEHUMA UCKITIOUUTEIBHO K Op(haHHBIM IpernapaTaMm.

Bce »Tu cBeneHus B Harie4aTaHHOM MaTepualie JIOJDKHBI ObITh OTUETIUBO PA3IUYUMBI U
JIETKO YUTAEMBI.

(JIUHUS OTPBIBA UJIK OTPE3a)



Jlisi mapeHTepaJbHBIX MOpenapaTroB M MOPOYMX IPENaparoB, HCHOJIb3YEMBIX
MPEUMYIIECTBEHHO B CTAllMOHAPAX, B UCKIIOYUTENBHBIX CIy4yasX JJisi SKCTEMIIOPaJbHBIX
npenapaToB (MpU YCJIOBUU YTO OHM IOKa3aHbl JAETAM U MPU OTCYTCTBUU BO3MOKHOCTH
pa3paboOTKH JIEKapCTBEHHOW (POpMBI, moAXOAAIIEH ASTAM (Ha OCHOBAaHUU CTPOTUX HAYYHBIX
000CHOBaHUI1)), B TaHHBIN pa3iesn MOXHO BKJIIOYUTH TaKHE 3HAYUMBIC JJISI MEIUIIUHCKUX
pabOTHUKOB MPAKTHUYECKUE CBEJICHMS, KaK MPUTOTOBJIEHUE U (Miu) paboTa ¢ mpenapaTom,
HECOBMECTHUMOCTb, PEXKUM JI03UPOBAHUS, MEPEIO3UPOBKA, MEPBI KOHTPOJIS, J1aA0OpATOPHBIE
aHaJu3bl, IPU HEOOXOJUMOCTH, C TEPEKPECTHOM CCHIIKOW Ha paszaen 3. B aTtom ciyuae
paszzen cieayet HayaTh (pazoi:

<Crnenyroiye cBeIeHUs MPeAHa3HAYEHBI UCKITIOYUTENBHO I METUIIMHCKIX PAOOTHUKOB
>
6.7. Ecnu B ynmakoBKy MpeANnoJiaraeTcsi BI0XKUTh MPOUYIO JAOMOJHUTENbHYIO HAYUYHYIO
UHGOPMAIIHIIO JJI METUIIMHCKUX PAOOTHUKOB, 3TO MOXKHO ClI€TIaTh CJIEIYIOUUM 00pa3oM:
BKJIIOYMB B YIIAKOBKY npenapara nojanyo OXJIII B kauecTBe OTAEIBHOTO JOKYMEHTA WUIH
no6asuB noianyto OXJIII B xauecTBe OTPHIBHOIO pasjiefia B KOHIIE Hale4yaTaHHOTO
JIMCTKA-BKJIAbINIA, YTOOBI MOXHO OBUIO YETKO pa3/iefuTh MH(OpMAIUIO IS MallUeHTa OT
uHdopmaImu s MeauimHekoro paboruuka (OXJIIT).
3asBUTENb JOJDKEH 000CcHOBaTh BKItoueHue oo OXJIIT u kak 3To OyaeT caenaHo, a
TaK)Xe yKa3aTh B KOHIIE JIOMOJIHEHHE 0e3 paKTHuecKoro moBTopeHus moHoro tekcra OXJIIT
B [IOCJIEAHEN PENAKLINH.
3asiBUTENN JOJKHBI BHHUMATEJIbHO MPOAHATU3UPOBATH HEOOXOJIUMOCTH BKIIOUEHUS
10100HOM Hay4YHOU MH(OpPMAIMU B yIAKOBKY, TPUHUMAs
BO BHHMMAaHUE€ CBOiicTBa mpemnapara. MHpopmanuio o mpemnapare cileayeT NpeACTaBUTH

NACHTUYHBIM O6p&30M Ha BCCX A3BIKAX I'OCYAApCTB-YJICHOB.
MMPUJIOKEHUE Ne 17

K TpebGoBaHUAM K HHCTPYKIIMH IO

MEIUIIMHCKOMY TIPUMEHEHUIO

JIEKapCTBEHHOTO Npemnapara 1 oomien

XapaKTEPUCTHUKE JIEKAPCTBEHHOTO

mpernapara Juist MeIUIIUHCKOTO

TIPAMEHEHHS

Cuocka. ITpunoxenue 17 ¢ nusmeHenueM, BHeCeHHBIM petieHrneM CoBera EBpaszuiickoi
skoHOMHYecKkoi komuccuu oT 19.05.2022 Ne 80 (BcTymaeT B CHIIy 11O UCTEUEHUU O MECSIIIEB C
JaThl €ro 0(UIUATBLHOTO OIYOJIMKOBAHUS).

ITPABHUJIA
obecmedenns y10009MTaEMOCTH JTHCTKA-BKJIA (BN H MApKAPOBKH

1. O6mue nomoxeHus

JIucrok-Bkianpim (naiee — JIB) nmpenHa3zHadeH i maruenTa (moTpeduTens). XopoIro
COCTAaBJICHHBIM W YETKO H3JI0KeHHBIN JIB mo3BossieT MakcMMaaIbHOMY KOJMYECTBY JIIOACH



BOCITOJIb30BaThCS TOW MHGOpPMaIKEH, BKIIFOYas JeTeH CTapIiero BO3pacta, M MOJIPOCTKOB,
MaJIOTPAMOTHBIX JIMI[ U JIUI] C HapylleHueMm 3peHus. YToObl au3aliH MO3BOJSI JIETKO
opueHTupoBaThcsi B JIB u obecmeumBan OOCTYMHOCTh WH(OpMaiuu, mpu BBIOOpE
dbupmennoro ctuis JIB pomyckaercs oOpaimieHue KOMIAHUW K CIEIHUATUCTaM 10
UH(POPMALIMOHHOMY TU3alHY.

Hacrosiiiee npuioskeHue coaepKUT peKOMEH AN, Kacaroluecsl pa3InuHbIX aclIeKTOB
cocraBieHusi JIB. Onu HampaBieHbl Ha COJACHCTBUE 3asBUTEISIM (JIepKaTessiM
PEeTUCTPAIIMOHHBIX yaocToBepeHui (manee — JIPY)) B coOmrogeHun TpebGoBaHUMA
EBpa3niickoro 5KOHOMUYECKOTO COH03a.

2. Kernb u rapuutypa mpudra

Crnenyer BbIOMpaTh TAPHUTYPY, KOTOpast JIeTko unTaeTcsa. CTUIN30BaHHBIE TAPHUTYPHI,
KOTOpBIC TPYAHO YUTATh, UCIOJIH30BATh HE ClIeIyeT. BakHO BHIOpATh TaKyl TapHHUTYPY

" "

mpudTa, B KOTOPOH Takue cxoxkue OyKBbl M HUGPHI, Kak "s",

'

a", u "1" MOXHO JIETKO
OTJIMYUTH APYT OT Apyra.

Kernp mpudra nomkeH ObITh KaKk MOXHO OOJIBIIMM, YTOOBI MTOMOYbL UYUTATEINIO.
MuHuManbHbIM cuMTaeTcst padmep kerib 8 nT wpudt Times New Roman 6e3 kypcuBa ¢
MEXKIYCTPOUYHBIMU HHTEPBaJIaMH, PaBHBIMH MO MeHblIel mepe 3 MM (ana JIB, koTopsiii
OyJeT BKJIQJbIBaThCSl B MHAMBUIYAJbHYIO YIIAKOBKY JIEKAPCTBEHHOT'O IIpernapara).

JI1st BBIIETIEHUS KITFOUEBBIX CBEACHUI U COAEHCTBUS OPUEHTUPOBAHUIO B Pa3eiiax TEKCTa
CJIEIyEeT MOJIB30BATHCS PA3IMYHBIMU pa3MEPAMH TEKCTa (HalpuMep, B 3aroJIOBKax).

Ecnu nexapcTBEHHBIN penapar NpUMEHSETCS PpU 3a00JI€BaHUAX, COTPOBOKIAIOIIUXCS
HapyUIEHUEM 3peHUs1, HE0OOXO0IUMO UCIIOJIb30BaTh O0sIee KPYIHbIN MpUPT.

He cnenyet 310ynoTpeOisTh UCTIOIB30BAHUEM 3arjlaBHbIX OyKB. JlJIsi KpynHBIX OJIOKOB
TEKCTa ClIeAyeT UCIOJIb30BaTh CTPOUHbIE OYKBBI. Te€M HE MEHee, UCII0Ib30BaHUE 3aryIaBHbIX
OYKB 11€J1eC000pa3HO /1JII pACCTAHOBKHU aKI[EHTOB.

He cnexyer ucnons30BaTh KypcUB M MOJYEPKUBAHUE, TTOCKOJIBKY OHM 3aTPYIHSIOT
YUTATEIo pacrno3HaBaHue Gopmsel ciioB. OHAKO JUIsl YKa3aHUsI JIATUHCKUX TEPMHUHOB KYpCUB
JOITYCTHUM.

3. JluzaiiH u pacnojoxxenue uapopmanuu
Hcnonb3oBaHre BEIPOBHEHHOTO 110 MIMPUHE TEKCTA, KAK IPABUIIO, HE IOITyCKAETCA.

JIOMKHBI 4ETKO MNPOCIEKUBATHCS WHTEPBAIBI MEXKIY CTpOKaMU. MeEXKCTpOUYHbIE
MHTEPBAJIbl — BaXXHBIA (haKTOp, BIMSIOMIMNA Ha MOHUMaHUEe TekcTa. [lo oOumuM mpaBuiam
MEXCTPOYHbIE MHTEPBAJIbI 110 BO3MOXKHOCTH HE JOJKHBI ObITh MEHBIIE YeM MOJyTOPHBIN
pa3Mep UHTEpBaIa MKy OyKBaMH B CTPOKE.

BaxxupIM sIBISi€TCS HaJIM4KMe KOHTpAcTa MeXay TeKCToM U ¢poHoM. ClieyeT YUYUTHIBATh
Takue (akTopbl, Kak IJIOTHOCTh Oymaru, pasmep, LBeT Oymaru u Tekcta. HebGosbiioi
KOHTpPAacT MEXIy TEKCTOM H (OHOM OTpPHUIATEIBHO CKAa3bIBAETCA HA JOCTYMHOCTHU
uHpopmaiuu. 3a TEKCTOM HE cieayeT nmomMeniath (hOHOBbIE M300paKEeHHUsI, TOCKOJIBKY OHU
MOTYT CHUKaTh Y€TKOCTh MH(OPMALIMU U 3aTPYIHATH €€ IPOUYTEHUE.



dopmaTr TeKCcTa C HECKOJbKHMH KOJIOHKAMH MOXET CIIOCOOCTBOBAThH OOJIETUCHUIO
OPUEHTUPOBAHUS YUTaKOIIEro. PaccTosiHue Mexay KOJIOHKaMU JOJKHO OBITh IOCTATOYHBIM
JUIS TOTO, YTOOBI HAIJIC)KAIMUM 00pa3oM pasaeiuTh TeKCT. Eciu MecTo orpaHudeHo, i
pa3ziesieHuss TEKCTa JOIMYCKAaeTCsd HCIOJb30BaTh BEPTUKAIBHYIO JUHUIO. CXO0XYIO
uHpOpMAIUIO CIEAyeT YKa3blBaTh IOCIEAOBATEIBHO, YTOOBI CTPOKH TEKCTa JIETKO
NEepeXOAWIN € TEKYIIEH KOJOHKM K clenyromieil. Cieayer paccMOTpPETh BO3MOKHOCTD
WCIIOJB30BaHUs AJIb,OOMHOM OPUEHTAIIMU TEKCTa, TOCKOJIBKY 3TO MOXKET MOMOYb MAI[UEHTaM.
Ecnmu mpencraBnen JIB Ha pasHbIX s3bIKax, HEOOXOAUMO UYETKO pPa3JACiIUTh S3bIKH;
nH(popMaIs Ha Pa3HbBIX SA3bIKAX JOHKHA OBITh UICHTUYHOM.

4. 3aroJIoBKA

BaxxHbIM »7€MEHTOM SIBJISIOTCS 3ar0JIOBKH, KOTOPbIE€ MOTYT MOMOYb MallUEHTaM
OpUEHTHPOBATHCS B TekcTe. CleqoBaTeIbHO, MOMYKUPHBIH mpudT U (WIn) APyrol 1BET
3arojioBKa BhIACIAET 3Ty uHbopmaluu. PaccTossHue 10 U mociie 3arojioBkoB B JIB nomkHO
OBITh OJMHAKOBBIM. [l ymoOcTBa uwMTaTeNsl 3arojiOBKM OJJHOTO pa3Mepa CleayeT
UCIIOJIb30BaTh TOCJIEA0BATEILHO (HyMEpOBaHHbIE M HEHYMEpPOBAaHHBIC CIIUCKH, IIBET,
OTCTYIIbl, TAPHUTYPA, pa3Mep, U Kerb mpudTa).

K ucmonp3oBaHnio 0OJIBIIOr0 KOJMYECTBA 3aroJIOBKOB Pa3HOTO pa3Mepa clieayer
MOJXOJAUTh C OCTOPOXKHOCTBIO, TMOCKOJBKY MCIOJb30BaHME MmIpudTa pa3zHOTO pazMmepa
3aTPyIHICT OPUCHTUPOBAHUE ynTaTeld B TekcTe. OaHaKo MpH HEOOXOAMMOCTH JOBEICHHS
CIOXKHOM HWH(pOpPMALMM MOXET MOTPpeOOBaThCS OOJIbIIee KOJIMYECTBO Pa3MEPOB TEKCTa
3aroJIOBKOB.

B kauecTBe MHCTpyMEHTa OPUEHTHUPOBAHUSA BO3MOXXHO MCIIOJIb30BAHUE JIUHUU,
pa3AeAIoNIMX Pa3IndHbIC PAa3eibl TEKCTA.

B JIB HeoOxomumo BKIOUMTHL Bce ocHOBHBIE paznenbl OXJIII. Brmtouats B JIB
MOJI3ar0JIOBKM M COOTBETCTBYIOIIMM TEKCT CIEAYET TOJBKO B TOM ClIydyae, €CJId OHU
MPUMEHUMBI JIJIS KOHKPETHOro mpemnaparta. Hampumep, nmpu oTCyTCTBUH HHOOpPMAITUU O
BCIIOMOTATEJIbHBIX BEIIECTBAX C M3BECTHBIM BIMSIHHMEM Ha OpraHu3M, AaHHbIM pa3nen JIB
MOJKET OBITh MCKITIOYEH.

5. IIBeT neuatn

JocTtynHOCTh HHGOPMALIUK OTIPEACIISIETCS HE TOIBKO pa3MepoM MIpudTa, KOTOPHIM OHA
Harteyatada. CUMBOJIBI MOJKHO HAaIledaTaTh B OJTHOM HMJIM HECKOJIBKUX IIBETaX, YTO MO3BOJISICT
YETKO OTJIMYUThH UX OT OCTaJbHOIro TekcTa. Mcnonb3oBanue mpudTa pa3Horo pasmepa uin
IIBETa — OJIMH M3 CIIOCOOOB MPHJAHUS 3aroJOBKaM WX APYTrod BakKHOW HHQpOpMaLNU
OoJibIIel BBIPA3UTEIIHLHOCTH.

CodeTaeMOCTh UCIOJIB30BaHHBIX I[BETOB Ba)kHA TakK K€, Kak U caMm LBeT. Kak npaBuio,
TEMHBIN TEKCT JOJDKEH ObITh HalleuaTaH Ha cBeTJioM ¢GoHe. OgHAKO B HEKOTOPHIX CIIydasXx,
HampuMep, JJs BBIICICHUS OINPEACICHHBIX MNPEAYNPEKIACHU MOXKHO HCIOJIb30BATh
oOparieHre 1BETOB (CBETIbIH TEKCT Ha TeMHOM (oHe). B Takux ciydasx HeoO0X0oauMo
TIIATEbHO OTCIEXKUBATh KaueCTBO TMeYaTH, IOCKOJIbKY MOMXKET MOTpeOoBaThCS



MCIIOJIb30BaHKUE 0o0Jiee KPYITHOTO pa3Mepa mpudTa WiIu BBIICICHUE TEKCTa MOIY>KUPHBIM
mpudToM. He crenyer ucnosib30BaTh CX0KHUE LIBETA JIJIsI TEKCTA U (JOHA, TTOCKOJIBKY B ATOM
cily4ae CHIKaeTcs pa300punBOCTh TEKCTA.

6. CuHTaKkcuc

Hexortopbie N0aM UMEIOT MJIOXWE HABBIKA UYTEHUS WIM IJI0XO pa3OuparoTcs B
MEIUIMHCKUX BOMPOCAX, MOATOMY HEOOXOJUMO MCIOIB30BATh MPOCTHIE MOHSATHBIE CIIOBA C
HEOOJIbIIUM KOJIMYECTBOM CJIOTOB.

He pekomenayercss UCHONIBb30BaTh JJIMHHBIE NPEAIOKEHUA. JUIMHHOE MPEIOKEHUE
1esiecooOpa3Ho pa3duTh Ha 2 MPENJIOKEHUS, OCOOCHHO €CIU OHO COJIEPKUT HOBYIO
uHdOpMAIHIO.

I'pomo3nkue ab3anpl MOTYT BBOJIUTH UUTaTeNed B 3a0iIyKJIeHHUE, OCOOEHHO TpHU
MCIOJIb30BAaHUM JUIMHHBIX MPEIJI0KEHUN MPU yKA3aHUM HEXeIaTeIbHbIX peakuuil. bonee
HNOAXOMSIINM B TaKUX CIydasiX SIBJIIETCS HCIOJIb30BaHUE HEHYMEPOBAHHBIX CHHUCKOB. I1o
BO3MOXXHOCTH PEKOMEHIYETCSI UCIIOIL30BaTh HE 0oJiee 5-6 MO3UIM B CITUCKE.

[Ipu ykazaHuu HexenaTeNbHBIX PEeaKIUid 0COOEHHO BAXKHO OIPEIEIUTH MOPSIOK UX
MepevyucieHus, 4TOObI clienaTh HHGOPMAIIMIO 1)1l TAlMEeHTOB (MoTpeduTenei) MaKCUMAaJIbHO
none3Hoi. C 1enbl0 JOBENEHUA JO MalMEHTOB (moTpeluTteneil) ypoBHS pHCKA
HEXKeNaTeNbHBIX peaklHi, Kak MNpaBWIO, WX PEKOMEHIYeTCS YKa3biBaTh B TMOPSIKE
YMEHBIIIEHUS YaCTOTHI BOSHUKHOBEHHUSI (HaYMHASI C HAMOOJBIIIEH 4acTOTHI).

['pamanust 4acToThl JOJKHA OBITH OOBSICHEHA TaKUM 00pa3oM, 4TOObI OBLJIO MOHSITHO
NaureHTaM (IMOTPeOUTENsIM), HaIpuUMep, "odeHb yacTto — Oonee yem y | manuenta u3 10".
OnHako MpU HAJTUYUU CEPHE3HOM HEXKeNaTeNbHOW peakiuu, KOTopas TpeOyeT MPUHSATUS
MalKreHToOM (MOoTpeOuTeNeM) HEOTIOKHBIX MEp, €€ CIAEAYET BhIICIUTh U TIOMECTUTh B HAYaJI0
paszaena JIB, HE3aBUCHUMO OT €€ 4YacTOThl. YKa3aHHE HEXKENATEIbHBIX PEaKUUU 10
CHUCTEMHO-OPTaHHBIM KJIacCaM HEe PEKOMEHAYETCs, MOCKOIbKY MalUeHTHI (MOTPEOUTENH ), KaK
MPaBUIIO, HE 3HAKOMBI C 3TOU Kiaccuukaiumen.

7. CTiib

B npenyioxkeHus X peKOMEHAYETCsl UCHO0JIb30BaTh AKTUBHBIN (I€MCTBUTENBHBIN) 3aJ10T
BMECTO MaccUBHOTO 3ajora. Hampumep:

"mpumuTe 2 TabneTKu" BMECTO "HOHKHO OBITh MPUHATO 2 TaOJIETKU";

"BBI TOJKHEL. .." BMecTO "HE0OX0oauMmo...".

[Ipu ykazaHuu mamueHTaM o NpeAnpPUHUMAEMbIX JEUCTBUSAX HEOOXOAUMO YKa3bIBaTh UX
npuunHy. CHavaia He0OXOUMO JaTh MHCTPYKIIMH, 3aT€M WX O0OCHOBaHUE, Hampumep: "
€CJIM Y Bac acTMa, COOJII0JaliTe OCTOPOXKHOCTD MPHU MPUMEHEHUU TIpernapara X, MOCKOJIbKY OH
MOXET BbI3BATh MPUCTYI".

BwmecTo nmoBTOpeHMsI TOProBOro HAMMEHOBAHUS Mpernapara clielyeT yKa3blBaTh "mpenapar
, JaHHBIW Mpemnapar” u T. 1., €CJIU U3 KOHTEKCTa MOHITHO, YTO UMEHHO OH UMEETCS B BUJTY.

[To BO3MOXHOCTH HE ClIeyeT UCIOIb30BaTh a00peBUaTyphl U cokpaienus. [Ipu nepsom
YIIOMMHAHUM B TEKCT€ MX HEOOXOAMMO MOJHOCTHIO pacimudpoBars. Ciaenyer uzderaTth



UCIIOJIb30BaHMUsI MaTeMaTHYEeCKUX CHUMBOJIOB (Hampumep, > WiIM <), €ClId OHHU IUIOXO
MOHUMAEMBI.

MenuuuHcKre TEPMUHBI CIEAYET NEPEBECTH Ha IMOHATHBIA MauUEeHTaM S3bIK.
Heo6xonumo coOI0cTH MpeeMCTBEHHOCTh OOBSICHEHHMS TEPMHUHOB, TMPUBOJS CHayaia
HENpo(peCCHOHAIBHOE ONKMCAHUE, a 3aTEM COOTBETCTBYIOIIMNA MEIULMHCKUNA TEepMHUH. B
HoCIeayoIeM, Mo BceMy TekcTy JIB ang noctmkeHus ynoO0YMTaeMOCTH JAOIyCKaeTcs
UCIIOJIb30BaTh HauOoyiee MOAXOASIIUNA W3 TEPMUHOB (HENpo(ecCHOHANbHBIN WU
meauuHckuit). HeoOxonumo yOenuThesi, 4TO HCIOJIb3yeMas TEPMHUHOIOTUS (HOPMHUPYET
HAaCTOPOXEHHOE OTHOUIEHHWE YHUTaTessi KO BCEH BaXHOM I HEro WMHpOpMauuu U
MpEeCTaBIseT JOCTaTOUYHO MOJPOOHYI0 MH(OPMALIMIO O TOM, KaK Paclo3HATh BO3MOKHBIE
HEXeJaTeNbHbIE PEaKI[MU U MPUHATh HEOOXOIUMBIE MEPHI.

8. bymara

bymara nmomxHa OBITH IOCTAaTOYHO IJIOTHOHM, YTOOBI CHU3HUTH IPO3PAYHOCTb,
3aTPYAHSIONIYIO0 YTEHUE, OCOOEHHO IpHU HEOOJbIIOM pa3mepe mpudra. [nsHieBas Oymara
OTpaXkaeT CBET, U TEM CaMbIM 3aTPyJHSAET YT€HUE, TIO3TOMY PEKOMEH]IYETCsI UCII0JIb30BAaTh
MaToBYIO Oymary.

Heo6xoaumo yoeauThes, uTo npu crudanuu JIB u3moM He cHIKaeT yao00unTaeMoCTh
uHpopmanuu.
9. Ucnionb30BaHUE CUMBOJIOB M IUKTOTPamMM

JlonyckaeTcsi UCIOJIb30BaHNE U300pa)KeHUM, MUKTOTPaMM U APYIHX IpaduuecKux
AJIEMEHTOB, OOBACHSIONIUX CMBICT HHPOPMAIUU, OJHAKO OHU HE JOJKHBI HOCHUTH
pekiaamHblil xapakTep. CHUMBOJIBI U MUKTOTPaMMbl MOTYT OBITh IOJIE3HBI, €CJIM 3HAUYEHUE
CMMBOJIa TMOHSTHO, a pa3Mep rpaduyeckoro sjaeMeHTa yaoOouutaem. Mx cruegyer
WCIIOJIb30BaTh JIMIIb JUISL YJIy4YIIEHUs OPUEHTALWH, IOSCHEHHUS WM BbIJICICHUS
ONpEJIEICHHBIX aCIIEKTOB TEKCTa, OHU HE JOJKHBI 3aMEHATHh TEKCT. MoKeT noTpedoBaThCA
MOJATBEPXKACHHE, 000CHOBBIBAIOIEE, YTO UX 3HAUYECHHE B IEJIOM XOPOIIO MOHUMAEMO, He
BBOJIUT B 3a0JlyXJeHUE U HEe cOMBaeT ¢ TOJKy noTpedurtend. [Ipm Hanmuum kakux-nmmdo
COMHEHHMII OTHOCUTEIBHO 3HAYEHUs OIpPEIEICHHOW IMHKTOrpaMMBbl, OHA IPU3HAETCS
Henoaxoasame. Heobxonumo coOmronate 0coOyr0 OCTOPOXKHOCTh INPU NEPEHOCE U
UCIIOJIb30BaHUHM CHUMBOJIOB B JPYyIrHMX S3bIKOBBIX Bepcusaix JIB, mockonbky Moxer
HoTpeOOBATHCS TONOJHUTENIBHOE TECTUPOBAHUE TTOTPEOUTENEH.

10. lonoaHUTENIBHBIE CBEICHUS
10.1. AccopTumeHT npenapara.

Heobxonumo, kak mpaBHIIO, COCTaBIATh OTAENbHBIN JIB Ha KaXayr AO3UPOBKY U
JIEKapCTBEHHYIO (pOpMYy JIeKapCTBEHHOTro mpemnapata. OJHAKO TOCyAapcTBa-ujIeHbl MOTYT B
UHAUBUIYAJIbHOM MOPSJAKE pa3pelliuTh HCIOJIb30BaHUE eAuHBIX JIB Ui pasiauuHbIX
NO3UPOBOK M (WJM) JIEKapCTBEHHBIX (QopMm (Hampumep, TaOJETOK M Karcynl), €ciu
JOCTUKEHHE PEKOMEHAYEMOM 103bl TpeOyeT KOMOMHUPOBAHUS Pa3/IMYHBIX JTO3UPOBOK HMIIU
€CJIM 1032 B 3aBUCUMOCTH OT KIIMHUYECKOTO OTBETA KaX bl JJ€Hb MEHSETCS.



B03MOXHBI IPOCTBIE CCHUIKM Ha JAPYTUe TO3UPOBKHU U JIEKAPCTBEHHBIE (DOPMBI TOTO K€
npenapara, €ciii OHM HeoOXoauMbl Juis Tepanuu. Hampumep, HenomycTMMa CChUIKA Ha
APYTYI0 TO3UPOBKY WM cchlika B JIB Ha TabneTky, HEe MOAXOASILYIO ISl IPUMEHEHUS Y
JETEN, HA HAJIMYUE PacTBOpa IJIs pUeMa BHYTPb, IPEIHA3HAYEHHOIO JIJISl IPUEMA JIETbMHU.

10.2. IIpenapaTsl, BBOAUMBIE MEAUIIMHCKAM PAOOTHUKOM HJIM TPUMEHSEMBIE B YCIOBUAX
CTalMoHapa.

B xonue JIB npenapara, BBOIUMOTO MEIULIMHCKUM PAOOTHUKOM, MOKHO MPHUBECTHU
ceenenust u3 OXJII (Hanmpumep, cBeIEHUS MO MPUTOTOBJICHUIO U MPUMEHEHUIO), B BHUJIE
OTPBIBHOM 4acCTH, OTAEIsAeMON 10 Iepenauu JIB manuenty. B kadecTBe anbTepHAaTUBHOIO
BapuaHTa B Nauky BMecTe ¢ JIB MoxHO Bi1oxuTh nosinyro OXJIII.

J7ist mpernapaToB, YIaKoBKa KOTOPBIX MpeIHAa3HAuEHa JUIsl HCIIOJIb30BAHMS B CTalMOHApe (
T. €. ymakoBKa cojepkuT Oonee 1 ¢makona), mo 3ampocy cienyeT HpeaoCTaBIsTh
nomnonHuTenbHble JIB (B AomonHeHHe K BIOKEHHOMY B mauky JIB), yToObl obGecneduTs
KQ)KJIOT0 Mal[MeHTa, MOJIY4arollero npenapar, noJaHol napopmanuen.

11. ITabGnoust JIB

Bocnonp3oBaBunch npeAcTaBI€HHbIMU B NpuiiokeHUuax Ne 4 u 5 k TpeOoOBaHUSAM K
MHCTPYKLIUU IO MEIUIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOIO Ipenapata U oOuiei
XapaKTEPUCTHUKE JIEKAPCTBEHHOTO MpernapaTa A MEJUIMHCKOrO MPUMEHEHUs 1abioHaMH,
JeP>KaTENU PEruCTPAllMOHHBIX YIOCTOBEPEHUN JOJIKHBI CBEPCTATh OKOHYATENIbHBIM TEKCT B
COOTBETCTBYIOIIME MOJHOLBETHBIE MaKkeThl Wi 00pasusl JIB. Ilpu aTOM 3asBUTENSAM ClieyeT
YUUTHIBaTh, YTO UCIOJIb30BAHKE ATOTO MIabJI0OHA caMo 1Mo cebe HeJOCTaTOYHO, U TOTpedyeTCs
[IPOBEJCHNUE KOHCYJIbTALUU C LIEJIEBBIMU I'PYNIIAMU MALIUEHTOB, UCIIOJb3Ys ITOJHOLBETHBIN
MakeT win oopaser JIB B coorBeTcTBuM ¢ npuioxeHueM Ne 3 k TpeOOBaHUAM K MHCTPYKIUU
0 MEAMIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOIr'0 MperapaTta U oOlel XapaKTepUCTUKE

JICKAaPCTBCHHOI'O ITpcriapara JJid MCAUIUHCKOIO ITPUMCHCHU .

I[MPUJIOXKEHUE Ne 18
K TpeOOBaHUSIM K MHCTPYKIIUH MO
MEIUIMHCKOMY TIPUMEHEHUIO
JIEKapCTBEHHOTO TIpernapaTa 1 o0rmeit
XapaKTEPUCTHKE JIEKAPCTBEHHOTO
npenapara Jyuis MEJULIUHCKOTO
MPUMEHEHHS

KPUTEPUNAN
Ka4eCTBAa JIMCTKA-BKJIA/IbINA

ITokazarenn Bamn
MHaukaTophl, XapaKTepU3YIOLTUe MPOIIece

1. HO,HTBep)K,HCHI/IC MMPUBJICYCHUA K pa3pa60TKe
IMalMCHTOB:

€CTb MOATBEPKICHUE 1

HET NOATBECPIKACHUSA 0



2. HOI[TBCp)K,HeHI/IG TOr0, 4YTO YYTCHBI HOTpe6HOCTI/I
0COOBIX TpynIl NalueHTOB!

00Cy/ieHHe B 0COOBIX TPYIIax MPOBOAUIOCH
00CyXJIeHHE B OCOOBIX TPYyIIax He MPOBOAMIOCH

3. Tlomb3oBaTenbckOe TECTHPOBAHUE MPOBEACHO (
COKpAIIIEHO):

Ja
HET
I/IH,HI/IKaTOPLI, XapaKTCpU3yromune JMCTOK-BKJIaIbIII

A. OmeHka momadd Marepuana: ymaoO00YNTaeMOCTh
TEKCTA U JIETKOCTh HaBUraruul

Al. Bribop mpudra, Kerib 1 rapHUTypa
YeTKHUH U yI0OOUUTAaeMBIil TEKCT
Jr00BIe 3aTPyAHEHNUS IPH IPOYTEHUN

A2. Hcnons3oBanue mpu OQOPMICHUU TEKCTa
3ariaBHbBIX OyKB, KypCHBa, IOAYEPKUBAHUS, PAMOK H T.
I.

OTCYTCTBUC HCHAJICIKAILCTO NCIIOJIb30BaAHUSA

mr000e  HeHaIexallee HCIONb30BaHHE TaKOTo
odopmicHUs

A3. KoHTpacT MeXIy TEKCTOM U ()OHOM, I[BET
XOpOILUN KOHTPAcCT

IJI0XOM 1BETOBOI KOHTPAcCT

A4. ®opmatupoBaHHE U MEKCTPOYHBIN HHTEPBAI
Ha/Jealee HCIoIb30BaHNe HHTEPBAJIOB
YIZIOTHEHHBIH TEKCT

A5. Mcnonp30BaHuEe KOJOHOK, 0OOCHOBAHHME U JJIMHA
CTPOK, MPEUIOKEHUI U ab3a1ieB

HET CIIyYacB HECHAUICKAIETO ITPUMEHEHU A

HaJIM4Yre XOTs Obl OQHOTI'0 Cliydasd HEHAIJICKalICro
MPUMCHCHUA

A6. Ucrionp30BaHKe 3arojI0BKOB

MCIOJIB30BaHUE TI0/[3aI0JIOBKOB  (JIOTIOJHUTEIbHBIN
OOHYCHBIM 0ayl 3a YETKOE M OCMBICICHHOC
WCIIONB30BAaHUE 3aroJIOBKOB, CIOCOOCTBYIOIIUX
HaBHTaITUH )

HCIIOJIBb30BAHNE TOJBLKO OCHOBHBIX 3arOJIOBKOB
1a0JI0Ha JIMCTKA-BKJIAbIIIa

A7. Ucnionp30BaHUE CHMBOJIOB U H300paKeHUH

HajJexallee MCIONHEHHE  (JOIOJHUTENbHBII
OOHYCHBIM Oayl, ecId HMeeTcs Hajalexalee
000CHOBaHME WX MNPHUMEHEHHUS WM IPH HAIWYNH
YEeTKUX TpauiecKiX MHCTPYKIUH IO IPUMEHEHHIO)

HEeHaJIexaIiee UCIoHeHne 0e3 ydeTa moTpeOHOCTel
NalueHTOB



b. Ouenka coaepxumoros

Bl. Vka3zaaus WCTOYHHUKOB IOIOJHHUTEIHLHON

uHpopmannu:
HaJINYUE CCHUIOK; 1
OTCYTCTBHUE CCBIIOK. 0

B2. Yka3aHue Ha HaJIMuue albTEPHATHBHBIX (OpMaToB:
HaJIM4Me yKa3aHus; 1
OTCYTCTBHUE YKa3aHHUS. 0

Bb3. HMcnonp3oBaHHE MNOHIATHBIX TEPMUHOB BMECTO
MEIUINHCKOW TEPMUHOJIOTHH:

MNPEUMYIICCTBECHHO MOHATHBIC MPOCTHIM JIIOAAM
TCPMUHBI;

COXpaHCHHE MEIUIIMTHCKON TEPMHUHOIIOTHH. 0
b4. BxitoueHue 3arojioBKOB:

HaJIMYHE 3aT0JIOBKOB; 1
OTCYTCTBHE 3ar0JIOBKOB. 0
b5. Bximrouenue cBeqeHUN O MOJIB3E:

HaJJIeKAaIIUe CBEJCHUS O TIOJh3E; 1
OTCYTCTBUE CBEJCHUH O MOJb3E. 0
B6. I'pynmupoBka HeXeNaTeIbHBIX PEaKIINii:

yKa3aHue MOpsAKa HeXeJlaTeIbHBIX peakiuii, Koraa
HEXKENaTeIbHBIC pPEaKIHUHU CICIYIOT TMEepBBIMH  (
JOTIOTHUTENBHBIN OOHYCHBIM Oayur 3a BeIIeneHue |
KITFOUEBBIX HEXKENAaTeIbHBIX PEaKIHi, TPeOyIoUnx
TIPUHSTHSI MEP);

MOJIHOE OTCYTCTBHE Tpajallid HeXelaTeabHbIX
PpeaKiuii;

HEUCTIOJIB30BAHUE CUCTEMHO-OPTaHHBIX KJIaCCOB. 0

b7. BkilodyeHue U MOpeACTaBICHUE YaCTOTHI
BO3HHUKHOBCHUS HEXEIATEeIbHBIX PeaKIUii:

yYKa3aHHE YacTOTHI; 1

OTCYTCTBUC YKazaHHUS YaCTOTbl HWJIW OTCYTCTBUC
O00BICHEHUS I'paaaliu 4aCTOTHI.

NUTOT'O:

ITpumeganue. bannbl npucyxaaiTcs caeAylomuM odpa3oM: mioxas npaktuka — 0
OamioB, npuemsiemas — 1 Oami, B cllyyae Hajjiexalied MpakTHKH IO JII0OOMY KPUTEPHIO
Hayuchsiercs 10 3 OOHYCHBIX 0aNI0B (MAKCUMAJIbHO TOJIBKO 32 | KpUTEpHUid)JONOIHUTEIBHO.

MakcumanbHBIM cueT 1o oreHke nokazarenedt — 20 6ammoB (10 GamnoB 3a mojgady
Matepuaia u 10 6amioB 3a copepxaHue).

NunukaTopsl, XapakTepu3yrolme pe3ysbTar.



Hanenennocts Ha cobintogeHre — HHGOPMHUPOBAHHbBIE JEUCTBUS MPU MPUMEHEHUU
npenapara B COOTBETCTBUU C PEKUMOM JI03UPOBAHUS U MTPU HEOOXOAMMOCTH NPUHATHUS MEP
JUISI MUHIMHU3aLliA PUCKOB.

CypporaTtHble MepbI:

COOOIIIEHNE O HEXENIAaTeIbHBIX JICKAPCTBEHHBIX PEaKIUAX BCIEICTBUE HEMPABHIBHOTO
IPUMEHEHHS;

CBEJICHUS, MTOJIYyYEHHBIE TIO PE3ybTAaTaM MCCIEAOBAHUM JTOCTYIHOCTH U IPUMEHEHUS,
BKJIIOYAsi CBEJICHUSI O Ha3HAYEHUH, ITyOJIUKyeMble YIIOJTHOMOUYEHHBIMU OpraHaMu TOCy1apCTB
— yjeHoB EBpa3uiicKOro 3KOHOMHYECKOrO COK03a; ONMYyOJIMKOBAaHHBIE HCCleN0BaHUs (B
MEPUOANYECKON HAyYHOU MeYaTH U T. I1.);

NoJIy4eHHe 0J0OPEHUS OT YIOJIHOMOYEHHBIX OPTaHOB FOCYJapCTB-UJICHOB (MPU HATUYUHN)

’KaJI00bl OOIECTBEHHOCTH M MEAMIIMHCKUX PaOOTHUKOB B YIOJHOMOYEHHBIE OPraHbI
roCcyJapCTB-4IEHOB 00 OTJENbHBIX JIMCTAB-BKIAAbIIIAX;
Mepbl, IPUHUMAEMble KOMIIAHHWEW, HAapHUMED, NMPEICTABICHUE IOIOJIHUTEIbHBIX
CBEJICHUH, ropsiune TejaedOHHbIE TUHUU, BOIPOCHI MOTpeOUTENEH U T. 11.;
KOMMEHTApUH OT OpraHu3aluil ManueHTOB, MEIULUHUHCKUX pPaOOTHUKOB H
OOLIECTBEHHOCTH, Kacalolluecs OTACNIbHbIX KaTErOpuil B paMKax IIaHUPOBAHUS IEPECMOTpa

KaTeropuu.

MPUJIOXXEHHUE Ne 19
K TpeOOBaHHUSAM K HHCTPYKLHUH 110
MEIUIUHCKOMY IIPUMEHEHHUIO
JIEKapCTBEHHOTO IIpernapara u
o01eit xapakTepucTruke
JIEKapCTBEHHOTO MpernapaTa Jiis
MEJHUIHCKOTO IPUMEHCHUS

CHocka. TpeboBaHus TOMOTHEHBI IPHIIOKeHUEM 19 B cooTBeTcTBHH C pemeHrneM CoBeTa
EBpaszuiickoit sxoHoMuueckoit komuccuu ot 19.05.2022 No 80 (BcTymaeT B CHUIly MO
UCTEUYECHUH O MECSIIEB C JaThl €ro 0(UIIUATBEHOTO Oy OJIMKOBAHU).

YKA3AHWA

[0 OATOTOBKE TEKCTa Impeaynpexaaomei napopManyy 06 HHGEKIMOHHBIX areHTax B 00mux
XapaKTEepHUCTHKAX JICKaPCTBEHHEBIX IIPEMapaToB U JIMCTKaX-BKIAJBIIAX JICKapCTBEHHBIX
MpenaparoB, MOMYISHHRIX W3 KPOBH WIH TLIa3MEI KPOBH 9EJI0OBEKA

1. OOmue monoxeHus

Hacrosmue VYkazanus copepxar cTraHIapTHble (DOPMYIUPOBKU TEKCTa
npenynpexaarone nupopmaluu 0 pucke rnepeayu ¢ KpoBblo U (WIH) €€ KOMIIOHEHTaMHU



BO30yauTenel MHOEKIUA, KOTOPBIA JOJDKEH OBITh BKJIIOYEH B OOIIME XapaKTEPUCTUKHU
JIEKapCTBEHHBIX MIPENapaToB U JUCTKU-BKIIAIBIIIN JIEKAPCTBEHHBIX MTPEnapaToB, MOJTYUYEHHbBIX
13 KPOBU WJIU IJIa3Mbl KPOBH YEJIOBEKA.

[Ipu BBeIeHNM JIEKApPCTBEHHBIX MPEINapaToB, MOJYYEHHBIX U3 KPOBH WJIH IJIa3Mbl KPOBH
YeJI0BEKa, HEBO3MOXKHO MOJHOCTHIO HCKJIIOUHUTH Tepe/layy T€MOKOHTAaKTHBIX areHTOB U
pa3BUTHE UHPEKIIMOHHBIX 3a00JI€BaHUM.

Mepsl, npuHUMaeMble ISl TPEAYNPEXKICHUS Tepenadyd ¢ KpoBblO U (WIH) ee
KOMIIOHEHTaMu BO30yauTened MH(EeKuuil nmpu NpPpUMEHEHUU PacCMaTPUBAEMOUN TPYMIIBI
JIEKApCTBEHHBIX TpEnapaToB, BKIOYAIOT OTOOpP JOHOPOB, CKPUHUHT HHJIMBHUYaJTbHBIX
JOHAIMWA U MYJIOB IJIa3Mbl HA COJIEPKAHUE MAPKEPOB U3BECTHBIX BUPYCOB, MEPEIAIOIINXCS
yepe3 KPOoBb U €€ KOMIIOHEHTHI, M BKJIIOUCHHE CTaIuii WHAKTUBALMKU U (WJIK) dIIUMUHAIIUN
LIUPOKOTO CIIEKTPa BUPYCOB.

B o0mieli xapakTepucTHKE JIEKapCTBEHHOTO IpernapaTa U JIMCTKe-BKJIAJIbIIIe
JIEKapCTBEHHBIX IMpenapaToB, MOJYYEHHBIX U3 KPOBU WM IUIa3Mbl KPOBU YEIOBEKA
UCIIOJIb3YETCs CTaHIapTHast (hOPMYIUPOBKA C 1ENbI0 MHPOPMUPOBAHUS Bpadei U MalMeHTOB
0 PUCKE Mepeiaun Bo30yaAUTeNe BUPYCHBIX MH(DEKINA, 00YCIOBICHHOM BBEACHUEM JIFOOBIX
JIEKapCTBEHHBIX MPENapaToB, MOTYYEHHBIX U3 KPOBU WJIU IIJIa3Mbl KPOBH YEJIOBEKA.

Tekcr npenynpexaaroiie HHPopMaIMi O PUCKE Mepeayu Bo30yAUTeNeil BUPYCHBIX
WHDEKIUH MOCTOSHHO TIEPECMATPHUBALCTCS C IENIbI0 OOHOBICHHS. TekeT MHGOPMAIINH TAKKe
U3MEHSETCSl B Cllydae, €Clid HEeKOTOPhIE MPEayNpPEKIECHUs MePEeCTaHyT ObITh AKTyaJIbHBIMU
JUTsl KOHKPETHOTO MPOIyKTa U3 KPOBU WJIU IJIa3Mbl KPOBU YEJIOBEKA.

B cootBercTBHM ¢ raBoi "OLEeHKa Ka4ecTBa JICKAPCTBEHHBIX MPEMAPATOB, MOJIYYEHHBIX
u3 IU1a3Mbl KpoBW 4yenoBeka" IlpaBun mnpoBeneHUsT HCCIAEIOBAaHUN OHMOJOTHYECKHUX
JIEKapCTBEHHBIX CpeACTB EBpa3niickoro 3KOHOMUYECKOI0 COK03a, YTBEPKACHHBIX Pemenrnem
Cosera EBpa3zuiickoil s5xoHOMHUecKOU KomHuccuH OT 3 HOAOps 2016 r. Ne 89, menuunmHCKOMY
MEPCOHATY HEOOXOAMMO JOKYMEHTHPOBATh HAMMEHOBAHNE M HOMEDP CEPHH JIEKAPCTBEHHOTO
npenapara Mmpu KaxJaoM BBEJACHUH €ro MallMeHTy ¢ UEeIbI0 MoAiep KaHusl 0OpaTHOU CBSI3U.

[TarmuenTsl Takxke HWHOOPMHUPOBAHBI O HEOOXOAMMOCTH JTOKYMEHTHPOBAHUS
HAaVMEHOBAaHMS U HOMEpA CEPHM JIEKAPCTBEHHOI'O IpenapaTra Mpu Ka)0M €ro BBEJACHUU C
LEIbI0 MOAJEpKaHUsI OOpAaTHOW CBA3M IMOCPEACTBOM MPEAYNPEKIAIOIIEro yKa3aHHUs B
JIMCTKE-BKJIAIBIIIE JIEKAPCTBEHHBIX MPENapaToB, NOJIYUYEHHBIX U3 KPOBU WM IIa3Mbl KPOBU
YEJI0BEKA.

[Ipenynpexnatomas uHGoOpMaIus O pHUCKe Mepeaayd BO30OyIuUTENIe BUPYCHBIX
MH(EKIMI BKIFOYaeTcs B 00IIYI0 XapaKTEPUCTUKY JIGKAPCTBEHHOI0 Ipernapara B pasjaen 4.4,
COJIep KAl KIIMHUYECKU Ba)KHBIE YKa3aHUSI U MEPbI MIPEJOCTOPOKHOCTU MPHU TPUMEHEHUU
JIEKapCTBEHHBIX MPENapaToOB, MOJYYEHHBIX U3 KPOBU WJIU IIJIa3Mbl KPOBH YEJIOBEKA.

B cBsi3u ¢ 3TUM naHHYI0 (POPMYITMPOBKY HE JOIMYCKACTCS PACIIUPATH 3a CUET IPYTHUX
CBEJICHUH, HE SIBISIOMIMXCS OCOOBIMU YKa3aHUSAMHU WIHM MEpaMu MPEea0CTOPOKHOCTH (
HapuMeEp, OMHUCAHMEM CTaJuil WHAKTUBAMU W (WUIM) DJIUMHUHAIIMKM BUPYCOB WIIH



UCIIBITAHUSIMU Ha OTHEJNbHBIE BUpYCHI). PaccMoTpeHHass (popMylHpoBKa OTHOCUTCS M K
o0beMy HH(pOpMALIUU AJIs MOTPEOUTENEH, BKIIIOUaeMOM B JIMCTOK-BKJIA/IBIII JIEKAPCTBEHHBIX
IIpenapaToB, NOJYYEHHBIX U3 KPOBU WIH IIJIa3Mbl KDOBHU YEJIOBEKA.

Hacrosimue Ykazanus cojepkaT JABa U3MEHEHHUS B CPaBHEHUU C TPAJUIIMOHHBIM
MOAXOJOM TIO COCTaBJCHHUIO Mpenynpexaaronedl MHpopManuu O pHUCKE Meperadu
BO30yuTEIeH BUPYCHON MH(DEKIIUN:

He TpeOyeTcs CChUIKAa Ha KOHKPETHBIE 0053aTeNIbHbIE MEPBI, IOCKOJIBKY OHA HE SBIISIETCS
IpenynpexIeHUEM WM Mepoi Oe30MacHOCTH, U yKa3aHHbIE CBEJIEHUS JOCTYIIHbI B IPYrHX
UCTOYHHMKAX (o0Osi3aTenbHble Mephl MYyOIUKYIOTCS B 4YacTHOM crathbe dapmakoneu
EBpasuiickoro sxoHoMmuueckoro corosda (nanee — @apmakones Corosza) "[lna3zma uenoBeka
sl (ppakiMOHUPOBaHUA", a B Cilydyae OTCYTCTBMSI 3TOW CTAaTbM — B YAaCTHBIX CTaThsX
dbapMakomneld TOCyIapCcTB — WICHOB EBpa3swiickoro 3KOHOMHUYECKOTO coio3a (maiee —
rocyJ1IapCTBa-4JICHBI));

npeaynpexaaronias HHPopMalus COAEPKUT cBeeHHs 00 o0el 3 PeKTUBHOCTH BCEX
Mep, MPUHATHIX I 00ecIieYeHHs] BUPYCHOM 0€30MacHOCTH JIEKapCTBEHHOIO IMperapaTa u3
KpPOBM WJIM TUIa3Mbl KPOBHM YEJIOBEKAa, U HE COJEPKUT CBeleHUs 00 3(P(HEeKTHUBHOCTH
OTJEIBHBIX CTAANI MHAKTUBALMY U (W) SJIMMUHALUU BUPYCOB B IIPOIIECCE MPOU3BO/ICTBA.

Nudopmanus, oTHOcsmasca K MpoleaypaM HWHAKTUBAIMK U (WJIM) AIMMUHALINH,
crioco0Ha BBOJUTH MOTPEOUTENS B 3201y KI€HHE, OCOOCHHO B OTHOIIICHUH TapBoBupyca B19.

Hamnpumep, ecnu B mpoiiecce mMpou3BOJICTBa peaycMoTpeHa 3 deKTUBHAs CTaaus B
oTHOIIIeHNHU napBoBupyca B19 (To ects cTanus, cnocoOHas CHU3UTh HA HECKOJIBKO MOPSAKOB
YPOBEHb BUPYCHOM HArpy3KH), OJIHAKO BO3MOKHOCTU CTaJHHU OyAyT 3aBBIIIEHBI B CiIy4yae
BBICOKOW BUPYCHOW HArpy3KH B ITyJI€ TUIA3MBI.

[Ipenynpexnaromniee ykazaHue cooOIlaeT O MOTEHIMAJIbHOM pHUCKE Iepenaydu
BO30yuTENIe BHUPYCHBIX HMH(PEKIUNA NpU NPUMEHEHUHU JIEKAPCTBEHHBIX MPEnapaTos,
MIOJIYYEHHBIX W3 KPOBHM WJIM ILTa3Mbl KPOBHM uenoBeka. OCHOBHOW TEKCT JOKYMEHTa
pPa3bsCHSET MCIOJIb30BAHUE MPEAYNPEexAAIOMUX YKa3aHUM, TPUBEACHHBIX B HACTOSIIUX
Vkazanmsax. B Tekcre mpemynpexmaronieldi WHQOpMAIMU yYIOMUHAIOTCS OMpEeTICHHBIC
BUPYCHI, KOTOPHIE B MPOLIJIOM NEPEAABAINCH IPU NPUMEHEHNUH JIEKAPCTBEHHBIX MPENApPaTOB,
MOJIYYEHHBIX U3 KPOBU WM IIa3Mbl KPOBU YEJIOBEKA.

Mepsl, npuHUMaeMble I MPEAYNPEKICHUS epeadynd TaKuX 000JI0UE€UHBIX BUPYCOB,
Kak BUpyc uMMyHoaeduuurta yenoseka (BUY), supyc renarura B (BI'B) u Bupyc renatura
C (BI'C), paccmaTpuBatotcs B kKauecTBe 3()(PEKTUBHBIX /I BCEX KOMMEPUYECKUX MPEnapaToB.
Takue 6e300010ueuHbIe BUPYCHI, Kak Bupyc renatuta A (BI'A) u mapBoBupyc B19, tpyano
NOAJNAIOTCA HWHAKTUBAMM W (WJIM) SIUMHUHALKUU, a 3(PQPEKTUBHOCTb Mep yJajeHUus
0€300010Y€YHBIX BUPYCOB OTJIMYAETCS AJI PA3HbIX JIEKAPCTBEHHBIX MPENapaToB.

B cBs13u ¢ 3TUM CcBeneHuUsI, CoiepKaluecs Ui oTpeduTenei B 001Ie XapakTepuCTUKe
JIEKapCTBEHHBIX NPENapaToB U JIUCTKE-BKIIABIIIE JICKAPCTBEHHBIX MTPENApPaTOB, MOJIYYEHHBIX
M3 KpPOBM WJHM IUIa3Mbl KPOBHM YEJIOBEKA, JOJKHBI COJEpKaTh HH(GOPMALUIO O



MMOTEHIIMAIFHOM PHUCKe Tepenaun 6e300010ueunbix BUpycoB (BI'A u mapoBupyca B19) ¢
Y4ETOM MPUHUMAEMbBIX MEp O€30MaCHOCTH U Pe3yJIbTaTOB MCCJICAOBAHUM MHAKTUBAIIUU U (
WJIM) SJIMMHUHAIMUA BUPYCOB, MPOBEJACHHBIX JAEPKATEIEM PErUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'O Mpernapara, MoJiyd€eHHOTO U3 TJ1a3Mbl KPOBH YEJIOBEKA.

HeB03MOXKHO COCTaBUTh OT/IEJIBHOE YKa3aHUE O MOTEHIIUATLHOM PUCKE UH(PUIIUPOBAHUS
0e30000ueyHBIMU BUpYcaMH. B mporiecc mpou3BOACTBA BCEX JICKAPCTBEHHBIX MPENnapaToB
M3 KPOBU WJIM TUIa3Mbl KPOBHU YEJIOBEKA JOJKHBI OBITh BKIIOUEHBI A(DPEKTUBHBIC CTAAUU
WHAKTUBAlUM W (WJIK) SJIMMHUHAIIMU IIAPOKOTO CIEKTpa BUPYCOB, 00JIaAIOMINX Pa3HBIMU
(hU3UKO- XUMUUECKUMU CBOMCTBAMU. DTO JJa€T YBEPEHHOCTh B 3(PPEKTUBHOCTH UHAKTUBAIIUU
U (UMW) PIMMHUHAIMM BUPYCOB, HE M3BECTHBIX B HACTOSIIEE BPEMS WM HEJABHO
MTOSIBUBIITUXCSI.

Bupyc nuxopanku 3anagnoro Huna nosisuiicst B CeBepHOll AMEpUKE U TepeiaBajics
yepe3 KOMIOHEHTHI KpOBU. BmecTte ¢ TeM ciydau nepeaadyu BUpyca JIMXOpPagKkHu 3araJIHoro
Huna yepe3 nekapcTBEHHbIE Mpenaparbl, MOTYyUYEHHBIE M3 IJIa3Mbl KPOBU 4YEJIOBEKa, HE
3aperucTpupoBanbl. Mcrnosib3yemble B HACTOAIIEEe BpeMs CTaIuW WHAKTHBAUUU U (WUIIN)
AIUMUHAIIMUA JOCTATOUHBI [ oOecriedeHuss O€30MacHOCTH JIEKAPCTBEHHBIX MPEnapaTos,
MOJIYYEHHBIX U3 IIa3Mbl KPOBH YEJIOBEKA, B OTHOIIEHUHU BHpYyca Tuxopaiku 3anagHoro Hua

C yyetom 3Tux (HakTOpOB B MPEAYNPEKIAOMMNX YKa3aHUSIX WHOOpPMAIUSI O TaHHOM
BUPYCE HE YKA3BIBACTCH.

PaccmarpuBaercst Bompoc 0 HEOOXOJUMOCTH OTJICJIBHOTO YIIOMUHAHUS O BapHaHTHOMU
oone3nn Kpeittudenpara — Sxoba (BBKS) B mpeaynpexmaromux ykazanusx. [Ipunsato
pelIeHHE O HENEIeCO00Pa3HOCTH BKIIIOYEHUSI OTIEIBHOTO YIOMHHAHUS O MOBBIINICHHOU
OTIACHOCTH B CBS3W C IOTCHIMAIBHON mepenayeil BO30yauTeNs BapHaHTHOW OOJIC3HHU
Kpeittudensara — Axoba uepes JiekapCTBEHHbIE MpeNaparhl, MOJTYyUYeHHbIE U3 KPOBU WU
IJIa3Mbl KPOBU YE€JIOBEKA, U MPOAOJDKECHUN MPAKTUKU IPEACTABICHUS YACTHBIX CBEIICHUU B
IPYTUX IOKYMEHTAaX.

Nudopmanus B nmpeaynpekIaoieM yKa3aHUU COACPKUT 00IIee mpeaynpexacHue o
HEBO3MOKHOCTH TIOJIHOTO MCKIIIOUYCHUS Tepeiadyn Bo30yIuTeNIed BUPYCHBIX MH(PEKIMN npu
NPUMEHEHNHU JIEKAPCTBEHHBIX IMPENapaTroB, MOJYYECHHBIX U3 KPOBU WM IJIa3Mbl KPOBH
YyeJIoBeKa.

Coob6mienust 00 HHGUIIMPOBAHUN BUPyCaMU MPH BBEJACHUU JICKAPCTBEHHBIX IIpenapaToB
Ha OCHOBE aJb0yMHHA, TMOJYYECHHBIX CTAaHJAPTHBIMU METOJAaMHU U COOTBETCTBYIOIIUX
bapmakonelnbiM ctaThiM @apmakonen Coro3a, a OpU OTCYTCTBUM B HEW — CTaThsIM
(dapmakoriell rocy1apcTB-4ICHOB, He TIocTymnaau. Ecinu anpb0yMuH UCTIONB3yeTCs B KAUECTBE
BCIIOMOTaTEILHOTO BEIIECTBA B IPYTHUX JIEKAPCTBEHHBIX Mpenaparax, He TpeOyeTcsl BKIIOYaTh
Kakue-mu00 OTACNIbHBIC MPEAYNPEKICHUsI, UYTO OOBSICHACTCS JUIMTCIHHON WCTOpHEH



0e30MmacHOr0 TPUMEHEHUS JIEKAapCTBEHHBIX IIPEnapatoB Ha OCHOBE anbOymuHa. B
PacCMOTPEHHOM cllydyae albOyMHH YyKa3bIBaeTCSl B NEpPEUYHE BCIIOMOTATEbHBIX BEIIECTB,
HCIMOJIB3YEMBIX JJISI IPOU3BOJICTBA APYTOro JIEKAPCTBEHHOTO IIperapara.

II. IMpenynpexnerne 06 HHPEKTMOHHBIX areHTax B 00ImeH XapaKTepUCTHKE JIEKapCTBEHHBIX
IpenapaToB, MOTyJeHHBIX W3 KPOBH MJIH ILUIA3MBI KPOBH 9€JI0OBEKA

B o0mieit xapakrepucTtuke JiekapcTBeHHOTO penapara B pasnene 4.4 "OcoOble ykazaHus
1 MEPbI MPEIOCTOPOKHOCTHU MPU MPUMEHEHUU" BBIOOP (OPMYIMPOBKH, 3aKIIOUEHHON B < >,
3aBUCHUT OT 3 (HEKTUBHOCTH MEP B OTHOIIICHUH COOTBETCTBYIOIIETO BUPYCA.

1. JIlexapcTBeHHEIE ITpenapaThl, IOTy9YeHHBIEe N3 KPOBH MIIH IUIa3MBI KDOBH JeJIOBEKa (3a
HACKIIIOY€HHEM UMMYHOIIOOYJIMHOB U anb0yMuHA)

"CranmapTHbIe MEphI PEIYNPEKICHUS PA3BUTHS BUPYCHBIX HH(DEKIUH, 00yCIOBIEHHBIX
IIPUMEHEHHUEM JIEKAPCTBEHHBIX IPENapaToB, MOJYYEHHBIX W3 KPOBHU WM IUIa3Mbl KPOBHU
YeJIoBeKa, MpeyCMaTpUBaroT 0TO0p TOHOPOB, CKPUHUHT MHAUBHUAYAIbHBIX JOHAIIMM U ITyJIOB
1J1a3Mbl Ha crienupuyeckre Mapkepbl HHPEKIMH U BKIIOYEHUE B MPOLECC MPOU3BOACTBA
(b (PEKTUBHBIX CTAIUN MHAKTUBAIIMYU U (WJIM) IIMMHUHAIIMN BUpYycoB. HecmoTps Ha 3T0, 1pu
BBEJICHUH JIEKAPCTBEHHBIX NIPENAPATOB, MTOJIYYEHHBIX U3 KPOBU WJIU ILJIa3Mbl KPOBU YEJIOBEKA,
HEJb3$ MOJHOCThIO UCKIIOYUTh BO3MOYKHOCTD Nepeiaudl BO30yauTeNell BUPYCHBIX HH(EKIHit
, 0COOCHHO B OTHOLIEHUY HEU3BECTHBIX U HOBBIX BUPYCOB, @ TAKKE IPYTUX NaTOTE€HOB.

[TpunsTeie Mephl cuUTAOTCS ) (PEKTUBHBIMU B OTHOIICHUN TaKUX 000JI0YEUHBIX BUPYCOB
, kak BUpyc uMmmyHojedunura yenoseka (BY), Bupyc renatura B u Bupyc renatura C.

<, a TaK’K€ B OTHOIICHUHU 0€3000I04€YHOTO<BIX> BUpYyca<oB> <rematura A> <p> <
napBoBupyca B19>>.

<IIpuHATBIE MEPBI HE CUYUTAIOTCS AOCTATOYHO 3P (HEKTUBHBIMU
B OTHOIIICHUU TaKNX 0€3000JI09€UHBIX BUPYCOB, KaK <BUPYC renatuta A> <> <mapBOBUPYC
B19>>,

<UudunupoBanne mnappoBupycom B19 omacHo misi GepeMEHHBIX KEHIIUH (
MHOUIIMPOBAHKE IJI0/IA) U JIUI ¢ UMMYHOJIE(PUIIUTOM WM TOBBIIIEHHBIM PUTPOINOI30M (
HaIrpuMep, IpH FeMOJUTUYECKONM aHEMHHM )™>. YKa3aHuEe O TpylIax pHcKa M0 NapBOBUPYCY
B19 Bxitouars He TpeOyeTcs, ecilu MPUHATBIE MEphl PACICHUBAIOTCA B KadyeCTBE
¢ pexTuBHBIX B OTHOIIEHUH B19.

[Ipu kax10M BBEJCHUM MALMEHTY {HaUMEHOBaHUE Mpernapara} TOKyMEHTHPYETCS €ro
HaMEHOBAHHE U CEPUMHBIA HOMED B LIEJIIX COXPAHEHHUSI CBSI3U MEXIY MAlMEHTOM U CEpUei
npenapara.".

Ipumepsl.

Meps1, 3¢hpexTrHBHBIC B OTHOIIIEHHH BHpYyca TenaTiuta A u napBoBupyca B19:



"IIpunsiThie Mepbl CUUTAIOTCS (D (PEKTUBHBIMU B OTHOIICHUU TaKUX O0OJOUYEUYHBIX
BHUPYCOB, KaKk BUpyc uMMyHojeduuurta yenoseka (BUY), sBupyc renarura B (BI'B) u Bupyc
reratuta C (BI'C), a Takke B OTHONIICHHWH TaKUX 0€3000JI0Y€YHBIX BUPYCOB KaK BHPYC
renaruta A u napsosupyc B19.".

Meps1, 3¢hpexkTrHBHEBIC B OTHOLIICHHH BHpYCa TelaTHTa A, HO He napBoBupyca B19:

"[IpunsiThie Mepbl cUUTAIOTCS (P(PEKTUBHBIMU B OTHOIIEHUU TAaKUX O0O0JOYEYHBIX
BHUPYCOB, KaK BUpyc UMMyHoeuuurta yenoseka (BUY), sBupyc renarura B (BI'B) u Bupyc
renatuta C (BI'C), a Takxe B oTHOIIEeHNH 6€300010ueyHOr0 Bupyca renatuta A. [IpunsTeie
MEpbl HE CYUTAIOTCA JOCTATOYHO 3(P(PEKTUBHBIMH B OTHOIICHUU TaKUX 0€3000JI0YE€UHBIX
BHpYCOB, kak mnapBoBupyc B19. Hudunuposanue mnapsoBupycom B19 omacuno s
OCpeMEHHBIX KEHINUH (MHPUIMPOBAHUE IUIOJMA) U JHUIl ¢ HUMMYHOJICHUIIUTOM WU
MOBBIIIEHHBIM YPUTPOIO330M (HAPUMED, MPU TEMOJIUTUUECKON aHEMUHM).".

Mepel, HeapekTHBHBIE B OTHOIIIEHHH BHpYCa rernaTtuta A u napBosupyca B19:

"IlpunsiTeie Mepbl cuuTalOTCA dPPEKTUBHBIMU B OTHOIIEHHH TAaKUX O0OJOYEUYHBIX
BHUPYCOB, Kak BUpPYC UMMyHOAehUIIUTa YeloBeKa, BUpyc renarura B u Bupyc renarura C.
[IpuHsATBIE MEPHI HE CUMTAIOTCS JOCTATOYHO 3(DPEKTUBHHIMU B OTHONICHUH TaKUX
06€3000J104eUHBIX BUPYCOB, KaK BUpYycC rematura A u mapoBupyc B19. Mnbunuposanue
napBoBupycoMm B19 onacHo st 6epeMeHHBIX KEeHIIUH (MHPUUIMPOBAaHUE IUIOAA) U JUI C
UMMYHOAC(HUIIUTOM WM TOBBIIIEHHBIM 3PUTPOTIO330M (HAMPUMEP, TTPU TeMOTUTHICCKON
aHeMum).".

2. lonommutenbEas GOpMyITHPOBKa sl PETYIAPHO U (WJIH) HOBTOPHO BBOJMMEIX JIEKAPCTBEHHEIX
IPEenapaToB, MOTyIeHHBIX U3 KPOBH MM ILUTa3MBI KPOBH 9EIOBEKA, 32 HCKIIIOYCHUEM
AMMYHOTJIOOY/IHHOB

B otHomennn npenapatoB ¢GakTOPOB CBEPTHIBAHMS KPOBH, MPEMIapaTOB aHTUTPOMOUHA U
JIPYTUX PETYJSpHO U (WIM) TOBTOPHO BBOJUMBIX JIEKAPCTBEHHBIX MPEMAPATOB, MOTYUYEHHBIX
U3 KPOBHM WJIM IUIa3Mbl KPOBU YEJIOBEKA, 33 HCKIIOUYEHHUEM HMMYHOTJIOOYJIHWHOB, MEpeN
NOCJICIHUM TIPEJIOKEHUEM O JAOKYMEHTHPOBAHUM HAaWMEHOBAHUS M CEPUIHOTO HOMEpa
JEKapCTBEHHOr0 IpenapaTra HEOOXOIMMO MPUBECTU CHEAYIOUIYIO JOMOJHHUTENbHYIO
(bOpMyITHPOBKY:

"ITariueHTOB, PETYSPHO U (WJIM) MOBTOPHO MOJIYYAIOIIHUX {KJIACC MpernapaToB, HapUMep,
npenapatsl gakropa VIII, mpemapatsr aHTUTpOMOUMHA}, TTOTYUYEHHBIE U3 KPOBU WIIH TIJIa3Mbl
KpOBH 4eJIOBEeKa, HEOOXOAMMO BaKIIMHUPOBATh OT renaTuToB A u B.".

3. IMMyHOTITOOYJIHHEBI

CBC,Z[GHI/I}I MO JICKAPpCTBCHHBLIM IIpCIIapaTaM, OTHOCAIIUMCA K I/IMMYHOFJ'IO6y.]'II/IHaM,
AOJIKHBI BKIIHOYATH CICAYIOMUE ITPCAYITPCIKAAOINC HAAIINCH U I/IHCI)OpMaHI/IIO.



"CraHIapTHBIE MEpBl MPEAYNpPEeXACHUS pa3BUTUS UHQEKIUH, 00yCIOBICHHBIX
MPUMEHEHUEM JIEKapCTBEHHBIX MpPENnapaToB, MOJYYEHHBIX M3 IJIa3Mbl KPOBH YEOBEKa,
MPEeTyCMaTPUBAIOT OTOOP IOHOPOB, CKPUHUHT WHIWBUIYATHHBIX TOHAIIUN M MYJIOB TIJIa3Mbl
Ha cnenuduyHble MapKepbl HHOEKIUN U BKIIIOYEHHE B TIPOLIECC MPOU3BOACTBA 3 (HEKTUBHBIX
CTaAuil WHAKTUBAIMU W (WJIM) 3IMMUHAUMKM BUpycoB. HecMOTps Ha 3TO, pU BBEAECHUU
JIEKapCTBEHHBIX IMPEINapaToB, MOJYYEHHBIX U3 KPOBH WIIM IUIa3Mbl KPOBH YEJIOBEKA, HEIb3S
HCKJIIOUUTh BO3MOXKHOCTh Tepe/laud Bo30yauTteneil nH(peKiuii, 0COOCHHO B OTHOIICHUU
HEU3BECTHBIX U HOBBIX BUPYCOB, a TAKKE APYTUX NATOTCHOB.

[TpunsTHIE MEpBI cUNTaIOTCS 3PPEKTUBHBIMUA B OTHOIIEHUH TAKUX 000JI0UE€YHBIX BUPYCOB
, kKak BUpyc nMmyHojedunura yenoseka (B1Y), sBupyc renatura B u Bupyc renatura C.

<, a Tak’Ke B OTHOIICHUHU 0€3000I04eYHOTO<BIX> BUpYyca<oB> <rematutra A> <p> <
napBoBupyca B19>>.

<IIpuHsATBIE MEPHI HE CUYUTAIOTCS AOCTATOYHO I (HEKTUBHBIMU
B OTHOILIEHUU TaKNX 0€3000J104€YHBIX BUPYCOB, KaKk <BUpYC renatuta A> <u> <mnapBOBUPYC
B19>>.

HakormieHn 1ocTatouHblii KIMHUYECKUH ONBIT OTCYTCTBHUS MEpeayu BUpyca renatuta A u
napBoBupyca B19 npu BBeneHMNM MMMYHOTJIOOYJIMHOB, KPOME TOTrO, MPEANOIaraeTcs, 4yTo
HaJu4Ke Crelu(pUYeCcKUX aHTUTEN BHOCUT 3HAUMTENIbHBINA BKIIAJl B 0OecieueHre BUPYCHON
0€30IacCHOCTH.

[Ipu xax0M BBEJEHUHU NMAIMEHTY {HAWMMEHOBAHHE IMpernapara} JTOKYMEHTUPYETCS ero
HAaMMEHOBAaHHE U CEPUIHBIA HOMEP B LIEJISAX COXPAHEHHUS CBSI3U MEXIY MMAallUEHTOM U Cepuen
npemnapara.".

4. Airs6ymuH

CBeieHHs TIO0 JIEKAPCTBEHHBIM TMperapaTaM Ha OCHOBE albOyMHHA JTOJHKHBI BKIIOYATh
CJIEIYIOLIME TPEeIyIPEKIAI0IINEe HATIUCU U HHPOPMALIHIO.

"CtanmapTHbIEe MEpBhl TPEAYNPEKICHUS pPa3BUTHS BUPYCHBIX 3a00J€BaHUM,
00YCJIOBJICHHBIX MPUMEHEHUEM JICKAPCTBEHHBIX MpPENapaToB, MOJIYUYEHHBIX U3 KPOBH WIIH
MJ1a3Mbl KPOBU Y€JIOBEKa, MPEAYCMATPUBAIOT OTOOP JOHOPOB, CKPUHUHT WHIAMBUIYATBHBIX
JIOHAILIMK U MYJIOB IJIa3Mbl
Ha crneuupuyHble Mapkepbl MHOEKUUA U BKIOYEHUE 3()(PEKTUBHBIX MPOU3BOJICTBEHHBIX
CTaJuil WHAKTUBAIMU W (WJIU) JIMMUHALUM BUpYycoB. HecMoTpsi Ha 3TO, mpu BBEACHUU
JIEKapCTBEHHBIX MPEINapaToB, MOJYYEHHBIX U3 KPOBU WIIM IJIa3Mbl KPOBU UEJIOBEKA, HEJIb3s
HCKJIIOUYUTh BO3MOKHOCTH Iepe/iladd BO30yauTeNIel BUPYCHBIX HH(EKIHH, 0COOCHHO B
OTHOIIIEHUH HEU3BECTHBIX U HOBBIX BUPYCOB, a TAKXKE JIPYTHX MMaTOTEHOB.

Coo0menns 00 MHPUITMPOBAHUU BHPYCaMU MPU BBEJEHUU JIEKAPCTBEHHBIX MPENapaToB
Ha OCHOBE ajlb0OyMHHA, TMOJYYEHHBIX CTAaHJAPTHBIMHU METOJaMU U COOTBETCTBYIOIIHMX
dbapmakoneiiabiM cTaThaM @Dapmakomneun Coro3a, a TPU OTCYTCTBUM B HEW — CTaThsIM
(dapmakornei rocy1apCcTB-4wICHOB, HE TOCTYIIAJH.



[Ipu xaxoM BBEJEHUYU TAIMEHTY {HAWMMEHOBAHHE Mperapara} TOKYMEHTUPYETCS ero
HAaWMCHOBAaHHE M CEPUIHBIA HOMEP B IIEJISAX COXPAHCHUS CBS3M MEXIY MMAIIMCHTOM U CepUCH
npenapara.".

[I. ®opmympoBka pasnena 4.8 "HexenarenpHbie peakun" o0meit XapakTepHCTUKA
JIEKapCTBEHHOT'0 IpenapaTta, MOJXyIeHHOTO W3 KPOBH WJIH ILIa3MbI KDOBH JEJIOBEKA

CBeneHus 10JKHBI BKJIIOUATh CIIEAYIOIINE IPEeayTpeKIaolue Ha{lIuCu U HHPOpMALIHIO.
"CBeneHusi 0 0€30MACHOCTH, Kacaroluecss BO30yAuTeNeld BUPYCHBIX HH(PEKIUH,
MpuBEIEHbI B pazzene 4.4.".

IV. IIpenynpexneans 06 HHPEKIMOHHBIX areHTaxX B JIMCTKaX-BKJIAJbIIIAX JICKAPCTBEHHOT'O
mpenapara, HOJ[y9€HHOTO U3 KPOBH HIIM ILIa3MBI KPOBH 9EJIOBEKA

[Ipenynpexpaaroniee yka3aHue, COBMECTUMOE C TEKCTOM OOILIeH XapaKTepUCTUKH
JIEKapCTBEHHOT'O Mpernapara, BKIo4aeTcs B pazznen 2 "O yem HeoO0XOIMMO 3HaTh nepep <
nprueMoM><IpUMEHEHHEM> {HalMEHOBaHUE npenapara;.".

B cneayromux ykazaHusx BbIOOp (OPMYIHPOBKHU, 3aKIFOYEHHON B < >, 3aBUCHUT OT
3¢ (HEKTUBHOCTH MEP B OTHOIIICHUH YKa3aHHOTO BUpYCA.

1. JIlexapcTBeHHEIE ITpenapaThl, IOTy9YeHHBIEe N3 KPOBH MIIH IUIa3MBI KDOBH JeJIOBEKa (3a
HACKIIIOY€HHEM UMMYHOIIOOYJIMHOB U anb0yMuHA)

"Ecnu nekapCTBEHHBIE NPENaparbl U3TOTABIMBAIOTCSA W3 KPOBU WJIM IIa3Mbl KPOBU
YeJI0BEeKa, MPUHUMAIOTCS CIIEMaIbHble MEPHI JJI IPEAOTBPAILLEHUS NTepeaadyn Bo30yauTene
MH(EKIIMOHHBIX 3200JI€BaHU MAIMEHTaM.

K HuM oTHOCSTCS:

THIATETBHBIA OTOOP JOHOPOB KPOBH U TUIa3Mbl, UTOOBI HE JOMYCTUTHh K JOHOPCTBY
HOCHTEJIE BUPYCHBIX MH(EKIIHIA;

WCIIBITAHUE KaXJIOM JOHAUMH W IIYJOB IUIa3Mbl HAa MAapKepbl BUPYCOB
MMMYHOJIOTHYECKUMHU U MOJIEKYJISIPHO-T€HETUYECKUMU METOIaMU;

BKJTFOYCHHNE B 00paOOTKY KPOBU WJIU IIA3MbI CTAINI, CIOCOOHBIX HHAKTUBUPOBATH WIIH
yIaIATh BUPYCHI.

Hecmotps Ha 370, Ipy BBEICHNHN JIEKAPCTBEHHBIX IIPENAPATOB, U3TOTOBJIEHHBIX U3 KPOBU
WM TIJIa3Mbl KPOBU YEJIOBEKA, HENb3S MCKIIOUUTHh BO3MOXKHOCTH IMepe/ladyu Bo30yauTenei
MH(EKIU, 0COOEHHO B OTHOIIEHWM HEU3BECTHBIX M HOBBIX BUPYCOB, a TaKke APYTUX
IIaTOTCHOB.

[IpunsaTbie Mepbl cUUTAIOTCS 2((HEKTUBHBIMU B OTHOIIICHUHU TaKKX 000JIOYECYHBIX BUPYCOB
, KaKk BUpyC UIMMYyHoOAe(uIInTa YeIoBeKa, BUpyc renatuta B u Bupyc renaruta C.

<, a TaKkXe B OTHOIICHHH 0€3000JI04eYHOr0<bIX> BHUpPYyCa<oB> <remaTuta A> <u> <
napsoBupyca B19>>.



<[IpuHsTHIE MEPBI HE CUNTAIOTCS JOCTATOUHBIMHU B OTHOILIEHUH TaKUX 0€3000J109€UHBIX
BHUPYCOB, KaK <BuUpyc remnarura A> <> <napBoBupyc B19>>.
<UudunupoBanre mnappoBupycom B19 omacHo misi GepeMEeHHBIX KEHIIUH (
MH(QULIUPOBAHUE TJ10/1a) U JIHUI] C YTHETEHHEM UMMYHHOW CHCTEMbI WM HEKOTOPHIMU BUJIAMU
aHeMHii (HampuMep, MPH CEPIOBUIHO-KIETOUHOM 00JIE3HN WM TEMOJTUTHYECKON aHEMHH )>.
[Tpyn monyueHun BamMM KakJOM 1036l {HaWMMEHOBaHUE Ipernapara} HEOOXOJIUMO
JOKYMEHTUPOBATh €r0 HAMMEHOBAaHHWE U CEPUIHBIA HOMEpP B LENSAX COXPAHEHHS UCTOPUU
HCIIOJIb30BaHHBIX cepHil.".

Vkazanue o rpynmnax pucka no naposupycy B19 Bkitouars He TpeOyercs, eciau

NPUHATHIE MEPBI PaCIICHUBAIOTCS B KauecTBe 3 (HEeKTUBHBIX B OTHOLIEHHH B19.
IIpumeppr.
Mepsl, 5¢h¢pexTHBHBIE B OTHOIIIEHHH BHpYCA TermaTtuTa A u napBoupyca B19:

"[IpuHATHIE MEpbI CUUTAIOTCS 3PPEKTUBHBIMU B OTHOIIEHMM TAaKUX O00OJOYEUHBIX
BHPYCOB, Kak BHpyc MMMYyHoneduuurta yenoeka (BUY), Bupyc rematura B u Bupyc
renatuta C, a Takxe B OTHOIIEHUH 0€3000J104€UHBIX BUpYyca renatuta A u napsosupyca B19

"
Mepel, 5¢h¢hekTHBHBIE B OTHOIIIEHHH BHpYCA TermaTuTa A, Ho He napBoBupyca B19:

"[IpunsiTie Mepbl cUUTaOTCS 3P(PEKTUBHBIMU B OTHOIIEHUU TaKUX O0OJOYEYHBIX
BHPYCOB, Kak BHpyc uMMmyHoneduiura yenoBeka (BUY), Bupyc rematura B u Bupyc
renarura C, a Takke B OTHOLIEHUH 0e30005104eyHOro Bupyca renarura A. [IpunsaTeie Mepsl
HE CUMTAIOTCS JOCTAaTOYHBIMM B OTHOLIEHHHM TakuX O0€3000JI04€YHBIX BHUPYCOB, Kak
napsoBupyc B19. Mnduuuposanue napsosupycom B19 onacHo 115t 6epeMeHHBIX KEHITUH (
MH(ULMPOBAHUE IJI0/1A) U JIUL C YTHETEHHEM UMMYHHOU CHCTEMBI UM HEKOTOPBIMU BUIAMHU
aHeMu# (Hampumep, IpH CEPrOBUIHO-KICTOYHON OOJIE3HHU UITM TEMOJIUTHYECKON aHeMun).".

Mepel, HeappekTHBHBIE B OTHOILIEHHH BUpYca refnatuta A u nappoupyca B19:

"[IpuHsATHIE MEpbl CUUTAIOTCS 3(PPEKTUBHBIMU B OTHOIICHHHM TAaKUX 00O0JIOUYEYHBIX
BUPYCOB, Kak BHpyc MMMYyHoJeduuura yenoBeka (BUY), Bupyc rematura B u Bupyc
renatuta C. [lpuHATBIE MEpBI HE CUYMTAKOTCS JOCTAaTOYHBIMH B OTHOIIEHUU TaKHX
0e30005104€UHBIX BUPYCOB, Kak BUpyc rematuta A u napoBupyc B19. Mnduumposanue
napBoBupycoM B19 onacHo st 6epeMeHHBIX JKEHIIWH (MHPUUHUPOBAHUE IUIOAA) U JUL C
YTHETEHHMEM HMMYHHOM CHCTEMBl WM HEKOTOPBIMU BHJaMHM aHEMHUH (Hampumep, Npu
CEPIOBUIHO-KJIETOYHOU O0JIE3HH WIIM T€MOJTUTUYECKOU aHeMun).".

2. lonomauTenbHasA GOpMyIHPOBKA )i PEryJIApHO U (WJIM) IOBTOPHO BBOAMMEIX JIEKAPCTBEHHBIX
IpemnaparoB, MOTyIeHHbIX 3 KPOBH HJIM IUTa3Mbl KPOBH 9€JIOBEKa, 32 HCKIIIOYCHHEM
AMMYHOTJIOOY/IHHOB

B oTHomennu npemnapatoB GakTOPOB CBEPTHIBAHMS KPOBH, MPENapaTOB aHTUTPOMOUHA U
IPYTUX PETYJISAPHO U (WIM) MOBTOPHO BBOJUMBIX JIE€KAPCTBEHHBIX MPEMAPATOB, MOITYUYEHHBIX
U3 KPOBU WJIM IJIa3Mbl KPOBHU 4YEJIOBEKA, 3a MCKIIOUEHHEM HUMMYHOTJIOOYJIMHOB, HEpen



MOCJIEAHUM TMPEIOKEHUEM O JOKYMEHTUPOBAHMHM HAUMEHOBAHUSA UM CEPUMHOIO0 HOMEpa
JIEKapCTBEHHOr0 TpenapaTra HEOOXOJIMMO TMPUBECTU CHEAYIOUIYIO JAOMOJHUTEIbHYIO
(bOpMyITHPOBKY:

"Ecnu BBl perynsipHo (IIOBTOPHO) MoJIy4daeTe {KJacc MpernaparoB, HAIpuUMep, IpenapaTsl
daktopa VIII, mpenapaTsl aHTUTpOMOMHA }, TIOTyYEHHBIE U3 TJIa3Mbl KPOBU YEJIOBEKA, Bpad
MOKET pEKOMEHI0BAaTh BaM MTPOUTH BaKIMHALIMIO OT rematutoB A u B.".

3. ImMyHOTITOOYJIMHED

CBeneHus 1O JIGKAPCTBEHHBIM TIpemnapaTaM, OTHOCSIIUMCS K MMMYHOTJIOOYJIHHAM,
JOJKHBI BKJIKOYATh CIIEAYIOUIUE NPeIypeKIaonue Haanuc 1 UHPOpMaLHIO.

"Ecnu JiekapCcTBEHHbIE Mpenaparbl W3rOTaBIMBAIOTCA M3 IJIa3Mbl KPOBU YEJIOBEKA,
NPUHUMAIOTCS CHelMajbHble MEPhl ISl TpeJoTBpAllEHUs Iepenadyud Bo30yauTenen
WHDEKITMOHHBIX 3a00JICBAHHN MMAIIMCHTAM.

K HuM oTHOCSTCS:

TIIATEJbHBIA OTOOpP JOHOPOB KPOBU U IJIa3Mbl, YTOOBI HE NOMYCTUTh K JOHOPCTBY
HOCHUTEJICH BUPYCHBIX HH(EKITUH;

HCIBITAHUE KaXXJOW JOHAIMKM M TYJOB MJa3Mbl Ha MAapKepbl BUPYCOB
MMMYHOJIOTHYECKUMH U MOJIEKYJIIPHO-T€HETUYECKUMU METOAaMU;

BKJIIOUEHHE B 00pa0OTKY KPOBHU WIH TIJIa3Mbl CTAJIUNA, CHOCOOHBIX MHAKTUBUPOBATH WU
YAAJSTh BUPYCHI.

Hecmotps Ha 3TO, NIpy BBEJICHNUHU JIEKAPCTBEHHBIX IIPENapaToB, U3TOTOBJIECHHBIX U3 KPOBU
WJIW TUIa3Mbl KPOBH YEJIOBEKa, HENb3s UCKIIOYUTHh BO3MOXKHOCTH MEpeayu Bo30yauTenei
uH(peK1nii, 0coOOCHHO B OTHOLIEHUM HEU3BECTHBIX M HOBBIX BHPYCOB, a TaKXe IPYTUX
MaTOT€HOB.

[IpunsiTeie Mepbl cunTatoTCs 3PGHEKTUBHBIMUA B OTHOIIEHUH TAKUX 000JI0UEYHBIX BUPYCOB
, Kak BUpyc uMmmyHojeduuura yenoseka (BIY), Bupyc renatura B u Bupyc renatura C.

<, a TaKKe B OTHOIICHUH 0€3000I04€YHOTO<BIX> BUpYyca<oB> <rematutra A> <p> <
napBoBupyca B19>>.

<IIpuHSATHIE MEPHI HE CUUTAIOTCS JOCTATOYHO d(PGHEKTUBHHIMA B OTHONICHUHU TaKHX
0€3000JI04eYHBIX BUPYCOB, KaK <BUPYC remnaruta A> <> <napBoBupyc B19>>.

BBenenne uMMyHOrn00yJiMHa HE BBI3BIBAJIO Pa3BUTHE renaTuTa A v MH(OUIIMPOBAHUE
napBoBupycoM B19 B cBs3u c coaepkaHHEeM B JIEKAPCTBEHHOM Mpenapare 3allUTHBIX
AHTUTEI MPOTUB ATUX UH(DEKIUH.

[Ipu mosyuyeHun BaMU KaXKJOW J03bl {HaMMEHOBAHUE Tpemnapara} HE0OXOIUMO
JOKYMEHTHPOBATh €r0 HAMMEHOBAHME M CEPUUHBIA HOMEpP B LEJSAX COXpPAHEHHUs clena
HCTOJIb30BaHHBIX CEpUid.".

4. Ams6ymuH



CBejieHHs TI0 JIEKAPCTBEHHBIM TMperapaTaM Ha OCHOBE albOyMHHA JOJHKHBI BKIIOYATh
CJIEIYIOLME TPEeayIPEKIAI0IINE HAIUCH U HHPOPMALIHIO.

"Ecnu JiekapcTBEHHBIE Mpenaparbl W3rOTaBIUBAIOTCA M3 IJIa3Mbl KPOBU YEJIOBEKA,
NPUHUMAIOTCS CHElHaIbHBICE MEpbl JJISI TPENOTBpAllCHUs TNepeaud Bo30yauTesnei
WH)EKITMOHHBIX 3a00JICBAHHN IMAIIHCHTAM.

K HuM oTHOCSTCS:

TIIATEJbHBIA OTOOpP AOHOPOB KPOBU U IJIA3Mbl, YTOOBI HE JNOMYCTUTh K JOHOPCTBY
HOCHTEJIeH BUPYCHBIX MH(EKIIHIA;

HCIIBITAHWE KaXXJOW JOHAIMKM M TYJOB MJa3Mbl Ha MapKephl BUPYCOB
MMMYHOJIOTHYECKUMH U MOJIEKYJIIPHO-T€HETUYECKHUMU METOJaMU;

BKJIIOUEHHE B 00pabOTKY KPOBHU WIH IIJIa3Mbl CTAIUNA, CHOCOOHBIX MHAKTUBUPOBATH WU
YAAJSTh BUPYCHI.

Hecmotps Ha 3TO, Ipy BBEAEHNHU JIEKAPCTBEHHBIX IIPENAPATOB, U3TOTOBJIEHHBIX U3 KPOBU
WJIW TUTa3Mbl KPOBU YEJIOBEKa, HEJNb3s UCKIIOYUTH BO3MOXKHOCTH Mepefayu Bo30yauTenei
nH(peK1nii, 0COOCHHO B OTHOUIEHWHM HEWU3BECTHBIX U HOBBIX BHUPYCOB, a TaKXKe APYTUX
MaTOTE€HOB.

Coo0mienrs 00 UHPUITMPOBAHUHU BUPYCaMU MPU BBEJCHUU JIEKAPCTBEHHBIX MPEnapaToB
Ha OCHOBE aJIbOYMUHA, MOJYYEHHBIX CTAaHJAAPTHHIMU METOIAMHU U COOTBETCTBYIOIIUX CTAThIM
dapmaxonen Coro3a, a MpU OTCYTCTBUU B HEW — CTaThIM (DapMakorei rocyapcTB-4IeHOB,
HE MOCTYTAaJH.

[Ipu monyyeHWM BamMu KaXXA0#l 103bl {HAMMEHOBAaHUE Ipemnapara} HEOOXOJUMO
JOKYMEHTUPOBAaTh €r0 HAMMEHOBAHHE M CEPUNHBIA HOMEp B LEIAX COXPaHEHHS ciena
HCMOJIb30BaHHBIX CEpUM.".
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