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26 nioHa 2017 r. Ne 303

06 yTBepxaeHnn TpeboBaHUn K 06bEeMy Tapbl NEKAPCTBEHHbIX

npenapaToB 419 BETEPUHAPHOro NpUMeHeHus

3apeructpupoBaH MuHtiocTtom Poccum 11 ceHTsbps 2017 r.

PernctpaunoHHbIn Ne 48133

B cooTBeTCTBUM C NoANYyHKTOM "6" NyHKTa 3 MNpaBun hopMUpPoOBaHMS NEPEYHs NIeKapCTBEHHbIX NMpenapaTos
ANS MeOULNHCKOrO MPUMEHEHNS, B OTHOLLEHMW KOTOPbIX YCTaHaBaMBaloTCsa TpeboBaHMs K 06beMy Tapsl,
YNaKOBKE N KOMMAEKTHOCTU, NEPEYHS NEKAPCTBEHHbIX NpenapaToB A/ BEeTEPUHAPHOIro NPpMMEHeHNs, B
OTHOLLEHUW KOTOPLIX YCTaHaBAMBaloTCA TpeboBaHMsa K 06beMy Tapbl, U onpefeneHns Takux TpeboBaHui,
yTBEPXXAEHHbIX NocTaHoBNeHMeM lNpaBuTenscTBa Poccuinckon ®epepaumm ot 23 uonsg 2016 r. Ne 716
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumn, 2016, Ne 31, cT. 5030), npuka3sbiBato:

YTBEpAUTL Npunaraemslie TpeboBaHMs K 06beMy Tapbl NEKAPCTBEHHLIX NPEnapaToB A/ BETEPMHAPHOMO
NpPYMEHEeHNS.

MuHunctp A.H.Tka4yeB

YTBEPXXIEHDI

nprka3soMm MuHcenbxosa Poccun

OT 26 mioHa 2017 r. Ne 303

TPEBOBAHWA

K 06beMy Tapbl IeKapCTBEHHbIX NPenapaToB 415 BETEPUHAPHOIO

NPUMeHEeHNS

Tapa nekapCcTBEHHbIX NpenapaToB A1 BETePUHAPHOro NpUMeHeHNs (fanee - 1eKapCTBEHHbIV NpenaparT),
npefHa3HaYeHHbIX 415 BHYTPEHHEr0 WK A5 Hapy>KHOr0 NMPUMEHEHNS, AOJKHA COAep)KaTb 00beM
NeKapCTBEHHOro NpenaparTa:

He Bonee 25 MuAAMANTPOB Npu 06beMHON goje cnupTa cBbille 50%, KYpCOBOW A03€ IeKapCTBEHHOI 0
npenapata He 6onee 100 MUAAMANTPOB BKAOYUTENLHO Y HANNYUK HE MeHee 25 NpeanoXKeHuin o
BKJIOYEHWM NEKAapCTBEHHOr 0 NpenapaTa B nepeyeHb JIeKapCTBEHHbIX NpenapaToB 418 BeTepnHapHOro
NMPVMEHEHNS, B OTHOLLIEHNW KOTOPLIX YCTaHaBAMBaloTCs TpeboBaHMA K 06beMy Tapbl (Banee - nepeyeHb
NeKapCTBEHHbIX NpenapaToB AN BETEPUHAPHOIO NPUMeHeHUs ), NpeAcTaBieHHbIX B MUHCenbxo3 Poccum B
COOTBETCTBUM C NyHKTOM 9 Mpasun (hopMUPOBaHNA NepPEeYHA JIeKapCTBEHHbIX NpenapaTos AN
MeLMLMHCKOr0 NPUMEHEHUNS, B OTHOLLEHUN KOTOPbLIX YCTaHaBAnBaloTCa TpeboBaHma K 06beMy Tapbl,
YNaKoBKE N KOMMAEKTHOCTW, NEPEYHS NEKAPCTBEHHbIX NpenapaToB A/ BEeTEPUHAPHOIro NPpMMEHeHNs, B
OTHOLLEHUW KOTOPLIX YCTaHaBAMBaloTCA TpeboBaHMsa K 06beMy Tapbl, U onpefeneHns Takux TpeboBaHui,
yTBEPXXAEHHbIX NocTaHOBNeHMeM [paBuTenscTBa Poccuinckon ®epepaumm ot 23 uonsg 2016 r. Ne 716
(manee - MpaBuna), cogepxallmx nHpopMaumo 06 NCNoNb30BaHUN IEKapPCTBEHHOMO NpenapaTa He No
Ha3Ha4yeHuo;

He 6onee 50 MUAAMANTPOB Npy 06bEMHON gose cnupTa cBbille 50%, KypCcoBOW A03€e IeKapCTBEHHOI 0
npenapata 6onee 100 MUAAUMANTPOB U HAAUYUKN HE MeHee 25 NpennoXeHnn 0 BKIIOYEHNN NIeKapCTBEHHOIO
npenapaTta B NepeyeHb JIeKapCTBEHHbIX NpenapaToB 415 BETePUHAPHOro MpUMeHeH s, NpeacTaB/eHHbIX B
MwuHcenbxo3 Poccun B COOTBETCTBUN C NyHKTOM 9 MpaBun, cogepxxalumx nHhopMaLuio 06 ncnosib30BaHMm
NeKapCTBEHHOro NpenapaTta He No Ha3HaYeHwIo;
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He 6onee 50 MuAAMANTPOB Npu 06bemMHon aose cnupTa oT 30% A0 50%, KypCoBOM 103e NIeKapCTBEHHOI 0
npenapata He 6osee 100 MUAMANTPOB BKAOYUTENLHO Y HANNYUK HE MeHee 25 NpeanoXKeHuin o
BKJIIOYEHWM IEKApPCTBEHHOMO NpenapaTa B NepevyeHb IeKapCTBEHHbIX NPenapaToB AJ11 BeTepUHAPHOro
npuMeHeHUs, nNpeacTaBfieHHbIX B MUMHCeNbX03 Poccum B COOTBETCTBUM C MyHKTOM 9 MpaBun, cogepxalumx
MHpopMaLuio 06 MCNONb30BaHMMN SIEKAPCTBEHHOMO NpenapaTa He Mo Ha3HayYeHuio;

He 6onee 100 MunannnTpos nNpu obbemHon aone cnupta oT 30% 00 50%, KYpCcoBOM f03€e IEKapCTBEHHOIO
npenapata 6onee 100 MUAAUANTPOB U HANUYUKN HE MeHee 25 NpeanoXeHN 0 BKIIOYEHUN NIeKapCTBEHHOIO
npenapaTta B NepeYeHb eKapCTBEHHbIX NpenapaToB A/ BEeTEPUHAPHOro NPpUMEHeHNs, NpeacTaBAEHHbIX B
MuHCcenbxo3 Poccum B COOTBETCTBUM C MYHKTOM 9 MpaBui, cogepxaux MHhopMaumnio 06 ncnosib3oBaHMm
JIeKapCTBEHHOr0 npernapaTa He Mo Ha3Ha4YeHuo;

He 6onee 100 MunAnANTPoB Npu obbemMHon aone cnupTta a0 30%, KypCoBOW A03€e NEKAPCTBEHHOMO
npenapata He 6onee 200 MUAMANTPOB BKAOYUTENBHO Y HANNYUK HE MeHee 25 NpeanoXXeHui o
BKJItOYEHWM NIEKapCTBEHHOMO NpenapaTa B NepevyeHb IeKapCTBEHHbIX NPenapaToB AJ18 BeTepUHAPHOro
npYMeHeHus, npeacTassieHHbIX B MUMHCeIbXx03 Poccum B COOTBETCTBUM C MyHKTOM 9 MpaBun, cogepxalumx
NHpopMaunio 06 NCNob30BaHUKN JIEKaPCTBEHHOMO NpenapaTta He No Ha3Ha4YeHWIo;

He 6onee 200 MMAAMANTPOB Npu 06beMHol fone cnupTta A0 30%, KypCoBOW A03€e NEKAPCTBEHHOMO
npenapata 6onee 200 MUAAUANTPOB U HANUYUKN HE MeHee 25 NpelioXeHNUN 0 BKAIOYEHUUN NIeKapCTBEHHOI0
npenapaTta B NepeyeHb NeKapCTBEHHbIX NpenapaToB A/ BEeTEPUHAPHOro NpUMeHeHNs, NpeacTaBAeHHbIX B
MuHCcenbxo3 Poccum B COOTBETCTBUM C NYHKTOM 9 MpaBui, cofepxaux nHhopMaumnio 06 Mcnosib308aHnm
JIeKapCTBEHHOrO npenapaTa He Mo Ha3Ha4YeHuo.
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