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3apeructpupoaHo B MuHiocte Poccum 4 aBrycta 2016 r. N 43108

MWHUCTEPCTBO 30PABOOXPAHEHWUS1 POCCUACKOW ®EOEPALIUA

NMPUKA3
oT 26 mas 2016 r. N 320H

Ob YTBEPXXAEHWUN ®OPMbl PETUCTPALIMOHHOIO YOOCTOBEPEHUA
JIEKAPCTBEHHOI'O NPENAPATA And MEAUWUMHCKOIO NPUMEHEHUA

B cooTtBeTcTBUM co cTaTben 27 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-9®3 "O6 obpalueHun
nekapcTtBeHHbIx cpeacts" (CobpaHue 3akoHogaTenbcTBa Poccunckon depepaumun, 2010, N 16, cT. 1815; N 42, cT.
5293; 2014, N 52, ct. 7540), nognyHktom 5.2.150 lNMonoxeHnss o MuHncTepcTBe 3apaBooxpaHeHus Poccuinckom
depepauuu, yrBepxaeHHoOro nocraHosneHnem lpasutensctea Poccuiickon ®epepauum ot 19 moHa 2012 r. N
608 (CobpaHue 3akoHogaTenbcTBa Poccunckon ®epepauun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cT.
2477; N 22, cT1. 2812; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, c1. 3577; N 30, cT. 4307; N 37, cT. 4969; 2015, N
2,c1.491; N 12, c1. 1763; N 23, cT. 3333; 2016, N 2, cT. 325; N 9, cT. 1268), NnprKkasbiBato:

1. YTBepanTb OpMYy PerMcTpaumoHHOrO YOOCTOBEPEHMS NEKAPCTBEHHOro npenapaTta Ans Me4VUUHCKOro
NPUMEHEHMWS COrMacHO NMPUIIOXEHMUIO.

2. YCTaHOBUTb, YTO:

a) pervcTpauMoHHOEe YyOOCTOBEpPEeHME MeKapCTBEHHOrO npenapata Ans MeAWUMHCKOrO MpUMEHeHUs
ocdhopmnseTca Ha GnaHke, ABMNAIOWEMCS 3aliMLWEeHHON nonurpaduyeckor NpoayKUMEen CO CTeMNEHb 3aluuTbl
ypoBHs "B";

©) npu nogTBEepPXOEHWM TOCyAapCTBEHHOW perncTpauMm NnekapcTBEHHOro npenapata Ans MeguuMHCKOro
NpMMEHeHs1 B COOTBETCTBMM CO cTaTbenm 29 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6
obpalleHnn nekapcteBeHHbIx cpeactB" (CobpaHune 3akoHogatensctBa Poccuiickon ®epepaumm, 2010, N 16, cT.
1815; N 49, ct. 6409; 2013, N 48, crt. 6165; 2015, N 29, c1. 4367) BblAaeTCAd HOBOE pPErncTpaLnoHHOE
yAOCTOBEPEHNE NEKAPCTBEHHOIO Npenapara Anst MeguUMHCKOro NPUMEHEHUS, B KOTOPOM C COXpaHeHWeM HoMepa
permcTpauroHHOro yaoCTOBEPEHMS YKa3bIBAKOTCS:

Jata Bblgadn 6eccpoyHOro perncrpauvoHHOro  YOOCTOBEPEHMSI FIEeKapCTBEHHOrO npenapaTta Ans
MEeOULMHCKOTO NPUMEHEHNS;

AaTa nepBoOHa4anbHOW rOCYOapCTBEHHOW perucTpaumvM NekapcTBEHHOro npenapata gns MeLMUUHCKOro
NpUMeEHEHNS;

B) MpPU BHECEHUM U3MEHEHUN B [AOKYMEHTbl, codepxalmecs B pPeructpauMoHHOM [JOCbe Ha
3aperMcTpupoBaHHbIV NleKapCTBEHHbINM NpenapaT Ans MegUUMHCKOrO NPUMEHEHWs B COOTBETCTBUM co cTaTtben 30
®epnepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpaweHnn nekapcTBeHHbIX cpeacTs” (CobpaHue
3akoHogartenbctBa Poccuickon depepaumn, 2010, N 16, cT. 1815; N 42, c1. 5293; N 49, c1. 6409; 2013, N 48,
6165; 2014, N 52, cT. 7540), Bblg@eTCa HOBOE PErnCTpaLmMoOHHOE YOOCTOBEPEHUE NEKapCTBEHHOMo npenapara ans
MEeOMLMHCKOrO MPUMEHEHUS B CllyYae N3MEHEHNS CBEOEHWIA, COAEPKALLMXCHA B HEM, NMPU 3TOM COXpaHsloTCA AaTa
rocy4apCTBEHHOW pervcTpaumy fnekapCTBEHHOro npenapata Ans  MeOUUMHCKOTO MPUMEHEHUA W HOMep
pervcTpauvoHHOro yAoCTOBEPEHUSA U yKa3blBAeTCsl [aTa BHECEHWUS W3MEHEHWUI B PErMcTpauMoHHOE [O0Cbe Ha
nekapCTBEHHbIN Npenapart Anst MeAULUHCKOTo MPUMEHEHMS;

r) PpervcTpauMoHHble YOOCTOBEPEHMUS FeKapCTBEHHbLIX MpenapaTtoB Ans MEeOULUHCKOrO MNPUMEHEHMUS,
BblJaHHble 0 BCTYMIEHUSA B CUITY HACTOSILLIEro NprKasa, AeWCTBYIOT 40 UCTEYEHUSA YKA3aHHOIO B HUX CpOKa.

3. lMpusHaTb yTpaTtMBwmMM cuny npuka3 MuHucTepcTBa 3gpaBooxpaHeHusa Poccuiickon Pegepaumm ot 13
aBrycta 2012 r. N 82H "O6 yTBepxaeHUn oopMbl PErMCTPaLMOHHOIO YOOCTOBEPEHUST NNEKAPCTBEHHOIO NpenapaTa
ONs MeduUMHCKOro npumeHeHus" (3apernctpupoBaH MwuHucTepcTBom toctuuum Poccuinckon ®Pepgepaummn 24
aBrycta 2012 r., peructpaunoHHbin N 25247).

MwuHncTp
B.N.CKBOPLIOBA

MpunoxeHue

K npuka3dy MuHucTepcTBa 30paBoOOXpaHeHs
Poccuiickon ®epepauun

oT 26 maqa 2016 r. N 320H



OnHOLBETHOE M300paxeHUe
T'ocynmapcTBeHHOTO Tepba
Poccumickoy denmepauum

MUHUCTEPCTBO 3IPABOOXPAHEHUSA POCCUMCKON OEINEPALNMU

PerMCTpauroHHOE YIOCTOBEpPEHME

JIEKAPCTBEHHOT'O IperiapaTa OJid MeIVMUIMHCKOI'O IIPVMMEHEHNMSA

(HOMEp PEerMCcTPalMOHHOTO YINOCTOBEPEHMI JIEKAPCTBEHHOTO MIpenapara)

dopma

HanmeHoBaHune aepxarend (Bnap,enbu,a) perncTtpaymnoHHoOro
yOOCTOBEPEHNA NEKAPCTBEHHOIo npenaparta

AQpec MecToHaxoXxaeHusa gepxatens (Brnagenbua) perncTpaumoHHOro
yOOCTOBEPEHUS NEeKapCTBEHHOroO npenapara

[laTa rocynapcCTBEHHOWM perucTpauun NekapcTBEHHOro nNpenapara

(a.mm.rrrr)

CpoKk [encTBusi perMcTpaumMoHHOro YOOCTOBEPEHUST NeKapCTBEHHOMO
npenapaTta

(BblA@HO BNEPBbLIE CO CPOKOM
aencTteus 5 net unm 6eccpoyHo)

[laTa BHeCeHUss W3MEHEHW B PErucTpaLMoHHOE YOOCTOBEpEHUe
nekapcTBEHHOro  npenapata (gata 3aMeHbl  PermcTpauvoHHOro
YOOCTOBEPEHWs NekapCTBEHHOTO npenapara)

(aa.mm.rrrr)

NHdpopmaLuusa o 3aperncTpMpoBaHHOM JfiekapCTBEHHOM MNpenaparTe:

ToprOBoe HanMmeHoBaHue

MexayHapoaHoe HenaTeHTOBaHHOE, WMAM  FPYNNUPOBOYHOE, WK
XMMWUYECKOE HaMeHOBaHNe

JlekapcTtBeHHas copma

[oaunpoeka

KayecTBEHHbLIN COCTaB W KOSIMYECTBEHHbLIN COCTaB [OeWCTBYIOLLUX
BELLLECTB M KA4eCTBEHHbIN COCTaB BCNOMOraTerbHbIX BELLIECTB

dopma Bbinycka (nekapcTBeHHasi ¢opMa, [03MpPOBKa, MepBUYHas
ynakoBKa, KONIMYEeCTBO NeKapCTBEHHON hOpMbl B NEPBUYHOIA YNaKoBKe,
KONMMYECTBO MEepBUYHOM YMaKoBKM B MNOTPEGUTENbCKOW YrakoBke,
KOMIMIEKTHOCTb)

PekB13nTbl HOPMaTUBHOM AOKYMEHTaLMu

npOI/I3BOD,CTBeHHbIe nnowaaku, ydacteyruine B npouecce npon3BoAcTBa JIEKapCTBEHHOIO npenaparta, C
YKa3aHunem cragumn npon3soacTea, Ha3BaHUN U (baKTVILIeCKMX ajpecoB MeCTOHaxoXaeHunda

Crtagus npon3BoOACTBaA NIEKAPCTBEHHOMO Mpoun3BoacTBeHHas nnowaaka (HaumMeHoBaHWE)

npenapara

dakTMyeckuin agpec MeCTOHaxXOXAeHUs! NPOM3BOACTBEHHON MioLWaaKu




Crtaausa nponssofcTBa NekapCTBEHHOIO MpoussoacTBeHHan nnowagka (HaumeHoBaHue)
npenapaTta

dakTnyeckmin agpec MeCToHaxoXaeHus I'lpOVI3BO,CI,CTBeHHOI7I nnowangkun

Crtaausa nponssofcTBa NekapCTBEHHOIO MpoussoacTBeHHan nnowagka (HaMmeHoBaHue)
npenapaTta

dakTnyecknin agpec MeCToOHaxoXaeH1s NPOM3BOACTBEHHOW NNoLlaaKu

CTaausi npon3BoACTBa JIeKapCTBEHHOIO Mpoun3BoacTBEHHas nrowaaka (HaMMeHoBaHUe)
npenapara

dakTMyYeckuin agpec MeCToHaxoXaeHMs NPOM3BOACTBEHHOW NNoLlanKu

(DOJIXHOCTE ) (mommmcso) (®.1.0.)

MpumevaHne:

PernctpauvoHHoe yAooCTOBepeHuWe feKapCTBEHHOrO npenapata Ans  MeAUUMHCKOrO  NMpUMEHeHWs,
COCTOsILLlee M3 HECKONbKMX JMCTOB, MNOANUCHIBAETCH YMOSIHOMOYEHHbIM FMLUOM C YyKasaHuem [OSMKHOCTU W
NpoCTaBfieHNeM neyaTn Ha KaxkaoM nucre.




