PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTBeTCTBMM C NYHKTOM 13 1 NOAMYHKTOM «Q» MyHKTA 32 [NpaBUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTUMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHbIE
nMcbMoM MuHsapaea Poccum o1 06.03.2021 Ne 20-4-41640568-C, 1 MPUHSIAG
pelweHne o6 OTKase B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3a9BAEHHbIX Ha NepeperncTpaumio QKM «ApMaBUpCKast BUodadpmKam»
(Poccus), Ha caeAyoLLME AEKAPCTBEHHbBIE MPENAPATHI, BKAKOYEHHbIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NpenapaToB:

1. «QyOUAAMH» (MHH — «AMUHODUAAMHY), PACTBOP AAST BHYTOMBEHHOIO
BBEAEHUS, 24 Mr/MA, 10 MA - aMnyAbl (8) - YNAKOBKU SIMENKOBbIE KOHTYPHbIE /B
KOMMAEKTE C HOXXOM AMMYAbHbBIM AV CKAPUPUKATOPOM, ECAU HEOBXOAVM AAS]
OMMYA AQHHOIO TUMNA / MAYKKM KAPTOHHBbIE, B pasmepe 21,98 pyob.

2. «QyOUAAHY (MHH — « AMUHODUAAUH»), PACTBOP AAST BHYTPVBEHHOIO
BBeAEHMS, 24 MI/MA, 10 MA - aMnyAbl (5) - YNIAKOBKW SIMEMKOBBLIE KOHTYPHbIE (2)
/ B KOMMAEKTE C HOXXOM AMMYAbHBIM UAM CKOPUDPUKATOPOM, ECAU HEOBXOAMUM
AAST OMIMYA AQHHOIO TUMNA / NAYKM KAPTOHHbIE, B pasmMepe 28,78 pyo.

3. «QyOUAAUHY (MHH — «AMUHOOUAAKMHY), PACTBOP AAST BHYTPUBEHHOTO
BBeAEeHMS, 24 Mr/MA, 10 MA - amMnyAbl (10) / B KOMMNAEKTE C HOXKOM AMIMYAbHbIM
AV CKAPUDUKATOPOM, ECAN HEOBXOAUM AAST AMITYA AQHHOIO TUMNA / MAYKU
KAPTOHHbIE, B pasmepe 27,60 pyb.

I'Ipe,A,e/\bele OTrnyCKHble UeHbl Hd YKA3dHHblE AeKAPCTBEHHbIE MNPEenapddTbl HE
COraAQCoBbIBAKOTCS MO CASAYIOLLM OCHOBOHUSIM.

B xoae nMpoBeAeHNs1 9KOHOMMYeCKoro aHaAmda PAC Poccum BbISIBAEHO
HECOOTBETCTBME CBEAEHUN, MPEACTABAEHHBIX MO MPUAOXKEHMSIM Ne 7 1 Ne 10
MeToAVK/ pacHeTa NpeAEAbHbIX OTMYCKHbIX LEH MPOM3BOAUTEAEN HA
AEKAPCTBEHHbIE NPEenApPAThl, BKAKOYEHHbIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMbBIX 1 BADKHENLLIVX AEKAPCTBEHHbBIV MPENAPATOR, YTBEPMKAEHHOM
noctaHoBAeHneMm lMpaeutenbctea Poccumckom Geaepaumm ot 15.09.2015

Ne 979 (Aanee — MeToAMKA), B YHOCTU YBEAUYEHUST PACXOAOB HAO MATEPWAAbI U



HA AMOPTU3AUMNIKO OCHOBHbBIX CPEACTB.

B cooteeTCcTBMM C NyHKTOM 14 MpanA PAC Poccum HONMPABAEH 3AMPOC OT
25.03.2021 Ne TH/23012/21 O BbISIBA€HHbIX HECOOTBETCTBUSIX.

BmecTe ¢ TeM, B YCTAHOBAEHHbIV [10ABUAQMK CPOK 3QSIBUTEAEM HE
YCTPQAHEHbI BbISIBAEHHbIE HECOOTBETCTBUSI CBEAEHUN, NPEACTABAEHHbBIX MO
NPUAOXKEHNSIM Ne 7 11 Ne 10 MeToAMKM (B TOM YNCAE AOKYMEHTAMMU,
NPEeACTOBAEHHBIMW HO YKO3AHHBIV 3anpoc PAC Poccumn), 4To NpOTUBOREUNT
NyHKTAM 38 11 39 MeToAMKN,

B CBS13M C BbILLEM3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M MYHKTA 19
[NoOBUA, NPEBbLILLEHNE MPEACTABASIEMON AASI TOCYAQPRCTBEHHOW PEMMCTRALNN
NAU NEepEPErnCTRALMM MPEAEABHOW OTMYCKHOM LEHbI MPOOM3BOAUTEAST HO
AEKQAPCTBEHHBIV NPEenAPAT HOA LEHOW, PACCHYUTAHHOW B COOTBETCTBUN C
[NpoaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBOHUM FTOCYAQPCTBEHHOM PErMCTRPAUMM NPEeAEABHOM OTMYCKHOW
LleHbl NPOM3BOAMTEAS HO AEKAPCTBEHHDBIV Npenapdar.

T.B. Hmkeropoaues



