PELLEHWE

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

B cooteeTcTBMM C NyHKTOM 13 TPOBUA FTOCYAQPCTBEHHOW PErMCTPALUUN U
nepepermcTpaunm MnPEAEAbHbIX  OTMYCKHbIX UEeH MPOM3BOAUTEAEN HA
AEKAQPCTBEHHbIE  MPENnAPAThl, BKAIOYEHHBIE B  MNEepeyeHb  YKU3HEHHO
HEODXOAUMBIX U BOOPKHEMLLMX AEKOAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHbIX
noctaHoBAeHnem [paeutenbcteaPoccumckomn Peaepaumm ot 29.10.2010 Ne
865 (aonee — Tlpaemaa), DPepepOaAbHAST AHTUMOHOMOABHAST  CAYXKOO
PACCMOTPEAO AOKYMEHTHI, MPEACTOBAEHHBIE NMMCbMOM MUH3APOBO Poccum
oT 19.10.2023 Ne 25-7-4265901-c, v nMpuHIAG pelleHne o6 oTKase B
COrAQCOBQHUN npeAeAbHOM OTMYyCKHOM LeHbl, 3ASIBAEHHOW HQ
nepepervctpaumo OO0 «MOCOAPM»  (Poccus), Ha  CAeAYyOLWMN
AEKAPCTBEHHbBIN MNPENAPAT, BKAKOYEHHBIV B NEPEYEHDb YKUZHEHHO HEOBXOAMMBbIX
N BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB:

«Aueconb» (MHH — «Kaamns xaopua+HaTpUs aueTtat+HaTtpust XAOPUAY»),
PACTBOP AAS UMHOY3MM, 400 MA - ByTbiAKO (15) - GWKMK KOPTOHHBIA (AAS
CTAUMOHAPOB), B

pasmepe 390,00 pyo.

[MoeAeAbHAS OTNYCKHAS LEeHA HA BbILLEYKA3AHHBIM AEKAPCTBEHHbBIM MpenapaT
HE COrAOCOBBIBAETCS MO CASAYOLLIVIM OCHOBOHMUSIM.

B cooTtBeTCTBUM C MyHKTOM 39 MeToAMKM pacyeTa MpeAEAbHbIX OTMYCKHbIX
LEeH nMnpouM3BOAUTEAEN HA AEKAPCTBEHHble MpPenapaTbl, BKAKOYEHHble B
nepeyeHb  >KM3HEHHO  HEOBXOAUMbBbIX W BODKHEMLIMX  AEKAPCTBEHHbIX
NPenapaAToB, YTBEP)KAESHHOW MOCTAHOBAEHMEM [1PABUTEABCTBA POCCHMNCKOM
QPeaepaumm o1 15.09.2015 Ne 979 (aAanee — MeToAMKQ), MPEAEABHOS
OTMYCKHAS LEeHA HA AEKAPCTBEHHbLIM MPEenapaT MOAAEXUT YBEAUYEHUIO HA
BEAVUMHY YAOPOMAOHMST CbIPbSl ¥ MOTEPUAAOB U HA BEAUYVHY W3MEHEHMUS
HAKAQAHbBIX PAOCXOAOB.

BmecTe C TeM, 3a9BUTEAEM HE MPEACTOBAEHBI PACHYETHI, MOATBEPIKAQIOLLME
BEAVUMHY YAOPOMQAHUS Cblpbsl, MATEPVOAOB U BEAVMYMHY UBMEHEHWS
HAOKAQAHBIX PACXOAOB, MPEAYCMOTOEHHbIE MOAMYHKTOM «C» MYyHKTA 35 MpaBUA.

B cooteetctBUM C nyHKTOM 14 lMpasmna GPAC Poccum HONMPABAEH 3AMpoC OT
14.11.2023 Ne 33/95102/23 0© nNpeAOCTABAEHUM YTOYHEHHBIX PACYETOB
MPEAEAbHbIX  OTMYCKHbIX LEH B COOTBETCTBMM C  BblLLEYKA3AHHBIMU
TPeboBAHMSIMN METOANKN.



BmMecte Cc T1eM, B MPEeAEeAdX YCTAHOBAEHHONO CPOKQA, YTOYHEHHbI B
COOTBETCTBUM C BbILLEYKA3AHHBIMU TPEebOBAHMSIMKN TpaBUA 1 MeToANKM
pacyeTbl  3ASBASHHOM TMPEASAbHON OTMYCKHOM LEeHbl  3ASBUTEAEM He
NPEeACTABASHDI.

B CBS13U C BbILLEN3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTAMU «B» U «» MYHKTA
19  TlpOBUA MNpPEBbILLEHME  MPEACTOBAEHHOW  AAST  FTOCYAQPCTBEHHOMN
PErMCTPAUMN  UAUM  MEPEPErNCTPAUMM  MPEAEABHOW  OTMYCKHOWM  LEHbI
MPOUN3BOAUTEAST HO AEKAQPCTBEHHBIM MPENAPAT HAA LEHOW, PACCYUTAHHOM B
cooTBeTCTBMM C [lpaBnAamMmn 1 MeToAMKOM, A TAKXKE HEMPEACTABAEHME
CBEAEHUN, MPEAYCMOTPEHHbIX MYHKTOM 14 [1IPOBUA, SIBASIETCSI OCHOBOHMEM
ANSI OTKO3O B COFAQCOBAHUM TOCYAQPCTBEHHOM PErnCTPALUMNM MPEeAEABHON
OTMNYCKHOW LIEHbBI MPOUN3BOANTEAST HO AEKAPCTBEHHBIV MNPENAPAT.

T.B. Hmkeropoaues



