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 MOAMYHKTOM «Q» MYyHKTA 32 [lpABUA TOCYAQPCTBEHHOW
perMcTpaumm 1M NEPEPErncTpaumm  MNPEAEAbHbIX  OTMYCKHbIX  UEH
MNPOM3BOAUTEAEN HO AEKOQPCTBEHHbIE MPEnapPAThl, BKAIOYEHHBIE B MNepeyeHb
YKMBHEHHO HEODOXOAMMBIX U BODKHEMLUMX AEKOPCTBEHHBIX MPENnapPATOB,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paBUTEABCTBA Poccumckon Peaepaumm
oT 29.10.2010 Ne 865 (aonee - lMpaeuaa), PepepaAbHAST AQHTUMOHOMOALHAOS
CAY>KOQ pacCMOTPEAO AOKYMEHTbI, MPEACTABAEHHBIE MMCbMOM MIH3APCOBO
Poccun ot 03.04.2024 Ne 25-7-4282871-C, 1 NpUHIAQ pelleHne o6 OTKa3e B
COrAQCOBQHUN npeAeAbHOM OTMYyCKHOM LeHbl, 3ASIBAEHHOW HQ
nepepervctpaumo OO0 «Papmamep» (Poccus), Ha  caeayowmn
AEKAPCTBEHHbBIN MNPENAPAT, BKAKOYEHHBIV B NEPEYEHDb YKUZHEHHO HEOBXOAMMBbIX
N BODKHENLLMX AEKAQPCTBEHHbBIX MPENAPATOB:

«HutporanuepuH» (MHH — «Hutporamuepun»), TabAeTKM NoAbSI3blYHbIE, 0.5 Mr,
40 wT. - npobupkn (1) - Na4YKA KAPTOHHAS, B pa3mepe 40,65 pyob.

[MpoeAeAbHAST OTMYCKHAS LEHA HA BbILIEYKA3AHHbBIN AEKAPCTBEHHbBIV MPENapPaT
HE COrAQCOBbLIBAETCS MO CAEAYOLLMM OCHOBOHMSIM.

B XoAe 3SKOHOMWMYECKOrO QHOAM3A YCTAHOBAEHO, 4YTO MPEACTOBAEHHbIE
AOKYMEHTbl 1 pACYEeTbl  3ASIBAEHHOM MPEAEAbHOM  OTMYCKHOWM  LEeHbl
NPOU3BOAUTEAST HE COOTBETCTBYIOT TPEOOBAHMSM MyHKTA 39 MeToAMKU
paAcyYeTa MNPEAEAbHBIX OTMYCKHbIX LEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE
NPEenapATbl, BKAOYEHHbIE B NEPEeYEHb YKM3HEHHO HEOBXOANMbBIX 1 BAPKHENMLLINX
AEKAPCTBEHHbIX npenapaToB, YTBEPXKAEHHOW MOCTAOHOBAEHMEM
MpoasutenbcTBa Poccumckon Peapepaummn ot 15.09.2015 Ne 979 (aanee -
MeToAVKQ).

Kpome TOro, 3asIBUTEAEM HE B MOAHOM OBbeEME MPEACTOBAEHbI CBEAEHMSI,
NPeAYCMOTPEHHbIE MPUAOXKEHUSIMM Ne 7 1 Ne 10 Kk MeToaMKe, N AOKYMEHTHI,
MOATBEPIKAQIOLLME BEANYUHY YAOPROXAHUS CblPbSsl, MATEPUOAAOB U BEAUYNHY
M3MEHEHWS HOKAQAHbBIX PACXOAOB, MPEAYCMOTPEHHBIE MOAMYHKTOM «Q» MYHKTA
35 MNpaBUA.

TakuM 0BpPA30M HO OCHOBOHUM MPEACTOBAEHHBIX AOKYMEHTOB YCTOHOBUTH
BEAVUYMHY YAOPOXKOHUSI CbiPbSl, MOTEPUAAOB U BEAUYUHY U3MEHEHWS
HAKAQAHBIX POCXOAOB HE MPEACTABASIETCSI BO3MOYKHbIM.

B cooteeTctBUM C nyHKTOM 14 MpaBuA, PAC Poccum HONPOBAEH 3AMpoC OT



25.04.2024 Ne TH/35746/24 o0 nNpeAOCTOBAEHUM YTOYHEHHBIX AOKYMEHTOB U
CBEAEHUN.

B npeaAeAdx YCTOHOBAEHHOIrO CPOKQ, YTOYHEHHbE B COOTBETCTBUMM C
BbILLEYKA3AHHBIMM TPEeBOBAHUSIMK MPABUA U METOAMKN PACYETHI 3ASIBAEHHOMN
NPEeAEABHOW OTMYCKHOW LEHbl 3ASIBUTEAEM HE MPEACTABAEHbl, B TOM YUCAE
MMCbMOM

OO0 «Dapmamea» ot 06.05.2024 Ne 6/H.

B CBSI3M C BbILLEUN3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MyHKTA 19
[NoABUA, NPEBbILLEHNE NPEACTABASIEMON AASI TOCYAQPCTBEHHOW PErMCTPALMN
AU MEPEPErNCTPALUMN MPEAEABHOM OTMNYCKHOWM LEHbI MPOU3BOAMTEAST HA
AEKAPCTBEHHbIM MPENAPAT HAA LEHOM, PACCYATAHHOM B COOTBETCTBUMN C
[ooBuAaaMmr 11 METOAMKOWM, SIBASIETCST OCHOBOHMEM  AASI  OTKQ3Q B
COrAQCOBQOHMMN TOCYAQPCTBEHHOW PErnCTRPAUMMN MNPEAEABHOM OTMNYCKHOW
LEeHbl MPOU3BOAUTEAST HO AEKAQPCTBEHHBIV MPENAPAT.
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