PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBetctBMM C nyHKTOMKM 8 1 21 [IpABUA TFOCYAQPCTBEHHOM PErnCTPAUnM U
nepeperncTpaunm yCTAHABAMBAEMBbIX MPOOV3BOAUTEASIMU AEKAPCTBEHHBIX MNPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NOCTAHOBAEHMEM lMpaBuTenbCcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaea Poccum ot 09.08.2017 Ne 20-4-4049127-c, v
NPUHIAQ  pelleHne o6 OTKa3e B COrAQCOBAHUM MPEAEABHOM OTMYCKHOW  LEeHbl,
AEPXKATEAST VAU BAGAEABLA PErMMCTPAUMOHHOIO YAOCTOBEPEHUSI AEKAPCTBEHHOMO
npenapata OAO «Asekcumar (Poccust), Npon3BOACTBO NOTOBOW AEKAPCTBEHHOW QOPMbI
n nepehyHas ynakoska OOO «ODAPMAIMPUM» (PecnybAmka MOAAOBQ), BTOPUYHAS
YMNAKOBKA M OPraHM3ALMS, OCYLLECTBASIHOLLAS BbiMy CKAOLLMM KOHTPOAb KAYECTBA

OO0 «Apexkcma Cubupb» (Poccus)), HO CAEAYOLWMA AEKOPCTBEHHBIM MPEenapdar,
BKAKOYEHHBIN B MEPEYEHDb MKMIHEHHO HEODXOAVMbBIX UM BODKHENMLLUMX AEKOPCTBEHHbIX
NpenapaToB:

NMomaodyHrd (MHH — HaTamumumH), Ccynnosmntopumn BArMHAAbHble, 100 mMr, 3 wWr., -
YMNAKOBKM SI4ENKOBbIE KOHTYPHbIE (1) - MaYKM KAPTOHHbIE, B pasmepe 162,83 pyb.

[MpeAeAbHOsT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM  AEKAQPCTBEHHBIM  MNPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLEN NMPUYMHE.,

Mpw NpoBeAEHN SKOHOMMYECKOrO aHAAM3a QAC Poccum yCTAHOBAEHO, YTO POCT KypCa
HOUMOHAABHOW BAAKOTbI FOCYAQPCTBA-MPOU3BOAUNTEASI AEKAPCTBEHHOIO MPEnapaTa K
PYOAKD (MOAACBCKUMA AEW) 30 MEPUOA CO AHSI MOCAEAHEN MNepeperncTpaumm
NPEAEABHOW OTMYCKHOW LIEHBI MPOOM3BOAUTEASI HO AEKAPCTBEHHBIV MPENapaAT A0 AQTHI
NOAQYM  AOKYMEHTOB HOA €€ O4EepeAHYlo NepeperncTpaumio He  MNpeBbILLaeT
NPOrHO3MNPYEMbBIV YPOBEHD MHDASILMM TEKYLLErO FoAQ, YCTAHOBAEHHbBIV GEAEPAAbHBIM
30KOHOM O OEAEPAABHOM OBIOAXKETE HA COOTBETCTBYIOLLMA OUHOHCOBbLIM FOA U
NAQHOBbLIV MEPUOA, HTO MPOTUBOPEYNT NOAMYHKTY «Q» MYHKTA 23 MeToAMKM pacyeTa
YCTOHOBAMBOEMbIX MPOUIBOAUTEASIMUA  AEKAPCTBEHHBIX  MPENAPATOB  MPEAEAbHbIX
OTMYCKHbIX LUEH HA AEKAPCTBEHHblE MPENAPAThl, BKAIOYEHHBIE B MNEPEYEHb YKM3HEHHO
HEOBXOAMMBIX N BOYKHENLLMX AEKAPCTBEHHBIX MPENAPATOB, MPU KX FOCYAQPCTBEHHOMN
PErnCTPALMMN N NEePEPErnCTPALMM, YTBEPIKAEHHON MOCTAHOBAEHMEM [1DABUTEABCTBA
Poccuimckom Gepepaumm ot 15.09.2015 Ne 979 (Aanee — MeToanKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 lpaBuA
MPOEBLILLEHNE  MPEACTABASIEMOMN  AASI TOCYAQPCTBEHHOW  PErUCTPAUMMN  UAU
nepeperncTpaummn nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnapPAT HAA LUEHOM, PACCYATAHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQHMEM AAST OTKA3A B COrAQCOBAHUN FOCY AQPCTBEHHOW PEMMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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