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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cooteetctBUM C nyHKTOMM 8 M 21 [paBUA TOCYAQPCTBEHHOM PErncTpaunm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
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 12.10.2017 Ne 20-4-4053725-c, v
NPUHIAQ  pelleHne o6 OTKa3e B COrAQCOBAHUM MPEAEABHOM OTMYCKHOW  LEeHbl,
3as9BAEHHOW HA nepeperncTpaumtio NPO.MEA.LIC Mpara a.o. (Hewckas pecnybAmka), Ha
CAEAYIOLLMA  AEKAPCTBEHHbIM  MPENAPAT, BKAKOYEHHbII B  MNEpPEeYeHb  YKUIHEHHO
HEOBXOAMMBIX V1 BODKHENVLLIMX AEKAPCTBEHHBIX MPENAPOTOBR:

NHaan (MHH — UHAQnamma), kancyAbl, 2.5 mr, 10 WT., - YNAKOBKM SIMENKOBbIE KOHTYPHbIE
(3) - NAYKM KAPTOHHbIE, B pasmepe 75,47 pyb.

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

Mpw NpoBeAEHN SKOHOMMYECKOrO aHAAM3a QAC Poccum yCTAHOBAEHO, YTO POCT KypCa
HOLMOHOABHOM BAAKOTBHI FTOCYAQPCTBA-MPOUNIBOAUTENSI AEKAPCTBEHHOrO MpenapaTa K
PYDOAIO (HeLCKAs! KPOHA) 3a MEPUOA CO AHSI MOCAEAHEN NEPEPErMCTRALMNN NPEAEABHON
OTMYCKHOWM LEHbl MPOU3BOAUTEASI HO AEKAPCTBEHHBIM MPENnAPAT A0 AQTb MOAQYM
AOKYMEHTOB HO €€ O4EepPEeAHYI0 NnepeperncTpaumio He MpEeBbILLAET MPOrHO3UPYEMbIn
YPOBEHb UHOASIUMKM  TeKyLero roaQ, YCTOHOBAEHHbIM OEAEPAAbHbIM  30KOHOM O
DEAEPAABHOM BIOAYKETE HO COOTBETCTBYIOLLMA OUHOHCOBbIV FOA U MAQHOBLIN MEPUOA,
4YTO MPOTUBOPEYUT MOAMYHKTY «O» MyHKTA 23 MEeTOAUKM pACYHETA YCTAHOBAMBAEMbIX
NPON3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB MPEAEAbHBIX OTMYCKHbIX LEeH Ha
AEKOPCTBEHHbIE MPENAPAThI, BKAIOYEHHBIE B MEPEYEHDb MKM3HEHHO HEOBXOAUMbBIX W
BODKHEWVLLMX AEKAPCTBEHHbIX MPEnApATOB, MPU KX FOCYAQPCTBEHHOM perncTpaumm um
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1PABUTEABCTBA  POCCKUMINCKOM
Pepepaumm ot 15.09.2015 Ne 979 (aoanee — 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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