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 NpaBuTeabcTBa Poccuinckon Qeapepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaea Poccum ot 01.11.2016 Ne 20-4-4025046-c, v
NPUHIAQ  pelleHne o6 OTKa3e B COFAQCOBAHUM MPEAEAbHOM OTMYCKHOW  LEeHbl,
NPEACTOBAGHHOM HA nepepernctpaunio, JAPAH-TAAEHCKW AABOPATOPUM  a.o.
(XopBATUS), HO CAEAYIOLMMA AEKAPCTBEHHBIM MPENAPAT, BKAIOYEHHBIM B MNEepedYeHb
YKN3HEHHO HEOBXOAMMBIX V1 BODKHEVLLIMX AEKAPCTBEHHBIX MPENAPATOB:

PuHomapuc (MHH — KcnAoMeTasoAnH), cnpen HA3AAbHbI, 0,1 %, 10 MA, - OAQKOHDI
NAQCTUKOBbIE C pacnblAnTeAeM (1) — NAYKK KAPTOHHbIE, B padmepe 89,10 py6.

[MpeAeAbHOsT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM  AEKAQPCTBEHHBIM  MNPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHUSIM.

Mpn NpoBeAEHUN SKOHOMUYECKOro aHAAM3a PAC PocCum BbISIBAEHO, YTO BEANYMHA
YBEANYEHUST 30PEMMCTPUPOBAHHOW MPEAEABHOM OTMYCKHOW LieHbl HA BbILLeyKA3AHHbIN
AEKAPCTBEHHbIV MPEnAPAT BbllE PACCYUTAHHOM B COOTBETCTBUM C MYyHKTOM 24
MeToAMKN pAcYETA YCTAHABAMBAEMbIX MPOUN3BOANTEASIMU AEKAPCTBEHHBIX MPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEeH HAO AEKOPCTBEHHbIE MPEenapaThl, BKAKOYEHHbIE B MNepedeHb
YKMBHEHHO HEOBXOAUMBIX U BODKHEWLLMX AEKAPCTBEHHBIX MNPENAPATOBR, MpU KX
rOCY AQPCTBEHHOW PErVCTPALUNM N NEPEPErNCTPALNN, YTBEPIKAEHHON NMOCTAHOBAEHNEM
Mpasutenbctea Poccumckon Qeapepaumm ot 15.09.2015 Ne 979 (aoanee — MeToamka),
AOMYCTVIMON BEAMYMHBlI YBEAUYEHUST 3APErNCTPUPOBAHHON MPEAEAbHOM OTMNYyCKHOMN
LieHbl, YTO MPOTUBOPEUUT NMYHKTY 23 METOANKMN.

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMMN C MOAMYHKTOM «B» MyHKTA 13 lNpaBuA
NpeBbllUEHME NPEACTABAEHHON  AASl  FTOCYAQPCTBEHHOM  PErucTpauum  UAMU
nepeperncTpaumm nMPEAEAbHOM OTMYCKHOM LUEHbI MPOM3BOAUTEASI HO AEKAPCTBEHHbIN
NPEnApAT HAA UEHOW, PACCYATAOHHOM B COOTBETCTBUM C METOAMKOWM SIBASIETCS
OCHOBOHMEM AASlT OTKA3A B COFAQCOBOHUM TFOCYAQPCTBEHHOM PErNCTPAUMMN  UAU
nepeperncTpaumm nPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEASI HO AEKAPCTBEHHbDIN
npenapar.
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