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
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaeuaa), PepAepAAbHAST AHTUMOHOMOABHAST CAYXKOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaBa Poccum ot 24.06.2016 Ne 20-4-4012532-c, v
NPUVHSAQ peLleHne 06 OTKA3e B COrAQCOBAHMM MPEAEABHBIX OTMYCKHbIX LIEH, 3ASIBAEHHbIX
HO NepPepPEerncTPAUMIO, ASPIKATEASI AV BAOAEALLA PEMMCTPALMOHHOTO Y AOCTOBEPEHS
OO0 «MPOTEK-CBM» (Poccus), mpomn3BOACTBA (BCe CTAAUM) «AHTMOBUOTMYE C.A»
(PYMBbIHMS), HO CAeAYOLWLME AEKAPCTBEHHbIE MNPENAPATHI, BKAKOYEHHBIE B MNEpeYeHb
YKMBHEHHO HEOBXOAMMBIX V1 BODKHEWVLLIMX AEKAPCTBEHHBIX MPENAPATOB:

1. Buconponon-AEKCBM (MHH-BUconpoAoA), TABAETKM NOKPbLITHIE NAEHOYHOW OB OAOUYKOMN
5wmr, 10 Wwr. - 6ancTepsbl (3) - NAOYKM KOPTOHHbIE, B pasmMepe 59,98 py6b.

2. bBuconponon-AEKCBM (MHH-B1conpoAoA), TABAETKM MOKPbITbIE MAEHOYHOM OB OACHKOW
10 Mr, 10 Wr. - 6AncTepsl (3) - NAYKM KAPTOHHbIE, B padmepe 127,13 pyo.

[NpeAeAbHble  OTnyCKHble LUeHbl HA YKA3OHHble AeKQPCTBEHHble MNpenapaTbl He
COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBOHUSIM.

Mpw NPoBEAEHN SKOHOMMYECKOTrO AHAAM3A DAC Poccum BLISIBAEHO CAEAYIOLLEE.

CpeaHeB3BELLEHHAS LLeHA BBO3A AEKAPCTBEHHOIO NPEnapaTa 3a Neproa,, UCTEKLNM CO
AHSI TOCYAQPCTBEHHOW pernctpaunm (NOCAEAHEN nepeperncTpaunm) npeAeAbHOM
OTMYCKHOW LiEHbI, BBIAQ HMYKE 3APErMCTPUPOBAHHOM HO TOT NEPUOA LIEHBI BoAee YeM HA
MNPOrHO3MPYEMbIA YPOBEHDb MHPASILMN, YCTAOHOBAEHHbBIN HO TEKYLMIN oA deAEPAAbHBIM
30KOHOM O OEAEPAABHOM OBIOAXKETE HA COOTBETCTBYIOLLIMA OUHOHCOBbLIM FOA U
NAQHOBbIM MEPUOA, YTO MPOTUBOPEUYNT MOAMNYHKTY «O» MyHKTA 23 MeToAMKM pacyeTa
YCTOHOBAVMBAEMbBIX  MPOU3BOAUTEASIMUN  ASKAPCTBEHHbBIX  MPENnApPATOB  MPEeAEAbHbIX
OTMNYCKHbIX LUEeH HA AEKAPCTBEHHble MPEenapaTbl, BKAKOYEHHbIE B MepedeHb YKM3HEHHO
HEODXOAMMBIX N BOXKHENLLMX AEKAPCTBEHHBIX MPENAPATOB, MPU UX FOCYAQPCTBEHHOMN
perncTpauMmn 1 nepeperncTpaunm, yTBep KAEHHOM MNOCTAOHOBAEHMEM [TpaBUTEABCTBA
Poccuickom Gepepaumm ot 15.09.2015 Ne 979 (panee — MeToanKa).

B CBSI3N C BbHILLEN3AONKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBUA
NP eBbllUEeHVEe NOEACTOBAGHHOM  AASl  FTOCYAQPCTBEHHOW  PEerucTpauym — UAU
nepeperncTpaLmMr NPeASAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIV
NPenapaT HAA LUEHOM, PACCYUTOHHON B COOTBETCTBMM C METOAUKOM, SIBASIETCS
OCHOBOHMEM AASl OTKA3A B COMACCOBOHUM TOCYAQPCTBEHHOM PEerncTpaumm WAm
nepeperncTpaLmMr NPeASAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIV
npenapar.
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