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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBeTCTBUM C NYHKTOM 8 [1pABUA rOCY AOPCTBEHHOW PErMCTRALNN U
nepeperncTpaumm yCTaHOBAMBAEMbIX MOON3BOANTEASIMU AEKAPCTBEHHbBIX MPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B MEepeYEeHb
YKN3HEHHO HEOBXOAMMBIX 11 BODKHEWLLIMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPKAEHHbBIX
NOCTAHOBAEHMEM [paBmnTenbcTBa Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- NpaenAg), PeAepaAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEAC AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apasa Poccum ot 02.11.2017 Ne 20-4-4056047-c, n
NPUVHSAQ peLleHne 06 OTKa3e B COrAQCOBAHNM MPEAEABHOM OTNYCKHOM LieHbl SAO «P-
Gapm» (Poccus); npounsesoacTtea (Bce ctaamm) — OAO «ABBA PYC» HO cAaeAy oA
AEKOPCTBEHHbIN NPENAPAT, BKAIOYEHHBIV B NEepeYeHb YKM3HEHHO HEODXOAMMBbIX U
BODKHEWVLLMX AEKAPCTBEHHBIX MPENAPATOB:

HatamuumH (MHH — HaTamMuumH), cynno3mTtopui BarMHAAbHble, 100 Mr, 3 WT., - YNAKOBKM
SIMENKOBbIE KOHTYPHbIE (1) — NAYKM KAPTOHHbIE, B pasmepe 1568.,67pyo.

[MpeAeAbHAs OTMNYCKHAS LEHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHUSIM.

Mpw NpoBEAEHUN SKOHOMMYECKOTrO AHAAM3A DAC PocCcum BLISIBAEHO, YTO MPEAEAbHAOS
OTMYCKHAST LEeHA HA BblLLEeYKA3AHHbBIN BOCTPOM3BEAEHHDBIV AEKAPCTBEHHbIN NPEenapaT,
PACCUYNTAHHAST UCXOAS M3 CTOMMOCTU OAHOW AEKAPCTBEHHOM GOPMBbI, NpesbillaeT 80
NPOUEHTOB CpeAHEN 3APErMCTPUPOBAHHOW NPeAESAbHOW OTMY CKHOW LieHb
NPOM3BOAMTEASI HO PEPEPEHTHBIN AEKAPCTBEHHBIM NPENAPAT, YTO MPOTUBOPEYNT MYHKTY
6 MeToAVIKM pACHETA YCTAHABAMBAEMbIX MOON3BOAUTEASIMN AEKAPCTBEHHbBIX
NPEenAapPAToB MNPEAEAbHbBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbIE MPENAPATbHl, BKAKOYEHHbIE B
nepeYeHb MUIHEHHO HEOBXOAMMbBIX 1N BAYKHENLLMX AEKAPCTBEHHDBIX NPENAPATOB, MPW KX
FOCYAQPCTBEHHOM PErMCTPALMM U NEepEeperncTpaLnm, yTBEPIKAEHHOW MOCTAHOBAEHVEM
MNpaeutenbcTea Poccumcikon Geapepaumm ot 15.09.2015 Ne 979 (aanee — MeToanKa).

Kpome Toro, PAC Poccum oB6palLaeT BHUIMOHWE, HTO PACHET YPOBHS PEHTAOEABHOCTM
MPOAYKLUUM ONPEAENIETCSI B COOTBETCTBMM C MYHKTOM 12 METOAUKU KAK OTHOLLEHNE
MNPOrHO3HOW MPUBBIAM K CEBECTOMMOCTU AEKAPCTBEHHOIO MPENAPATA.

B CBS131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C NOAMYHKTOM «B» MYyHKTA 13 [paBUA
NPEBbILLEHNE NPEACTABASIEMON AASI TOCY AQPCTBEHHOW PEMMCTRALMN UAU
nepeperncTpaLmm NPEAEAbHOM OTMNY CKHOW LIEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHbIN
NPENAPAT HOA LEHOW, PACCYUTAHHOW B COOTBETCTBMUN C METOANKON, SIBASIETCS]
OCHOBQHMEM AASI OTKA3A B COrAQCOBAHUN FOCY AQPCTBEHHOW PEMMCTRALMM MPEAEABHON
OTMYCKHOM LEHbI MPOUN3BOANTEASI HO AEKAPCTBEHHBIN MNPENAPAT.
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