MWHNCTEPCTBO 3ALABOOXPAHEHMS

Poccuinckom Qeaepaumm

POXMQHOBCKUI MEP., A. 3,

r. Mockea, Cl1-4, 127994

PELLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO A@KAPCTBEHHbIe NPEenapaThl, BKAIOYEHHbIE B NepeYeHb XXN3HEHHO HEO6XOANMMbIX

M BODKHENLWNX A€KAPCTBEHHbIX NPenapaTos

B cooteerctBMM C  nNyHKTOM 8 T[IpABUA TOCYAQPCTBEHHOM pernctpaumm u
nepeperncTpaumm yCTAHOBAMBAEMbIX MPOM3BOAUTEASIMN AEKAPCTBEHHbIX NPEnapATOB
NPEAEAbHbBIX OTMYCKHbIX LEeH HAO AEKAPCTBEHHbIE MPEnapaThl, BKAKOYEHHbIE B MepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbBIX MPENAPATOBR, YTBEPXKAEHHDBIX
NocTaHoBAeHMEM lNpaBuTeabcTea Poccuinckonm Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaenaa), PDepepanbHAST AHTUMOHOMOABHAST CAY>KDA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaea Poccum ot 17.07.2018 Ne 20-4-4076015-c, m
NPVHSIAQ peLleHne 06 OTKA3E B COrAQCOBOHUM, 3ASIBAEHHbBIX MPEAEAbHbBIX OTMYCKHbIX LIEH
OAO «pbutcknn  xumdapmaaeop» (Poccus) HA  AEKOPCTBEHHBIM  MpenapaT
«Amamnpekc» (MHH - «AM3UHOMPUA®), BKAKOYEHHBIN B MEPEYEHD YKMBHEHHO HEOOXOAMMbBIX
N BODKHENLLIMX AEKAPCTBEHHBIX NPENAPATOB.

I'Ipe,A,e/\bHue OTMYyCKHble LUEHbl HA YKA3AHHbIM  AEKAQPCTBEHHbBI  MPEnapaT He



COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBQOHUSIM.,

Ha ocHoBOHMM NyHKTA 10 [MpOBUA MPOUIBOAUTEAID YKA3AHHOMO AEKAPCTBEHHOIrO
npenapaTta HanpaesAeH 3anpoc PAC Poccum ot 02.08.2018 Ne AL/60335/18 B uLensx
YTOYHEHUST CBEAEHNIN, COAEPIKALLMXCS B MPEACTABAEHHbBIX AOKYMEHTOX. BMecTe ¢ Tewm,
3AMNPOLWEHHAST AOKYMEHTAABHO ODOPMAEHHAS MHOOPMALMS B YCTAOHOBAEHHbBIM CPOK B
PAC Poccum He NpeACTABASHA.

Takmm oBpa3oM, NPOBECTU SKOHOMUYECKMIM QHOAM3 3ASIBAEHHBIX K NepeperncTpaumm
NPEAEAbHBIX OTMYCKHbIX LLEH B COOTBETCTBMM C METOAUKON PACHETA YCTAHABAMBAEMbIX
NPOUN3BOAUTEASIMM  AEKAPCTBEHHbBIX  MPENAPATOB  MPEAEAbHBIX OTMYCKHbIX LEH HA
AEKAPCTBEHHbIE MNPENAPATHI, BKAKOYEHHbIE B MEPEYEHb >KMBHEHHO HEODBXOAUMBIX I
BODKHEVLLMX AEKAPCTBEHHbBIX MPENAPATOBR, MPU KX FOCYAQPCTBEHHOM PErncTpaUnn U
nepeperncTpaunm, YTBEPIKAEHHOW MOCTAHOBAEHVEM [lpaBuTeAnbCTBA POCCUNCKOW
Peaepaunm ot 15.09.2015 Ne 979, He MPEACTABASIETCSI BO3MOMHbIM.

B CBSI3M C M3AOXKEHHBIM, B COOTBETCTBMW C MOAMYHKTOM «H» nyHKTa 13 TpaBuA
MPOEACTOBAEHNE AOKYMEHTOB B HEMOAHOM 06beMe U (MAM) HEMOAHOTA COAEPIKALLMXCS B
HUX CBEAEHUI SIBASIETCSI OCHOBAHMEM AASI OTKOA3A B COMAQCOBAHUK TOCYAQPCTBEHHOM
nepeperncTpaUmm NPEAEAbHbIX OTMYCKHbIX LEeH MPOU3BOAUTEAST HA AEKOPCTBEHHDIM
npenapar.
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