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 NpaBuTeabcTBa Poccuinckon Qeapepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaBa Poccum ot 24.10.2016 Ne 20-4-4024725-c, v
NPUHIAQ  pelleHne o6 OTKa3e B COFAQCOBAHUM MPEAEAbHOM OTMYCKHOW  LEeHbl,
NPEACTABAEHHOM AAS1 nepepernctpaum, MNadaHnuKmMi  GAPMALEBTUYECKNI  3ABOA
MNonbda AO ([loAbLIQ) HO CAEAYIOWMNA AEKAPCTBEHHBIM MPENAPAT, BKAIOYEHHBIN B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

Bucenton (MHH — Ko-Tpumokcason), Tabaetiun, 480 mr, 14 wr., - 6AnCTepbl (2) — nadkm
KQPTOHHbIE, B pasmepe 74,36 pyb.

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

QAC Poccun B XOAE SKOHOMMYECKOrO CHAAM3A ObIAQ MPOBEAEHA MPOBEPKA MO
OMPEAEANEHMNIO 3APEMMCTPUPOBOHHOM LUEeHbl HA Mpenapar bucenton B CTPOHOX B
COOTBETCTBUMN C MpuAoKeHnem Ne 4 kK Metoanke pacyeTa YCTAOHOBAMBAEMbIX
MPOOM3BOAUTEASIMM  AEKAPCTBEHHBIX MPENAPATOBR MPEAEAbHBIX OTMYCKHbIX LEeH Ha
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B MNEPEYEHb >KMBHEHHO HEODBXOAUMBIX W
BAMKHENLLMX AEKAPCTBEHHbIX MPENAPATOB, MPW UX FTOCYAQPCTBEHHOW PErncTpaumMmn um
nepeperncTpaunm, YTBEPIKAEHHOW TMOCTAHOBAEHVEM [lpaBUTEABCTBA POCCUNCKOW
QPepepaumm ot 15.09.2015 Ne 979 (aanee — MeToamKka). Ha OCHOBOHUMM  ACQHHbBIX,
COAEPKALWMXCS B OPUUMAABHOM MHTEPHET-UCTOYHUNKE YCTAHOBAEHO, YTO MUHUMAOABHQOSI
OTMYCKHAST LEHA HA AQHHbBIM MPENAPAT, NCXOAS M3 CTOMMOCTA OAHOWN AEKAPCTBEHHOMN
dopMbl, B Pecrnybanke Ka3AXCTOH HMdKE 3ASIBAEHHOW HA PErMCTPALMIO NMPEAEABHOMN
OTMYCKHOW LieHbl 6e3 y4eTa PACXOAOB, CBSI3AHHBIX C TOMOXMEHHBIM ODOPMAEHNEM.

Kpome Toro, QAC Poccum BbISIBAEHO, YTO BEAVMYMHA YBEAUYEHNST 3APEMMCTPOUPOBOHHOM
NPEAEABHOM OTMYCKHOM LiEeHbl HA BbllLEYKA3AHHbI ASKAPCTBEHHbIM MPEnapaT Bbille
PACCYNTOHHOM B COOTBETCTBUM C MNYHKTOM 24 METOAUKMN, AOMYCTVMOWM BEANYMHDI
YBEANYEHUST 30PEMMCTPVPOBAHHON MPEAEABHOM OTIMYCKHOM LEHbl, YTO MPOTVBOPEYNT
NYHKTY 23 MeToAVKN.

B CBSI3M C BbILLEUN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBuA
MNP €BbllEHNE NPEACTABAEHHOW ANST rOCYy AQPCTBEHHOW perncTpaunm NAU
nepeperncTpaunm nMPeAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPenapaAT HAA UEHOW, PACCYATOHHOM B COOTBETCTBUM C METOAUKOWM SIBASIETCS
OCHOBOHMEM AASI OTKO3A B COrAQCOBOHUM TOCYAQPCTBEHHOW pPErncTpaumnm uAm
nepeperncTpaunm nMPeAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN



npenapar.
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