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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cooteetctBMM C nyHkTamMu 8 1 21 TIpABUA rOCYAQPCTBEHHOW perncTpaumm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX 1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOB, YTBEPXKAEHHbBIX
NOCTAHOBAEHMEM [lpaeutenbcTtBa Poccuiickom QPeaepaumm ot 29.10.2010 Ne 865
(ponee - [paBuad), PepepanbHAsT AHTUMOHOMOABHASI  CAYXKDA  pPACCMOTPEAd
AOKYMEHTbI, MPEeACTOBAEHHble mMcbMoM MuH3papaoea Poccum ot1 30.05.2016 Ne 20-
4-4013160-C, 1 NPUHSIAQ pelleHne 06 OTKAa3e B COrAQCOBOHMN MPEAEABHOM OTIYCKHOW
LEeHbl AEPXKATEAST AN BAQAEABLA PErMCTPAUMOHHOrO yaocToeepeHust OAO «epeoH
Puxtep» (BeHrpus), NPOnN3BOAUTEAST TOTOBOW AekapcTBeHHOM dopmbl OAO «[eAeOoH
PuxTep» (BeHrpus),  nepBUYHOS % BTOPUYHAST  YMAKOBKA,  OPraHm3auusl,
OCYLLECTBASIIOLLAS BbINyCKAOWMA KOHTPOAb Kadectea AO «EAEOH PUXTEP-PYC»
(Poccust), HO CAeAYyOLWNA AEKOPCTBEHHbIM MPENAPAT, BKAKOYEHHBIM B MNEepedYeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLIMX AEKAPCTBEHHBIX MPENAPATOB:

AnrokcuH (MHH - AnrokcuH), Tabaetikn 0,25 mr, 50 W, - PAAKOH (1) - MAYKA KAPTOHHAS, B
paamepe 38,71 pyo.

[MpeAeAbHasT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM - AEKAPCTBEHHBIM  MNPENAPAT  HEe
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHKSIM.

Mpw NpoBeAEHUN SKOHOMMYECKOrO aHAAM3a QAC Poccum yCTAHOBAEHO, YTO POCT KypCa
HOLMOHOABHOM BAAKOTHI FTOCYAQPCTBA-MPOUNIBOAUTENSI AEKAPCTBEHHOrO MpenapaTa K
PYOAIO (BEHrEPCKUM QOPUHT) 3a MEPUOA CO AHSI MOCAEAHEN MNepeperncTpaumm
NPEAEABHOM OTMYCKHOM LUeHbl MPOU3BOAUTEASI HO AEKAPCTBEHHBIN NPEnapaAT A0 AQTHI
NoAQYM  AOKYMEHTOB HA €€ O4YepeApHYylo  MNepepernctpaumio He npeBbillaeT
NPOrHO3VPYEMbBIN YPOBEHDb MHDASILMN TeKyLero road, YCTOHOBAEHHBIN GeAEPAAbHBIM
30KOHOM O OEAEPOAABHOM OBIOAXKETE HA COOTBETCTBYIOLLMA OUHOHCOBbLIM FOA U
NAQHOBbLIV NEPUOA,, HTO MPOTUBOPEUUT MYHKTY 23 METOAVKM PACHETA YCTAHABAMBAEMBbIX
NPOUN3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB  MPEAEAbHBIX OTMYCKHbIX LUeH Ha
AEKOPCTBEHHbIE MPENAPAThI, BKAIOYEHHBIE B MEPEYEHDb >KM3HEHHO HEOBXOAUMbBIX W
BODKHEVLLMX AEKAPCTBEHHbBIX MPENnApPATOB, MPU KX FOCYAQPCTBEHHOM perncTpaumm um
nepeperncTpaunm, YTBEPIXKAEHHOW MNOCTAHOBAEHMEM [1PABUTEABCTBA  POCCKUMINCKOM
Pepepaumm ot 15.09.2015 Ne 979 (aoanee — MeToanKa).

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MyHKTA 13 [NpaBuA
MPOEBLILLEHNE  MPEACTABASIEMOM  AASI  TOCYAQPCTBEHHOW  PErUCTPAUMU  UAU
nepeperncTpaunm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
NPEnApPAT HOA LUEHOM, PACCYATAOHHOM B COOTBETCTBUM C METOAUKOM, SIBASIETCS
OCHOBQHMEM AAST OTKA3A B COrAQCOBAHUN FOCY AQPCTBEHHOW PErMCTRALMM MPEAEABHOMN
OTMYCKHOM LEHbI MPON3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT.
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