MWHNCTEPCTBO 3ALABOOXPAHEHMS
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POXMQHOBCKUW NeP., A. 3/25,

r. Mockea, Cl1-4, 127994

PELLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEAbHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO Ae@KAPCTBEHHbIE NPEnapaAThl, BKAIOYEHHbIE B NePeYEHb XXM3HEHHO HEO6XOANMBIX

M BODKHEULWNX A€KAPCTBEHHbIX NP enapaToB

B cootBetctBMM C  NyHKTOM 8 TlpOBUA TOCYAQPCTBEHHOW PErncTpaumMm u
nepeperncTpaumm yCTaHOBAMBAEMbIX MPOU3BOAUTEASIMU AEKAPCTBEHHBIX NPENAPATOB
NPEAEABHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B MNEPEYEHDb
YKN3HEHHO HEODXOAMMBIX N BAMKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR, YTBEPIKAEHHDBIX
noctaHoBAeHVeM MNpaButenbcTBa Poccumckon Geapepaumm ot 29.10.2010 Ne 865 (aanee
- [Mpasnaa), PeAepanbHAST AHTUMOHOMOABHAST CAY>XKOA PACCMOTPEAD AOKYMEHTHI,
NPEACTOBAEHHbIE NMMCbMOM MuH3papasa Poccum ot 31.01.2018 Ne 20-4-4060816-c, n
NPUVHSIAQ peLlleHmne 06 OTKAa3e B COrAACOBAHMM, 3ASIBAEHHbBIX B BblLLEYKA3OHHOM MUCbME,
4 npepenbHblx otnyckHbiX UeH OAO «Kpacoapmar» (Poccus)) HA AEKAPCTBEHHbLIN
npenapat «bakuepopm™ (MHH «LedonepasoH+(CyAbOAKTAM)»), BKAKOYEHHBIM B
nepeveHb MXUNIHEHHO HEOBXOAMMBbIX 1 BAXKHENLLMX AEKOPCTBEHHBIX MPENAPATOB.

[MpepaeAbHble  OTMYCKHble UeHbl HA  YKA3AHHbII  AEKAPCTBEHHbIM  MPENnAPAT He
COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBOHUSIM.,

Ha ocHoBOHMKM NyHKTA 10 [MpOBUA MPOUIBOAUTEAID YKA3AHHOMO AEKAPCTBEHHOrO
npenaparta HanpasAeH 3anpoc oT121.02.2018 Ne AK/11630/18 B ULEASIX YTOYHEHWSI
CBEAEHNIN, COAEPIKALLMXCS B MPEACTABAEHHBIX AOKYMEHTOX. BMecTe ¢ TeMm oTBeT

OAO «Kpacopapmar» oT 26.02.2018 Ne 204-18 COAEPXKUT HEMOAHYIOD MHOOPMALMIO, A
MMEHHO TMPOU3BOAUTEAEM HE TMPEACTOBAEHO AOKYMEHTAABHOE TMOATBEPIKAEHME
OBLLIEXO3SMCTBEHHDBIX PACXOAOB MO CTATbE «[1poymeD.

Takmm O6pO3OM, MNPOBECTN 3BKOHOMUYECKMIM QAHOAM3 3ASIBAEHHbIX K pernctpaumm
npoeApAeAbHblX OTMNYCKHbIX LeH B COOTBETCTBNN C MeToAMKOW pacyeTd YCTAHABAMBAOEMbIX
MEON3BOANTEANSIMN  ASKAPCTBEHHbIX MpernapatoB MpepAeAbHblX OTMyCKHbIX ULeH HdJ
AeKApCTBeHHble MnpenapdadTtbl, BKAKOYEeHHble B TepedyeHb >MXN3HEeHHO HEODBXOANUMBIX I



BAYKHENLUMX AEKAPCTBEHHbIX MPENAPATOB, MPW UX FTOCYAQPCTBEHHOW pPEerncTpaummn m
nepeperncTpaunm, YTBEPIKAEHHOW MNOCTAOHOBAEHVEM [1paBUTEABCTBA POCCUNCKOWM
Peaepauumm ot 15.09.2015 Ne 979, He NPEACTABASIETCS BO3MOMHbIM.

B CBA3 C BbILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B6» MyHKTA 13 TMpaBUA
NPEeACTOBASHNE AOKYMEHTOB B HEMOAHOM 0bbemMe U (MAN) HEMOAHOTA COAESPIKALLMXCS B
HUX CBEAESHUM SIBASIETCSI OCHOBOHMEM AAS OTKO3A B COMACQCOBOHUM FOCYACQPCTBEHHOM
PErncCTPALMMN  MPEAEAbHbIX OTNYCKHbIX LEeH TMPOU3BOAUTEAST HA  AEKAPCTBEHHbIV
npenapar.
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