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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cooteetctBuM C nyHKTOM 8 M 10 [IpOBUA TOCYAQPCTBEHHOW pernmcrpaumm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaea Poccum ot 01.09.2017 Ne 20-4-4051382-c, wm
NPUVHSIAQ pelleHne 06 OTKa3e B COrAQCOBAHMM, 3ASIBAEHHBIX B BbILLEYKA3OHHOM MUCbMeE,
2 npeaeAbHblx OTnycKHbliXx LeH OOO «MNPAHAGAPM» (Poccus) HO AeKAPCTBEHHbIV
NPEenapPAT, BKAKOYEHHBIM B MNEPEeYEHb IKUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX NpenapaTos «MHaAanamma» (MHH — MIHaAanamun).

[MfpeAeAbHble OTNYyCKHble UeHbl HA  YKA3OHHbI  AEKOPCTBEHHbIM  MNPEnAPAT He
COIrAGCoOBbIBAKOTCS MO CAeAYOWNMM OCHOBAHUSIM.

Ha ocHoBaHMKM nyHKTA 10 [MpaBUA MPOUBBOAUTEAID YKA3AHHOTO AEKAPCTBEHHOIO
NpPenapaTa HAMPAOBAEH 3anpoc oT 27.09.2017 Ne Pr/66607/17 B UEASIX YTOYHEHUS
CBEAEHNIN, COAEPKALLMXCS B MPEACTABAEHHBIX AOKYMEHTAX. BmecTte ¢ tem oteeTr OOO
«MPAHADAPM» COAEPKUT HEMOAHYIO MHPOPMALMIO, O MMEHHO MPOUIBOAUTEAEM HeE
NPEACTOBAEHO  AOKYMEHTOAbBHOE  MOATBEPXKAEHME OMNAATHI  TPYAQ, YKO3QHHbIX B
PACLWMOPOBKAX 3ATPAT MO KAMKAOMY AEKAPCTBEHHOMY MPENAPATY MO CTATbe
«3apaboTHAS NAQTA», B CBSI3M C YEM MPOBECTU SKOHOMMUYECKNIN AHAAMS 3ASIBAEHHbBIX K
perncTpauMm UeH B COOTBETCTBUM C  METOAMKOM pACYETA YCTOHABAMBAEMbIX
NPOUN3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB MPEAEAbHBIX OTMYCKHbIX LEH HA
AEKAPCTBEHHbIE MNPENAPATHI, BKAKOYEHHbIE B MEPEYEHb >KMBHEHHO HEODBXOAUMBIX W
BODKHEVLLMX AEKAPCTBEHHbBIX MPENAPATOR, MPU UX FOCYAQPCTBEHHOM PErncTpaUMn U
nepeperncTpaunm, YTBEPIKAEHHOW MOCTAHOBAEHVEM [lpaBuTeAnbCTBA POCCUNCKOW
Peaepaunm ot 15.09.2015 Ne 979, He MPEACTABASIETCSI BO3MOMHbIM.

B CBSI3/ C BLILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «6» MyHKTA 13 TMpaBUA
MPOEACTOBAEHNE AOKYMEHTOB B HEMOAHOM OB6beMe U (MAN) HEMOAHOTA COAEPIKALLMXCS B
HUX CBEAEHUN SIBASIETCS OCHOBOHMEM AAST OTKA3A B COFAQCOBAHUKN TOCYAQPCTBEHHOM
PErUCTOaUMM  MPEAEAbHBIX OTMYCKHbIX LEH TMPOU3BOAUTEAS HA  AEKAPCTBEHHDIM
npenapar.
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