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PELLEHUE
06 oTKa3e B COrAQCOBAHUM NMPEAEABHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO A€@KAPCTBEHHbIE NPEnapaThl, BKAIOYEHHbIE B NePEeY€Hb XXN3HEHHO HEO6XOANUMbIX

M BAXKHEMNLNX A€KAPCTBEHHbIX MpenapaToB

B cootBerctBMM C nNyHKTOM 8 [IpABUA TOCYAQPCTBEHHOM perncTpaunm u
nepeperncTpaumm yCTaHOBAMBAEMbBIX MPOV3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHbIE B MNEepedeHb
YKMBHEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NOCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Geaepaumm ot 29.10.2010 Ne 865 (aanee
- Tpaeuaa), DepepanbHAST AHTUMOHOMOABHAST CAY>KOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTAOBAEHHbIE NMMCbMOM MuH3papoea Poccum ot 16.08.2018 Ne 20-4-4078752-c,um
NPUHIAQ  pelleHne o6 OTKO3e B COMAQCOBOHUM  MPEAEAbHbIX  OTMYCKHbIX  LiEeH
3A0 «2koPapmMmliaoc» (Poccusl) HO AEKAPCTBEHHbIM Npenapat «[potamuH» (MHH -
«[POTAOMUHA  CYAbDQAT»), BKAKOYEHHBIN B MEPEYEHb HDKU3HEHHO HEOBOXOAUMDBIX W
BODKHEWVLLMX AEKAPCTBEHHBIX MPENAPATOB.

[MpeAeAbHble OTMYCKHblE LeHbl HAO YKA3AHHbIV AEKQPCTBEHHbBIV MPENAPAT HE
COIrAQCoOBbIBAKOTCS MO CAeAYIOWNMM OCHOBAHUSIM.

Ha ocHoBaHmm nyHKTA 10 Mpaema A0 «3koPapmliatoc» HanpaeAeH 3anpoc PAC
Poccmm o1 03.09.2018 Ne ALL/69979/18 B LEASIX YTOYHEHUSI CBEAEHNIN, COAEPXKALLIMXCS B
NPEACTOBAEHHBIX AOKYMEHTAX. BMecTe € TeM, 3anpoLLleEHHAST AOKYMEHTAAbBHO
ODOPMAEHHAST MHPOPMALMS B YCTAHOBAEHHbIN cpok (06.09.2018) 8 PAC Poccum He
NPEACTABAEHQ.



Takm 0B6pPA30OM, MPOBECTV SKOHOMUYECKNIM AHAAM3 3ASBAEHHBIX K NEepeperncTpaumm
NPEAEAbHBIX OTMYCKHbIX LLEH B COOTBETCTBMM C METOAMKON PACHETA YCTAOHABAMBAEMbIX
MPOOU3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB MPEAEAbHbIX OTMYCKHbIX LEeH Ha
AEKOPCTBEHHbIE MPENAPATHI, BKAIOYEHHbIE B MEPEYEHb >KM3HEHHO HEOBXOAUMbBIX W
BAYKHENLUMX AEKAPCTBEHHbIX MPENAPATOB, MPW UX FTOCYAQPCTBEHHOW pPEerncTpaummn m
nepeperncTpaunm, YTBEPIKAEHHOW MNOCTAOHOBAEHVEM [1paBUTEABCTBA POCCUNCKOWM
Peaepauumm ot 15.09.2015 Ne 979, He NPEACTABASIETCS BO3MOMHbIM.

B CBSI3M C M3AOXKEHHbIM, B COOTBETCTBUMM C MOAMYHKTOM «H» nyHKTa 13 TpaBUA
NPEACTOBAEHNE AOKYMEHTOB B HEMOAHOM 06bemMe U (MAM) HEMOAHOTA COAEPIKALLMXCS B
HUX CBEAEHUI SIBASIETCSI OCHOBOHMEM AAST OTKO3A B COFAQCOBAHUM FOCYAQPCTBEHHOM
nepeperncTpaUmm MNPEASAbHbIX OTMYCKHbIX LEeH MPOU3BOAUTEAST HA ASKAPCTBEHHbIM
npenapar.
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