MWHNCTEPCTBO 3ALABOOXPAHEHMS

Poccuinckom Qeaepaumm

POXMQHOBCKUW NeP., A. 3/25,

r. Mockea, Cl1-4, 127994

PELLIEHWE
06 OTKA3e B COrAQCOBAHNM MPEAESAbHbBIX OTMYCKHbIX LIEH MPON3BOANTEAEN
HO AeKAPCTBEHHbIE MPEenAPATbl, BKAKOYEHHBIE B MepeYeHb YKM3HEHHO HEOOXOAUMbIX

N BAYKHENLLNX AEKAPCTBEHHBIX MPENAPATOB

B COOTBETCTBMM C NMYHKTAMU 8 N MOAMYHKTOM «B» MYHKTA 19 [PABUA rOCYyAQPCTBEHHOM
perncTpaumm % nepeperncTpaumm YCTOHOBAMBAEMbIX NPON3BOANTEASIMU
AEKAPCTBEHHbIX MPENAPATOB MPEAEAbHBIX  OTMYCKHbIX LUEH HA AEKAPCTBEHHbIE
NPEenapPATbl, BKAKOYEHHbIE B MNEPEYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX  MPENAPATOB, YTBEPXKAEHHbIX MNOCTAOHOBAEHMEM  [TPABUTEABCTBA
Poccumckon Qepepaumm ot 29.10.2010 Ne 865 (aanee - lMpasnaa), DepepanbHas
OHTUMOHOMOABHAST CAYXKOO PACCMOTPEAA AOKYMEHTbI, MPEACTOBAEHHBIE MMCbMOM
MuHappaBa Poccum ot 21.09.2018 Ne 20-4-4081870-C, 1 NPUHSAQ pelleHmne o6 OTKase B
COrAQCOBAHUMN MPEAEAbHOM OTMYCKHOW LeEeHbl, 3ASIBAEHHOM HA nepeperncTpaumto
AEPXKATEAEM UAM BACAEABLA PErMCTPAUMOHHOIO YAOCTOBEPEHMST AEKAPCTBEHHOrO
npenapata AO «Padpapma» (Poccusl), HO CAEAYIOWNA AEKAPCTBEHHbBIM MNPENAPAT,
BKAKOYEHHBIN B MEPEYEHDb MKMBHEHHO HEODXOAVMbBIX UM BODKHEMLLUMX AEKOPCTBEHHbIX
npenapaToB:

MeporneHem (MHH - MeponeHem), MOPOLLOK AAS MOUTOTOBAEHUST PACTBOPA AAS
BHYTOMBEHHOIrO BBEAEHUS, 1 T, DAAKOHbI (1) NAYKM KOPTOHHbIE, B padmepe 1030,06 py6b.

MpeAeAbHAS OTMYCKHAS LEHA HO YKO3OHHBIM ASKOPCTBEHHbIV MPEenapaT He
COrAQICOBBIBAETCS MO CASAYOLLMM OCHOBOHMUSIM,



Mpn NpoBeAEHMN 3KOHOMMYECKOro aHaAn3a PAC Poccum BLISIBAEHO, YTO 3ASIBAEHHAST HO
nepeperncTpaumto NPeAeAbHAs OTMYCKHAS LEHA HA BbILLEYKA3AHHbIN AEKAPCTBEHHbIN
NPEnApPAT Bbille PACCYATAHHOM B COOTBETCTBUM C MyHKTOM 17 MeTtoaukm pacyeta
YCTOHOBAMBAEMbIX MPOUIBOAUTEASIMUA  AEKAPCTBEHHBIX  MPENAPATOR  MPEAEAbHbIX
OTMYCKHbIX LEH HA AEKAPCTBEHHBbIE MPENAPATbl, BKAKOYEHHbIE B MEPEYEHD YKN3HEHHO
HEODXOAMUMBIX N BOYKHENLLMX AEKAPCTBEHHBIX MPENAPATOB, MPU UX FOCYAQPCTBEHHOMN
PErNCTPALMN N NEPEPErNCTPAUNN, YTBEPIKAEHHOM MOCTAHOBAEHMEM [1DABUTEABCTBA
Poccumckon Peaepaumm ot 15092015 Ne 979 (Aanee — MeTOAMKA), AOMYCTUMOWM
BEAUYMHOMN YBEAMYEHNST 3APEMMCTOUPOBAHHBIX MPEAEAbHBIX OTMYCKHbIX LEH, 4TO
NPOTUBOPEYUT NMYHKTY 16 MeToanKN.

B CBSI3N C BBHILLEN3AONKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBUA
NP eBbllUEeHVEe NOEACTOBAGHHOM  AASl  FTOCYAQPCTBEHHOW  PEerucTpauum — UAU
nepeperncTpaLmMM NPEeASAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIV
NPenapaT HAA LUEHOM, PACCYUTOHHON B COOTBETCTBMM C METOAUKOM, SIBASIETCS
OCHOBOHMEM AASl OTKA3A B COFMAQCOBOHUM TOCYAQPCTBEHHOM PEerncTpaumm WAm
nepeperncTpaLmMr NPEeASAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HO ASKAPCTBEHHbIV
npenapar.
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