PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALUN U
nepeperncTpaumm yCTAOHABAMBAEMbIX MPOOM3BOAUTEASIMU AEKAPCTBEHHbIX
NPEenAPATOB MPEAEAbHbBIX OTNYCKHbIX LLeH HO AeKQPCTBEHHbIE NPEenApAaThI,
BKAIOYEHHBIE B MEepPEYEHb YKM3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVX
AEKAPCTBEHHbBIX NPENAPATOB, YTBEP)KAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (panee —
[oaBUAQ) (B peAAKUMN, AENCTBYIOLWEN HAO AQTY MOAQYN 3ASIBAESHNST —
12.11.2019), DeapepanbHASI AHTVIMOHOMOABHAS CAY>KO6A PACCMOTPEAQ
AOKYMEHTbI, MPEeACTAOBAEHHbIE MMCbMOM MUH3APAOBA Poccum ot 16.12.2019 Ne
20-4-4119443-C v NPUHSIAQ pelleHne 06 OTKa3e B COrAQCOBOHMM MPEAEABHOM
OTMYCKHOW LIEHbI, 3ASIBAEHHOW HA PErMCTRALMIO AEPXKATEAEM UAU
BAQAEABLEM PETMCTPAUMOHHOTO YAOCTOBEPEHMSI AEKAPCTBEHHOIO
npenapata OO0 «BaptamaHa Papmar» (Poccus), nponsBoaAcTBa (BCe
ctaamm) Annacamm Okyasip Aeeances (M) Ata. (MHAKS), HO CAeAY O
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHD MUIHEHHO HEOOXOANMbIX
N BADKHEWLLMX AEKAPCTBEHHbBIX MPENAPATOB:

Mokcunoyp (MHH — MOKCUMOAOKCAUMH), KANAM rAQ3Hble, 0.5%, 5 MA, - GAQKOH
(1) - NOYKa KAPTOHHAOS, B pasmepe 145,49 pyb.

[peAeAbHQAsT OTMYCKHAS LeHA HA BbllLeyYKA3AHHbBINM AEKAPCTBEHHbIV MpenapaT
HE COIrAAQCOBbIBAETCSI NO CASAYOWLNMM OCHOBOHMSIM.,

oy NpoBeAEHUN 9KOHOMNYECKOTO OHAAMN3A, B COOTBETCTBUMM C MYyHKTOM 14
MpoaBuA, DeaepPAAbHOM AOHTUMOHOMOABHOM CAYXKO0OW HAMPABAEH 3AMPOC OT
10.01.2020 Ne ALL/344/20 o npeAOCTABAEHNMN MHOOPMALMM O MUHUMAOAbHBIX
LeHAX APYrMX MHOCTPAHHbBIX MPOM3BOAUTEAEN HO AEKAPCTBEHHbBIE MPENAPATHI,
cosnaaaoume no MHH, AekapcTBeHHOM QOopME, AO3MPOBKE,
OBPALLAOLLMECS B TOCYAQPCTBE MOOUIBOANTENAS AEKAPCTBEHHOIO
NPenapaTa, B COOTBETCTBUM C TPEDBOBAHUSIMU NMYHKTA 30 METOAMKM pACHETA
YCTOHABAMBAEMbIX MPOOM3BOANTEASIMN AEKAPCTBEHHBIX MPENAPATOBR
NPEeAEAbHbIX OTMYCKHbIX LLEH HO AEKAPCTBEHHbIE MPENAPATLI, BKAKOYEHHbIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPENAPATOB, MPU X TOCYAQPCTBEHHOW PErMCTRALM U MEPEPRErNCTPALNN,
YTBEPYKAEHHOW MOCTAHOBAEHMEM [paemuTeAbCcTBA Poccumckom Qeaepaumm
oT 15.09.2015 Ne 979 (B peAQKUM, AEVNCTBYIOLLLEN HO AQTY MOAQYM 3ASIBASHUS



— 12.11.2019) (poaonee — MeToAMKQ).

B npeAeAax YCTAOHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHbBIM 30MPOCOM
OAC Poccum nHOopMaLms He NOCTYMAQ.

B CBSI13M C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTAMU «B» U «» MYHKTA
19 lNpaBnA NMpeBbILLEHVE NPEACTABAEHHOW AASI TOCYAQPCTBEHHOW
PErncTPAUnM NAMN NepeperncTpaunm NpeAeAbHOM OTMNYCKHOW LIeHb
MPON3BOAMTEAS HO AEKAPCTBEHHBIV NPENAPAT HAA LIEHOW, PACCHYUTAHHOW B
cooTBeTCcTBMM C [lpaBnaaMn 1 MeTOAMKON, A TAKXKE HEMPEACTABAEHME
CBEAEHUN, MPEeAYCMOTPEHHbBIX MYHKTOM 14 [NpABUA, SIBASIETCSI OCHOBOHNEM
ANS OTKA3A B COMAQCOBAHMM TOCYAQPCTBEHHOW PErncTpaulmm npeAeAbHON
OTMNYCKHOW LIEHbl MPON3BOANTEAS HO AEKAPCTBEHHbIV NPenapdar.

A.1O. LlapuKkoBcKnin



