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PELUEHUE
06 oTKa3e B COrAQCOBOHUU MPeAEAbHbIX OTNYCKHbIX LLEH NPON3BOAUTEAEN
HO AeKapCTBeHHble NpendapdTbl, BKAIOYEHHbIe B Nepe4vyeHb XKN3HEHHO HEOB6XOAUMDIX

M BAOKHENLWNX AEKAPCTBEHHbIX NpenapaTos

B cootBetctBMM C nNyHKTOM 8 [POBUMA TOCYAQPCTBEHHOM PErnCTPAUMM U NEPEPErUCTPALMM  YCTAHABAMBAEMbBIX MPOU3BOAUTEASIMU
AEKAPCTBEHHbIX MPENAPATOB MPEAEAbHBIX OTMYCKHbIX LLEH HO AEKOPCTBEHHbIE MPENAPATHI, BKAKOUYEHHBIE B MEPEYEHD YKM3HEHHO HEODXOANMBIX 1
BOYKHENLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHMEM [pasuTenbcTBa Poccuiickon Qeapepaumm ot 29.10.2010 Ne 865
(aanee - MNpasunaa), PepepaAbHASI AHTVMOHOMOABHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHBIE NMMCbMOM MuH3ApaBa Poccum ot
03.04.2018 Ne 20-4-4065864-C, 1 MPUHSIAQ peLleHe 06 OTKA3e B COrACCOBOHUM 3ASIBAEHHbIX B BbILLIEYKA3AHHOM MCbME HA peructpaunio 3
npeaenbHbix oTnyckHbX UeH «QHAOAXKEHUKC» (Poccus), npomnseoactea (Bce cTaamm) «[aHb aHA A OapmacbioTukaac» (Kutai), Ha
AEKAPCTBEHHbI npenapat UHCcyAnH raaprd (MHH — UHCYAMH FAQPIH), BKAKOYEHHDBIA B MEPEYEHb YKNBHEHHO HEODXOAMMbBIX U BAYKHEMLLIMX
AEKAPCTBEHHbIX MPENAPATOB .

MpeaeAbHbIe OTMYCKHbIE LIeHbl HA YKA3AHHbBI AEKAPCTBEHHBIV MPENAPAT HE COrAQCOBbBIBAKOTCS] MO CASAYIOLLMM OCHOBOHUSIM.

B cootBetctBUMM C MucbMom OIBY «HLUSCMIM» MuHaapaesa Poccum ot 02.03.2018 Ne 3282, HONPABAEHHBIM MUH3APABOM Poccum B cocTtaBe
KOMMAEKTA AOKYMEHTOB, COODLLAETCS, YTO BbILLEYKA3AHHBIA AEKAPCTBEHHDBIN MPENAPAT SIBASIETCS1 BUOAHAAOIOM, A TAKXKE, YTO AEKAPCTBEHHbIE
npenapaTtsl ¢ MHH UHCYAMH TAQPIH B AEKOPCTBEHHON GOPME «PACTBOR AASI MOAKOXKHOIO BBEAEHMS, 100 EA/MA» (MPOU3BOAUTEND - «CAHODU-
ABeHTUC AOMUATHA TMBX», Tepmanms) (ACP-007047/09 ot 07.09.2009 1 M Ne014855/01 ot 15.01.2009) siBASIHOTCSI PEDEPEHTHBIMM.

Mpu NpoeeaeHN 3KOHOMMYeCKoro aHaAnaa GAC Poccum BhISIBAEHO, YTO NMPEAEAbHbIE OTMYCKHbIE LEHbl HO BbILLEYKA3AHHbBIN BUOOHOAOr OBbIN
AEKAPCTBEHHbIM MPENAPAT, PACCHATAHHBIE MCXOAST U3 CTOMMOCTU OAHOM AEKAPCTBEHHOM (OPMbl, MpesbiliaioT 80 MPOLEHTOR CPEAHEN
30PErNCTPUPOBAHHON MPEAEABHOM  OTMYCKHOM  LEHbl MPOU3BOAMTEASI HA  YKA3OHHbIE PEedEpPEHTHble AEKAPCTBEHHbIE MPEnapPaTh,
PACCYUTAHHOW 3a NeproA 3 AET AO MPEACTABAEHNSI ASPXKATEAEM AV BAOAEABLEM PETUCTPALMOHHOO YAOCTOBEPEHMST (YTOAHOMOUYEHHBIM UM
AVILIOM) YKO3AHHOMO BMOOHAAOrOBOIrO AEKAPCTBEHHOI O NMPENAPATA NPEAEABHOM OTMYCKHOWM LEHbI, PACCUYUTAHHON UCXOAS M3 CTOUMOCTU OAHOM
AEKAPCTBEHHOM GOPMbI, YTO NPOTUBOPEUUT NYHKTY 22 METOAMKM PACYETA YCTAHABAMBAEMbIX MOOU3BOAUTEASIMN AEKAPCTBEHHBIX NPEenapaToB
NPEeAEAbHbIX OTMYCKHbIX LLEH HO AEKAPCTBEHHBIE NMPENAPATHI, BKAIOYEHHBIE B NMEPEYEHD YKMIHEHHO HEOOXOANMbIX 1 BADKHENLLMX AEKAPCTBEHHBIX
npPenapaToB, MPU KX FOCY AQPCTBEHHOM PErMCTPALMN U NepeperncTpaumm, YTBEPIKASHHON NOCTAHOBASHMEM [paBUTEeAbCTBA PoccHmMcKom
Qepepaumm ot 15 ceHTabps 2015 1. Ne 979 (Aanee — MeToAMKQ).

B CBSA3M C M3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MyHKTA 13 TPABUA MPEBLILLEHME MPEACTOBASHHOM AASI FTOCYAQPCTBEHHOM
perncTpaunm MAM NepeperncTpaumy NPEASAbHOM OTNYCKHOW LEHbl NPOMU3BOAUTEAS! HO AEKAPCTBEHHBIV MPENAapAT HAA, LEHOM, PACCHUTAHHOM
B COOTBETCTBUM C METOAMKOW, SIBASIETCSI OCHOBAHNEM AAST OTKA3A B COMAQCOBOHUKM FOCY AQPCTBEHHOM PErnCTPAUMM NPEAEAbHBIX OTMYCKHbIX
LIeH NPOU3BOANTEASI HO ASKAPCTBEHHbIM MPEenaparT.
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