PELLIEHWVE
O COrAQCOBAHUU MPEAEAbHBIX OTMYCKHbIX LIeH MOOU3BOANTEAEIN
HO AeKAPCTBEHHbIE MPEnAPATbl, BKAKOYEHHBIE B MepeYeHb YKM3HEHHO HEOOXOAUMbIX U

BAYKHEMLLIVIX AEKAPCTBEHHbIX MPEnapaToB

Pelwennem OAC Poccum ot 11.08.2020 Ne TH/68531/20 B COOTBETCTBUM C NMYHKTOM 31
MNpaeuna obsiz3aTenbHOM nepepernctTpaumm B 2019 — 2020 roadx 3QpErmcTpRmpOBAHHbBIX
NPEAEAbHBIX OTMYCKHbIX LEH MPON3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI,
BKAIOYEHHBIE B NEPEYEHD YKN3HEHHO HEODBXOAUMbBIX U1 BAYKHEWLLINX AEKAPCTBEHHDBIX
MNPEnApPATOB, YTBEPIKAEHHBIX MOCTAHOBAEHMEM [1DABUTEABCTBA POCCUINCKOMN
Peaepaumm o1 29.10.2010 Ne 865 (aanee — MNpaBnA 0B63ATEABHOW NEPEPErNCTPALMIN),
YTBEPXKAEH PACYHET MPEAEABbHbBIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
BOCMNPOU3BEAEHHbIE, BUMOAHAAOTOBbIE (BMOMNOAOBHbBIE) AEKAPCTBEHHbBIE MPENAPATHI,
30PErMCTPUPOBAHHbIE B Poccumcikon Peaepaumm B OTHOLLEHUN PePEPEHTHOTO
AEKAPCTBEHHOIO MNPENAPATA C TOProBbiM HAONMEHOBAHMEM «BoAabTapeH» (MHH —
«AVIKAODEHAK»), B TOM YMCAE HO AEKAPCTBEHHDBIV MPEenapaAT:

«AmMrkAnopeHaKk» (MHH — « AMKAODEHOK»), PACTBOP AASI BHY TOVMBbILLEYHOIO BBEAEHMS, 25
MI/MA, 3 MA, AMMNYAbl () KOHTYPHbIE SIHENKOBBIE YNAKOBKM (1) NAYKM KAPTOHHbIE,

COrAQCHO NMyHKTY 2 NOCTAHOBAEHMS [MpaeuTenbCcTBa Poccuinckon Peaepaumm ot
16.12.2019 Ne 1683 «O BHECEHUN MBMEHEHUI B HEKOTOPLIE AKThI [1PABUTEABCTBA
Poccumckom Qeapepaumm B YOCTU FOCY AQPCTBEHHOM PEMMCTRALMM N NEPEPErCTRALMM
NPEeAEAbHbIX OTMYCKHbBIX LLEH HO AEKAPCTBEHHbIE NPENAPATLI, BKAKOYEHHBIE B MEpPEeYEHb
YKM3HEHHO HEOBXOAMMBIX V1 BOKHEWVLLIVMX AEKAPCTBEHHBIX MPENAPATOB» MPEAEABHAOS
OTMYCKHAS LEHA MPOU3BOANTEAST HA BbILLEYKA3AHHbBIN AEKAPCTBEHHbBIV MPENAPAT MOXKET
OblTb NEPEPETMCTPUPOBAHA B COOTBETCTBUM C NMYHKTAMM 32 11 34 [TpaBUA

rOCY AQPCTBEHHOW PEMMCTPAUMM U MEPEPErNCTRALUMN MPEAEABHBIX OTMYCKHbIX LIEH
NPON3BOAUTEAEN HO AEKAPCTBEHHBIE NPENAPATHI, BKAKOYEHHDBIE B MEepEeYEHb YKM3HEHHO
HEOBXOAMMBIX V1 BODKHENLLIMX AEKAPCTBEHHBIX MPENAPATOBR, YTBEPXKAEHHbBIX
NOCTAHOBAEHMEM [paBmnTenbcTBA Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
— [NpaBnAQ pernctpaunm).

B cootBETCTBMM C NYHKTOM 13 U MOANYHKTOM «M» MyHKTA 32 MNPaBUA pErMCTpaLmmn
PeAepPAAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEATD AOKYMEHTHI, MOEACTABAEHHBIE
nMcbMamMm MuHaapasa Poccrm ot 24.09.2020 Ne 20-4-4147546-c, Ne 20-4-4148813-c; Ne 20-
4-4147547-C, i MPUHSIAQ peLLleHne COrAQCOBATb NPeAEAbHbIE OTMYCKHbIE LIEHDI,
3agBAEeHHble Ha nepepermncTpaumio 3A0 «DapmPrpma «CoTteke» (Poccus), Ha
CAEAYIOLLME AEKAPCTBEHHDBIE MPENAPATHI, BKAKOYEHHBIE B MEPEYEHD YKMBHEHHO
HEOBXOANMBIX V1 BODKHENLLIMX AEKAPCTBEHHBIX MPENAPATOBR:

1. «MeToknonpamma» (MHH — «MeTokaonpamma»), PACTBOP AASI BHYTPUBEHHOMO U
BHYTPUMbILLEYHOTrO BBEAEHUST, S MT/MA, 2 MA, OMIMYAbI (5) KOHTYPHbIE SI4ENKOBbIE
YNAKOBKM (2) NAYKM KAPTOHHbIE, B padmepe 81,81 pyo.

2. <haprHOA» (MHH — «MeAbAOHMIN®), PACTBOP AASI BHYTPUBEHHOIO, BHY TOVMbILLEYHOrO



1 napabyabbapHoro eeeaeHust, 100 Mr/MA, 5 MA, aMmnyAbl (5) KOHTYPHbIE SI4ENKOBbIE
YNAKOBKM (2) NAYKM KOPTOHHbIE, B pa3Mepe 272,24 py6b.

3. «AnknopeHak» (MHH — « AMKAODEHAK»), PACTBOP AAS BHYTPUMbILLEYHOO BBEAEHMSI,
25 Mr/MA, 3 MA, AMMYAbI (5) KOHTYPHbIE sl4eEMKOBbIE YNAKOBKM (1) NAYKM KAPTOHHbIE, B
paamepe 48,07 pyo.

OaHoepemeHHo QAC Poccum obpallaeT BHUIMAHME HO HEODXOANUMOCTb YTOYHEHMS] B
COOTBETCTBUM C NYHKTOM 14 [MpaBnA 06930TEABHOM NEPEPErNCTPALMMN CBEAEHNIN O
3QPErMMCTPUPOBAHHDBIX NMPEAEABHbBIX OTMYCKHbIX LLEHAX MPOU3BOAUTEAEN HO
AeKkapcTBeHHbIN MpenapaT «MaprHOA» (MHH — «MeAbAOHWINY), MPEACTABAEHHbIX
nMcbMoM MuHsapaea Poccrnm ot 03.08.2020 Ne 20-4-0426-BCP-mcx.

T.B. Hmkeropoales



