PELLEHWE
06 OTKa3e B COrAQCOBOHNM MOEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN

HO A€KAQPCTBEHHbIE MPENAPATbI, BKAIOYEHHbBIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMbBIX U

BAYKHENLLMX AEKAPCTBEHHbBIX NPEnapaTOB

B cooTtBeTCTBUM C MNyHKTOM 13 U MOAMYHKTOM «M» MNyHKTA 32 [lpaBMA
rOCYAQPCTBEHHOM PEMMCTPALMN U NEPEPETNCTRALUM MPEAEABHDBIX OTMYCKHbIX
LeH MNpOM3BOAMTEAEN HA AEKOPCTBEHHbIE MPENAPATbl, BKAOYEHHbIE B
nepevyeHb MKMBHEHHO  HEODXOAMMbBIX UM BODKHEMLLIMX  AEKOPCTBEHHbIX
NPEnAPATOB, YTBEPXKAEHHbBIX NMOCTAHOBAEHMEM [TpABUTEABCTBA POCCUNCKOMN
Peapepaumm o1 29.10.2010 Ne 865, DepepAAbHAS AHTUMOHOMOABHAST CAYXKOA
PACCMOTPEAO AOKYMEHTbHI, MPEACTABAEHHBIE MMCbMOM MuUH3APOBO Poccum
OoT 26.02.2024 Ne 25-7-4277141-C, v nNpuUHIAG pelleHne o6 oTkase B
COrAQCOBQHUNN npeAeAbHOM OTMYCKHOM LieHbl, 3A5IBAEHHOW HQ
NepepermcTpaumio  AEPXKATEAEM WA  BAGAEABUEM  PETMUCTPAUMOHHOIO
yaocTtoeepeHns OO0 «[MPOMOMEA PYC» (Poccus), npom3BOACTBO (BCe
ctaamn) AO «broxumumk»  (PoCcCus), HA CAAYIOWNA  AEKAPCTBEHHDIN
NPENAPAT, BKAKOYEHHbBIVM B NMepeYeHb YKN3HEHHO HEOBOXOAMMbBIX M BOMKHENMLLINX
AEKAPCTBEHHbBIX MPENAPATOB:

«fmapokcusnH» (MHH - «MAPOKCU3KMH»), TABAETKM, MOKPLITHIE MAEHOYHOMN
obonouKkom, 25 Mr, 25 WT., YNAKOBKM SMEMKOBbIE KOHTYPHble (1) nadka
KQPTOHHAOSI, B pasmepe 89,00 pyb.

[MpoeAeAbHAST OTMYCKHAS LEHA HA BbILIEYKA3AHHbBIN AEKAPCTBEHHbBIV MPENapPaT
HE COrAQCOBbLIBAETCS MO CAEAYOLLMM OCHOBOHMSIM.

B cooteetctBuM C nyHKTOM 31 TIpaBUA, 3ASIBAEHHQAST K MepeperncTpaumm
NPEAEAbHAST  OTNYCKHASI LEHA BOCMPOU3BEAEHHOIO, BGUMOAHAAOrOBOrO
(6oNoAOBHOrO) AEKAPCTBEHHOIO MPENAPATA MOCAE NEPEPErNCTPALUMN HE
MOXeET OblTb Bbllle 3APErMCTOUNPOBAHHOW MPEAEABHOM OTNYCKHOM LEHbI
MPOOU3BOAUTEAST HO PEPEPEHTHBIN AEKAPCTBEHHBIN MPENAPAT, ONPEAEAEHHOMN
B COOTBETCTBMM C MeToAMKOM pacyeTa TMpPeAEAbHblX OTMYCKHbIX UEeH
NPOM3BOAUTEAEN HAO AEKOQPCTBEHHBIE MPENAPATHI, BKAIOYEHHBIE B MNEpPEeYEHb
YKUBHEHHO HEOOXOAMMBIX U BODKHEWLUMX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPIXKAEHHBIX MOCTOHOBAEHMEM [paBUTEALCTBA Poccumckon Peapepaumm
oT 15.09.2015 Ne 979 (aoanee — MeToaMKQ).

B cooteetctBMM C mmcbMoMm DIBY «HUSCMI» MuH3apaea Poccum oT



20.01.2024 Ne 1396, npeACTOBAEHHBIM MUH3APOBOM POCCUM B KOMMAEKTE
AOKYMEHTOB, 3QSIBAEHHbIV AEKAPCTBEHHbBIV npenapar SIBASIETCSI
BOCMNPOU3BEAEHHBIM AEKAPCTBEHHbBIM npenapaTomMm, pepepPeHTHbIM
AEKAPCTBEHHBIM MPENAPATOM  AAST  KOTOPOrO  SIBASIETCSI  AEKAPCTBEHHbBIN
npenapat «ATapakc» (MHH - «TMAPOKCKM3MH») B POPME BbINyCKA «TABAETKM,
2,5 MM (BAOAEAEL, VAN AEPXKATEAb PEMMCTPAUMOHHOIO YAOCTOBEPEHUST —
tOCB ®apma C.A., Beabrus, Ne AT-Ne(004181)-(PI-RU) ot 27.12.2023).

QAC Poccum B XOAE SKOHOMMYECKOrO QOHAOAM3A YCTAHOBAEHO, 4TO
3Q5IBAEHHOST K NepeperncTpaummn  npepeAbHasl  OTNyCKHAs  LeHa
NPOM3BOAMTEAS MNPEBLILLAET MNPEAEAbHYIO OTMYCKHYIO LeHy NPOUN3BOAUNTEAST HA
BblLLEYKA3AHHbBIV pedepeHTHbI AeKAPCTBEHHBIM NPENnAPAT, YTO NPOTUBOPEYNT
NyHKTY 46 MeToANKN,

B CBS13M C M3AOXKEHHDBIM, B COOTBETCTBUN C MOAMYHKTOM «M» MYHKTA 19 [NpaBuA,
NPEeBbILLEHNE MPEACTABASIEMON AASI TOCYAQPCTBEHHOW PErncCTpaUnn UAK
nepeperncTpaumMm npeAeAbHOM OTMNYCKHOM  UEeHbl  MPOU3BOAUTEAST  HA
AEKAPCTBEHHbIM MNPENnAPAT HOA LEeHOW, PACCYUTAOHHOM B COOTBETCTBMM C
[oaoBuAaaMmr 11 METOAMKOWM, SIBASIETCST OCHOBOHMEM  AASI  OTKQ3Q B
COrAQCOBQOHMMN TOCYAQPCTBEHHOW PErnCcTRPAUMMN MNPEAEABHOM OTMNYCKHOW
LEeHbl MPON3BOAUNTEASI HO AEKAPCTBEHHbBIV NPEnAPAT.

[.I'. MarasmnHos



