PELLEHWE

06 OTKO3€ B COrAACOBAHUM MPEAEAbHBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN
HO A€KAPCTBEHHbIE NMPENAPAThI, BKAKOYEHHBIE B NepeyeHb YKM3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B CcoOTBETCTBUM C MOAMYHKTOM «r» MyHKTA 32 [MPOBUA TOCYAQPCTBEHHOW
perucTpaumm 1 NepeperncTpaumm  MPEeAEAbHblX  OTMYCKHbIX  LEH
NPOU3BOAUTEAEN HO AEKAPCTBEHHBIE MPENAPATHI, BKAIOYEHHBIE B MEpEeYeHb
YKMBHEHHO HEODOXOAMMBIX U BODKHEMLUMX AEKOPCTBEHHBIX MPENnapPATOB,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paBUTEABCTBA Poccumckon Peaepaumm
oT 29.10.2010 Ne 865 (aonee - lMpaeuaa), PepepaAbHAST AQHTUMOHOMOALHAOS
CAY>KOQ paCCMOTPEAO AOKYMEHTBI, MPEACTABAEHHBIE MMCbMAM MIH3APCOBO
Poccum ot 05.03.2024 Ne 25-7-4279041-c v o1 05.03.2024

Ne 25-7-4279042-C, N MPUHIAQ pelleHne o6 OTKAa3e B COrAQCOBOHUM
NPEeAEAbHbIX OTMYCKHbIX UEeH, 3QSBAEHHbIX Ha nepepernctpaumio  AO
«bpbliHUOAOB-A»  (Poccus), HA CAeAyoWMe AEKAPCTBEHHbIE MPENAPATHI,
BKAIOYEHHBIE B MEPEYEHb  XKMBHEHHO HEOOXOAMMbBIX W BODKHEMLLWX
AEKAPCTBEHHbBIX MPENAPATOB:

1. «bmoAcenmmk» (MHH — «XAOrekcumamH»), pPACTBOP AAST  HAPY>KHOTrO
npuMmeHeHnsa crimptoeon, 0.5%, 1 A - ByTbIAKG (6) - KOPOBKA KAPTOHHAS (AAS
CTAUMOHAPOB), B pasmepe 711,45 pyb.

2. «bmoAcentnk» (MHH — «XAOPrekCuanH»), PACTBOP AASI HOPYXKHOrO
npumeHenns cnmptoeon, 0.5%, 100 MA - ByTbiAKa (40) - KOPOBKA KAPTOHHAS
(AAS CTAUMOHAPOB), B pasmepe 547,71 pyb.

[loepAeAbHble  OTMYyCKHble  LUeHbl HA  BbILLIEYKA3AHHbIE  AEKAPCTBEHHbIE
npenapaTbl HE COrAACOBbLIBAKOTCS MO CASAYIOLLMM OCHOBAHNSIM.

B xoAe 9KOHOMMYECKOrO QHOAM3A YCTAOHOBAEHO, 4YTO MNPEACTABAEHHbIE
PACYETbl 3ASIBAEHHBIX MPEAEAbHBbIX OTMYCKHbIX LEH MNPOU3BOAUTENASI HE
COOTBETCTBYIOT TPEOOBAHUSM MYHKTOBR 43-45 MeToAVK/ pacyeTa npeAEAbHbIX
OTMYCKHbIX LLEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE
B MEPEeYEHb IKUBHEHHO HEOOXOAMMBIX U BOOKHEMLLIMX AEKAPCTBEHHbIX
NPEnApPATOB, YTBEPXKAEHHOM NMOCTAHOBAEHMEM [lpaBUTEABCTBA POCCUMMNCKOM
Peaepaumm ot 15.09.2015 Ne 979 (aoanee — MeToAUKA), U MPUAOXKEHMST Ne T1 K
MeToAMKE, QA TAK €& OTCYTCTBYIOT AOKYMEHTb, MPEAYCMOTPEHHbIE
TPEBOOBAHMSIMM MOAMYHKTA «B» MYHKTA 35 [MpaBUIA.

B cootBeTcTBUM C nyHKTOM 14 Mpaeua, PAC Poccum HOMPOABAEH 3AMNPOC OT
08.04.2024 Ne 33/29337/24 O nNpPeAOCTOBAEHUMN YTOYHEHHBIX AOKYMEHTOB U
CBEAEHUN.



B npeaAeAdx YCTOHOBAEHHOrO CPOKQ, YTOYHEHHbIE B COOTBETCTBUMM C
BbILLEYKA3AHHBIMU TPEeB0oBAHUSMU [TPABUA N MEeToAMKN paACcUYEeThl 3ASIBASHHbIX
NPeAEAbHbIX OTMYCKHbIX LIEH 3ASIBUTEAEM HE MPEACTABAEHDI.

B CBSI3M C BbILLENIAOXKEHHDBIM, B COOTBETCTBUN C MOAMYHKTAMU «B», «B» N «»
NyHKTA 19 MNPOBUA, MPEACTOBAEHNE AOKYMEHTOB HE B MOAHOM oB6beme 1 (MAK)
HEMOAHOTA COAEPYKALLUMXCS B HUX CBEAEHUW, MPEBbLILLEHNE NPEACTABASIEMON
ANSI TOCYAQPCTBEHHOW PErNCTPALUMMN MAM NEpEpErncTpaumm npeAeAbHOM
OTMNYCKHOWM LEeHbl MPOM3BOAUTEASI HO AEKAPCTBEHHbLIV MPENAPAT HAA LEHON,
PACCYUNTAHHOM B COOTBETCTBMM C [lpaBuAaMn 1 MEeTOAUKOWN, SIBASIETCSI
OCHOBOHMEM AAST OTKA3A B COMAQCOBOHUM FOCYAQPCTBEHHOM perncTpaumm
npeAeAbHOW OTNYCKHOW LeHbl MPOM3BOAMUTEAS HO AEKAPCTBEHHDBIV MPenapar.
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