MMHNCTEPCTBO 3APABOOXPAHEHS

Poccumnckon ®epepaumm

PaxmMQHOBCKMI Mep., A. 3/25,

r. Mockea, Cl1-4, 127994

PELLIEHWNE

06 OTKO3e B COrAQCOBOHM NPEAEAbHbBIX OTNYCKHbIX LLEH NPOUN3BOANTENEN
HA

AEKOAPCTBEHHbIE MPENAPATHI, BKAIOYEHHBIE B NEPEYEHb MMUIHEHHO
HeOobXOAMMbBIX A

BAYKHEMNLLINX AEKOPCTBEHHbBIX NPENAPATOR

B cooTteeTCTBMM C NYHKTOM 13 [PABUA TOCYAQPCTBEHHOW PEMMCTRALMN U
NnepeperncTpaumMm npeAeAbHbIX OTMYCKHbIX LEH MPOUN3BOAUTEAEN HA
AEKAPCTBEHHbIE NPEnAPAThbl, BKAIOYEHHbIE B MEepeyYeHb >KM3HEHHO
HEOBXOAVMBbIX 1N BOMKHENLLMX AEKAPCTBEHHbIX NPENAPATOBR, YTBEPIKAEHHbBIX
NOCTAHOBAEHMEM [paeuTenbcTBa Poccumckon Qeapepaumm ot 29.10.2010
Ne 865 (aAanee - Tpaenaa), PepAepanbHAST AHTUMOHOMOABHAS CAYXKOAO
PACCMOTPEAA AOKYMEHTHI, MPEACTOBAEHHbIE NMMCbMO M MUH3APAOBA
Poccum o1 20.02.2024 Ne 25-7-4278233-C, 1 NPUHSIAQ pelleHne o6 OTKa3e B
COMAQCOBOHUMN  MPEAEAbHOM  OTMYCKHOW  LUeHbl, 3QSIBAEHHOW  HA
perncTpaumo NAO «bnocumHTtes»  (Poccus), Ha CAEAYIoLW A
AEKAPCTBEHHBIM  MPENAPAT, BKAKOYEHHBIM B MNEPEYEHb  YKM3HEHHO
HEOBXOAVMbIX 1 BAYKHENLLIMX AEKAPCTBEHHbBIX NPENAPATOB:

«Hatpus xnopma» (MHH - «<HaTpus xAoprA»), PACTBOP AAS MHOY3MA, 0.9%,
200 MA, - ByTbiAkKM (20) - GUWMKKM KOPTOHHbIE (AAS1T CTALMOHOPOB), B
pa3mepe 475,20 pyb.

[TpeAeAbHAsT OTMYCKHAS LeHA HA YKA3AHHbIM AeKAPCTBEHHbBIM NpenapaT
HEe COrAadcoBbiBAETCS MO CAeAYHOW MM OCHOBAOHUSIM.

Moy npoeeaeHnn aKOHOMUYeckoro aHanmda PAC Poccum BbISIBAEHO



NPEBLILLEHNE  3QSIBASIEMON  MPEAEAbHOWM  OTMYCKHOM  LUEHbl  HA
BblLLEYKA3AHHbI AEKAPCTBEHHbBIM MPENAPAT HAA LEHOW, PACCYUTAOHHOM B
COOTBETCTBMMN C TPeboBAHMSIMM NYHKTOB 34-36 MeToauKkn pacyeTa
NPEAEAbHbIX OTMYCKHbIX LEH MPOM3BOAUTEAEN HA AEKAPCTBEHHbIE
npenapaTbl, BKAOYEeHHble B nepedeHb JKHBAI,  yTBep»KAEHHOM
nocTaHoBAEHMEM [MpaeuTenbcTea Poccumckom Geaepaumm ot 15.09.2015
Ne 979 (Aanee — MeToAMKAQ).

B cootBeTcTtBUMM C nyHKTOM 14 MpaBna GPAC Poccum HONPABAEH 3aNpOC
oT 12.03.2024 Ne 33/20111/24 o0 npeACTABAEHUN YTOYHEHHbBIX PACYETOB
3Q9BASIEMON  MPEAEABbHOM  OTMNYCKHOM  LUeHbl HA  BbllUeyKA3AHHbIN
AEKOPCTBEHHbBIM MPENAPAT C  Yy4eToM TPeboBAHMM MNYHKTOR 34-36
MeToAMKU.

BMecTe C TeM YyTOYHEHHAS 3ASIBAEHHAS NMPEAEAbHAST OTMYCKHAS LLEHA HEe
NPOUBEAEHO B COOTBETCTBUE C TPEOOBRAHMSIMU MYHKTOB 34-36 METOAVKM, B
TOM YMCAE MNPEACTABAEHHBIMW HA BbilLeyKa3aHHbIM 3anpoc PAC Poccumn
AOKYMeHTAMN, COrAQCHO MPEACTOBAEHHBIM  AOKYMEHTAM, PACYET
305IBUTEAS NPOoU3BEAEH BE3 Yy4ETA MAKCVMOAbBHBIX 30PEMMCTPUPOBAHHBIX
MNPEAEAbHbIX  OTMYCKHbIX LUEeH HA  AEKAPCTBEHHbIE  MPEnApPATHI,
OMNpPEeAEAEHHbIE B COOTBETCTBUM C MYHKTOM 35 METOAMKMN,

B CBS13M C BbILLEM3AOXKEHHbBIM, B COOTBETCTBUMM C MOAMYHKTOM «M» MYyHKTA 19
[MoaBUA  MPEBLILLEHNE  MPEACTOBASIEMON  AASI  TOCYAQPCTBEHHOM
nepepermcTpaLnm MnpPeEAEAbHOM OTMYCKHOW LUEHbI MPOU3BOAUTEAST HA
AEKAPCTBEHHbBIM NPENAPAT HAA LIeHOM, PACCHYHNTAHHOM B COOTBETCTBMM C
[MopasmAaMM 11 METOAUKOWN, SIBASIETCSI OCHOBAHMEM AASl OTKA3A B
COrAQCOBQAHMMN TOCYAQPCTBEHHOW PErMCTRPAUNU NPEAEABHOM OTMYCKHOW
LEHbI NPON3BOANTEASI HO AEKAPCTBEHHbBIV MPENApPAT.
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