PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MNPOM3BOANTEAEN HA
AEKAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbBIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHeMm lMNpaeutenbcTea Poccuickom Geaepaumm ot 29.10.2010 Ne
865 (aanee - MNMparnaa), PeaepaAbHAST AHTUMOHOMOAbHAST CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 21.07.2023 Ne 25-7-4255636-C, 1 MPUHSIAQ pelleHne o6 OTKa3e B
COrAQCOBOHUN MPEAEABHOWM OTMYCKHOW LEHbI, 3ASIBAEHHOW HA PEermcTpaumo
AEPXKATEAEM UAV BAOAEABLEM PEMMCTPAUMOHHOIO YAOCTOBEPEHMS
AekapcTeeHHOro npenapata OO0 «AAbTpo» (Poccust), NPoOM3BOACTBO (BCe
cTaann) PenoHr @apmacbloTikaa Ko. ATa. (Kutam) Ha caeayrowmm
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHBIN B NEPEYEHb MNUBHEHHO HEOBXOANMbIX
N BODKHENLLMX AE€KAQPCTBEHHbBIX MPENAPATOB:

«Omenpaszon» (MHH - «OmMenpa3on»), AMODUANIAT AAS MPUTOTOBAEHWS
PACTBOPA AAST MHDY3MI, 40 Mr, PAAKOHDI (1) - NAYKA KAPTOHHASI, B pA3Mepe
222,70 py6.

[peAeAbHAsT OTNYCKHAS LEHA HA YKA3AHHbBI AEKAPCTBEHHBIV NPENApAT He
COrAQCOBbLIBAETCS MO CASAYHIOLLMM OCHOBAHKSIM.

Mo NPoBEAEHUN SKOHOMMYECKOTO AHAAM3a GAC Poccum BhISIBAEHO
NpPeBbILLIEeHME 3ASIBASIEMON MPEeAEAbHON OTNYCKHOW LieHbl HA BblLLEYKA3AHHbI
AEKAPCTBEHHbIM NPEenApPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
TPebOBAHUSIMU MYHKTOB 34-36 MEeTOAMKM PACHYETA NPEAEAbHBIX OTMYCKHbIX
LEeH NPOn3BOANTEAEN HO AEKAPCTBEHHbBIE NPENAPATLI, BKAKOYEHHbBIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEnAPATOB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOW
Peapepaumm ot 15.09.2015 Ne 979 (panee — MeToaAmKa).

B cooteeTCcTBMM C NMyHKTOM 14 MpaemuA PAC Poccum HOMPOBAEH 3AMNPOC

oT 09.08.2023 Ne TH/63916/23 0 Npe ACTAOBAEHNM YTOYHEHHBIX PACHETOB
3A5IBASIEMOW MPEeAEAbHOW OTMYCKHOW LieHbl HO BbllLeYyKA3QAHHbIN
AEKAPCTBEHHBIN MPENAPAT C Y4EeTOM TPebOBAHMM NMYyHKTOB 34-36 MeToAMKN.

B npeAeAax YCTAOHOBAEHHOIO CPOKA B COOTBETCTBUM C YKA3AHHbBIM 30MPOCOM
OAC Poccum nHdopMaums He NOCTYMAQ.



B CBS13M C BbILLENBAOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOMU «O» N «»
NyHKTA 19 [MPOBUA, MPEBbLILLEHNE MPEACTABASIEMON AAS TOCYAQPCTBEHHOM
perncTpaunm AU NnepeperncTpaunm npeAeAbHOM OTNYyCKHOW LEeHb
MPON3BOAUTEASI HO AEKAPCTBEHHDBIV NPENAPAT HAA LLEHOM, PACCHYUTAHHOW B
COOTBETCTBMM C [1PpABUAAMU N METOANKON, SIBASIETCSI OCHOBAHVEM AAS
OTKOA3Q B COrAQCOBOHNM TOCYAQPCTBEHHOW PEermcTpaumm npeAeAbHOMN
OTMYCKHOWM LiEHbI MPOM3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT.
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