PELLEHWE

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

B cooteeTcTBMM C NyHKTOM 13 TPOBUA FTOCYAQPCTBEHHOW PErMCTPALUUN U
nepepermcTpaunm MnPEAEAbHbIX  OTMYCKHbIX UEeH MPOM3BOAUTEAEN HA
AEKAQPCTBEHHbIE  MPENnAPAThl, BKAIOYEHHBIE B  MNEepeyeHb  YKU3HEHHO
HEODXOAUMBIX U BOOPKHEMLLMX AEKOAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHbIX
noctaHoBAeHneMm [MNpaeutenbcTea Poccumckon ®eapepaumm ot 29.10.2010 Ne
865, PepepAAbHAsST OHTUMOHOMOABHAST CAY>KOQ PACCMOTPEAD AOKYMEHTHI,
MNPEACTOBAEHHbIE NMMCbMOM MuH3ppaea Poccum ot 16.06.2023 Ne 25-7-
4249479-C, N NPUHIAQ pelleHne o6 OTKA3e B COMAQCOBOHUM MPEAEAbHOM
OTIMYCKHOW LEeHbl, 3asiBAEHHOW HA permncTtpaumio AO «bpblHLAAOB-A» (Poccus),
HAO CACAYIOWLUN AEKAPCTBEHHbIM MPENAPAT, BKAKOYEHHbIN B MNepedeHb
YKN3HEHHO HEOBXOAMMbBIX N BADKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB:

«PrnpabytmH-OepentH» (MHH — «PuoabytnH»), kancyabl, 150 mr, 10 wr. -
KOHTYPHQAS s4eMKOBAsT YNAKoBKA (5) - NAYKA KAPTOHHAS, B pa3mepe 3314,33

pyo.

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

Mo npoBepAeHM 3KOHOMMYeCKOoro aHaamda QAC Poccum  BbISIBAEHO
MPEBbILLEHNE 3ASIBASIEMOWN MPEAEABHON OTMYCKHOW LiEHbI HQ BbiLLEYKA3AHHbI
AEKAPCTBEHHbIM MNPENnAPAT HOA LEeHOW, PACCYUTAHHOM B COOTBETCTBMM C
TPeboBAHUSIMK MYHKTOBR 34-36 1 NOAMYHKTA «O» NYHKTA 14 MeToAUKM pacyeTa
NPEAEAbHbBIX OTMYCKHbIX LEH MPOUN3BOANTEAEN HO AEKAPCTBEHHBIE MPENAPATHI,
BKAIOYEHHBIE B MEPEYEHb  XKMBHEHHO HEOOXOAUMbBIX W BOMKHEWLLWX
AEKAPCTBEHHbIX npenapaTos, YTBEPXKAEHHOMN MNOCTAHOBAEHVEM
Mpaeutenbctea Poccumckonm Peapepaumm ot 15.09.2015 Ne 979 (aAonee -
MeToAMKQ).

B cootBetctBUM C nyHKTOM 14 TMpasma GPAC Poccum HOMPABAEH 3AMPOC OT
05.06.2023 Ne TH/44023/23 © nNpPeAOCTOBAEHUMN YTOYHEHHOIrO pPACYETA
NPEeAEAbHOW OTMNYCKHOM LUEeHbl B COOTBETCTBMM C  BbILLEYKA3AHHBIMU
ToeboBaHMSIMN MeToANKN.

Bmecte Cc T1eM, B MPEeAEAdX YCTOHOBAEHHOrO CpOKQA, YTOYHEHHble B
COOTBETCTBMM C BbILLEYKA3OHHBIMW TpeboBaHMsMKn [lpaBuA 1 MeToAMKM
paAcYeTbl 3ASIBAEHHOW MNPEeAEAbHOM OTMNYCKHOWM LUEHbl 3QSIBUTEAEM HE
NPEeACTOBAEHDI.



B CBS131 C BbILLEN3AOXKEHHDBIM, B COOTBETCTBMM C NOAMYHKTAMM «B» L «M» MYyHKTA
19  TlpaBUA NpPEBbILLEHNE  MPEACTOBAEHHOW  AAS1  FTOCYAQPCTBEHHOMN
permcTpaunm  UAM  nepeperncTpaumm  npeAeAbHOW  OTMYCKHOWM  LeHbl
MPOUN3BOAMUTEASI HO AEKQPCTBEHHbBIM MPENAPAT HAA LEHOW, PACCYUTAHHOM B
cooTBeTCTBMM C [lpaBAaMn 1M MeToAMKOM, A TAKXKE HEMPEACTABAEHME
CBEAEHUN, MPEAYCMOTPEHHbBIX MYHKTOM 14 [IPOBUA, SIBASIETCSI OCHOBOHMEM
ANSI OTKA3Q B COMAQCOBAHMMN FTOCYAQPCTBEHHOM pPErncTpaumMm npeAeAbHOM
OTMNYCKHOW LIEHbI MPON3BOANTEAS HO AEKAPCTBEHHbIV NPenapdar.

T.B. HmKkeropoaLles



