MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
. Mocksa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B COIIaCOBAHMM MPEAEIIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOUEHHbIE B IEPEUEHb )KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENAPAaTOB

B coorBerctBuu ¢ mynkrtamu 13 u 34 [IpaBun rocygapcTBEHHOW pPErucTpalid U
MEepEPErUCTPallMi YCTAHABIMBAEMbBIX IPOU3BOAUTENSIMUA JIEKAPCTBEHHBIX IIpENaparoB
MpEACIbHBIX OTHYCKHBIX IIEH HA JIEKAPCTBEHHBIE IpENaparhl, BKIIOYEHHBIE B MEPEYEHb
KU3HEHHO HEOOXOAMMBIX M BAXKHEUINIMX JIEKAPCTBEHHBIX MPENaparoB, YTBEPKICHHBIX
nocranoByieHueM [IpaButensctBa Poccuiickoit deneparuu ot 29.10.2010 Ne 865 (nanee
— IlpaBuna), ®enepanbHas aHTUMOHOIOJIbHAS CIyk0a paccMoTpenia JOKYMEHTHI,
npeacrasieHuble mucbMoM MunszgpaBa Poccum ot 01.10.2019 Ne 20-4-4111812-c, n
NPUHSIIA pelIeHrne 00 OTKa3e B COMIACOBAHMM MPENEIbHON OTIIYCKHOMW LIEHbI, 3asBJICHHOM
Ha mnepepeructpanuto Agkamous AQO (Pecnybmuka MakenoHus), Ha CIEAYIOIINI
JIEKApCTBEHHBIN TMpernapar, BKIIOUCHHBIM B TIEPEUCHb JKU3HEHHO HEOOXOAMMBIX U
BOKHEUIIINX JIEKAPCTBEHHBIX MPENapaToB:

Bepamamun (MHH — Bepanammin), pactBop Juisi BHYTPUBEHHOTO BBeACHUS 2.5
MTI/MJI, 2 MIT - aMIydibl (5) - YIIaKOBKH STYEHKOBBIE KOHTYpPHBIC (2) - MaYyKu KapTOHHBIE, B
pasmepe 54,37 py0.

[IpenenbHass OTHyCKHas I1I€HA HAa YKa3aHHBIM JIEKAPCTBECHHBIM Mpenapar He
COITIACOBBIBAETCS MO CIEAYIOIIUM OCHOBAHUSM.

[Tpu npoBenennu 3xoHoMuYeckoro aHaiauza ®AC Poccuu BBISBIEHO, YTO COIIACHO
MIPEICTABICHHBIM JTOKYMEHTaM CpPEIHEB3BEIICHHAs (paKTUYeCcKas IeHa BBO3a YKa3aHHOTO
JIEKApCTBEHHOTO IMperapara 3a OTYETHBIA MEepHoj] OblIa HUXKE 3apEerUCTPUPOBAHHON HA
ATOT MEPHUOJI IIEHbI 00Jiee YeM Ha MPOTHO3UPYEMBIN YPOBEHb MH(IISIINHU, YCTAHOBIICHHBIM
Ha TeKyIIHUi roj GenepasbHbIM 3aKOHOM O (efepaibHOM OIOKETe Ha COOTBETCTBYIOIIUI
¢buHaHCOBBI TOA W miaHoBBIM nepuon (4,3 %), 4YTO MOPOTUBOPEUYUT TPEeOOBAHUIM
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NMoAMnmyHKTa «0» myHkra 50 MeToauku pacuera yCTaHaBIMBACMBIX IPOU3BOAUTEIISIMU
JICKapCTBEHHBIX MPENApPaTOB MPEACIbHBIX OTITYCKHBIX [IEH Ha JICKAPCTBEHHBIC TIpEraparsl,
BKJIIOUEHHBIE B TEPEYCHb >KHU3HEHHO HEOOXOJUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX
IIPEIaparoB, IPU UX TOCYIAPCTBEHHON PErUCTPALIMU U NIEPEPETUCTPALIAN, YTBEPKICHHON
nocraHoBiieHneM [IpaButennsctBa Poccutickoit deneparuu ot 15.09.2015 Ne 979 (nanee
— Meroauka).

B cB3M C BBIIEU3IIOKEHHBIM, B COOTBETCTBUM C MOIIYHKTOM «T» HOyHKTa 19
[IpaBuy TpPEBBIIIEHUE NPEACTABISEMONM JUIA TOCYJApCTBEHHOM IepeperucTpanun
IIPEACIIBHON OTITYCKHOM LIEHBI ITPOM3BOAUTENS HA JIEKAPCTBEHHBIN IpPENapar HaJ LEHOW,
PAaCCUMTAHHOW B COOTBETCTBUM C lIpaBuiiamu u MeTOAMKOMU, SABISIETCA OCHOBAaHUEM IS
OTKa3a B CONIACOBAHMM TOCYJAPCTBEHHOW PErMCTPALMU MPEACIIBHOM OTIIyCKHOW LIEHBI
MPOU3BOAMUTENSL HA JICKAPCTBEHHBIN Mpenapar.
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