MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

PaxmanoBckuii niep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEILIEHUE
00 OTKa3e B COIIACOBAHMM MPEAEIIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENIEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKJIOUEHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApaTOB

B coorBerctBuu ¢ mnyHkrom 13 IlpaBun rocyqapCTBEHHOW perucTpaivv U
MepeperucTpaluu yCTAHABIUBAEMbIX MPOU3BOAUTEIISIMU JICKAPCTBEHHBIX IPENapaToB
MpeACNIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE Mpenaparbl, BKIIOYEHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX W BAXXKHEWIIUX JIEKAPCTBEHHBIX MPEMapaToB, YTBEPKICHHBIX
nocraHoBiieHneM [IpaButensctBa Poccuiickonn ®enepaumn ot 29.10.2010 Ne 865
(nanee — IlpaBuna), @enepanbHas aHTUMOHOIIONbHAS CIIy>)k0a paccMoTpena JOKYMEHTHI,
npeacraBieHuble mucbMoM MunznpaBa Poccun ot 01.11.2019 Ne 20-4-4116327-c, u
MIpUHsJIA pelIeHHe 00 O0TKa3e B COINIACOBAHUM MPEICIbHON OTITYCKHOM 1I€HBI, 3asIBJICHHOMN
Ha peructpaiuio OAO «Upbutckuit xumdbapmzaBon» (Poccus), Ha cremgyronmi
JIEKapCTBEHHBIM TMpenapar, BKIIOYEHHBIM B TIEPEYEHb JKU3HEHHO HEOOXOAUMBIX U
BaYKHEWIIINX JIEKAPCTBEHHBIX MPENAPATOB:

«AneruncamunuioBas kuciaoray (MHH — «AneruncanunmiioBas KHCIOTay),
tabnetku, 500 mr, 10 WIT. - YIAKOBKHU SYEMKOBBIE KOHTYpPHbIE (2) — MauykKu KapTOHHEIE,
B pasmepe 13,70 py0.

[IpenenbHasgs OTMyCKHas LI€HA Ha YKa3aHHbIM JICKQPCTBEHHBIM IIpemapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSM.

[Ipn npoBenennn skoHOMHYecKoro ananmza @PAC Poccum yCTaHOBIIEHO, 4YTO
yKa3aHHas IMpejesibHasg OTIYCKHAas 1€HAa Ha JIEKapCTBEHHBIM Mpernapar MIpEeBBIIIAET
IpelebHYI0 OTIYCKHYIO LIEHY Ha JIEKAPCTBEHHBIN Mpenapar, paCCYUTAHHYIO UCXOIs U3
CpeHEero apu(pMETUYECKOr0 3HAUYECHUS CTOMMOCTH OJHOM JIEKApCTBEHHOM (HOpMBbI
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JIEKapCTBEHHBIX MPEnaparoB, UMEIOIUX OJIMKaNIIINEe CMEXHbIE KOJIMUECTBA BO BTOPUYHON
(MOTpeOUTENHCKOM) YMAKOBKE, YTO MPOTUBOPEYUT TPEOOBAHUSAM MOMIMYHKTA «a» IMyHKTa
14 MeTtoauku pacyeTa yCTaHABIMBAEMBIX TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IIPENaparoB
IPEAEIbHBIX OTIIYCKHBIX ILIEH HA JIEKAPCTBEHHBIE Ipenaparbl, BKIKOYEHHBIE B IIEPEUCHBb
KU3HEHHO HEOOXOJUMBIX ¥ BaXHEUIIUX JICKAPCTBEHHBIX TMpENaparoB, TMpU HX
rOCyJIJapCTBEHHOM PErucTpalvyd W NEPEPETUCTPALMM, YTBEPKIACHHOM MOCTAHOBIECHUEM
[IpaButenscTBa Poccuiickoit @enepaunn ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cB31 ¢ BBINIEU3IOKEHHBIM, B COOTBETCTBUM C MOIIYHKTOM «I» ITyHKTa 19
[IpaBun, mpeBBINIEHUE MPEACTABISAEMON JJIsi TOCYJApCTBEHHOW PETUCTpPALMU  HWIN
MEPEPETUCTPALIMN TPENEIBbHON OTIIYCKHOM LIEHbI NPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
npenapar HaJl LEHOM, pPacCUMTAHHOW B COOTBETCTBUM C IIpaBmiamu u Meroaukon,
ABJISIETCS. OCHOBAaHMEM [UIsI OTKa3a B CONNIACOBAHMM TOCYIAapCTBEHHOM pETUCTPALMU
MPEAEIIBHON OTITYCKHOM LIEHBI MPOWU3BOIUTEIIS HA JICKAPCTBEHHBIN MIpEnapar.
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