PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBUM ¢ myHkToM 8 IlpaBui TOCYIapCTBEHHOW pETUCTpALMU U
MepeperucTpaluyu yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM IlpaBurenbctBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeacTaBieHHble nmUcbMOM Mun3zapaBa Poccum ot 18.10.2017 Ne 20-4-4054126-c, u
NpUHsUTa pemieHne o0 OTKa3e B COMIACOBAHMM TMPENETbHON OTIMYCKHOM IE€HBI
OAO «ABBA PYC» (Poccust) Ha clieyIolnii JIeKapCTBEHHbIN Mpenapar, BKJIIOUCHHbIA B
MepeveHb KU3HEHHO HEOOXOANMBIX U BAXKHEHIIINX JIEKAPCTBEHHBIX MPENaparoB:

Owmenpazon (MHH — Owenpa3zon), kancynasl, 20 mr, 10 mT., - yHnakoBKH
SUEUKOBBIE KOHTYpHbIE (1) — mauku kapToHHBIE, B pazmepe 60,00 pyo.

[IpenenbHass OTHMyCKHas II€HAa Ha YKa3aHHBIM JICKAPCTBEHHBIA TMperapar He
COTJIACOBBIBAETCS IO CIAEAYIOITUM OCHOBAHUSIM.

[Ipu npoBenennu s3xoHomuyeckoro ananuza GAC Poccun BISIBIICGHO, YTO B paMKax
OJTHOTO PETMCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO Iperapara Mnpyu U3MEHEHUU
KOJIMYECTBA JIEKAPCTBEHHOI'O IMpernapara BO BTOPUYHON (MOTPEOUTENHCKOM) YyMaKOBKe
MPOU30IIIO YBEJIMYEHUE CTOMMOCTH OJTHOM JI€KapCTBEHHOM (hOPMBI, YTO MPOTHUBOPEUUT
NyHKTY 5 MeToauku pacuera YCTaHaBIMBAEMBIX MPOU3BOIUTENISIMU JIEKAPCTBEHHBIX
MpenapaToB MPeAesIbHBIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIIOUCHHbBIEC B
MEepPEUYCHb KU3HEHHO HEOOXOAUMBIX M Ba)KHEWIIHNX JIEKAPCTBEHHBIX MpPENaparoB, MNPy UX
rOCy/IapCTBEHHOM PErucTpalvd U MEpPeperucTpaluu, yTBEPKACHHON MOCTaHOBICHUEM
[IpaButennctBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Mertoauka).

B cBsi3u ¢ BBINIEU3TI0KEHHBIM, B COOTBETCTBUM C MOJMYHKTOM «B» ITyHKTa 13
IIpaBun ImIpeBBIIEHUME NPEACTABISIEMON I TOCYIapCTBEHHOW pPETUCTpalMU WU
nepeperucTpanuu MpeaeibHOM OTIMYCKHOW II€Hbl MPOM3BOAUTENS Ha JICKAPCTBEHHBIN
npenapar HaJ I[EHOW, pPAacCYATAHHOM B COOTBETCTBUM C METOOUKOM, SBISETCA
OCHOBAaHUEM JUIsl OTKa3a B COIVIACOBAaHWU TOCYJAPCTBEHHOW PETUCTPALMHU IPEAEIbHON
OTITYCKHOM LIEHBI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapo
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