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

B coorBerctBuM ¢ mnyHkToM 8§ IlpaBun rocynapcTBEHHOW pEruUCTpaluud |
NEePEePETUCTpaIlMi YCTaHABIMBAEMbIX TPOU3BOAUTENSIMU JIEKAPCTBEHHBIX IPenapaToB
IpelleJbHBIX OTIYCKHBIX LIEH Ha JIEKapCTBEHHBIE Mpenaparbl, BKIIOUYEHHbIE B MEPEUYCHb
’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,
npeAcTaBiIeHHble mUchbMOM Mun3zapaBa Poccum ot 22.03.2017 Ne 20-4-4039375-c, u
OpUHSAJIA pelleHne 00 OTKa3e B CONIACOBAaHUM MPEICIbHOM OTIYCKHOM IEHBI
OAO «Mapbuodapm» Ha CIEAYIOIMMUA JIEKAPCTBCHHBIM Tpemapar, BKJIIOUEHHBIN B
NEpPEYEHb KUZHEHHO HEOOXOIUMBIX M BAXKHEUILINX JIEKAPCTBEHHBIX MPENapaToB:

AunerwicanuiuioBass  kuciora (MHH — AunerwicanunuioBass KUCIOTa),
tabnerku, 500 mr, 10 WT., - yIAaKOBKU STYEHKOBBIE KOHTYpHBIE (2) — Mayku KapTOHHbBIE B
pazmepe 10,58 py0.

IIpenenbHas OTIyCKHas Li€HA Ha YKa3aHHBIA JICKAPCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSIM.

[Ipu npoBenennu 3xoHomuyeckoro ananuza @AC Poccun BBISIBIEHO, YTO B paMKax
OJTHOTO PETMCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipernapara npyu U3MEHEHUU
KOJIMYECTBA JIEKAPCTBEHHOT'O IMpernapara BO BTOPUYHON (MOTPEOUTENHCKOM) YMaKOBKe
IPOU30IILJIO YBETMUYEHNE CTOMMOCTH OJHOM JIEKApCTBEHHOM (DOPMBI, UTO MPOTHUBOPEUUT
NyHKTY 5 MeToauku pacuera YCTaHABIMBAEMBIX MPOU3BOIUTENISIMU JIEKAPCTBEHHBIX
MpenapaToB MPeAesIbHbIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIIIOUCHHbIE B
NIEPEYEHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX MPENaparoB, MPU UX
roCyJapCTBEHHOW PEruCTpaluu U MEPEpPEerucTpauuy, YTBEPKIACHHOW MOCTAaHOBICHHEM
[IpaButennctBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3u C BBIIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» NyHKTa 13
IIpaBun ImpeBBIIEHME MPEACTABIIEMON I TOCYIApCTBEHHOW pPETUCTpalUMU WU
NEepPEePerucTpaluy MpeaebHOW OTIYCKHOM II€Hbl MPOU3BOJIUTENS Ha JIEKAPCTBEHHBIH
mpenapar HaJ LEHOW, pacCYMTaHHOM B COOTBETCTBUH C METONMKOW, SIBISETCS
OCHOBAaHHUEM JUIsi OTKa3a B COIVIAaCOBAaHWU TOCYJAPCTBEHHOW PETUCTPALMHU IMPEAEIbHON
OTITYCKHOM LIEHBI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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