PEILIEHUE
00 OTKa3e B CONIaCOBaHUH MPEAETbHBIX OTIYCKHBIX 1IEH TPOU3BOAUTENCH
Ha JICKapCTBEHHbBIE MTPENaparkl, BKIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApaToOB

B coorBerctBun ¢ myHkrom 8 IIpaBun ToCynapCTBEHHOM perucTpanuv U
NepeperucTpaluu yCTaHABIUBAEMbIX MPOU3BOJUTEIIIMU JICKAPCTBEHHBIX IpErapaToB
MpeACIIbHBIX OTIYCKHBIX I1IEH Ha JIEKApCTBEHHBIC Ipenaparbl, BKIIOYEHHBIE B MEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEWIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM [IpaButenscTBa Poccuiickoit deaeparuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHasi aHTUMOHONOJBHASA CIIy)k0a paccMoTpenia  JIOKyMEHTHI,
npeacTaBieHHble ucbMoM MunznpaBa Poccum ot 25.04.2016 Ne 20-4-4010132-c, u
OpUHSUIA pelieHne 00 OTKa3e B COMIACOBAHUM MPEJCIbHBIX OTIMYCKHBIX II€H
AO «Ob6onenckoe» (Poccust), Ha crnemyromue JIEeKapCTBEHHBIC TPEmapaThl, BKIIOYCHHBIC B
MepeveHb KU3HEHHO HEOOXOANMBIX U BAXKHEHIIINX JIEKAPCTBEHHBIX MPENaparoB:

1. Dnananpuin — IO (MHH — DOnananpui), Tadnerku 5 mr, 20 WT. - yIaKOBKU
SYEUKOBBIE KOHTYpHBIE (1) - mayku kapToHHBIE B pazmepe 24,08 pyoO.

2. Duananpun — OO (MHH — Dnananpun), tabnetku 20 mry 20 WT. - yIakoBKU
siYeUKOBBIC KOHTYpHBIE (1) - mayku kapToHHBIE B pazmepe 37,80 pyO.

[IpenenbHbIE OTIYCKHBIE II€HHI HA YyKa3aHHBIE JICKAPCTBEHHBIC IMperaparbl HE
COIIACOBBIBAIOTCS IO CJIEIYIOUUM OCHOBAHUSIM.

[Tpu npoBenennn sxoHomudeckoro ananuza @AC Poccun BBISBIEHO, YTO B paMKax
OJTHOTO PETHCTPALMOHHOTO YAOCTOBEPEHHS JIEKAPCTBEHHOTO IMpernapara Mpyu W3MEHEHUH
KOJTMYECTBA JICKAPCTBEHHOTO TIperapara BO BTOPUYHOM (MOTPEOUTETHCKOM) YIaKOBKE
MIPOU3OIIIO YBEIMYCHHE CTOMMOCTH OJHOM JIEKapCTBEHHOW (DOPMBI, YTO MPOTUBOPEUUT
NyHKTY 5 MeToauKku pacuera YCTaHABIMBAEMBIX MPOU3BOJUTEISAMH JIEKAPCTBEHHBIX
MpenapaToB NpeeIbHbIX OTIYCKHBIX IIEH Ha JIEKAPCTBEHHBIE Mpenaparhbl, BKIIOUCHHbBIC B
MEePEUYCHb KU3HEHHO HEOOXOJUMMBIX U BAXKHEUIIMX JEKAPCTBEHHBIX MpEnaparoB, MpU UX
rOCy/IapCTBEHHOM PErucTpanyu W MEPEeperucTpaivii, YTBEP>KICHHOW IMOCTAHOBICHHUEM
[IpaButenncTBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metonauka).

B cBs3u ¢ BBINIEU3TIOKEHHBIM, B COOTBETCTBHUU C MOJINYHKTOM «B» ITyHKTa 13
[IpaBus1 TpeBBINIIEHHWE TIPEACTABISIEMONM JUIsi TOCYJAapCTBEHHOW PETUCTPAIMU  WIH
NepPEeperucTpaluy MpeaeabHON OTMYCKHOM II€HBl TPOW3BOIUTENS Ha JIEKAPCTBEHHBIN
mpenapar HajJ 1I€HOM, pAacCUMTaHHOW B COOTBETCTBUM C METOIUKOW, SIBIISIETCS
OCHOBAaHHUEM i1 OTKAa3a B CONIACOBAHMHU TOCYIapCTBEHHOW pPETUCTPALMHU IPEAEIIbHOM
OTITYCKHOM LIEHbI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.
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