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PEIIEHUE
00 OoTKa3e B COMTACOBAHUHM MPEACIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTEIEH
Ha JICKapCTBEHHbBIE MpEenaparkl, BKIOYCHHbIE B IEPEUCHDb KU3HEHHO HEOOXOANMBIX
Y BAXKHEHUIINX JIEKAPCTBEHHBIX IIPENApaTOB

B coorBerctBun ¢ mnyHkroM 8 IlpaBun TrocymapCTBEHHOW perucTpalud Hu
MEPEPETUCTPALMA YCTAHABIMBAEMbIX MPOU3BOJUTEISIMUA JIEKAPCTBEHHBIX IpPENaparoB
MPEACTbHBIX OTIIYCKHBIX LIEH HA JIEKAPCTBEHHBIC IMPEINAPATHI, BKIIOUCHHBIE B IEPECUCHb
KU3HEHHO HEOOXOAMMBIX W BAXKHEWIIUX JIEKAPCTBEHHBIX MPEMapaToB, YTBEPKICHHBIX
noctaHoBienreM IIpaBurensctBa Poccuiickoit @enepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHas aHTUMOHONOJBHAsA CIy>)k0a paccMoTpesa  JIOKyMEHTHI,
npeacTraBieHHble nucbMoM MunsnpaBa Poccun ot 19.01.2018 Ne 20-4-4060028-c, u
MpUHsJa pelieHue o0 OTKa3e B COMIACOBAaHUHU TIPENENbHBIX OTIMYCKHBIX IieH OO0
«Omapa» (Poccust) Ha nekapcTBeHHBIN npenapar «Amuogopon» (MHH - Amuomopon),
BKJIFOUEHHBII B TME€PEYCHb >KU3HEHHO HEOOXOJUMBIX M BAXKHEMIIUX JEKAPCTBEHHBIX
IIpEIaparos.

[IpenenbHble OTIYCKHBIE LI€HBI HA YKa3aHHBIM JIEKAPCTBEHHBIM IIpenapar He
CONNIACOBBIBAIOTCS IO CJIELYIOIIUM OCHOBAHUSM.

[Ipu mnpoBeneHun s3koHoMHuueckoro ananumza OAC Poccuu BBISBICHO, YTO
IIPOU3BOAUTEIIEM 3aBbIIIEHA I[€HAa HA MaTrephall, HUCIOJIb3YEMbIM NpPH NPOU3BOACTBE
BBIIIEYKAa3aHHOTO JIEKAPCTBEHHOIO Mpernapara (BKJIIOYEH Hajlor Ha J00aBIECHHYIO
CTOUMOCTB ).

B CBA3M C BBIIEU3I0KEHHBIM, B COOTBETCTBUU C NOIIYHKTOM «B» IMyHKTa 13
IIpaBun 1peBbIlIEHUE IPEACTABICHHOW Ui TOCYJApPCTBEHHOW pErucTpanuuyd WA
NEPEPETUCTPALIMN TPEIEIbHON OTIIYCKHOM LIEHBI NPOU3BOAUTENS HA JIEKAPCTBEHHBIN
mpenapar HaJl I[€HOM, pacCUYMTaHHOM B COOTBETCTBMHM C MeTogukoil pacyera
YCTaHABIMBAEMbIX  MPOU3BOAUTENSIMUA  JICKAPCTBEHHBIX  IPEMApaToB  IPEAEIIbHBIX
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OTIIYCKHBIX IIEH Ha JIEKApCTBEHHbIE Mpemnaparbl, BKIIOUYEHHbIE B IMEPEYEHb KUZHEHHO
HEOOXOMUMBIX W BAXKHEHUIIMX JICKAPCTBEHHBIX TMPEMapaToB, MPH WX TOCYIapCTBEHHOUN
perucTpald W MepeperucTpalny, yTBEpPKACHHON mnocTtaHoBiIeHUeM I[lpaButennbcTBa
Poccuiickoin @enepanmu ot 15.09.2015 Ne 979, saBnsiercss ocHOBaHMEM MJisi OTKa3a B
COMIACOBAaHUU  TOCYAAPCTBEHHOW  PErucTpalid  NPENeSbHBIX  OTHYCKHBIX  IIEH
MPOU3BOUTENS HA JIEKAPCTBEHHBIN Ipemnapar.
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