PEHIEHUE
00 OTKa3e B COMIACOBAHMHU IMPEEIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBercTBMM ¢ NyHKTaMH & W TOAIYHKTOM «a» myHkTa 19 IlpaBun
rocyaapCTBEHHOM perucTpanuu U nepeperucTpanuu yCTaHaBJIUBAEMBbIX
MIPOU3BOJAUTESIMUA  JIEKAPCTBEHHBIX MPENapaToB TMPEACIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B IE€PEUCHb XU3HEHHO HEOOXOIUMBIX W
BOXHEWIINX  JICKAPCTBEHHBIX  [PENapaToB,  YTBEPXKACHHBIX  IOCTAHOBJIECHHUEM
[IpaButensctBa Poccuiickoit ®@enepanuun ot 29.10.2010 Ne 865 (manee - IlpaBuna),
®denepanbHas aHTUMOHOTOJIBHAS CIYXK0a paccMOTpesia JTOKyMEHTHI, MPEICTABICHHbBIE
nrucbMoM MunsnpaBa Poccun ot 17.05.2016 Ne 20-4-4010491-c, u mpuHsia pemieHue oo
OTKa3e B comiacoBaHuU mnpeneiabHod oTnyckHou neHsl OAO «ABBA PYCy» (Poccus),
3asBJICHHOM Ha IIEPEPETUCTPAlMIO, Ha CICAYIOIMN JIEKAPCTBEHHBIM Mpemnapar,
BKJIIOYEHHBIN B TEPEUYCHb >KU3HEHHO HEOOXOIMMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX

penaparos:

Oxouudpon (MHH — [unpodmokcamua), TaOJETKH TMOKPHITHIE IUICHOYHOM
00os10ukoi, 500 Mr, 5 IIT. - yIAaKOBKU SYEHKOBBIE KOHTYPHBIE (2) — MaYKW KAPTOHHBIE, B
pasmepe 64,73 pyo.

[IpenenbHass OTHYCKHAasl Ii€HA HAa YKa3aHHBIM JIEKQpCTBEHHBIM IIpenapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenennn skoHOMUYeckoro ananuza GAC Poccuu BBIABIEHO, YTO POCT
3apPETUCTPUPOBAHHON NPEAEIBbHONW OTIIYCKHOM LIEHbl HA BBIIIECYKAa3aHHBIA Ipernapar
3asBieH mnpousBoauteneM B pasmepe 20,11%. Ilpu 3TOM, M3 pacueToB BEIUYUHBI
YIOpPOKaHUsA, MNPEACTABICHHBIX NPOU3BOAMUTENEM B mpuiokeHun Ne 5 k Meronuke
pacyera yCTaHaBIMBAEMbBIX ITPOU3BOAUTENSMU JICKAPCTBEHHBIX MPENAapaToOB MPEAECIbHBIX
OTIYCKHBIX LIEH Ha JIEKAPCTBECHHBIE MPENapaThl, BKIOYEHHBIC B IMEPEUYCHb KU3HEHHO
HEOOXOJUMBIX M BaKHEWIIUX JICKAPCTBEHHBIX IPENaparoB, MPU UX TOCYAAPCTBEHHOU
pPETUCTpAIlMA W TMEPEPETUCTPALIM, YTBEPKIACHHOW MOcTaHOBIEeHHEM IIpaBuTenbcTBa
Poccuiickoit @eneparuu ot 15 centadps 2015 . Ne 979 (nanee — MeTtoauka), ciaeayer,
4TO0 (PAKTUUECKOE YBEJIMUYECHHE II€H Ha ChIphE U MaTepualibl, HCIOJIb3yeMbIC MPU
IIPOU3BOCTBE BBINICYKAa3aHHOTO IpEIapara, a TakKe HaKJIaJHbIX pPacXOdOB, COCTABIISIET
menee 20,11%.

B cBsi3U ¢ BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C IOAINYHKTOM «B» NyHKTa 13
[IpaBun mnpeBbILICHUE MPEACTABISEMON Ul TOCYJAapCTBEHHOW pErucTpauvyd WIIH
MEPEPETUCTPALIMM TIPEACIbHON OTITYCKHOM II€HBI MPOW3BOAMUTEISI HA JIEKAPCTBEHHBIN
mpenapar Haja [EHOM, pPAacCUYMTAaHHOM B COOTBETCTBUM C METOAUKOHN, SBIAETCA
OCHOBAaHUEM JUISl OTKAa3a B COMIACOBAHMM TOCYJAPCTBEHHOW PETUCTPALUM IMPEACITbHOU
OTIYCKHOM II€HBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.
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