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

B coorBercTBun ¢ myHkrtamu 8 u 21 IlpaBun rocynapCTBEHHOW pPETHCTpALMM U
MEPEePETUCTPALlUA YCTAHABJIMBAEMBIX MPOU3BOJUTEIISIMUA JIEKAPCTBEHHBIX IIPENApaToB
MPEJETbHBIX OTHYCKHBIX LIEH Ha JICKAPCTBEHHBIC Ipenaparbl, BKIIOYECHHBIC 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,
npeAcTaBieHHble mUcbMoOM MunznpaBa Poccun ot 31.05.2016 Ne 20-4-4011616-c, u
NpUHSUIA pelieHne 00 OTKa3e B COMVIACOBAHWM TIPEJEIbHOM OTIYCKHOW IIEHBI,
npeAcTaBieHHOM g nepepeructpanuu, «Opuon Koprnopeitin Opuon  ®Dapmay
(OunnAHIMA) Ha CIEAYIOIIMM JIEKApCTBEHHBIM Ipenapar, BKJIIOYEHHBIM B IE€pPEYEHb
YKU3HEHHO HEOOXOUMBIX M BaXKHEUIIIUX JICKAPCTBEHHBIX MPENapaToB:

byneconnn MWsuxeitnep (MHH — byneconuna), mNOpOmIOK Jyisi WHTAJSIIIUN
no3upoBaHHbid, 0,2 mr/mo3a, 200 103, 2,5 1, - UHraIATOPHl Jo3upytonme (1) — makeTs
13 AIFOMUHUEBOU (OJIbTYU TAMUHUPOBAHHBIC - MAYKKU KapTOHHBIE B pazmepe 850,70 pyo.

[IpenenbHasi OTIYCKHAs I1l€HA Ha YKa3aHHbIA JICKAPCTBEHHBIM IIpenapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBenenun skoHoMuueckoro ananuza ©OAC Poccun BBIBIEHO, YTO
BEJIMYMHA YBEJIWYCHHUS 3apETUCTPUPOBAHHOW IMPEIEIbHOM OTIIYyCKHOM LI€Hbl Ha
BBIILICYKA3aHHbIN JIEKAPCTBEHHBIM IIPENApPAT BBIIIE PACCUUTAHHOM B COOTBETCTBUU C
NyHKTOM 24 MeToquKu pacueTra yCTaHABIMBAEMBIX MPOU3BOJIUTEISAMU JIEKAPCTBEHHBIX
MpenapaToB MPeAesIbHbIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MPENaparhl, BKIOYEHHBIE B
MEePEUYCHb KU3HEHHO HEOOXOAMMBIX M BaXKHEWIIHNX JIEKAPCTBEHHBIX MpPEnaparoB, MPU UX
TOCYAapPCTBEHHOM PETUCTPALMM M TNEPEPETUCTPALMU, YTBEPKACHHOW IMOCTAHOBICHUEM
[IpaButennbctBa Poccuiickoit @enepanuu ot 15.09.2015 Ne 979 (manee — Metoauka),
JIOMTYCTUMOM BEIIMYMUHBI YBEJIMYEHUSI 3aPETUCTPUPOBAHHOW TMPENEIbHON OTIYCKHOU
LIEHBI, YTO ITPOTUBOPEYUT MYHKTY 23 MeToauku.

B cBs3U C BBIIEU3IIOKEHHBIM, B COOTBETCTBUM C TOIIYHKTOM «B» IyHKTa 13
[IpaBrs1 TpEBBIICHHE NPEACTABICHHOM MJIsI TOCYJApCTBEHHOW PErucTpaluyd WId
MEPEPETUCTPAllMU TPEACIBHON OTIMYCKHOW LEHBI MPOW3BOAUTENS HAa JIEKAPCTBEHHBIN
rnpenapar HaJ I[I€HOW, PAacCYATAHHOM B COOTBETCTBHM C METOOUKOM, SBISETCA
OCHOBAaHMEM JUIsI OTKa3a B COIVIACOBAHMM TOCYJAPCTBEHHOW PETUCTPALUHA WU
MEPEPETUCTPALINN TIPEICIIbHOW OTHYCKHOW IIEHBI MPOW3BOAMUTEIS HaA JICKAPCTBEHHBIN
rpernapar.

A.b. Kamesapos
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