PEILIEHUE
00 OTKa3e B CONIACOBAaHUU MPENEIbHBIX OTIIYCKHBIX IEH IPOU3BOJUTENEH
HAa JICKapCTBEHHbIE MTPENaparhl, BKJIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBerctBum ¢ myHkToM &8 IIpaBun TocymapCTBEHHOW pErucTpalud H
MEPEePEeTrUCTpalliil yCTAHABIMBAEMbIX MPOU3BOJUTEISIMU JIEKAPCTBEHHBIX IIPENApaToB
MIPEACIBHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEnaparbl, BKIIOYEHHBIE B NEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEUIIUX JIEKAPCTBEHHBIX MPENapaToB, YTBEP>KICHHBIX
noctanoBienreM [IpaBurtenscTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), @enepanbHas aHTUMOHONOJBHASA CIIy)k0a paccMoTpena  JIOKyMEHTHI,
npeacTaBieHHble nucbkMamMu MunszapaBa Poccun ot 22.08.2016 Ne 20-4-4020331-c u ot
07.09.2016 Ne 20-4/743, m npuHsiIa pemieHHe 00 OTKa3e B COIIACOBAHHMM IPEACITbHOMN
ormyckHoi 1eHbl OO0 «IIPAHAD®APM» (Poccust), Ha cheayroumuid JeKapCTBEHHBIN
npenapar, BKJIIOYEHHBIM B TMEpeYeHb JKU3HEHHO HEOOXOIUMBIX U  BaKHEHIIUX
JIEKapCTBEHHBIX MPENApaToB:

[lepunponpun (MHH - Ilepunnmonpwi), tabnerku 4 wmr, 10 mrT. - ynakoBKd
SUYEUKOBBIC KOHTYpHBIE (3) — madyku KapToHHBIE, B pazMepe 309,31 pyo.

[IpenenbHasi OTHyCKHAs I1I€HA HA YKAa3aHHBIM JIEKAPCTBEHHBIM mMpenapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBenenun s3xoHoMuueckoro ananmnza @AC Poccun BBISIBIEHO, IpenesibHAS
OTIIyCKHasl I1I€HA Ha 3asBJICHHBIA JICKAPCTBEHHBI MpENapar, pacCUUTAHHAS UCXOAS W3
CTOMMOCTUA OJHOW JIEKQpCTBEHHOW ¢opMbl, TpeBbimaeT &80 TMPOLEHTOB CpeaHel
3aperuCTPUPOBAHHON TIPENEIHbHON OTIYCKHON II€HBI MPOU3BOAUTENS Ha pe(epeHTHHIN
JIEKAapCTBEHHBIN TMpernapar, pacCYUTaHHOW 3a MepuoJ 3 JeT [0 MPEACTaBICHUS
Jiep KaTesieM WIH BIIJIeNblIEM PETUCTPALIMOHHOTO YIOCTOBEPEHUS! (YIIOJTHOMOYEHHBIM UM
JUIIOM) YKa3aHHOTO BOCIPOM3BEICHHOTO JIEKAPCTBEHHOTO IIpenapara MpeaeabHON
OTIIyCKHOM WLEHBI, PACCUUTAHHON HCXON U3 CTOMMOCTH OJHOM JIEKAPCTBEHHOH (HOPMBI,
YTO MPOTUBOPEUYUT MYyHKTY 6 MeETOauKM pacyeTa yCTaHABIMBAEMbBIX MPOU3BOIUTEISIMHU
JIEKapCTBEHHBIX MPEMaparoB MPeaeIbHbIX OTIYCKHBIX IIEH Ha JICKAPCTBEHHBIE Mpenaparsl,
BKJIIOYCHHBIE B TIEPEUCHb JKU3HEHHO HEOOXOIUMBIX M BaXXHEUIIMX JIEKAPCTBEHHBIX
MPENnapaToB, MPU UX FOCYAAPCTBEHHON PETUCTPALMH U MEPEPErUCTPALN, YTBEPKIACHHON
noctaHoBiieHreM [IpaBurenscTtBa Poccuiickoit @eneparuu ot 15.09.2015 Ne 979 (nmanee
— Meronuka).

B CBs3u C BBINIEU3T0KEHHBIM, B COOTBETCTBUU C MOJIMYHKTOM «B» ITyHKTa 13
[IpaBun mnpeBBILIEHUE MPEACTABISEMON UIsI TOCYJAapCTBEHHOW pEruCTpauvyd WIH
MEPEPETUCTPALIMM TIPEACIbHON OTITYCKHOM II€HbI MPOW3BOAMUTEISI HA JIEKAPCTBEHHBIN
npenapar HaJa I[I€HOW, PACCYUTAHHOM B COOTBETCTBUHM C METOOUKOU, SIBISAETCS
OCHOBAaHUEM JJIsI OTKa3a B COIVIACOBAHUU TOCYJAPCTBEHHOW PETUCTPALMM MPEACIbHOU

Nnentuduxarop



OTIyCKHOM LIEHBI POU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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