PEHIEHUE
00 OTKa3e B COINIAaCOBaHHUH MPEAETbHBIX OTIYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JIEKapCTBEHHbIE [TPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BAKHEWIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBun ¢ nmynkrom 8 u 10 IIpaBuin rocymapCTBEHHOW PpErMCTpaldd U
MepeperucTpaluyl yCTaHABIMBAEMbIX IPOU3BOAUTEISIMUA JICKAPCTBEHHBIX IpenapaToB
MpeACIbHBIX OTIMYCKHBIX IIEH Ha JIKapCTBEHHBIC IMpenaparbl, BKIIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIMMBIX M BaXKHEMILHX JICKAPCTBEHHBIX IPENapaToB, YTBEPKICHHBIX
nocranoiieHreM [IpaBurenbcTBa Poccuiickoit denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @exepanbHas aHTUMOHOMNOJBHAS CIy)k0a paccMoTpena JOKYMEHTHI,
npeacTtaBieHHble nucbkMoM MunsnpaBa Poccun ot 01.09.2017 Ne 20-4-4051382-c, u
MpUHSIA pellieHne 00 0TKa3e B COINIACOBAHMHM, 3asBICHHBIX B BBIIICYKa3aHHOM MHCHME,
2 npenenbHblx OTHYCKHbIX LIeH OO0 «ITPAHA®APM)» (Poccusi) Ha neKapCTBEHHBIN
npenapar, BKJIIOUCHHBIH B TMEPEUYCHb JKU3HEHHO HEOOXOMMMBIX ¢  BaKHEHIIUX
JexapcTBeHHbIX npenaparoB «Munanamua»y (MHH — Mupanamun).

[IpenenbHbple OTIIYCKHBIE LEHBl HA YKAa3aHHBIA JICKADCTBEHHBIM IIpErapar He
COMIIACOBBIBAIOTCS 1O CJIETYIOIIUM OCHOBAHUSIM.

Ha ocnoBanuu mynkra 10 ITpaBun npou3BOAUTENIO YKa3aHHOTO JIEKAPCTBEHHOTO
npenapara HampabiieH 3ampoc oT 27.09.2017 Ne PIT/66607/17 B mensix yTOYHEHUS
CBEJICHUI, COIEPKAIIMXCS B MPEACTABIEHHBIX JOKymMeHTax. Bmecte ¢ Tem orBer OO0
«ITPAHADAPM» conep>XUT HENONHYH HHGOPMAIMI0, a UMEHHO MPOW3BOIUTEIIEM HE
MPEACTABICHO JOKYMEHTAJIbHOE MOATBEPKICHUE OIUIAThl TpyAd, YKa3aHHBIX B
pacmdpoBKax 3arpar Mo KaKJI0MY JICKApCTBEHHOMY Ipemnapary Mo crarbe «3apaboTHas
1jiara», B CBS3M C Y€M IPOBECTH SKOHOMUYECKHI aHAIU3 3asBJICHHBIX K PETrUCTpPaLUU
IIEH B COOTBETCTBMM ¢ METOJIMKONM pacueTra YCTAaHABIMBAEMbBIX IPOU3BOIUTEIISIMU
JIEKapCTBEHHBIX MPEMAPATOB MPEACIIbHBIX OTIYCKHBIX IIEH Ha JICKAPCTBEHHBIE MPEMaparsl,
BKJIIOYCHHBIE B TIEPEUYCHb >KU3HEHHO HEOOXOIUMBIX W BaXKHEUIIMX JIEKaPCTBEHHBIX
npenaparoB, IPU UX TOCYJAPCTBEHHOM PETUCTPAIIMU U MEPEPErUCTpallii, YTBEPKICHHON
nocranoBienneM I[IpaButensctBa Poccuiickoit ®epepanun ot 15.09.2015 Ne 979, ne
MPENICTABIISAETCS BO3MOXHBIM.

B CBsi3M C BBINIEU3TI0)KEHHBIM, B COOTBETCTBUU C TMOAMYHKTOM «0» myHKTa 13
[IpaBun mnpencraBieHUE JOKYMEHTOB B HEMOJHOM o0O0beMe U (WIM) HEMoJHOTa
COJIEpKAIIUXCSI B HUX CBEICHHUU SBISIETCA OCHOBAaHHUEM JUIsl OTKa3a B COIVIACOBAaHUU
rOCy/IapCTBEHHON pETUCTpallMM TPEAENIbHBIX OTHYCKHBIX II€H MPOU3BOAUTENS Ha
JIEKapCTBEHHBIM Iperapar.

A.b. Kamesapos
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