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
NEPEePEerucTpalui yCTAaHABIUBAEMbBIX MPOU3BOJIUTEISIMU JIEKAPCTBEHHBIX MpEnaparoB
IpelebHbIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHBIEC IMpEnaparbl, BKIOUYEHHbIE B MEpeYeHb
’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 20-4-4051380-c, u
MpUHSIIA pelieHre 00 OTKa3e B COIVIACOBAHWU, 3asBICHHBIX B BBINMICYKA3aHHOM MHCHME
14 npenenbubix ornyckHbiX LleH OO0 «I[TPAHA®APM» (Poccusi) Ha jnekapCTBEHHBIM
npenapar, BKJIIOUCHHBIH B TMEPEUYCHb JKU3HEHHO HEOOXOMMMBIX ¢  BaKHEHIIUX
JeKkapcTBeHHbIX  mpemnaparoB,  «llepunponpuwn» (MHH  —  Ilepunponpuin),
peructpaunonHoe ynocrosepenue Ne JII1-003712.

IIpenenbHble OTHYCKHBIE LIEHBI HA YKa3aHHBIM JICKAPCTBEHHBIM Ipenapar He
COIIACOBBIBAIOTCS IO CJIETYIOUIUM OCHOBAHUSIM.

Ha ocnoBanuu mynkra 10 IlpaBus mpou3BOIUTENIO YKa3aHHOTO JIEKAPCTBEHHOIO
npenapara HampabiieH 3ampoc oT 14.09.2017 Ne PI1/63855/17 B mensix yTOYHEHUS
CBEJICHUI, COJEpkKalIuXxcsl B IPEACTABICHHBIX JOKyMEHTax. BMmecte ¢ TemM OTBET
00O «ITPAHAD®APM» conep:xut HENMOMHYIO HHPOPMAIIKIO, & UMEHHO TIPOU3BOJUTEIIEM
HE TMPEACTABICHO JOKYMEHTAJIbHOE IOATBEPKICHUE OIUIAThl TPYAd, YKa3aHHBIX B
pacmm@poBKax 3arpar Mo KaKJIoMy JICKApCTBEHHOMY Ipemnapary 1o crartbe «3apaboTHas
mjara», B CBS3M C Y€M IPOBECTH SKOHOMUYECKHUN aHAIU3 3asBJIICHHBIX K PETrUCTpPalUU
LIEH B COOTBETCTBMM C MeETOAMKON pacyeTa yCTAaHABIMBAEMBIX IPOU3BOJUTEISIMU
JIEKapCTBEHHBIX MTPENAapaToOB NPEAEIbHBIX OTITYCKHBIX LIEH HA JIEKAPCTBEHHBIE MPENaparsl,
BKJIIOYCHHBIE B TIEPEUCHb >KU3HEHHO HEOOXOIMMBIX W BaXKHEUIIHUX JEKAPCTBEHHBIX
IpenaparoB, MPU UX FOCYIaPCTBEHHON pETUCTpAIlMU U NIEPEPETUCTPALUU, YTBEPKIECHHOM
nocraHoBinenrueM IlIpaButensctBa Poccuiickoit ®epepanuu ot 15.09.2015 Ne 979, ne
MPENICTABIISAETCS BO3MOXKHBIM.

B cBsi3u C BBINIEU3IIOKEHHBIM, B COOTBETCTBHM C MOJAMYHKTOM «0» mmyHKTa 13
[IpaBun mnpencraBieHUE JOKYMEHTOB B HEMOJHOM o0O0beMe U (WIM) HEMoJHOTa
COJIEpKAIIUXCSI B HUX CBEJICHHUI SBISIETCA OCHOBAaHHUEM JUIsi OTKa3a B COIVIAaCOBAaHUU
rOCy/IapCTBEHHON pETrUCTpallii MPEAENIbHBIX OTHYCKHBIX II€H MPOU3BOJUTENS Ha
JIEKapCTBEHHBIM Ipernapar.
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