OO0 oTMeHe pelIeHHi 0 COTIaCOBaHUU
NpeACTbHBIX OTITYCKHBIX IICH

Ha ocHoBamumum mnyHkta 25 [IlpaBui roCylmapCTBEHHOM pETUCTpallMM |
NEPEePETUCTPaIlMM YCTAHABIMBAEMbBIX MPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MPENapaToB
IpelebHbIX OTIYCKHBIX II€H Ha JIEKApPCTBEHHbIEC MpPENapaThl, BKIIOYEHHBIE B MEPEUYCHb
JKU3HEHHO HEOOXOIUMBIX M Ba)KHEWIIMX JICKAPCTBEHHBIX MPENapaToB, YTBEPXKICHHBIX
nocranoBiieHreM [IpaBurenbcTBa Poccuiickoit denepannu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHas aHTUMOHOMONbHAS cityk0a oTmensieT pemenus GAC Poccuu o
COMNIACOBAHUM TIPENEIbHBIX OTIYCKHBIX II€H NPOU3BOAUTENSI Ha JIEKAPCTBEHHBIN
npenapar «bezak» (MHH — bunepunen) or 24.08.2015 Ne AK/44575/15 um or
26.05.2016 No AK/35362/16, nma ocHoBaHMM KOTOphIX MwuH3apaBoM Poccum Obuin
npuHATEl mpuka3el oT 28.08.2015 Ne 765/20-15 m ot 02.06.2016 Neo 441/20-16 o
pEerucTpanuu NpeaesibHbIX OTITYCKHBIX LIEH Ha JIEKapCTBEHHBIC MPENapaThl, BKIIOYECHHBIE
B [IEPEUECHB KU3HEHHO HEOOXOAUMBIX U BAXKHEHMIIINX JICKAPCTBEHHBIX MPENAPATOB, B CBI3U
C TeM, 4YTO Jep)KarejleM WIM BIAJEIbLUEM PETUCTPALMOHHOIO YIOCTOBEPEHUS
nekapctBeHHoro mnpemnapara Ne JII1-002994 ITAO «Banenta ®apmanestuka» (Poccus)
ObUIM TPE/CTaBIECHbl MOBIUSBIIME Ha PE3ybTaT PEUIEHUS HEAOCTOBEpPHBbIE CBEACHUS
(cBeneHust 0 TUIAHOBOM 00bEME MPOU3BOACTBA IMpenapara ObUIM OIMOOYHO YKa3aHbl HE B
yIaKOBKaxX, a B TaOJleTKax, 4YTO MPHUBEJIO K HEBEPHBIM pacyeTaM 3asiBICHHOW IEHBI), YTO
NPUBEJIO K PETUCTPALlMA U TIEPEPEerucTpanvi He0OOCHOBAHHO BBICOKMX MpeNeIbHBIX
OTIIYCKHBIX 1I€H Ha JekapcTBeHHbIM mnpenapar «bezak» (MHH — bunepuaen), B
JIEKapCTBEHHOM hopMe «TabIeTKI», B TO3UPOBKE 2 MT, B ynakoBke Ne 50, nepxkaresns uiu
BJaJENblla  PETHCTPAllMOHHOIO  yAOCTOBEPEHHs  JIEKAPCTBEHHOIO  Ipemnapara
I[TAO «Banenta  ®apmauestuka» (Poccusi), mpousBoiacTtBa (Bce  CTajauu)
3A0 «O6HUHCKas XUMUKO-(papmalieBTHUecKas koMmmanus» (Poccus).

CormacHo a63any 2 mnyHkta 25 IlpaBun MUHHCTEPCTBO 3IpaBOOXpPAaHEHHUS
Poccniickoit ®denepanyii OTMEHSET PELICHHE O TOCYJAPCTBEHHOW PETHUCTPALMM WU
MEPEPETUCTPALMN TIPEACIBHON OTITYCKHOW ILIEHBI INPOW3BOJIWTENS HA JIEKAPCTBEHHBIN
npenapar B ciydae, eciiu denepasibHasi aHTUMOHOIIONIbHAS CIIy0a OTMEHUJIa PEIIeHHue O
COITIACOBAHUM MPEAECITbHOM OTIYCKHOM LIEHbl MPOU3BOAMUTEIS HA JIEKAPCTBEHHBIN
npenapar. B atom cinyyae MunuctepcTBO 3apaBooxpaHeHusi Poccuiickont Denepanuu
UCKJTIOYAET 3aperUCTPUPOBAHHYIO (MEPEPErUCTPUPOBAHHYIO) MPEAEIbHYIO OTITYCKHYIO
LEHY M3 TOCYJapCTBEHHOIO pPEecTpa MPENENbHBIX OTIYCKHBIX LIEH IMPOM3BOAUTENEH Ha
JIEKapCTBEHHBIE TIperapaTsl, BKJIIOUYCHHbIE B IME€PEUYCHb JKU3HEHHO HEOOXOMUMBIX U
BaKHEUIIINX JIEKAPCTBEHHBIX MPEMApaATOB.

B cnywae ormensl MuHn3gpaBoM PoccunM  COOTBETCTBYIOIIMX PELHICHUH O
rOCyJapCTBEHHOW  PErucTpalMd M [EpEeperucTpaldd  NpeleibHbIX LEH  Ha
BBILICYKa3aHHBIN JiekapcTBeHHbIM mpenapar, PAC Poccum mpocutr Munsapas Poccun
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OTMEHUTH Takxke pemieHne MunznpaBa Poccun o BHECEHMHM W3MEHEHHI B PEeCTPOBYIO
3alUCh O TOCYJAPCTBEHHOW PErucTpaliy NpeaeabHON OTIYCKHOM IIEHBI MPOU3BOAUTENS
Ha jekapcTtBeHHbIN npenapar ot 17.01.2017 Ne 20-4-4034591-u3m.

N.1O. AprembeB
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