O6 oTMEeHe peLLeHWIN O COTACCOBAHN MPEAEAbHBIX OTMYCKHbIX LieH

Ha ocHOBAHMM NYHKTA 25 NPABUA FOCY AQPCTBEHHOW PETNCTPALMU U NepeperncTpaumm
YCTOHOBAMBOEMbBIX  MPOM3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB  MPEAEAbHBIX
OTMYCKHbIX LUEH HA AEKAPCTBEHHbIE MPENAPATbl, BKAKOYEHHbIE B MNEPEYEHDb MKNIHEHHO
HEODXOAUMbBIX 1 BODKHEMLLUMX  AEKAPCTBEHHbIX  MNPEnapaTOB,  YTBEPMKAEHHbIX
noctaHoBAeHVeM MNpaButenbcTBa Poccumckon Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- MpaBnAQ), PDepepAAbHAST AHTVIMOHOMOABHAST CAYXKOa oTMeHsieT pelueHns PAC Poccrn
O COrAQCOBAHMM MPEAEAbHbBIX OTMYCKHbIX LEH MNPOM3BOAUTEAST HA AEKAPCTBEHHDIN
npenapat «besak» (MHH — bunepuaen) ot 24.08.2015 Ne AK/44575/15 n ot 26.05.2016 Ne
AK/35362/16, HO OCHOBAHMM KOTOPbIX MMH3APOBOM Poccum BbiAM NPUHSTBI MPUKA3bl OT
28.08.2015 Ne 765/20-15 1 ot 02.06.2016 Ne 441/20-16 o pernctpaum nNpeAeAbHbIX
OTMYCKHbIX LUEH HA AEKAPCTBEHHbIE MPENAPATbl, BKAKOYEHHbIE B MNEPEYEHDb MKNIHEHHO
HEODXOAUMbBIX UM BODKHEWLLMX AEKOPCTBEHHbIX MPENAPATOB, B CBS3M C TEM, 4TO
AEPXKATEAEM UMAN BAAAEABLEM PEMMCTPAUMOHHOIO YAOCTOBEPEHMSI AEKAPCTBEHHOIO
npenapata Ne Al1-002994 T1AO «BaaneHta ®apmauebtuka»  (Poccus)  BblAn
NPEACTOBAEHbI MOBAUSIBLULME HA PEIYALTAT pPELUEHUST HEAOCTOBEPHBIE CBEAEHUS
(CBEAEHMS O MAOHOBOM OBbEME MPOUIBOACTBA MPenapata BbiAn OWLMOOYHO YKA3AHDI
He B YNAKOBKAX, O B TABAETKAX, YTO MPUBEAO K HEBEPHBIM PACYETAM 3ASIBAEHHOM LEHDI),
YTO MPUBEAO K PEerucTpaumMm un nepeperncTpaumm HeoOOCHOBAHHO  BbICOKMX
MPEAEAbHBIX OTMYCKHbIX LEeH HA AEKAQPCTBEHHbI npenapaTr «besak» (MHH —
BunepuraeH), B AGKQPCTBEHHOM GOPME «TADAETKN», B AO3UPOBKE 2 Mr, B Yyriakoeke Ne 50,
AEPXKATENST UAM BAQAEAbBLA PErMCTPAUMOHHOIO YAOCTOBEPEHUST AEKAPCTBEHHOIO
npenapara

MNAO «BaneHTta Gapmauertmka» (Poccus), Npon3BoACTBA (BCE CTAAUN)

3A0O «OBHUHCKAS XMMUKO-OAPMALEBTUYECKAST KOMMAHMS» (Poccus).

CoraacHo absauy 2 nyHKTa 25 MpaeiA MUHUCTEPCTBO 3APABOOXPAHEHNS POCCUNCKON
QPeapepaum  OTMEHSIET  pelleHne O  TOCYAOQPCTBEHHOM  pernctpaumm  UAM
nepeperncTpaumm nPeAeAbHOM OTMYCKHOM LeHbl MPOU3BOAUTEASI HO ASKAPCTBEHHDI
npenapatr B cAydae, ecAn PeAepaAbHAs OHTUMOHOMOABHAST CAYXKOQ OTMEHUAQ
pelleHne O COrAQCOBQOHUM  MPEAEAbHOM  OTMYCKHOW  LEeHbl MPOU3BOAUTEAST  HA
AEKAPCTBEHHbIV MpenapaTr. B atoM cAydyae MUHUCTEPCTBO 3APABOOXPOHEHMS
Poccuickom Geapepaumm MCKAKYOET 3APENMCTOUPOBAHHYIO (MEPERErncCTPUPOBAHHYO)
NPEAEAbHYIO OTMYCKHYIO LEeHY M3 TOCYAQPCTBEHHOrO PeecTpd NPEeAEAbHbIX OTMYCKHbIX
UeH TMpOoV3BOAUTEAEN HA AEKAPCTBEHHble MpenapaTbl, BKAIOYEHHble B MepedeHb
YKN3HEHHO HEOBXOAMMBIX V1 BOKHEWVLLVX AEKAPCTBEHHBIX MPENAPATOB.

B cAydyoe otMeHbl  MuH3ppOBOM  Poccum  COOTBETCTBYIOWMX — PEeleHUn O
FOCYAQPCTBEHHOM  pPEerncTpauuny 1 NepeperncTtpaumm  npeAeAbHbiX UeH  Ha
BbILLEYKOA3AHHbIM AeKkapCcTBeHHbIr npenapaT, PAC Poccum npocnT MunH3apae Poccum
OTMEHUTb TAKXKe peLleHne MnH3APaBA POCCUM O BHECEHNM U3MEHEHNI B PEECTPOBYIO
30MMCb O TOCYAQPCTBEHHOM  pPerncTpaumm  MPEAEAbHOM  OTMYCKHOM  LEeHbl
NPOM3BOAMTEASI HO AEKAPCTBEHHDBIM NpenapaT oT 17.01.2017 Ne 20-4-4034591-13m.



N.IO. ApTemben



