O6 OTMEHE PEeLLEHN O COrACCOBOHNM NMPEAEAbHBIX OTMYCKHbIX LieH

Ha oCHOBAHMKM NyHKTA 25 MNpaBUA TrOCY AQPCTBEHHOM PErMCTPALMK U NepeperncTpaumm
YCTOHOBAMBOEMbIX MPOUIBOAUTEASIMUA  AEKAPCTBEHHBIX  MPENAPATOB  MPEAEAbHbIX
OTMYCKHbIX UEeH HA AEKAPCTBEHHble MpenapaTbl, BKAKOYEHHbIE B MNepeyeHb >KN3HEHHO
HEODXOAMMbBIX U BODKHEMLUMX  AEKAPCTBEHHbIX  MPEMNAPATOBR,  YTBEPXKAEHHbIX
NoCTAHOBAEHMEM lNpaBuTenbcTea Poccuinckonm Geaepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaenaa), PepepAAbHAST AHTUMOHOMOABHAST CAYXKOa oTMeHsIeT pelleHne GAC Poccun
O COrAQCOBOHUMN MNPEAEABHOM OTMYCKHOM UEeHbl MPOU3BOAUTEAS HO ASKAPCTBEHHbDIN
Npenapar ¢ TOProsbiM HAMEHOBAHVEM «bapTnaap» ot 11.04.2016 Ne ALL/23748/16,

a Take peweHns QCT Poccum, HQ OCHOBOHMM KOTOPbIX MMH3APOBOM Poccumn BbiAm
NPWHSITHI MPMKA3bl OT 29.06.2015 Ne 545/20-15 1 o1 02.07.2015 Ne 575/20-15 o permncrtpaumm
NPEeAEAbHbIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENAPAThl, BKAKOYEHHBIE B MEepeYeHb
YKN3HEHHO HEODBXOAMMbBIX 1 BOYKHENLLNX AEKAPCTBEHHDBIX MPENAPATOB, B CBSI3M C TEM, YTO
AEPXKATEAEM UAU BAQAEABLEM PEMMCTPAUMOHHOINO YAOCTOBEPEHUSI AEKAPCTBEHHOMO
npenapata Ne AM-002939 3A0 «Papm®Pupma «Coteke» (Poccrs) BbiAM NPEACTABAEHDI
NOBAMSIBLULME HA PE3YALTAT pPELLUEHNSI HEAOCTOBEPHBIE CBEAEHUS, YTO MPUBEAO K
PErnCTpPALMMN N NepeperncTpaumm HeoBOCHOBOHHO BbICOKMX MPEAEAbHBIX OTMYCKHbIX
LEeH HA AEKAPCTBEHHble MpPenapaTbl C TOProBblM HAMMEHOBAHMEM «bapTM3ap», B
AEKAPCTBEHHOM  OOPME  «AUODUAM3AT  AASI  MPUIFOTOBAEHMST  PACTBOPA  AAS
BHYTOMBEHHOIO W MOAKOMHOIO BBEAEHUSI», B A03MpoBke 3,5 Mr, B ynakoeke Ne T,
NPOM3BOACTBO TOTOBOM AEKAPCTBEHHOM OOPMbl U MEPBUYHAST YNAKOBKA «OHKOMEA
M3HbOIKYYPUHI a.c.» (Hewckasl PecrnybAMKQ); BTOPUYHAST YNAKOBKA M OPraHM3auusl,
OCYLLLECTBASIOLLLAS BbIMYCKAOLLMM KOHTPOAb KadecTtsa, PrEHY «POHL| um. H.H. BAoxmHO»
(Poccus) n BAO «DapmPupma «Coteke» (Poccus).

CoraacHo ab3auy 2 nyHkTa 25 MNMpasnA MUHUCTEPCTBO 3APABOOXPAHEHMST POCCUMCKOM
Pepepalm  OTMEHSIET  pPelleHne O TFOCYACQPCTBEHHOM  PEerncTpaumm  UAM
nepeperncTpaumm nMPEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN
npenapaTt B CAydae, ecAn PepAepanbHAST AHTUMOHOMOAbHAST CAYXKOA OTMEHUAQ
peleHne O COrAQCOBAHUM TMPEAEABHOM OTMYCKHOM UEHbl MPOM3BOAUTEAST HA
AEKAPCTBEHHbIM MNpenapaTr. B atomM cAydyae MUHUCTEPCTBO 3APABOOXPAHEHMSI
Poccuickom Geapepaumm MCKAKUYAET 3APErMCTOUPOBAHHYIO (MEpeperncTpunpOBAHHYO)
NPEAEABHYIO OTMYCKHYIO LEHY 13 FOCYAQPCTBEHHOIO PEECTPA NMPEAEAbHBIX OTIMYCKHbIX
LUEH TMPOM3BOAUTEAEN HA AEKAPCTBEHHbIE MPENAPATbl, BKAIOYEHHbIE B MEpPEYEHb
YKN3HEHHO HEODXOAMMBIX U BAXKHEVLLIMX AEKAPCTBEHHbBIX MPENAPATOB.

B cAydyoe otMeHbl  MuH3ppoBOM  Poccum  COOTBETCTBYIOWMX — PELeHUn O
FOCYAQPCTBEHHOW PErMCTPAUMM N NEPEPErNCTRALMN MPEAEABHBIX OTMYCKHbIX LEeH HA
BbILLEYKOA3AHHbINM AeKkapCTBeHHbIV npenapaT, PAC Poccum npocnT MunH3Apae Poccum
OTMEHUTb TAKXKE peLleHnst MUH3APABA POCCUM O BHECEHUN UBMEHEHUN B PEECTPOBYIO
30NMMCb O TOCYAQPCTBEHHOM  PEerncTpaumMm  npepAeAbHOM  OTMYCKHOW  LieHbl
NPOM3BOAUTEASI HO AEKAPCTBEHHbIVM MpenapaTt ot 18.05.2016 Ne 20-4-4012021-m3m, OT
05.12.2016 Ne 20-4-4029910-13m, ot 17.01.2017 Ne 20-4-4036110-cHmK, oT 20.01.2017 Ne 20-
4-4036475-CHWMXK.
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