O BO3BpPATE AOKYMEHTOB

B ®eAEepOaAbHYIO QHTUMOHOMOABHYIO CAYXKOY nmcbMoM MuH3apaea Poccum Ot
05.07.2016 Ne 20-4-4016435-C npeACTABAEHA HA COrAQCOBAHME MPEAEABHAST OTMYCKHAS
LEeHA HA CACAYIOWMN AEKAQPCTBEHHbBIV MPEnApaT, BKAIOYEHHBIM B NepeyYeHb YKM3HEHHO
HEODXOAMMbBIX N BODKHEWLUMX AEKOPCTBEHHbIX MNPEnapaAToB  (PErnMcTpaUMOHHOE
YAOCTOBEPEHME ACP-001419/08, poep>kaTeAb  WAM  BAQAEAEL, PEMMCTPALMOHHOIO
YAOCTOBEPEHMST AEKAPCTBEHHOIO MPenapaTa, np., Neps.yn., BTop.yn., Bbink - OO0
«OOPT» (Poccus)):

YAbTPUKC BakumMHA rpunno3Hast MHAKTMBMPOBAHHAS paclienAeHHast (MHH — BakumHa
ANST TTPODUAQKTUKMA - TPUMNA (MHAOKTUBUPOBAHHAST) , PACTBOPR AAST BHYTPMMbILLEYHOrO
BeeaeHus, 0.5 MA/A03a, 0,5 MA, - DAAKOH (1) — NA4YKa KAPTOHHASI.

[Npy PACCMOTPEHUN MPEACTABAEHHBIX AOKYMEHTOB BbLISIBAEHO, 4YTO MPEeAESAbHAS
OTMYCKHAS LEHA HA YKA3AHHBIN AEKAPCTBEHHBIM MPENAPAT C TOProBbiIM HOMMEHOBAHNEM
«Y AbTPUKC BakumHa FPUNNO3HAS] MHOKTUBUPOBAHHAS PACLLENAEHHASI»
(pernctpaumoHHoe  yaoctosepeHne  ACP-001419/08, poep)katenb  UAM  BAGAEAEL
PErMCTPAUMOHHOIO  YAOCTOBEPEHMST AEKAPCTBEHHOrO MpenapaTa, np., neps.ymn.,
BTOP.yM., BbIN.K. - OO0 «OOPT» (Poccus)) 3aperncTprpoBaHa.

B cooteetctBM C nNyHKTOM 6(1) TIpOBUA BEAEHMST TOCYAQPCTBEHHOIO pPEeEeCcTPda
MPEAEAbHBIX OTMYCKHbIX LUEH MNPOM3BOAUTEAEN HA AEKOAPCTBEHHbIE MNPEnApPATHI,
BKAIOYEHHBIE B MepedYeHb MKU3HEHHO HEeODXOAUMBIX W BODKHEMLUMX AEKAPCTBEHHbIX
NPenapaToB, YTBEP)KAEHHBIX  MOCTAHOBAEHMEM [MpaBUTEABCTBA Poccumncrom
Qeapepaumm ot 29.10.2010 Ne 865 (aanee - [paBMAQ), BHECEHME W3MEHEHUN B
PEECTPOBRYIO 3AMMNCb O MOCYAQPCTBEHHOM PErNCTPAUUN MPEAEABHOM OTMYCKHOWM LIEHDI
MPOOUN3BOAUTEASI HAO AEKAPCTBEHHbIM MPENAPAT, B TOM YUCAEB YACTU W3MEHEHUS
LUTOMXOBOrO KOAQ, HOHECEHHOro HA BTOPWYHYKO (MOTPEOUTEABCKYKD) YMNAKOBKY
AEKAPCTBEHHOrO MNPENAPATA, KOMMOAEKTHOCTM AEKAPCTBEHHOrO npenapata (npu
YCAOBUWM OTCYTCTBUST M3MEHEHUST €ro KOAMYECTBA BO BTOPUYHOM (MOTPEDBUTEABCKON)
YMNAOKOBKE)  OCYLUECTBASIETCST  MUHUCTEPCTBOM  3APOABOOXPAHEHUST  POCCUCKON
Pepepaumm 6e3 corAacoBaHVs € DPepepPAAbHOM  OHTVMMOHOMOABHOW CAYXKO0oM C
COXPAHEHMEM MOCAEAHEN 3APEMMCTPUPOBAHHOM LIEHBI HO AEKAPCTBEHHbLIV NPENAPAT.

Kpome Ttoro, PAC Poccum obpallaeT BHUMAHME, YTO B COOTBETCTBMM C MYyHKTOM 23
MNP ABUNATOCYAQPCTBEHHOW PErNCTPALMMN K1 NepPEPErncTpaumm yYCTOHABAMBAEMbIX
NPOUN3BOAUTEASIMU  AEKAPCTBEHHBIX MPENAPATOB MPEAEAbHBIX OTMYCKHbIX LEH HA
AEKAPCTBEHHbIE MNPENAPATHI, BKAKOYEHHbIE B MEPEYEHb >KMBHEHHO HEODBXOAUMBIX W
BODKHENMLLUMX ~ AEKAPCTBEHHbIX  MPEnapATOB,  YTBEPXKAEHHbIX  MOCTAHOBAEHMEM
MNpaoeutenbctea Poccumckon Peapepaumn ot 29.10.2010 Ne 865, HO OCHOBOHMMK
3QSIBAEHNST  AEPXKATEAST  UAM  BAOAEABLA  PErNCTPALMOHHOIO  YAOCTOBEPEHUS
AEKAPCTBEHHOrO  npenapata  (YNOAHOMOYEHHOIO UM AMLQA) O  CHUDKEHUM
3APEMMCTPUPOBAHHOW MPEAEABHOM OTMYCKHOW LIEHBI MPOUN3BOAUTEAST MUHNCTEPCTBOM
3APABOOXpPaHEHMs1 Poccumckon Pepepaumm pacCCMATPUBAETCS BOMPOC O BHECEHU
COOTBETCTBYIOLLUMX M3MEHEHWIN B PEECTPOBYIO 3AMUCH MOCY AQPCTBEHHOIO PEECTPA.

Takm 06pa3oM, OCHOBAHMS AAS MpoBeaeHnst DAC Poccum aKOHOMUYECKOrO AHOAM3A



Mo YKA3AHHOMY 3d5BASHNIO OTCYTCTBYIOT.

B cea3n ¢ umanokeHHbIM, DAC Poccum BosppallaeT B MyH3APABR Poccrn KOMMNAEKT
NPEACTOBAEHHbBIX AOKYMEHTOB AAST MPUHSTUSI PELLEeHNsT B NMOpSsAKE, MPEeAYCMOTPEHHOM
nyHKTOM 6(1) NpaBumA.

MNEnAOXKEHWE: Ha 399 A. B 1 2Ka.

P.A. lNetpocsH



