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PELUEHUE
06 oTKa3e B COrAQCOBOHUU MPeAEAbHbIX OTNYCKHbIX LLEH NPON3BOAUTEAEN
HO AeKapCTBeHHble NpendapdTbl, BKAIOYEHHbIe B Nnepe4yeHb XKN3HEHHO HEOB6XOAUMDIX

M BAOKHENLWNX A€KAPCTBEHHbIX NpenapaTos

B cootBetctBMM C NyHKTOM 8 [POBUMA TOCYAQPCTBEHHOM PErncCTPaUMM U NEPEPErUCTPaUMM  YCTAHABAMBAEMbBIX MPOU3BOAUTEASIMU
AEKAPCTBEHHbIX MPENAPATOB MPEAEAbHBIX OTMYCKHbIX LLEH HO AEKOPCTBEHHbIE MPENAPATHI, BKAKOUYEHHBIE B MEPEYEHD YKM3HEHHO HEODXOANMBIX 1
BOYKHENLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPXKAEHHBIX MOCTAHOBAEHWEM [pasuTenbcTBa Poccuiickon Qeapepaumm ot 29.10.2010 Ne 865
(aAanee - MNpasunaa), PepepaAbHASI AHTVMOHOMOAbHAST CAYXKOA PACCMOTPEAQ AOKYMEHTbI, MPEACTABAEHHBIE NMMCbMOM MuH3ApaBa Poccum ot
10.04.2018 Ne 20-4-4066427-C, 1 NMPUHSIAQ pelleHne 06 OTKA3e B COrAQCOBAHUN 3ASIBAEHHBIX B BbILLIEYKO3AHHOM MMCbME HA perncTpaumio 9
MPEAEAbHBIX OTMYCKHbIX LUeH 3AO «2eanap» (Poccus) HA AeKapCTBeHHbIM npenapat Opeuc MMmyHO (MHH — TWMAOPOH), BKAKOYEHHDBIV B
nepeYeHb XKNIHEHHO HEODXOANMBIX 1 BAXKHEMLLMX AEKAPCTBEHHBIX MPEMNAPATOB.

MpeaeAbHbIe OTMYCKHbIE LeHbl HA YKA3AHHbBI AEKAPCTBEHHBIV MPENAPAT HE COrAQCOBbBIBAKOTCS] MO CASAYIOLLMM OCHOBOHUSIM.

B cooteetctBUM C NMiicbMom PIBY «HLIDCMIM» MuHaapasa Poccum ot 15.03.2018 Ne 3950, HONPABAEHHBIM MUH3APABOM Poccuin B cocTaBe
KOMMAEKTA AOKYMEHTOB, COODLLIAETCS, YTO BbILLEYKA3AHHbBIN AEKAPCTBEHHbI MPENAPAT SBASIETCSI BOCMPOM3BEAEHHBIM, A TAKXKE, YTO MPENapaT
AmunkcnH (MHH - TMAOPOH) B AEKAPCTBEHHON GOPME «TABAETKM, MOKPBITHIE MAEHOYHOM 0BOACHKOM, 125 Mr» (MpounssoanTens — OAO
«DapmMmcTaHaapT-ToMckxMMmdapMm», Poccus) (ACP-000175/08 ot 24.01.2008) siBAsieTCSl pedEpPEHTHDBIM.

Mpu npoeeaeHU aKoHOMUYECKOro aHAAM3a POAC  Poccun  BBISIBAGHO, UTO MPEAEAbHbIE OTMYCKHble LEHbl HA  BbILLIEYKO3AHHbIN
BOCTMPOU3BEAEHHBIM ASKOPCTBEHHBIM MPENapaT, PACCHATOHHBIE UCXOAS M3 CTOMMOCTM OAHOM AEKAPCTBEHHOM (OPMbl, MpesbilaioT 80
NPOLEHTOB CPEeAHEN 30PErMCTPUPOBAHHON MPEAEABHOM OTMYCKHOW LiEeHbl MPOM3BOAUTEASI HO YKA3AHHBIN PEPEPEHTHBIN AEKAPCTBEHHDIN
npenapar, PACCYNTAHHOM 3a Mepuop 3 AT AO MPEACTABAEHUST AEPXKATEAEM WAW BAAAEAbLEM PErMCTPAUMOHHOIO YAOCTOBEPEHMS
(YNMOAHOMOYEHHBIM M AULIOM) YKA3AHHOrO BOCMPOM3BEAEHHONO AEKAPCTBEHHOMO MPENAPATA MNPEAEABHOM OTMYCKHOW LEeHbI, PACCYNTAHHOM
MICXOAS U3 CTOMMOCTU OAHOWM AEKAPCTBEHHOW GOPMbI, YTO MPOTUBOPEYNT NYHKTY 6 METOAUKM PACYETA YCTAOHABAMBAEMbIX MPOON3BOAUTEASIMU
AEKAPCTBEHHbIX MPENAPATOB MPEAEAbHBIX OTMYCKHbIX LLEH HO AEKOPCTBEHHbBIE MPENAPATHI, BKAKOUYEHHBIE B MEPEYEHD XKM3HEHHO HEODXOANMBIX 1
BOYKHEMLLIMX AEKAPCTBEHHBIX MPENAPATOBR, MPU UX FOCYAQPCTBEHHON PErUCTPALUMN 1 NEPEPErMCTRALNN, YTBEPIKAEHHON NOCTAHOBAEHUEM
MpasuTtenbctea Poccuiickon Geaepaumm ot 15 certabps 2015 r. Ne 979 (aanee — MeToanka).

B CBSI131 C MBAOMKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MyHKTA 13 MNPABUA NPEBbBILLEHME NPEACTABAEHHOM AASI FOCY AQPCTBEHHOW
perncTpaunm A1 NepeperncTpaLm NPEAESAbHON OTMYCKHOM LEeHbl MPOM3BOANTEAS HO ASKAPCTBEHHbBIN NPEenapaT HOA LEHOM, PACCUYUTAHHON
B COOTBETCTBUM C METOANKON, SIBASIETCSI OCHOBAHNEM AASI OTKA3A B COFAQCOBAHNKM FOCY AQPCTBEHHOM PErMCTPALNM MPEAEAbHBIX OTMYCKHbIX
LIeH NPOU3BOANTEASI HO AGKAPCTBEHHbBIM MPEenaparT.

P.A. NeTtpocsaH
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