MUHUCTEPCTBO 3JIPABOOXPAHEHUSA
POCCUMCKON ®DEJEPALIUHU

(Mun3apas Poccun)
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MockBa

O npuocTaHOB/IeHHH NPUMEHEHHS JIeKAPCTBEHHOI0 Mpenapara
AJIS MeAMLIIMHCKOr0 MPHUMEHEeHH s ¢ TOProBbLIM HAMMEeHOBaHHEM
Kcuniaomerasoaun

B  coorBerctBum ¢  IlopsagkoM  OpUOCTAaHOBJIEHUS  MPUMEHEHUS
JIEKapCTBEHHOI'0 IMpemnapaTta s MEOULUHCKOTO TMPUMEHEHHUS, YTBEPKIAECHHBIM
nprka3oM MuHucTepcTBa 31paBooxpaneHus: Poccuiickoit deneparuu ot 14 HOAOps
2018 r. No777u (3apeructpupoBaH MHUHUCTEPCTBOM rOCTULMH Poccuiickoi
Oenepaunu 27 despans 2019 r., peructpauronssii Ne 53907), MunuctepcTBOM
3apaBooxpaHeHus1 Poccuiickoil @enepaunivi MpUHATO peLIEHHEe O IPUOCTAHOBIECHUH
[IPUMEHEHUS JIEKAPCTBEHHOTO Npenapara JJisi MEIULIMHCKOTO IIPUMEHEHUS

Kcunomerazonun
TOProBO€ HAMMEHOBAHUC JICKAPCTBEHHOTO IIpCIiapaTra

Kcunomerazonun
MEXKAYHAPOAHOC HETIATCHTOBAHHOC HAUMCHOBAHUEC JICKAPCTBCHHOI'O IIpErapara

Kariy Ha3ajabHble, 0.05 %, 0.1 %

JICKaApCTBCHHAA (1)opMa U JO3UPOBKaA JIEKAPCTBEHHOIO ITpeIiapara

OO11ecTBO ¢ OrpaHUYEHHONW OTBETCTBEHHOCTHIO
«®upma «BUTIC-ME]]» (OO0 ®dupma «BUTIC-ME]]»), Poccuiickas @enepaiiys
141190, Mockosckas 0611., r. @psizuHo, Tep. BocTounas 3aBoackas
NpOMBIILJIEHHAs, 1. 3a, 3T/mom/kab 2/2003/23

HaMMEHOBAHHUE U a/IpeC MECTOHAXO0XK/ICHUS Iep)KATeIIs HJIH BJlaelblia PErHCTPALIHOHHOTO
yJIOCTOBEPEHHUSI JICKAPCTBEHHOT'O Iperapara



OO11ecTBO ¢ OrpaHHYEeHHOM 0TBETCTBEHHOCTHIO «Dupma «BUIIC-ME Iy
(OO0 «Pupma «BUTIC-MEl»), Poccuiickas ®exnepanus
MockoBckas 0611., I.0. PpsizuHo, r. Ppsizuno, yi. 60 ner CCCP, 1. 3

HaNMCHOBAHUE U agpeC I'IpOHSBOIICTBCHHOﬁ IIOMAaaKHu

JII1-003616 ot 12 mas 2016 .

HOMEp U faara perucTpaliliOHHOI O YAOCTOBCPEHHUS JICKAPCTBECHHOIO IIpenapara

IPUMEHEHHE JIEKaPCTBEHHOTO TpernapaTa MpHOCTaHABIMBAETCS C NAThl
O(QHUIHATBHOTO OITyOIMKOBaHHS IPUKa3a J0 MIPEeICTABICHHS CBEICHMU
O BO3MOXKHOCTH BO30OHOBJIEHHUs] IPUMEHEHYIS JIEKApCTBEHHOTO Mpenapara

Jarta, C KOTOpOﬁ IIPHOCTAHABIIMBACTCS IPUMEHCHHUE JIEKAPCTBEHHOI'O Impenapara,
U CpOK (HCpI/IOII), Ha KOTOpLIﬁ OpHOCTaHaBIUBACTCA IPUMEHECHHUEC JICKAPCTBEHHOI'O npenapara

nUCbMO MUHHCTEPCTBA POMBILLIEHHOCTH M TOproBiu Poccuiickoii Denepanyn
oT 24 ¢pespans 2025 r. Ne TTE-19329/19, KoTOpBIM IpeICTaBICHB! CBEACHHUS O
HECOOTBETCTBUU IPOU3BOUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBaHUAM
NpaBUJT HAAJIEXKAIIEH MPOU3BOACTBEHHOM MPAKTUKH
¥ (MJIM) O HapyLIeHUH JULEH3UOHHBIX Tpe6OBaHUH

OCHOBAHHEC IIPUOCTAHOBJICHHUA TPUMCHEHHUS JICKapCTBCHHOTI'O ITpenapara
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