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MockBa

O npuocTaHOB/ICHHH IPHMEHEHH s JIEKAPCTBEHHOI0 Npenapara
AJIs MEIHIIHHCKOT0 IPHMEHEHHS ¢ TOProBbIM HAMMEHOBAHHEM
HedrTpuakcon-Axonac

B coorserctBuM ¢ IlopsakoM — MPHOCTAHOBJEHHS  NPUMEHEHHS
JIEKapCTBEHHOI'0 TIpemapara [jis MEAMLIUHCKOIO INPHUMEHEHHUS, YTBEPXKIECHHBIM
npukasoM MuHucTepcTBa 31paBooxpaneHus Poccuiickoit @eneparmu ot 14 HosA6ps
2018 r. Ne777n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTHIMH PoccHIiCKO
Denepauuu 27 despans 2019 r., perucrparmonnsii Ne 53907), MunncTEpcTBOM
3ApaBooxpaHeHus Pocculickoit denepaluy IPUHATO PEIlieHUE O MPUOCTAaHOBIICHUH
NPUMEHEHHUS JIEKapCTBEHHOTO IIpenapara A1 MeIULIHCKOTO IIPUMEHEHHS

IedTpuakcon-Ixomac
TOProBOC HAMMEHOBAHUE JIEKAPCTBCHHOIO IIpeIiapara

IedbTpuakcon
MEXAYHAPOJHOC HEIIAaTECHTOBAHHOE HAUMEHOBAHHE JICKapCTBEHHOT'O MIperapara

TIOPOLIOK U1l IPUTOTOBJICHHUs pacTBOPA JJIsi BHYTPUBEHHOT'O ¥ BHY TPUMBIILIEYHOTIO
BBeaeHus1, 1000 mr
JleKapCTBeHHas popMa U I03MPOBKa JISKAPCTBEHHOTO TIpenapara

OO111eCTBO ¢ OTpaHUUYEHHOM OTBETCTBEHHOCTHIO
«[bxomac Jxenonm» (OO0 «Ixonac Dxcronm»), Poccuiickas Deneparus
140200, Mockosckas 0611., BockpeceHckuit p-oH, r. BockpeceHck,
yl1. MockoBckas, a. 45M, oduc 4

HaMMEHOBAHUE U aJ{peC MECTOHAXOXKAEHHS IEPIKATENI MU BIIAENbIla PErUCTPAAOHHOTO
YIAOCTOBEPEHHS JIEKAPCTBEHHOT'O ITperapaTa




xonac Dxcroum I1Bt.JITH., Maaus
Plot No. 55, Phase-III, Biotech Park, Karkapatla (Village), Markook (M),
Siddipet (District), Telangana, 502 279, India

HaMMCHOBAHHUE U apeC l'IpOI/I3BO}lCTB€HHOI71 IJIOMAaaKH

JIC-002538 ot 25 nexabpst 2011 r.

HOMCD U JaTa pEruCTpallMOHHOI0 yAOCTOBEPEHUS JICKapCTBCHHOI'O MpeIiapara

NpUMEHEHHE JIEKAPCTBEHHOI'O Iperapara NprUOCTaHABIMBAETCS C JAThl
OGHLIHUATBEHOTO OMyOIMKOBAaHMS IIPUKA3a 10 NIPEACTABICHUS CBEIEHUM
0 BO3MOXXHOCTH BO30OHOBIIEHUS IPHMEHEHHMs JIEKapCTBEHHOIO [IPenapara

Jarta, C KOTOpOﬁ HIPHOCTAHABINBACTCS MPUMEHEHUE JIEKAPCTBCHHOI'O MIperapara,
U CpPOK (Hepnozx), Ha KOTOpI;Iﬁ IIPHOCTAaHaBJIMBACTCA MPUMEHCHUC JICKAPCTBEHHOTO nperiapara

nUCbMO MUHHUCTEPCTBA IPOMBIILIEHHOCTH U TOprosiu Poccuiickoi ®enepanun
oT 25 nexabps 2024 r. Ne [TE-140479/19, koTOpBIM IpeACTaBIEHBI CBEACHHS O
HECOOTBETCTBUU MPOU3BOIUTEIS JIEKAPCTBEHHBIX CPEJICTB TPEOOBAHUAM
MpaBUJI HaJIEKalIeH IPOU3BOICTBEHHOMN MPaKTHKH
¥ (MJIM) O HapyUIEHUH JIMIIEH3UOHHBIX TPEOOBAHUM

OCHOBAaHHE NIPUOCTAHOBJICHUS ITPUMEHEHUSA JICKapCTBEHHOTI'O IIperiapara
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