FocypapcrBeHHbIN peecTp CPIIC EMKII
NeKapCTBEHHbIX CpeacTs

PerucrpanuonHoe ynocroBepeHue

Howmep JIIT-001893

Jara nepeopopmaennst | 31.03.2023

EDK POII Cepsuc

Hara perucrpanun 01.11.2012

HaunmenoBanue nepxxarens Hamveroanue AJbien ®apma [M6X

WJIA BJIaJ€Jibla

2 PETUCTPALIMOHHOTO I'epmanus
YIOCTOBEPEHUS Crpana
JIEKApCTBEHHOTO Mpemnapara
ToproBoe HaMEHOBaHUE
3 AMMYHOKMH]

JICKapCTBEHHOTO Mperapara
MexnyHapoaHoe
HEMaTeHTOBAHHOE

4 | wuau rpynnupoBoYHOE
AT XUMHYIECKOe

JlexkapcTBeHHas ¢opma

TabIeTKH JUIA pacCacbIBaHUA TOMCOIIATHICCKUC UTL neren

Craausa npousBoACTBa

HaWMEHOBaHHE
5 ®DopMBbI BBITTyCKa
Ne
6 Caenenus o0 cTagusax n/n
IIPOU3BOJCTBA

[IpouzBonutens (Bee cranuu, Britovas

BBIITYCKAIOIIUIT KOHTPOIb KauecTBa)

WHceTpykuus no
7 MPUMEHEHHIO
JIEKapCTBEHHOTI'O IIpenapara

Ne n/n Homep HJI
] HopmarupHas 1 JIIT 001893-011112
JIOKyMEHTAaLIUS 2 M3m. Nel x JITT 001893-011112
3 W3m. Ne2 x JIIT 001893-011112

9 @dapmako-TepaneBTHIecKast
rpymmna
10 AmnaroMo-TepaneBTHIECKas Kop ATX
XHUMHUYECKaAa ~ ~

TOMEOIMATUYECKOC CPEICTBO

Jo3upoBka

[oitue Xomeonaru-Yuuon JAXVY-
Apunaiimutrens IM6X & Ko KT

CripaBka

Aata onconvqamm 31.12.2025
aeicTBUs

Paspemén BBoJ B rpaskiaHCKui 5

Bontn

Aata (37 032023

peleHust

JietT
o0oport 10
Cpox ronHocTu YeaoBus XxpaHeHust
YnaxkoBku
5 ner IIpu tremneparype 15-25 rpan.

e 150 mT. - hmakoHs! - mauku kKapToHHBIE (150 1mT.) - bes pernenita

NMpousBoaurennb

Tloka3zars HHCTPYKITHH

Appec npoussoauTens

Ottostrasse 24, 76227
Karlsruhe, Germany

CrtpaHa

I'epmanus

Ton Ne uzm HaumeHoBaHue
2012 NmMMmyHOKUHA
2020 1 NMMyHOKHH
2023 2 NmvmyHOKHHT

®dapmMmako-TepanesTMUYecKas rpynna

ATX
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KJIacCH(pHUKAIAS

®dapmarieBTHYECKaAs
cyOcTaHIus

Oco0ble OTMETKHU

Hanuuue nexapctBenHoro npenapara B nepeune JXHBJIIT

Hanwaue B 1ekapCTBEHHOM TpeTiapaTe HApKOTUIESCKUX CPEACTB, TICHXOTPOITHBIX BEIIECTB M UX MPEKYPCOPOB, MOICKAITUX KOHTPOITIO B
Poccuiickoii ®enepanyy B COOTBETCTBUY € 3aKOHOAaTenbcTBOM Pocculickoit denepanuu, MexxayHapoJHbIMU JoroBopamu Poccuiickoi
®Oeneparuy, B ToM uncie EquHol koHBeHIHEH 0 HapkoTHyeckux cpeactBax 1961 roga u Konsenmueit o ncuxorponHeix Bemecrsax 1971
roma

Her



