FocypapcTBeHHbIN peecTp

NeKAPCTEEHHBIX CPAACTS I'PJIC BMKII EDK POIT Cepsuc CrnpaBka BoliTu
PerucrtpanuonHoe ynoctoBepeHue =
aTa OKOHYaHUusA aTra
Howmep |JITI-Ne(000833)-(PI'-RU) Jara perucrpauun 25.05.2022 A . 25.05.2027 A 20.10.2023
JAEUCTBUA pemieHus
Paspemén BBoJ B rpaskiaHCKui 5 zer
o0oport 10
HaunmenoBanue nepxxarens Haumenopanue Baiiep Koncbiomep Kap AT
WM BJIaJIeNbIIa
2 pErucTpanuoOHHOIO HBeitnapus
YIOCTOBEPEHUS Crpana
JIEKApCTBEHHOTI'O IIpernapara
ToproBoe HauMEHOBAaHHE
3 p AQpun® 3KCTPO
JIEKapCTBEHHOTO IMperapara
MexnyHapoaHoe
HEMaTeHTOBaHHOE
OxcumeTasonH
4 | wuau rpynnupoBoYHOE
WA XUMHAYIECKOE
HaUMCHOBAHHE
CpoK roxHocTH YceioBusi XpaHeHUs
JlekapcTBenHasi popma Jlo3upoBka P e P
‘YnakoBku
5 DopMBI BBITyCKa 2 rona IIpu Temneparype He BbIlIe 25 rpaj.
crpeit Ha3aJIbHBIH 0.05%
e 15 M - ¢paxoHHI - MadKy KapTOHHEIE - be3 perenrta
Ne n/
- Craaus npouM3BoACTBa Mpoussoautenn Appec npousBoauTens CrpaHa
1 VYnakoBuuk/dacoBuimk (BropuyHas/tpernynas  |[lendapm Monpeans 3535, Route Transcanadienne, Pointe-Claire, Quebec, HOR Kanana
yIaKOBKa) Wuk. 1B4, Canada A
entdapm Monpeas 3535, Route Transcanadienne, Pointe-Claire, Quebec, HOR
6 CBenenus 0 cTazusx 2 |YmakoBIIUK/(pacOBIIUK (B TIEPBHYHYIO YITAKOBKY ) Hendap P ’ ’ - Q ’ Kanana
TIPOU3BOJICTBA WHk. 1B4, Canada
N entdapm Monpearrs 3535, Route Transcanadienne, Pointe-Claire, Quebec, HOR
3 [lIpowusBoaurens (rotoBoit JID) Aendpap P ’ ’ - Q ’ Kanana
k. 1B4, Canada
o M MoH b R Transcanadienne, Pointe-Clair H9R
4 Bhimyckaiomuii KOHTOMb KavecTBa Jendap OHpean 3535, Route Transcanadienne, Pointe-Claire, Quebec, H9 Kanana

WucTpyknus o
7 [PUMEHCHHIO
JIEKapCTBEHHOTO IpeTapara

g Hopmarushnas Ne n/n Homep H/I

JIOKyMEHTaIst 1 JITI-Ne(000833)-(PI'-RU)-201023

Wk, 1B4, Canada
ITokazaTb HHCTPYKLMU

Ton Ne uzm HaumeHoBaHue
2023 AppuH® dKCTPO
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9 CDapMaKO-Tepal‘IeBTI/I‘IeCKaS[ ®dapmako-TepanesTMyeckas rpynna

rpymmna Mpernaparsl s JieueHus 3a00eBaHUi HOCa; JEKOHTECTAHTHI U IPYTHE TpenapaTsl 115l MECTHOTO TIPUMEHEHHST; CHMIIATOMHUMETUKI
10 AHaToMo-TepaneBTHYeCKas Koa ATX ATX
XUMHYECKAs
ROIAAO05 OxcumeTasonuy
Kkiaccuukanms
MexayHaponHoe
HeNnaTeHTOBAHHOe HJIN dapmakon. BxoauT B nepevyeHb HapK.
Topr. Cpok YenoBus
IpyNIHMPOBOYHOE UJIH IlpousBoaurtenn Anpec crarbsi / Homep | cpeacTs, ncHX. BeleCTB M
HauM. TOAHOCTH XPaHEeHUs
11 dapmarneBTHUECKAS XHMHYecKoe HJ HX NPEKYpPCopor
Cy6CTaHL[I/Iﬂ HaAauMEHOBaHHE
3urdpun Minden Karlstrasse 15-
OKCHMETa30I1MH dapmaKemukanuen 39, 42-44, 32423 ~ ~
Munzgen I'mOx Minden, Germany
Hanuune nexapcrBenHoro npenapara B nepeune JXHBJIIITT Her

Hanwmaue B 1ekapCTBEHHOM TperiapaTe HAPKOTUICCKUX CPEACTB, TICHXOTPOITHBIX BEIIECTB M UX MPEKYPCOPOB, MOICKAITUX KOHTPOITIO B
Poccuiickoii @enepaiiuu B COOTBETCTBUY C 3aKOHO/IATeNIbeTBOM Poccuniickoit denepaninn, MexXIyHapOoIHbIMH 1oroBopaMu Poccuiickoit

Oenepanuy, B ToM uncie EquHol koHBeHIHEH 0 HapkoTHuueckux cpeactBax 1961 roga u KoneHmueit o ncuxorponHeix Bemecrsax 1971
roza

12 OcobBble OTMETKH
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