MHHHCTEPCTBO 3/[PABOOXPAHEHHS
POCCHICKOH ®EAEPALIHI

Perncrpannonnoe ynocrosepenne
JAEKAPCTBEHHOI0 NPENapara /Uist MeIHIHHCKOT0 NPUMeH eHH s

I N015225/01

(HOMEp PerncTpaLHOHHOrO Y0CTOBEPEHHS IeKAPCTBEHHOTO nperiapara)

{Haumenosanme Aepkare)is (Baanenbiua)
PETHCTPAUHOHHOIO YAOCTOBEPEHHS
JIEKAPCTBEHHOTO Npenapara

Cannos a.1., Coperus
Sandoz d.d.

IpeC MECTOHAXO0KICHHS AePIKATENS
{(Bramebua) PErnCTPANUOHHOIO YAOCTOBEPEHHS Verovskova 57, 1000 Ljubljana, Slovenia
. |mekaperBenHOro Mpenaparta

- |Mara roCyaapcTBEHHOM perucTpanun

|1ekapcTBeHHOro npenapara 07.10.2008

| Cpok pelicTBust perncTpaunonnoro

feccpouHo
YAOCTOBEPEHHH JIEKAPCTBEHHOr0 Mpenapara P

~|laTa BHeCEHMs N3MEHEeHMI B peracrpaunoHnoe
- |YAOCTOBEpeHHeE JIEKAPCTBEHHOr0 Mpenapara

| (1aTa 3aMenBI perHcTpaNHOHHOr0
YAOCTOBEPEHHS JIEKAPCTBEHHOTO Npenapara)

25.05.2022

Wrdopmaums 0 3aperucTpHpoBaHHOM 1EKAPCTBEHHOM npenapare:

Toprosoe HanmMenoBanne MeroTpekcar-J6ese

| MexayHapoxHOe HenaTeHTOBAHHOE, M
- |FPYNNHPOBOYHOE, HIH XHMHAYECKOe Merotpekcar
- |HaHMeHOBaHue

|JlexaperBennas popma KOHLIEHTPAT JUIS MPUrOTOBIICHHs PaCcTBOPA 1A HHAY3HI

| do3uposka 100 mr/mn

" |KayecTBennpiil coCTAB M KOJMYECTBEHHBIH COCTAB AEACTBYIONIHX BELIHECTE H KAYeCTBEHHBIN COCTAR S
- |BCcmoMoraTenbHBIX BeleCTR '

METOTpeKcaT nuHatpus 109.673 mr (cootBercreyer metotpekcary 100.000 MF), BCTIOMOTaTe/IbHBIE Bemecma
HATpPHs THAPOKCHIL, BOJIA T MHBEKLHIA)

Dopma BLINycka (ekapcrsenuas popma, KOHUEHTPAT ATA NPHIOTOBJIGHHS PacTBOpa UTd
03HPOBK4, NEPBUUHAS YIIAKOBKA, KONHYecTBo | MH(y3uit, 100 Mr/Mi (Gnakon) 5/10/50 ma x 1/5/10
€KapCTBEHHOI (GOpMBI B XEPBHYHOI (nauka KapTOHHas)

| |ynaKoBKe, KOJIHYECTBO MEPBHYHOI YNAKOBKH B

| noTpeduTenLCKOM yHaKoBKe, KOMILIEKTHOCTD)

€KBH3HTHI HODMATHBHOH JOKYMeRTaIHH ITN015225/01-250522




Crpannna 2 perucrpanponnoro ynocroeepenus Ne TTN015225/01

IlponsBoacTBeHnbIe NIOIMAAKH, yYacTBylUHE B NPOLECCe NPOH3BOACTEA JIEKAPCTBEHHOIO

UIPENapaTa, ¢ ykasaHHeM CTajnii IPOM3BO/CTEA, HA3BANMIT U GaKTHYECKAX aapecos
MECTOHAXOJKIEHHST

lIpouseooumens (Bce cmaduu mpouseodcmea) iCDA PEBA Vurepax I'm6X, Ascrpus /
|FAREVA Unterach GmbH, Austria

Mondseestrasse 11, 4866 Unterach am Attersee, Austria

3amecrurens Munncrpa A.H. TLyyrannxunii




