Perucrpanuodnoe ynoc
IS M€

JACKAPCTBCHHOFO HpeHapara j

TOBEPEeHHEe
HUHCROTO NIPpUMEHCHNA

JICP-003820/08
(HOMeEp PEruCTPalOHHOrO yI0CTOBEPEHHS JICKAPCTBEHHOIO Mpenapara)

‘HaumeHnoBaHue JepxaTelisi (BIage/iba)
PerucTpanHOHHOr0 yA0CTOBEPEHHSI
JIEKapCTBEHHOI0 Mpenapara

Tepa ®apmanentuueckue [pennpustus Jitn.,
HM3pauns / Teva Pharmaceutical Industries Ltd.

| AApec MeCTOHAXOKIEHHS A€PIKATEIIsI
| (B1agesnua) perucTpanHoHHOro
YAOCTOBEPEeHHs JIeKAPCTBEHHOTO penapara

124 Dvora HaNevi'a St.,‘ Tel Aviv 6944020, Israel

Jlara rocyJapcTBEHHOI perucTpanuu
JIEKapCTBEHHOI0 NpenapaTa

19.05.2008

Cpoxk neficTBUS perucTpauHoHHOrO
YAOCTOBEPEHHS JIEKAPCTBEHHOI'0 Mpenapara

6eccpouHo

JlaTa BHeceHHsl H3MEHEHHU B PeruCTPaluOHHOE
YAOCTOBEpeHHe JIEKaPCTBEHHOr0 Mpenapara
(1aTa 3aMeHbI PerncTPalHOHHOr0
YAOCTOBepeHHS JIeKapCTBEHHOI0 Mpenapara)

17.01.2025

Hudopmamus o 3aperncTpUpOBaHHOM JIEKAPCTBEHHOM IIpenapare:

TOpl"OBOC HaAaMMECHOBaHHE

A3njiekT®

- | MexayHapoaHoe HenaTeHTOBAHHOE, HJIH

[PYNNHPOBOYHOE, HIIH XHMHYECKOE
HaHMeHOBaHHE

Pazarunun

JlekapcTBeHHas opma

TabJETKHU

HosupoBka

1 Mr

KauyecTBeHHbBIil cOCTAB M KOJIHYECTBEHHBIN COCTaB }ICHCTBlelIIHX Bemech M Ka4YeCTBEHHbI i

COCTaB BCIIOMOIraTe/IbHbIX BEIECTB

pasarwivHa Me3usar 1. 56 mMr (5KBUBaJIEHTHO | MT pasarmwivHa OCHOBAaHUsI), BCIIOMOTATEeIbHbIC BEIIECTRA |
(MaHHHMTON, KPEMHUA AUOKCH]I KOJUIOMIHBIM, Kpaxmas KyKypy3Hbli, Kpaxmas KyKypy3HbIif ; >
IIpeKeTaTHHU3UPOBAHHbIN, CTEAPUHOBAS KHCJIOTA, TATBK)

®opma BeInycKa (JekapcTBeHHasi hopma,
J103UPOBKa, EPBHYHAS YIAKOBKA, KOJTHYECTBO
JIEKAPCTBEHHOI (hOpMbI B TEPBUYHOIH
YNaKoBKe, KOJIH4Y€CTBO NePBHYHOI YIIAKOBKH B
MOTPEOHTE/NbCKON YIIAKOBKE, KOMIIJIEKTHOCTE)

Tabmerky, 1 mr (6mucrep) 10 x 1/3/10 (mauka
KapTOHHA) :

PeKBH3UTHI HOPMATHUBHO# T0KyMEHTALHM

JICP-003820/08-170125

059754




CTpaHm;an PETHCTPALMOHHOrO yIOCTOBepeHHs Ne JICP-003820/08

Tpou3BoACTBeHHbIE MIOLIANKH, Y4aCTBYIOLUME B NPOLEcce TNPOH3BOACTBA JIEKAPCTBEHHOI0
npenapara, ¢ yKa3aHHeM CTaJuil NPOU3BOACTBA, HA3BAHUH 1 (i)alcmqecm»lx ‘agpecoB
MECTOHAX0KACHHSI ) .

IIpouszsooumens (Bce cmaauu npou3800cmeaq) ITnuBa XpBartcka I (‘)“'o Pecrry6iuka Xopsatus /
Pliva Hrvatska d.o.0., Republxc of Croatia

Prilaz Baruna Filipovica 25 10000 Zagreb, Republic of Croatia

Hpouzsooumens (Bce cmaduu npoweoécmsa) Tesa d)apMaueBTmIecme Tpenmpustus JTx.,
SN ‘ Wzpawnns / Teva Pharmaceutlcal Industries Ltd.,
Israel ‘

18 Eli Hurvitz St., Ind. Zokr‘l‘ej‘ Kfar Saba, Israel

3amecrurens Munnerpa /oL C.B. I'naroJieB




