MUHUCTEPCTBO 3/IPABOOXPAHEHHS
POCCHUMUCKOM ®EJEPALIAU

AAARARAAAL,

PerncrpaninonHoe yiocToBepenne
JEKapCTBEHHOI0 Npenapara JJs MeAHIHHCKOT0 NPUMeHEeH s

JI-001262
(HOMep perucTpaLMOHHOrO YI0CTOBEPEHHS JIEKAPCTBEHHOTO Mpernapara)

HaumenoBanne aepxaresis (Biage/bua)
PErucTPAliHOHHOTO YI0CTOBEPeHHUS
JeKAPCTBEHHOI0 Npenapata

Canpos 'm6X, ABcTpus
Sandoz GmbH

TAZIpec MECTOHAX0XKAEHHS AepKATeNs
(B1a/1€/1b11A) PETHCTPALMOHHOTO ynocronepennﬂ Biochemiestrasse 10, 6250 Kundl, Austria
JIEKApCTBEHHOTO Npenapara

Jlata rocyaiapcTBeHHOM perncrpanum
JeKapcTBEHHOI0 npenapara

23.11.2011

Cpok [1elicTBHS PerHCTPANMOHHOTO

beccpouHo
YAOCTOBEPEHHS JIeKaPCTBEHHOrO Mpenapara

- /laTa BHeCeHHs N3MEHEHHH B PErHCTPALHOHHOE
YAOCTOBEPEHHE JIEKAPCTBEHHOr0 Tpenapara
(naTa 3aMeHbl PeruCcTPALHOHHOIO

~ |YAOCTOBEPeHHs! JIeKAPCTBEHHOI0 Mpenapara)

22.10.2018

Wndopmanus o 3aperncTpupoBaHHOM JIEKAPCTBEHHOM NPENapare:

{Topropoe HanMeHOBaHHUe OmuuTpON®

AAAAAMAAAAAMAAAAAAAAAAAAAAAAAAAAARAARAAAMAAAAMAAAAAAAAAAAAA AR AL

MexkayHapoaHoe HENATEHTOBAHHOE, HIIH
- [TPYNIHPOBOYHOE, HIIH XUMHYECKOE ComarponuH
HAaNMEHOBaHHe

~ JlekapeTBennas dpopma pacTBop s MOAKOKHOTO BBEICHHUS

3.3 Mr/mn, 6.7 Mr/mi

- /KauecTBeHHBIH COCTAB H KOJMYECTBEHHBIN COCTAB IHCTBYIONIMX BENIECTB H KAYeCTBEHHbIH COCTaB
BCIIOMOTaTe/IbHbIX BEIECTB

comarporih 5.0 mr (15.0 ME)/10.0 mr (30.0 ME), BcriomoraresnbHbie BewiecTsa (Harpust ruapodocara
TeNTarnapar, Harpus Mruapodocdara Mruapar, nosokcamep, GeH3MIOBbI CIUPT/-, -/d)enon MaHHUTOJI/~,
|/rmumn, GochopHas KHCIOTA, HATPUS THAPOKCHL, BOJA 15l HHBEKILiT)

Mopma BeINycKa (JekapeTBennas gopma, PacTBOp JUIsl MOJKOXKHOTO BBEAEHHS,

A03HPOBKA, MEPBHYHAS YNIAKOBKA, KOJU4ecTBO | 3.3 Mr/mi, 6.7 mr/mi (kaptpumsk) 1.5 i x 1/5/10 (na
JIeKapcTBEHHOM (POPMBI B NepBHYHOM KapTOHHast)

YHAKOBKe, KOJIMYeCTBO MEPBHYHON YNAKOBKH B
NOTPeOUTEIbCKON YIAKOBKE, KOMILIEKTHOCTD)

SANARAAAMAAAAAMAAAAMMAAAMAAAAMAARAAAAAREAAAAAAA

| PeKBM3HTBI HOPMATHBHOM JOKYMEHTALUH JIT001262-231111




Crpanuua 2 peructpaldoHHOro yaocrosepenus Ne JII-001262

[IponssoacTBeHHbIE MJIOMAAKH, YYACTBYIOLIHE B POIIECCe POH3BOACTBA JIEKAPCTBEHHOIO
npenapara, ¢ yKasaHueM CTa/inii NPOU3BOACTBA, HA3BaHHII H (PAKTHUECKHX aPECOB
MeCTOHAXO0KAEH IS

fCaHﬂo3 I'M6X, ABctpusi / Sandoz GmbH,

Ipoussooumens (Bece cmaduu npouszsodcmea)
{Austria

Biochemiestrasse 10, 6336 Langkampfen, Austria

J.B. Kocrennukon

Crarc-cexpeTaphb - 3aMeCTHTEIb
Munucrpa
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