MUHUCTEPCTBO 3HPABOOXPAHEHMA

POCCHHCKOH OEAEPALIIN

Perncrpanuonnoe yloeroBepenue
ACKAPCTBEHHOID NPEHAPATA s MSITHUMHCKOIO NPHMEHEHH

11 N015745/01
(HOMEp PEerucTPaLMOHHOrO YA0CTOBEPEHMS JEKAPCTBEHHOIO Npenapara)

HaunmenoBanue aep:katens (B/1ajgensua)
PerucTPALHOHHOIO YAOCTOBEPEHUS
JIEKAPCTBEHHOTI'0 Npenapara

Hosapruc ®@apma AL, 1lIpelinapus
Novartis Pharma AG

A,Ezpec MECTOHAXOXKIEHHHA AepraTelisn
(BAajenbua) perucTPalHOHHOIO
yuocronepe}lm{ JIEKAPCTBEHHOIO Npenapara

Lichtstrasse 35, 4056 Basel, Switzerland

JlaTa rocy1apcTBEHHON perncTpaunn
JIEKAPCTBEHHOI0 Npenapara

18.06.2009

Cpox aelicTBHS perucTpauHOHHOTO
yAocTOBepeHHs JieKapCTBEeHHOr 0 Npenapara

GeccpodHO

,IlaTa BHECCHHS H3MEeHEeHHH B PErHCTPALIHOHHOE
YAOCTOBEPEHHE JIEKAPCTBEHHOI0 NpenapaTa
(}],a'l'a 3aMEHbI PErHCTPALIHOHHOIO
VAOCTOBEpPEHHS JIeKaPCTBEHHOIO Npenapara)

26.02.2025

Hudopmaliig o 3aperncTpupoBaHHOM JIEKapCTBEHHOM Npemnapare:

Toprosoe HaHMeHOBaHHE

Tpunentan®

MQMYHaPO,'IHOE HENATEHTOBAHHOE, HJIH
FPYIIIHPOBOYHOE, H/IH XHMHYECKOE
HAHMEHOBaHHE

Oxckapbazenus

JlexaperBenHas gopma

CYCIIEH3MA 11 nIpHeMa BHYTPb

Ho3npoeka

60 mr/mia

KauecTBeHHBIH COCTAB H KOJIHYECTBEHHBII COCTAB AeliCTBYIOLIHX BeLUIECTB H Ka4eCTBEeHHbIH

COCTaB BCNOMOIaTeJIbHbIX BEIECTB

oxckap0asenuH 60.00 Mr, BcmomoraTellbHbie BellecTBa (BoJa OUHLIEeHHas, COPOUTON, HPOIUICHTIMKOIE,
1E/LTI0JI03a IMCHEpripyemMas (MHKPOKPUCTAIUTHYECKAs LIEJUTION03a  KapMeJlI03a HaTpHsA), aCKOpOHHOBas
KIUCIOTA, ApOMATH3aTOP CIMBOBO-TMMOHHBIH skenThiii 39K020, MeTunnaparuapokcudeH3oat, Makporoia
CTeapar, HaTpHs caxapuHaT, copOHHOBAs KHCIOTA, POIMUIIAParHapoKcHOeH30aT)

@opMma BeinycKa (JlekapeTBeHHas dopma,
NO3HPOBKA, NEPBHYHAN YIAK0BKA, KOJIHYeCTBO
JeKapcTBeHHoN Gopmbl B nepBHYHOMH
YNaKoBKe, KOJINYECTBO NNEPBAYHOMN YIIAKOBKH B
NoTpedNTEILCKOH YNaKoBKe, KOMIUIEKTHOCTD)

[eycnen3ns s npuema BHYTPb, 60 Mr/mi ((raxoH)
100/250 ma x | + wmpun no3uposounst 1/10 Max
| + ananrep ana ¢nakoHa X 1] x 1 (matuxa
KapTOHHaA)

PeKBH3HTEI HOPMATHBHOH JOKYMEHTANHH

ITNO015745/01-231219

060548




Crpannua 2 peructpanuuonnoro ynocrorepenus Ne I1 N015745/01

[Tpou3BoACTBEHHBIE MJI0INAKH, YYACTBYIONIHE B Tpolecce NPON3BOACTBA [1EKAPCTBEHHOIO
npenapara, ¢ yKazanunem cTajinii npoH3BoACTBA, HAIBAHHIA M PAKTHYECKHX A/IPECcOB

MECTOHAXOAKAEHHA

lpouzsodcmeo 20mosoit TeKapcmeernot Gopis

Heandapm H0uuur C.A.C.. @paniiug /
Delpharm Huningue SAS, France

26 rue de la Chapelle, 68330 Huningue, France

[Tepeuunas ynakosxa

Jenshapm HOuuur C.A.C., ®panuus /
Delpharm Huningue SAS, France

26-rue de la Chapelle, 68330 Huningue, France

Bmopuurnai/nompebumensekas ynakoera

Heabpapm IOuunr C.A.C., ®panuus /
Delpharm Huningue SAS, France

26 rue de la Chapelle, 68330 Huningue, France

Ipouseodumens (Boinyckaruuii KOHMpPos
Kauecmed)

Hoeaptuc ®apmaceiotnka C.A., Ucnianms /

Novartis-Farifiaceutica, S.A., Spain

Gran Via de les Corts Catalanes 764, 08013 Barcelona, Spain v\ » - %
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