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MUHHUCTEPCTBO 3APABOOXPAHEHMA
POCCHUHCKON GENEPATINN

PeruncrpaunoHuoe ylocToBepenne
AeKAPCTBEHHOLO NPEHapata st MENIIHCKOT0 npmuueuuﬁ

_ JITI-005558 i .
(HOMEp perucTpalMoHHOrO YA0CTOBEPEHH A JIEKapCTBEHHOTO Npenapara)

Haumenopanue gepxatens (Baaje/biia)
- PErHCTPAHOHHOI0 YI0CTOBEPEeHHH

~ | JIeKapCTBeHHOrO npenapara

Hncen ®apma, PpaHims
Ipsen Pharma

AJIpec MeCTOHAXOAIEHHS epiKaTes:
(B1ajieTbl1a) PErHCTPALIMOHHOIO YA0CTOBEPEHHS
JIEKAPCTBEHHOIO Npenapara

65, Quai Georges Gorse, 92100 Boulogne-
Billancourt, France

Hata rOCYaPCTBEHHON PerncTpaunm
JIEKaPCTBEHHOIO Npenapara

30.05.2019

Cpok geficTBHS perHcTPaLHOHHOIO
YAOCTOBEPEHHs IEKAPCTBEHHOTO Npenapara

31.12.2025

- JlaTa BHeCeHHS H3MEHEHHH B perHcTpauHoHHoe
YO0CTOBepeHHe JIeKapCTBEHHOT0 fipenaparta
| (naTa 3ameHBI perHcTPaHOHHOTO
YAOCTOBEPEHHS JIEKapPCTBEHHOI0 NMpenaparta)

18.04.2024

HHpopmaLns 0 3aperucTpHpOBAHHOM JIEKAPCTBEHHOM Mpenapare:

TOpl”OBOe HauME€HOBaHHE

KabomeTuxkc®

MekayHapoaHoe HeNaTeHTOBAHHOE, HIH

| FPYONHPOBOYHOE, HJIH XHMHYECKOe

HAHMEHOBAHHE

KabozanTunaubd

JlekapcerBenHas dopma

Ta0eTKH, MOKPBIThIE TIIEHOYHOMH 00010UKOi

Jdo3uposka

20 mr, 40 mr, 60 Mr

KauecTBeHHbIi COCTAB H KOJIHYECTBEHHbIH COCTAB AEHCTBYIOLINX BElIECTB H KAYeCTBEHHbII

COCTaB BCNIOMOraTeJibHBIX BELLECTB

| kaGosanTunnGa (S)-Manar 25.34/50.69/ 76.03 Mr (B nepecuere Ha kabosaHTHHHG 20.00/40.00/60.00 Mr), |

A BCIIOMOraTeNbHbIE BELIECTBA (LIe/LI0N03a MUKpOKpHcTainyeckas PH-102, nakrosa Ge3ponnas,
| rHnpono3a (rHAPOKCHIPONUILIENIN034), KPOCKaPMEIL103a HATPHS, KPEMHHS AHOKCHI KOTOMIHRI
| (6e3sonuelii), Marans creapar, IieHouHas obonodka Onaapai® 03K92254 Xentuiit [runpomeniosa

| = | 2910 (E464), tvrana muokenn (E171), Tpuauerus, KPacHTeNb KeJe3a okenn xentsiit (E172)])

@opma BeINycKa (MekapeTBenHas Gopma,
N03HPOBKA, NEPBHYHAS YTAKOBKA, KOJIHYECTRO

JleKapcTBEHHOI (OPMEI B IEPBHYHOMN YNIAKOBKE,

| KONHYeCTBO NMEPBHYHON YNAKOBKH B
NOTPe0NTENLCKONH YIAKOBKe, KOMIIJIEKTHOCTE)

TabneTKH, MOKPBITHIE TUIEHOYHOH ofomoukoit, 20
mr, 40 mMr,
KapTOHHas)

60 wMr (dnakon) 30 x 1 (nauxa 5

PekBH3HTLI HOpMATHBHON TOKYMEHTALMN

JI1-005558-290324
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Crpanuua 2 peructpaunonHoro yaoctosepenus Ne JII1-005558

IponssoncTBeHHBIE MVIOMIAAKH, YYACTBYHOIIHE B NpOLiecce NPOH3BOACTBA JIEKAPCTBEHHOI 0
npenapara, ¢ yKasaHHeM CTaanii MPoM3BOACTBA, HA3BAHUIT M GAKTHUECKHX a/ipecos

MECTOHAXOXKACHHA

[Ipouszsodcmeo 2omosoil nexapcmeenn o gopms

[TaTteon Muk., Kanana / Patheon Inc., Canada

2100 Syntex Court, Mississauga, Ontario, L5N 7K9, Canada

[Tepsuynas ynaxosxa

[Mateon Muk., Kanana / Patheon Inc., Canada

2100 Syntex Court, Mississauga, Ontario, L5N 7K9, Canada

Bmopuunas/nompebumensekas ynakoska

IMareon Uuk., Kanana / Patheon Inc., Canada

2100 Syntex Court, Mississauga, Ontario, L5N 7K9, Canada

Bmopuunaa/nompebumensckas ynakoska

Tuoanak Hupepnanac B.B., Hunepnanimsr /
Tjoapack Netherlands B.V., Netherlands

Nieuwe Donk 9 4879 AC, Etten-Leur, Netherlands

[Ipouszgodumens (Beinyckarowuti KoHmpons kaiecmada)

[Tareon ®panuus, @panuns / Patheon France,
France

40 Boulevard de Champaret, 38300 Bourgoin Jallieu, France

flpoussodumens (Buinyckawwyui Koumpons Kavecmeaa)

£

Tuoanak Hunepnauac b.B., Hunepnanas: /

Nieuwe Donk 9 4879 AC, Etten-Leur, Netherla;;dg's’ 3 !7 -

| Tjoapack Netherlands B.V., Netherlands
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