IHOATBEPKJIEHWUE

Ne 20-2022/RP
F |\ sop-af-103164
ch 0 COOTBETCTBUM JIEKAPCTBEHHOT'O Ref. sop-100062
Al 4 TIPETTAPATA TPEBOBAHVSIM, Payed of 1
VCTAHOBJIEHHBIM IIPY ET'O

'OCYJIAPCTBEHHOW PEI'MCTPALIMHA

Toprosoe HaHMEHOBAHHE ATapakc®

MeskayHapoAHOE HEellaTeHTOBAHHOE TuapOKCH3NH

HauMenoBaHue (TPYNNHPOBOYHOE HIIH

XUMHUECKOe)

JlexapcTBennas Gopma * TableTKH, IIOKPHITHIE MIEHOYHOM
0005104K0H

HosupoBka 25 Mr

dopMa BBIITYCKA 25 T, - BnucTepsl - Na4YKH KAPTOHHBIC

(25 wr.)

Homep cepus (IIapTHH): 343206

06neM cepu (TTapTuH): 241920 yn.

JlaTa IpOH3BOJCTBA: 21.11.2021

Toneu no: 31.10.2026

Haumenosarue 1 anpec npoussogutens (¢ | HOCB ®apma C.A., Benprus (Chemin du

yKazaHHeM CTajiuii TPON3BOJICTBA) Foriest 1420 Braine-1'Alleud, Belgium) —
BCE CTaJHH

Homep ¥  Jara  perucTpaliOHHOIO IINO11405/01 or 07.12.2011

YJOCTOBCPEHHSI

Homep HOpMaTHBHOH HOKYMEHTalHU IIN011405/01-160320 (M3m.Ne 1)

Haumenobanne u aupec jepxatens | 1OCB ®apma C.A., Benerus (Allee de la

PErMCTPALIMOHHOrO YI0CTOBEPEHHS Recherche 60, B-1070 Brussels, Belgium)

PaccmorpeB NpeaocTaBJIeHHbIC NPOM3BOLAHTEIICM AOKYMCHTBI H COAEPIKAIHECH B HHX
CBEJIEHHUS, HACTOMIIHM  TIOATBEpXKAaln, YTO  CCPHUS JIEKapCTBEHHOI'0  Ilpemnapara
COOTBETCTBYET '1'p€6OBaHHHM, YCTaHOBJIEHHEIM IPH €ro l‘OCY,LlﬁpCTBCHHOﬁ PEryucTpanyy.
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Yexanuua T.M. no
Tosepennoct B/H ot 25.01.2022 1.

Jlata 25.02.2022 r.
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=h UCB PHARMA SA Nepesog
CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM
L J Tel: 4322386 21 11
CEPTHOHKAT AHAJIM3A
Arapaxc Tabnerku, TIOKPBITEIE NjjeHouHOH oGonoukoi, 25 mr 25 TabreTok
Howmep cepun 1343206
Kon nponyxra : CIAD2907
Crpana nasuayenus : Pocchiickas Menepauns
3aperac1‘pnpouanm=:e YCIIOBHSA XpaHeHus : Xpauuts npu Temneparype He Beiure 25 °C
Ilpoussoaurens : FOCH ®apwma C.A., Benerus (BRAINE)
Cootsercryer Tpeboranusm crennpuKkalng Kak nokazano HHME:
IMokazarenn Crneungurauns| PesyarTaTe
AHAIHTHYecKHe PE3YALTATRI NpoayKTa
Onucanne Bessie npononrosature TabneTky, HoKpbITHIE Coorsercrayer
TUICHOYHOH 0Bonovfoi, ¢ llonepeyHoi ¢ pHckoit
¢ ofeux cTopon
()npe.uenemue NOJTHHHOCTH McTOQOM
BOWX:
Funpoxcusuua PHAPOXIOpHAA Bpems  yaepsusatus OCHOBHOIO  nuka wma Cootserernyer
XpoMaTorpamme HCMBITYEMOTO pacrtsopa,
[01y4eHHOH npy kdnuuecTBe oM OlIpECTIEHHN,
A0NIKHO COOTBETCTBORATDL, B Mpenemax += 3.0 %
BPCMCIM  YAEDKMBIHHA  OCHOBHONO nmhKka 1a
Xpomarorpamme CTaHpapTHoro pacTsopa
PHAPOKCHINNA MIPAXIopHaa
Oupepenenne noaannnocrn Meronom TCX:
Fuapoxcusuna THAPOXJjIopHIa Ochosuoe MATHO Ha Xpomarorpamme CootsercTnyer
HCMBITYEMOTO PACTBAPA N0 MONOMKEHMIO, BeNUY HHe
M OKpacKe NOM#HO COOTBETCTBOBATH OCHOBHOMY
IIATHY Ha XPOMATOrpasMe cTauapTioro pacTBopa
Cpeansas sacea HpuGamsurensno 1133 mr 112,8 mr
OnuopogtocTs mMacesr
= Munumym Otkaonenne or CPe/LICH MACCh B nMpolieHTax: He -1,2%
Gonee 2-x HEAHBHAY2/1bHBIX MACC OTKIOHSIOTCH OT
Cpeameii Maccnl Ha BeIHMHRY =7,5%, M ipu sTOM HE
0/1Ha HH,E!MF!H;J,)!E."]L!!E.H Macca HE AOIXHA
OTKIOHATLCA OT Cpefiiicii Macenl Ha BE/IHYHHY, B 2
Pasa NpeBsIAIOLLYIO 310 3HAYeHHe
- Makcumym Orknotense ot cpesweii maccs: B npouchrax: ne 1,1 %
Gonee 2-x HHAHBHIYalbHbIX MACC OTKIONAIOTES OT
cpesisell Mace! Ha Betunmy +7.5%, i npy 3TOM
HH OlHA WMHIMBMAY2TRHAS Macca e jompkna
OTKIOHATBCA OT CpeaHaii Maceh Ha BeUYHNY, B 2
Pa3a (peBbIAIOLLY 10 3T0 3HAYEHME
Pacrsopenne He menee 75(Q) % ot baspnennoro KONHueCTsa 101 100 101 100
mph 30 mun 10599 %
Howmep Bepenu |
Bhyrpemuii nomep LIMS Cliad Hora cosaniua. JUT MM IT

Hana
Buytpenuuit Koa SAP it nara
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: UCB PHARMA SA Nepesoa
CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM
L J Tel: +32 2 386 21 11

CEPTHOHKAT AHAJIN3A

ATapakc Tabnerku, NOKpLITHIE niicnounol o6onovkoii, 25 mr 25 Tabnetok

Homep cepun 1343206

Kon nponykra : CIA02907

Crpana Haznauenus : Poceniickag DQenepauus
3apeructpuposannsie YCnoBus XpaneHus : Xpauuts npu Temnepartype ne Bbine 25 °C
poussomurens 1 YOCB dapma C.A., Bennrus (BRAINE)

Poacrsennnie npuMecH

- JhioGan HICHTH()ULUMpOBANHAY TpUMech He Gosee 0,50 % <I1KO (0,10 %)
- JhoGas apyras npumecs He Gostee 0,20 % <IKO (0,05 %)
- CyMMa npumeceii He Gonece 1,50 % He noapaercs KOJIHYECTBEHHOMY
onpeacnenuo %
Boaa He Gonee 6,0 % 3.8%
Komnuecrnenuoe onpeaenenne 95,0 % - 105,0 % ruapokcH3Hia THAPOXJIOpHAA OoT
3aRBJICHHOIO KOMUuecTRa 99.4 9%
Oanopoanocrs J03HPOBAHHY B cootBercTeuy ¢ Esp. ©. 2.9.40 uny Coo‘rnercmym'

0O®C 1.4.2.0008.18

[Mokazarens npuemacmocry He 6ouee 15,0 3,1
Munumansnoe anaucuue Haunsie oryera 94.7 %
Makeumanenoe snaycne Haunbie oTuera 102,1 %
Cpennee suavenue Hanubie otuera 99,2 %
Howmep Bepeng
Buytpernmii Homep LIMS C2m3 Data cosammy. JUT MM ITTT

y Hara
Buytpernuit Kou SAP u nata
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:h UCB PHARMA SA Mepeson
CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM
L J Tel: +32 23862111

CEPTHOHKAT AHAJIH3A

ATapakc Tabnetku, NOKpLITLIE MilenoYHOl 060M104KOH, 25 Mr 25 TabneToxk

Howmep cepun 1343206

Koz npoaykra : CIA(2907

Crpana HaznaucHus » Poceniickan enepayus

3aperucTpuposansbie YCI0BUA XpaHeHus : Xpauyurs npu Temneparype He Beiure 25 °C

[Ipouzeoanrens  FOCB apma C.A., Bensrus (BRAINE)
MukpoSuonornuccias YHCTOTA B cootsercraum ¢ Kateropus 3 A wan

Esp. ©.5.1.4

- TAMC He Gonee 1000 KOE/r <100 KOE/r
-TYMC He Gonee 100 KOE/r <50 KOE/r
- Escherichia coli Orcytetue s | r OrcyTerayer

3ansaenue o cepruduramm:;

TPOAYKTA MpOM3BEAEHA, BKTIOUAs KOHTPONb KauecTea, B NONHOM COOTBETCTEMK C Tpebosannsmu Hannexaureii
[Tponzroncreennoit MNpaxtukn (GMP) nokaneuoro Peryastopuoro oprasa. 3anucu no TPOMIBOACTBY M ananusy
cepuu Bb1M NpoBepcHst 1 NPH3HAHBI COOTBETCTBYIOWNMH TPpeBoBaHMaM GMP,

Hara npousroncrea (UIMMIITD) @ 21.11.2021 ¢ Ot nuua
YIOJIHOMOYEHHOI'Q JIMLIA TITIOLUA TKM:
DE KEYSER JEAN-LUC

Tonewn mo (AAMM.ITTT) : 31.10.2026 1|
OnexTpoHHas nommuce <[MOATINCE>
Beinymeno : Mma, Gamunus

ABTOpH30BaHHOE NHLO

Hara Brinycka (AIMM.ITTT) 0 19.01.2022 1.

Homep Bepewun
Bayrpenii Homep LIMS C3ia3 Jata cospanmn JIMM TTIT

Mara
Buytpensmiit Koa SAP w1 gara



