NEKJAPALIUS O COOTBETCTBUM

JNEKJIAPAHT, MPUHUMAIOLIN# TEKJAPALMIO O COOTBETCTBUU
000 "HOCE ®apma Jozucmurc”

I * A ~ .f‘a 4
CeedeHus 0 peeucmpamm Up.?,aﬂu3al{uu.' .‘We.}ffpa“()HHﬂ.ﬂ UHCNEKYUA (peaepﬂ.’lbﬂﬂu HAN02060U CNYAHCOBI J\_ 46 no

2 Mockee 02.08.2010, OTPH 1107746610180, oama npuceoeius OFPH 02.08.2010.

Aopec: 105082, 2. Mocksa, ITepesedenosckuit nepeyiok, 0.13, cmp. 21.Teneghon:8(495)644-33-22
B auye: leneparsuviit Oupexmop Ywenuna C.A.

JHosepennoe nuyo: Apnaym E.@., 006epeHHOCHIb Ne T-FODJI-12 om 02.08.2018 2.

3ASIBJISIET, UTO

nexapemeennoe cpedcmeo: Hoomponua madienku nokpeinsie oboaouxon 1200 mz 10 wm., ynakoexu
Aveiikogvie konmyprbie (2), nauku kapmonwvie, PY Ne I N011926/03 om 11 .07.2007 (oama nepeoghopmienus
PV 04.05.2016), cepusn 266261, napmus 40000 ynakosox, 200¢en 00 31.10.2022, npoussodcmea FOCH bapma
C.A., Beaveusn, UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-I' Alleud, Belgium koo OKITJ[2

21.20.10.236, koo TH B3 3004900002, konmpaxm Ne LOG/RU/UCB/2011 om 14.01.2011, uneoic Ne
90000937 om 04.02.2019

COOTBETCTBYET TPEBOBAHUAM

TT N011926/03-110707 (H/J 42-10586-03 uzv. Nel, Ne2 om 24.03.2010, Ne2 om 28.04.2010, Ne4-6
JEKJAPALIUA ITPHHATA HA OCHOBAHHH

npomoxon ucnstmanuti Ne Hi19-00446 om 12.02.2019 Q00 "HLJIC "buomexnonozus”, ammecmant
axxpedumayuu RA.RU.21 ®MO4, Cepmugpuram POCC BE.DM15.C73106 om 12.02.2019

JAATA MPUHSTHS AEKJTAPALMH 13.02.2019
JNEKJIAPALLASI NEUCTBUTEJIBHA JI0 3/.10.2022

MH st \=d a’/— Apuayt E.®.
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"~ CBEJEHMS O PETUCTPALIUA

OPTAH IO CEPTHO®UKALIMH, SAPETHCTPHPOBABIIHH JEKJIAPALIAIO

POCC RU.0001.11PM15 OPIAH ITO CEPTH®HKALIHH TPOIVKIIHH OBIIECTBO C

O PAHHYEHHOH OTBETCTBEHHOCTbIO "OKPV)KHOH LEHTP KOHTPOJIS KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocxea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, kom. 1., adpec opzana no
cepmucpuxayuu: 143581, Mocrosckaa oaacme, Hempunckuil paiion, dep. Jewkoeo, 0. 248, cmp. 1, mea.:
(495)640-96-69, (493)787-92-78 seb-caiim: oyix.pep.

AEKJAPALMA O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU JI-BE.®@M15.A4.09620/19
HOATA PETHCTPAUMMH 13.02.2019
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r ] UcB pharma SA

: Chemin du Fories!, B-1420 Braine I'ulleud

L ‘ Belgium
Cepmudpuxam ananiza

Hootrponun Tabnerin, nokpuituie obonoukoi 1200 mr — 20 Tabnetok

Haenrnguranins anocena THrana
(E171)
KonnuecTBeHHoe conepxaHiie

[Tonoxurentiio (ecny TecTipyercs)

1200 mr 8 Tabnerke

Homep cepun 1266261
Koa npoaykra : CIA02908
3aperucTpIpPoOBANHbIE YCO0BIS XpAHeH !
XpanuTb npy Temnepatype He seie 25 °C, XpauuThb B cyXoM MecTe
Jlpyras uHhopMalKHs 0 XpaHeHu ! HE yKalaHa
CooTeetcTByeT TpeHOBAHNAM CREUNPHKALNH KA NOKAZAHO HIbKE:
MMoxazaTenn Hopmbr PesynabTaTsi
Omiicanne [poponrosarkie Gensie TabaeTki, CooTsercrayer
HOKpbIThie 06004 Ko, ©
pa3aenuTENsHOM nonepeyHoil
pHCKoil ¢ 06enx CTOpOH; Ha ONHOH
cropone TabneTkn cnpasa H cnesa
OT pucKi rpasiposka NN
Cpenunn macea Oxono 1320 mr 1312 mr
OaropoaHoCTL N0 Macee MNpoucHTHoC oTknoHeHKe: 5 % oT
cpenHeii Macchl CooTtsetcTByeT
PacoagaemocTn He bonee 30 mun 7 MuH
Conepxanne Bk He Gonee | % 0%
Pacreopenite Q=75 % ucpes 30 mun BHNosHAETCA NEPHOAHYCCKH
HaenTudmxauin nupauerama [MonoxurensHo CooTBeTcTBYET
BIKX
Haentugurkauua nmpauerama MK [lonoxurensuo CoorpeTcTRYET

Brinonuaerca nepHoiHYecKH

nupaucTama [Tpeaenst: 95,0 % - 105,0 % 993 %
[MocToponHite npnmecn

Hueurndmumnposannan: He Goaee 0,20 % <0,10 %
2-NUPPONHAOH-N-YKCYCHOIT KHCNOTH

Heycranosnennbie npuMecH He Goaee 0,10 % <0,10 %

Cymma (snenrudiHumponatinnix n
HEYCTAHOBJIEHHBIX)
Mukpobnoaoru4eckan 4ncToTa

He Gonee 0,30 %

He nognaercs onpeaenenmo%

Cymma azpoGrmix Baktepuit (TAMC) He Gonee 1000 KOE/r <10 KO8k
Cymma rpnbos/mnecenn (TYMC) He Gonee 100 KOE/r Sad i
Kimueynas nanouka Oreyrersue s | r OrtcyTerayer

Crpanmna 1 w3 2
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] hl UCB Pharma SA

u : Chemin du Foriest, B-1420 Braine 'alleud
. i ‘ Belgium

Cepmudpuxam ananuza

Hootponma Tabneticn, nokpwitsie obonoukoi 1200 mr — 20 Ta6aetox
Homep cepnu 1266261

Koax npopyxra : CIA02908
3aperncrpupoBanubie Yea0BIs Xpanemiss:

XpauuTe npH Temnepatype He Boiwe 25 °C. XpauuTte B cyxom MecTe

Jpyras uHiopmaimis o xpaHeHun ! HE YKa3aHa

3asaenne o ceprudmranin:

Hacrosium nojrreepaiaio, 4o npusesenias sbiue HHQOpMaUUs SBASCTCS NOMIMHHON H TOYHOIL,
YKaszanHas cepus 1POAYKTa NpoM3BeaeHa, BKMIOUAs KOHTPO/IL Ka4ecTna, B MOMHOM COOTBETCTRHH ¢
TpeBoBanuamu  Hamnewaweii [Npoussonetsennoii Ilpaktukn (GMP) nokanwHoro Perynatopuoro

opraia. 3anucu no ofpaGotke U ananu3y cepuu Grinn TPOBCPCHBI K NPH3HAHLI COOTBETCTBYIOIHMM
TpeGopaniam GMP.

Jlava npomsnoncrna : 19 noabpa 2018 r.

Cpor roguocru 131 okTabpst 2022 1.

Hanuas noAIMCh HBIRETCA 31EKTPOHHOI

Siskkaniins : Haupert Laurent
YnoaHomorenHoe nHUO

JaTa Buimycka 1 07 suBaps 2019 1,

Ynoanomouentoe nuuo naomangn : De Keyser Jean-Luc

HOCB ®apma C.A. ten.: +322 38621 11
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