| AEKJIAPAIIMSI O COOTBETCTBHUH

- AEKJIAPAHT, TIPHHUMAROIIHUA TEKJTAPAIIMIO O COOTBETCTBUHU
' 000 "FOCK Gapya Jlozucmure”
Ceeoenun 0 pecucmpayuu opeanusayuu: Mexcpationnas uncnexyus Pedepaibnoil Har020601 cayocter No 46 no
2. Maockee (12.08.2010, OI'PH 1107746610180, oama npuceoenus OFPH 02.08.2010.
Aopec: 105082, 2. Mockea, ITepesedenosckuit nepeynok, 0.13, cmp. 21. Teaegon:8(495)644-33-22
B e Fenepanervini oupesmop YVwenuna C.A.
Hosepennoe nujo: Apnaym E. M., dosepennocmy No JI-FODJI-12 om 02.08.2018 2.

' 3AMBJIMET, UTO

| Aexapemeennoe cpedemeo. Hoomponut matiemsu noxpeimoie odoaouxoit 800 sz 13 wim., ynaxoexu sueiixossie

| koumypuwte (2), naviku kapmounsie, PY Ne IT NO11926/03 om 11.07.2007 (dama nepeodhoprrenus PY

| 04.05.2016), cepus 268246, napmua 4248 ynaxosox, 200en 60 31.07.2022, npoussoocmea FOCE Dapya C.A.,

! Beaveus, UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-I' Alleud, Belgium xoo OKITJ2 21.20.10.236,
k00 TH BOI 3004900002, konmpaxm Ne LOG/RU/UCB/2011 om 14.01.2011, unsoiic No 90002548 om
01.04.2019

COOTBETCTBYET TPEBOBAHHUAM

1T N011926/03-110707 (H 42-10586-05 uaw. Nol, N2 om 24.03.2010, Ne2 om 28.04.2010, Ned-6
JAEKJAPALLUA TIPHHATA HA OCHOBAHUHU

npomoron ucnvimanutt Ne H19-01463 om 08.04.2019 QOO "HILAC "Buomexnoiozus”. ammecmam
arkpeoumayuu RA.RU.21OMO4, Cepmudhuram POCC BE.PM15.C76337 om 08.04.2019

| JATA IIPHHATUS TEKJIAPALIMU 09.04.2019

|| IEKJAPALASFAENCTBUTEIBHA 10 31.07.2022
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e CBEJEHHWS O PETUCTPALIAA

OPT'AH MO CEPTUM®HKALIMH, 3APETHCTPHPOBABIII NI JAEKJTAPALIUIO
| POCC RU.0001.11®PM15 OPTAH IO CEPTHOHKALIMH ITPOIVKIIHH OBU[ECTBO C

| | OPPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIS KAYECTBA"

| aodpec opeanuzayuu: 115280, 2. Mockea, y1. Macmeprosa, 0. 4. sm. 5, nom. I, kom. 1., adpec opzara nO
| cepmugpurayuu: 143581, Mockosckas ofiiacme, Henmpunexui paiion, oep. Jlewroso, 0. 248, cmp. 1, mea.:
| (495)640-96-69, (495)787-92-78 seb-caim: oyik. pe.

- AEKJAPAUHA O COOTBETCTBUH 3APETMCTPHPOBAHA N POCC RU J1-BE.OM15.4.13199/19
JIATA PECUETPALIUH 09.04 2019
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Mepeacd

l hl UCB Phorma SA

: Chemin du Foriest, 8-1420 Braine Falleud

i ‘ Belginm

Cepmuthuram anauisa

Hootponun tabneriu, nokphiruie obonoukoii, BOO mr - 30 tabnetok

Honstep cepun

1 268246

Ko upoaykra - CIA02910

Japerucrpuponanisic Yeaonus xpanenns:
Xpututn npu Temnepatype e soiie 25 °C, XpauuTe & cyxom mecTe

Hpyras sidopmanng o Xpanetiu . He yKazaua

Coorsererayer tpebosannam CMCUHMHEKALUNK KAK NTOKAZAHO HIGKE:

[Mokasarenn Hopsbi Pesynnrars

Ouucanue [pononronatere Genvie TabneTkn, Coarserctryer
MOKPLTHIC 0Bonokofl, ¢

Mapkrposroi N/N Ha oaHo

C1opoie 1 ¢ paznenurenstoii

HACCUKOI Ha Apyroii

Cpeinns sacen
Onnopoanects no sacee

Pacnajaesmochy,

Conepmweanie Bojibt
Pacrsopene

nﬂjl.’llilllll’.)(’l'l-

Hupaneram (BIKX)
Mnpaneram (HK)

Jnoxem ruraua (£171)
KﬂJIIl'I(‘("THEHIIDC OIII)C.!ltJIt‘IIHE
nupanerama

TocTopounue npumecn
Haenruduuiposaunan:

2-m|ppo.:mmm—N-ylccycnmi KHCHOTLE

Heycranonnennne npivecis
CyMua (maenTnpHiupoBan s 1
HEYCTAHOBICHHLIX)
Mupoadnonornyceran wnerora

Cymna aspobunix Gaxrepnii (TAMC)

Cymnma rpubon/iiecenn (TYMC)

Knweunas nanouka

Okono 880 mr

Mponentioe arknonenue: § % or
cpeaneil Macco

He Gonee 30 mun

He Gonee 1 %

Q=75% uepes 30 amuu
Heaoxknrenuno

[Monowurennio

HMonmrnrennio (ecnn teer mupyeres)

800 mr na 1aGnerky
Mpenesei: 95,0 % - 1050 %

He Gunee 0,20 %

He Bonee 0,10 %,
He Gonee 0,30 %

He Gonee 1000 KOK/A

He Gonee 100 KOE/r

Oreytersue s | r

Crpanuua 1wy 2

875 mr

Coorrercruyer

5 M

0%

Brinonuserea nepuognyecky
Coorsercroyer
Cootpercrpyer
Bhlﬂ(h’iHJlL‘TCﬂ NEPHOAHYCCKH
294 %

<0,10 %

<0,10 %
He vounaeres onpeneaenno®

Buinommerca nepnomirieckn
Boinonuaeres nepuonnueexn

Boinosisnercs NePHOLHUCCKH



Nepeaud

I | hl UCE Pharma SA

u: Chemin du Foriest, B-1420 Braine 'alleud

i ‘ Belgium

Cepmm/)ufcam AHAAU3A
Hootponm tabnerion, nokpurreie oGonoukoii, 800 Mr - 30 Tabnetok

Honep cepun 1268246

Koa nponysra

cCIA02910
Japerncrpuposanume YEAoBHM Xpancim;
XPaHHuTE npu Temnepatype ve shie 25 °C, XpanuTe B cyxoM mecTte

Hpyras undopsanns o xpasenun | HE YKazana

3aswacuie o ceprudicatiin:

“a'JTOHU{HM nogreepacan, yro NPHACACHKHAN BbiUC

HHOOPMALLIA ABAACTCH MOMIINOH 1 Tounoil, Yrasannas
CepHa

UPOLYKTA NPOH3BCACHA. BKMOMAA KOWTPONL KAYCCTRA, B NOJSHOM COOTBETCTSHH € A peGuBAIsMY
Haanewawelt Mponssoacreenuoli Hpakerima (GMP) noasunoro Peryinropioro oprana. 3anucn no abpaborie it
ALY Cepitd BLAN NPOBEPEHBL 1 PR HLI COOTBETCTRYIOtMMI TReGoBannam GMI?.

Hara nponssoacrea 221 asryera 20018 .,

loaen xo 231 nionn 2022 1.
Manuas noanuch aenaetes IEKTPOHHOI

Kem suitano : Cung Sylvie
YIOAHOMOYCHHOE [0

Jdara seimycka 215 dhegpana 2019 1.

Yuoanoyoucinoe anno naomankn : De Keyser Jean-Luc

IOCE thapma C.A. vesn.: +32 2 386
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