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JEKJTAPALIAS1 O COOTBETCTBHH

| JEKJIAPAHT. INIPUHHHMAIOII U JEKJAPALINIO O COOTBETCTBUH

E 000 "HOCE Papwa Hdozucmure”

- Ceeoenun o pezucmpayuu opeanuzayuu: Medxcpationnas uncnexyus Dedeparbnon narocosot cavacosr Ne 46 no

. Mockee 02.08.2010, OTPH 11077466101 80, dama npucsoenus OUPH 02.08.20]0.
| Aopec: 105082, & Mockea, lepesedenosciuii nepeyiox, 0.13. cmp. 21 Teaeghon:8(495)644-33-22
| B auye: Ieneparvo oupexmop Yuenuna C.A, e
- Hosepennoe auyo: Apnaym E.D., dosepennocme [J-FOD-12 orﬁu. 08.2018..

' 3ASABJISIET. YTO

‘ Aexapcmeennoe cpeocmso: Amapare, maGuemenu NOKpbimble nienounou 0Go10ukon 25 M2 25 wm., vhakoeru

| du Foriest, B-1420 Braine-] "Alleud, Belgium , ko0 OKIIH2 2] Zﬁ,] 0.230, ko0 TH B2JT 3004 900002,
| Kowumpaxm Ne LOG/RU/UCB/2011 om 14.01.2011, unsotic Ne 90008786 om 14 11.20]9

| COOTBETCTBYET TPEEOBAHUSIM
| TTNOII405/0)-071211 g

| AEKJIAPALIAS IPHHSITA HA OCHOBAHUM :

| npomoxon ucrsimanuii Ne 22] Orom 26.11.2019 H/T OO0 HU "@APMOBEOPOHA". ammecmam

| axxpedumayuu POCC RU 0001.21 0140, Cepmugpuxam POCC BE. PMI5.C92020 om 26.11.2019

- JATA IPHHATHSA AEKJTAPALIMH 27, 11.20198

| AEKJTAPAINMS AEACTBHTEIBHA 0 30, agf 02
& e ML N} )

oexiapanm noanucs

| . CBEJEHUS O PET UCTPALIUU

OPrAH 1O (TEPTH(DHKAI_[HH, 3APETHCTPUPOBAB 17071 AEKJIAPALIHIO

- POCC RU.0001.11®@MI5 OPI4H 110 CEPTH@P]K}!UP[HHP%}?VKUHH OBIHECTBO ¢

| OrPA HHYEHHOH OTBE TCTBEHHOCTBIO "OKPYVKHOF HEHTP KOHTPOJIH KAYECTBA g
aopec vpeanusayuu, || 3280, 2. Mockea, ya. Macmeprosa, 0. 4, am. 5, now. 1 xom. 1., adpec opeana no

cepmugpurayuu: 143581, Mockoscxas odaacme, Hempuncruii paion, Oep. Jleuxoeo, 0. 248 cmp. [, men.:

(493)640-96-69, (495)787-92. 78 seG-caum. oyxx. 2.

| AEKJIAPALIUS O COOTBETCTBHM 3APETHCTPHPOBAHA % POCC RU J-BE.®M15.4.29359/19
- AATA PETUCTPALLUM 27,71 2079 b4
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Aveuxoevie keumypuvie (1), navwy Kapmonuvie, PV No I NO11405/01 om 07.12.201] » cepus 287838, napinus
| 162536 ynakeeok, coden oo 30, 09.2024, npoussoocmea IOCE @apma C.A.. Bewveus, UCB Pharma 84, Chemin

R



Chemin du Foriest, 51420 Braine I'ulieud

I d:hl UCB Pharmn sA Nepeaod
' i ‘ Belgiven

(.“(?[JHIH{IJUK(HH ananusa
A'l?lpm{c TafierTin, NOKpetreie nienounoit oboioukoi, 25 M- 25 1a0seToK
Homep cepun 1287838
Koa npogykra : CIAD2907
3“[)(‘-"“ l:TPIle!IiElIIIIIJC yeqonus !’)!III(‘” sz
XPaHutn upn rerueparype e cuime 25 °C g CYXOM MCCTC

Hpyran undopmawin o Xputenig :HC yKAa3aHa

Coorseterayer ipeGosaniam CHEUHPHRAUI KAK TOKIHHO THDKe.

INoxasarens Chewndmcamn Pesyabran

Quacanne beawie npostonrosarkie tabnerky, Cuooreercrayer
NOKPLITHIE MNeHOUOI 0bonoukoil, ¢
HenepedHol ¢ puekoit

Cpeaunsns Macea Mpubnmsirennno 1135 mre L1 mr

Oummopoanocrs, macem Oritonenie ot epearedi macenl Cootrercrs
7,5%

Coaepsranme soant (cean neeaejywr) He Goaee 6.0 % 44

Oupeaencune noganunocrn

vwetonom BIOIKX:

- Fuppokenauna 2HCL Honomutensksif pesynerar
Oupeaesenne nopnmmocrn

merosom TCX:

- Puapoxcnanua 2HCI Hoaowurenvnwii pesyinrar Coorsercisye
Moaannnoers: (eean HEC LY 10T)

= Twrana anorenn (E171) Horoxu e pesyavrar Buinoannercs HEPHOAMYCCK
Komucernennoe onpeaciaennce: 25 Mr na oany TaGaercy

Fiaposensnna 2HCI 95.0% - 105.0% 99.9 %

Pacrsopenne Q = 75 % 3a 30 munyr Coursercruyer

MpoaykTi pacnaja

- Eantnynas HICHTHDUUKPOBHISI He Honee 0,50 9, <0,10 %

PHMECH

- Eanunvnes HeHAeHTHDHUKPORaHTas

NpHUMech He Gonee 0,20 v 0,05 %

- Cymma npuseceis He Gonee 1,50 % He nonnaercy

KOIHYECTBEHHOMY
CUPCICHEHHIO %,
Mukpofuoioriueckan winerora

- Obuiee uncno aspodusix He Gonee 1000 KOR/r <100 KOE/
MHKPOOPraHuIMoB

- OBuiee uneno APOACKERLIX B He Guiee 100 KOE/F <50 KQE/r
ecienux pubon

- Escherichia cali Oreyrereme u | Oreyrernyer

: , -
Crpanmua | iy 2



h UCB Pharma SA Mepesod

Chernin du Foriest, 8-1420 draine I'olieud

r
L E J Belgium

Cepmugpuram ananuza

Atapaxc Tabnerkm, HOKPLITLIE MIIeHOUHOH oBonoukoi, 25 Mr - 25 rabietok
Homep cepun 1 287838

Koa npojgyxra - CIA02907
3aperiucrpuponaunnnie YCTORMNS Xpanenny:

+ or~ o
Xpanure npu remnepatype ve shie 25 °C g CYXOM MecTe

Hpyras undopmanns o XpaHcHum | He yKalaHa

Jauniennc o cepruuramn:

Hecromumm noprsepwaaio, wro NIPHBCACHHAS BRIUC HHOOPMALKS ABASETCH HOMIMHHON M TOMHO.
Yxazauuana cepus upojykra VIPOMIBEACHA, RKAOYAA KOHTPOAL KAUECTBA, B NOMHOM COOTBETCTRHM C
TpeGonannsmu Hajuienaiedt | lpoussoacteennoi Upaxrukn (GMP) noxaassoro Peryastophoro opraa.
3anucH no ofipafiotke u AHATIH3Y cepum BLITH Nposepens! 1 HPU3HAKHBI COOTBETCTBYIONIMMH TpeGonanms

GMP.
Jlara nponasoncTaa 03 okrsOps 2019 1,
Cpox roanoery : 30 cenrabpa 2024 -

Marmas noanues swaneres ANCKTPOHHOMH

Kew sriaano .
4 : Gregory Kinnard

OGecieucnire kauceTaa/Y noiiHoMoueHHOe 11110
YIAKORKA

ara Boinycka 07 noabps 2019 r.
YRoustHoMouCHHOE Mo miomakn : De Keyser Jean-Luc

HOCE dapma C.A. ten.: +32 238621 11
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