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| | adpec opeanuzayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, >m. 5. nost. I xow. 1.

- JEKJAPAHT, IPUHUMAUIHHA JEKJIAPALIUIO O COOTBETCTBHH
000 "KOCE Dapwa Jlosucmuxe”
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Adpec: 105082, 2. Mockea, lepesedenoscruit nepeyiox, 0.13, emp. 21 Tereghon 8(495)644-33-22
B auye: eneparbuviii oupexmop Ywenuna C A,
| Hoeepennoe auyo: I'puuruna B.M., doeepennocmn No JJ-FODJI-12 om 02.08.2018e.
| 3ASIBJISIET, YUTO
| nexapcmeennoe cpeocmso. Hoomponut matinemnu noxpeimbie oboaouxou 1200 ve 1) wm., yhakoexu
| Avenikosvre Konmypnoie (2), nauku kapmonneie, PY Ne JT NOI1926/03 om 11.07.2007 (0ama nepeoghopmrenusn
| PY04.05.2016), cepun 276045, napmus 39992 ynaxosox, 2ooen oo 31.01.2023, npouzsoocmsa KOCE @apya
| C.A., Beawawn, UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-I' Alleud Belgium koo OKIII2
21.20.10.236, koo TH B2 3004900002, kowmpaxm Ne LOG/RU/UCB/2011 om 14.01.2011, unsoic No
90004417 om 06.06.2019

- COOTBETCTBYET TPEBOBAHHSIM

 ITN011926/03-110707 (H/T 42-10586-05 usm. Nel, No2 om 24. 03.2010, No2 om 28.04.2010, Ne4-6
JEKJIAPALIUS NMPHHATA HA OCHOBAHUU

npomoxonr ucnvtmanuit No H19-02572 om 11.06.2019 OO0 "HIIC "Buomexnozocus’ ammecman

| arkpedumayuu RA.RU.21 DA, Cepmugpuxam POCC BE . PMI5.C79956 om 14.06.2019

JATA TIPUHATHS JEKTAPALIMU /4.06.2019
JAEKJTAPAUAST AEMCTBUTENBHA 10 37.07.2023
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" CBEJEHMSI O PETUCTPALIA

- OPI'AH 110 CEPTU®HKALIMH, 3APEI'MCTPUPOBABII NI JAEKJAPALIMIO

- POCC RU.OGOI 1T ®OMI5 OPIAH 11O CEPTHOHKALHH ITPOIVKILHH OBIUECTBO C
| OIPAHHYEHHOH OTBETCTBEHHOCTAIO "OKPYKHOH [IEHTP KOHTPOJIS KAYE CTBA",
adpec opeara no
cepmuchuxayuu.: 143581, Mockoscras o6iacme, Hempuncrutt pation, dep. Jlewrogo, 0. 248, cemp. 1,
- (495)640-96-69, (495)787-92-78 geb-caim: oyxk. ph.

| ﬂEK.ﬂARA‘Mﬂ‘ﬂ 0 COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU JI-BE. &M 5.A. 17111719
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Ceedenus 0 peeucmpayuu opeanusatjuu: Mexcpationnas uncnexyus Pedeparsnot naiozo6oli ey No 46 no

!
| | e Mockee 02.08.2010, OFPH 1107746610180, dama npuceoenus QI PH 02.08.2010. '



] I ucCs Pharmo SA

:h Chemin du Foriest, B-1420 Braine 'olievd

. ‘ Belgium

Mepeaod

Cepmudpuram ananusa

Hootponun rabnerku, nokphithie obonoukoi, 1200 mr - 20 1abnerok

Iomep cepun

Ko npoayrra
apernerpuposannsic yeaosnn Xpamcns:
XpauuTs npH Temneparype He anie 25 °C, XPaHuTh B cyXom Mecte

Hpyraa nidopmauma o xpasenin

1276045

s CIA02908

I HE yKazaHa

CUUTBUTCTB)"L‘T T|)C60Hill-ll-l)l]\| Cllfllll{!lﬂl\‘ﬂtillil KAK MOKAIAHO HIDKE:

Mokasaien
Onicanne

Cpeanss macea
Oanopognocrn macent

Paenauaesocrn

Conepwanie Boan

PacrBopennc

HMopaminaers nupancrana BYKX
Noannunocrs nupaveravnn MK
Moammnocrs tnrana anokenaa
(E171)

Komnuecrsennoe onpeneacune
uupancTama

HoeTtoponnie npusecn
HaeHTidunmporanman:
2-HPPOANAOH-N-YKCYCHON KHEAOTHI
Heyeranosnennuie npuMecn

Cymma npumecelt
(HACHTHPHIHPOB® S ihix 1 H

HACHT UM LI POBAHHBIX )
Muipobuoaoriiecicasn yierora

Cymua aspoGurix farcrepnii (TAMC)
Cymya rpuSon/nnecein (TYMC)

Kueunas nazouka

Hopaor

llpoaonrosareie Gennte Tabnerin,
NOKPhITHIE 000/10MKOH, ©
paszenurennioii nonepeuHo
pHEKOR ¢ obenx cropou; Ha 0aHOI
CTOpoHe TabNeTRY Cnpasa H chesa
OT pHCKH Fpasnposks NAN

Okono 1320 mr

Hpouenrnoe otikaonenie: § % or
cpenneil Macen!

He Gonee 30 mun

He Goaee | %

Q=75 % 4epes 30 Mun
Monokurenso

[onoxirensio

[Monwwirensuo (ecnn TeCTHPYETCA)

1200 mr & Tabnetke
[pegensi: 93,0 % - 105,0 %

He Gonee 0,20 %

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

He Gonece 1000 KOE/r

He Gonee 100 KOE/r

Orcyrersie s | r

Crpasinua | w3 2

Pesyanrarst
Coorsercrsyen

1311 mr

Coorrercrver

7 MHH

0%

Bhioauseren nepruoanyecku
CootsetcTayer
Coursercrryen

Buinonnsercs neprnonmieckn

100,6 %

<0,10 %

<0,10 %
He nosnacres onpeaenenmo%

Buinoasseres uepnognyecku
Beinonusercs nepnoamsiecxn

Buinosseren nepyomgimieckn
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Chemin du Foriest, 8-1420 Braine lalleud
Belgium

:h UCB Pherma SA Nepesod

Cepmudpuram ananiza
Haoorpomin rabnericn, nokpuiriie oGonoukoit, 1200 mr - 20 tadnetok

Homep cepun : 276045

Koa npogyxra : CIA02908
3aperucrpnposannsie YCAOBUS XpancHis:
Xpanurs npy Temnepartype ne nuitie 25 °C. Xpanutn B cyxos secre

Hpyras undopsaws o XPAHCHHH | HE yrazaHa

3aspaenne o cepruduraunn:

Hactonmmm noarsepiaio, wio HPHBCLCHHAY BBULC HHQUPMANUMS SBISCTCH HOLIHBNOH | TOUNO,
yl\':’ﬂiﬂ[!lﬂﬂ cepua NpoOAYKTa NPOHU3BEACHA, BRAIOYAR KOHTPO/L Kayecrea, B MOAHOM COOTBETCTBHH ¢
TpeGonatam Haaaescaweii Mpoussoactoenioi Tpakrisy (GMP) noranuioro Perynaropuioro
oprasa. 3anucu no obpadortke AnaNK3y cepun Brill nposepens! 1 ITPH3HAHB! COOTBETCTRYIONLMMH

rpefonanmam GMP,

Jlvra uponssoaciisa 2 L1 dhenspans 2019 ¢

Cpox rojnoctn 2 31 aueaps 2023 r.

J-{‘AHHHH ROANMHCH apaseres BACKTPOHHON
Key Buinano : Gregory Kinnard
»E,.

QA/YnosHosoueHHoe 1m0 ynakoska

Hara Beinycka : 20 Maxn 2019 1,

Yioaumomoucnuoe mno IOIA K] : De Keyser Jean-Luc

HOCE apma C.A. ten. +322 38621 1]

Crpammua 2 uz 2






