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AEKJAPALIUSI O COOTBETCTBUM

AEKJIAPAHT, IPHHUMAIOLL M i1 AEKJTAPALIHIO O COOTBETCTBUM
000 "FOCE @apua JTozucmuxe” ’
Ceedenus o0 pezucmpayuu opearvsayu: Mexcpationnas unenexyus Dedepansrolt Ha1020601 cyoucoor Ne 46 no |
2. Mocxee 02.08.2010, OFPH 1107746610180, dama npuceoenus OFPH 02.08.2010.

Aopec: 105082, 2. Mockea, Iepesedenoeckui nepeyior, 0.13, emp. 21. Teaehon:8(495)644-33-22
B nuye: Ienepanvuoii dupexmop Yutenuna C A.

Hoeepernoe nuyo: Apraym E @, doeepenniocms Ne JI-JODII-12 om 02.08.2018 2

3ASABJISIET, UTO

Aexapemsennioe cpedemeo: Hoomponun madremiu noxpeimvie oborouxou 800 m2 15 wm., ynakoexu aveiwoeoie |
KoHmyphbie (2), nausu kapmonnsie, PY Na [T NO11926/03 om 11.07. 2007 foama nepeoghopmaenus PY
04.05.2016), cepun 262878, napmus. 40366 ynaroeok, 200en do 31.08.2022, npouseodcmea FOCE ®Dapyva C.A.,
beaveus, UCB Pharma S.A., Chemin du Foriest, B-1420 Braine-1I' Alleud Belgium koo OKIIZI2 21.20.10.236,
koo TH B2 3004900002, konmparm Ne LOG/RU/UCB/2011 om 14.01.2011, unsoiic No 90000937 om
04.02.2019

COOTBETCTBYET TPEBOBAHHUSAM ||
1T NOI1926/03-110707 (HJT 42-10586-05 uzm. Nel, Ne2 om 24.03.2010, Ne2 om 28.04.2010, Nod-6 :

AEKJIAPALIUS ITPHHSITA HA OCHOBAHHUH .
Hpomoron ucnsimanwu Ne H19-00399 om 11.02.2019 OO0 "HLUIC "Buomexnonocus”, ammecmam §
akxkpedumayuu RA.RU. 2] OMO4, C epmughusam POCC BE.DMI5.C73015 om 11.02.2019

I[EKJIAPAHI’IH‘;]EITICTB UTEJIbHA 10 37.08.2022
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CBEJIEHMSI O PETUCTPALIMU |

OPrAH 110 CEPTHOHUKALMH, 3APETMCTPHPOBABIIHIl JEKTAPAITHIO

POCC RU.0001.11®M15 OPI4H I10 CEPTHOHKALIHH ITPOIVKIHH ¢ JBIECTBO C

OFPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYKHOH LEHTP KOHTPOJIS KAYECTBA " ‘
aopec opeanusayuu: 115280, 2. Mocrea. ya. Macmeprosa, 0. 4, sm. 5, now. 1, kom. 1., aopec opeana no 5
cepmupuxayuu: 143581, Mocroecxas obaacme, Hempuncruit paiion, dep. Jlewroso, 0. 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 seb-caum: QUKK. P,

AEKJIAPAUMA O COOTBETCTBHHU 3APErMCTPHPOBAHA ¥ POCC RU A-BE.®M15.4.09565/19
JATA PETHCTPALMM 12,02 20]9
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l | hl UCH Phiarma A

Belgium

Chemir du Foriest, B-1420 Broine Folteud

Cepmudghuxam ananza

Mepesod

Hoorponna taGaerin, nokprireie 0Gonoukoi, 800 M — 30 taGnerok

Homep ceprin

Ko npoayira

1262878

: CIA02910

31][]1.‘1'"1."1‘["[l]Ull"lilIll:lL‘ yeaonnn Apancunn:

Xpanuth npd temaepatype He sie 25 °C, XpalHTh b eyNo MecTe
p b, )

Hpyras nudopmaims o xpanerin

. HC YKa3saHa

Cooreerersyet Tpefioranmsm COCLM ALY KAK MOKAZAHO HIKE:

TMoasarenn

Ouneanue

Cpeansin macea
Onuopoanoets 110 macee

Pacnapaemocrs

Coneparanne sojin
PacToopenne

Moansuunocrs

Hupaaeram (BYAX)
Mnpaueram (M)

Mnowena rorana (E171)
Koansecrsennoc oupeaencine
npaneranma

Moctoponnie npusect
Haentupnunposannan:
2-1pponugon-N-ykeycHoit knenoti
Heyeranosnemimie npisecn

Cymma (naenTuhuimponan ewx n
HEYCTUHOBICHHBIX)
Murpoduonornmeckan uncrora

Cymma adpobnnix Sakrepnii (TAMC)
Cymma rpudos/nncceni (TYMC)

Knwednan nanouia

Hopain

Mponoarosarsie Geavle Tadnerx,
NoKkpsITLle 0do0NKOH, ¢
MAPKHPaREOT NN Ha oanoii
CTOPOHE 1 ¢ PALACTHTENLHOI
Haceukof Ha apyroii

Oxono 880 mr

Iponenrioe orenonesue: 5 % or
CpeaHeit Maccul

He Gonee 30 mun

He Gonee 1 %

Q =75% uepes 30 smuw

[ lonowurensHo

[Monomurensso

Monomkutenbiio (ecam TecTupyeren)

S00 mr a TabneTky
[Mpenenei: 95,0 % - 105.0 %

He Gosee 0,20 %

He Gones 0,10 %
e Gonee 0,30 %

He Goaee 1000 KOE//r

He Goaee 100 KOG/

Orcyrersuen | r

Crpatnua | 13 2

Pesyasrari

CootsetcTnyer

877 mr
Coorrercrnyer

S MH#

1 %

Buinonusercs NEPHOAHYICCKH
CooteercTpyer
CooTreTcTBYET

Bhinonugeres nepuomueckn
100,6 %

<0,10 %

<0,10 %

He nonnaetes onpeaeneno¥
Barnoanseres nepnomiieckn
Brinonnscren nepuoiecin

Beinoanseres nepuopiieckn
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! : Chemin du Foriest, B-1420 Broire Foficud

Nepeaod

Belgium

CL’[H“HH(I)HK[H’H anaaiuia
Hootponun Tabaertiu, NoKpLisie oGonoukoii, 800 Mr - 30 rabaeror

Homep cepun 1262878

KKoa nponyiera : CTA02910
Japeruerpuponamminie yeaonus xpanens:
XpanuTs (it TeMneparype e suie 25 °C, XPAliTL B CYXOM MecTe

Upyras undopraviun o xpanennn : He YKazana

3asisacinie o cepTidieaun:

Hactosumy MOATBEPACLAID, QIO NPUBEAEHNAN BbIILC nw.lzupmalum ApfsCTCH NouniHHOl W Tounoil. Yiatanuas
CEPHsL NPOAVETA HpoumiBeacHd, vKInOYyas KOITPOJiL KAUeCTsa, 8 nolHoMm COOTRCTCTRHM ¢ 1;:L'fx)uam-mwl
Hannescaeil [pousnonctoennoii Mpakrukn (GMP) nekansnore Peryastopuoro oprana. Januen no obpatoTke n
ANty cepii Gulan Nposepennl it MpH3HAHLL COOTEETCTRY IOWMMI TpeDoBaHaM GMP,

Hara npoussoncria : 06 cenrsGpa 2018 r.

I'oaen ao : 31 aBrycra 2022 r,

Hannas nopnve asaneren sner: POHHOM
Kem ebiano s Gregory Kinnard

OBecrievense kauecTsa /Y nomioMousHioe JIRIO
Vnakorka

Jlara animycks 03 nekabpa 2018 r.,

YuoanoMouennoe Jauuo naouangn : De Keyser Jean-Luc

IO0CE ®apma C.A. Ten.: 432 2386 21 11

Crpanvua 2 u3 2






