JAEKJIAPAIINS O COOTBETCTBUHU

' | JEKJIAPAHT, IIPUHUMAIOLWHH JEKJIAPALIHIO O COOTBETCTBUH
L 000 "I0CE Dapmva Joeucmure”

| Ceedenus o pecucmpayuu opeanusayuu: Mexcpationnas uncnexyun Pedeparvnoit naroeosoii cayxicout Ne 46 no
|| e Mockee 02.08.2010, OFPH 1107746610180, dama npuceoenis OFPH 02.08.2010.

| Adpec: 105082, . Mockea, Hepesedenosckuit nepeyaor, 0.13, emp. 21 Teaedpon:8(493)644-33-22

| B nuye: Fenepanonsiit oupexmop Ywenuna C.A.

; | Hosepennoe mnjo: Apuaym E.d., dosepennocms Ne JJ-FODJI-12 om 02.08.2018 .

|
3ASIBJSIET, UTO

- aexapemeennoe cpedemeo. Hoomponun maénemsu nokpoimvie oGoaoqxoil 1200 me 10 wm., ynakosku

| Aueuroguie konmypuvie (2), nauku kapmonnsie, PY No I1 N011926/03 om 11.07.2007 (dama nepeohopmaenun
- PY 04.05.2016), cepun 270625, napmus 39746 ynaxoeox, 200eu do 31.10.2022, npouseodcmaa FOCE Dapma
| CA., Bewweus, UCB Pharma S A., Chemin du Foriest, B-1420 Braine-I' Alleud Belgium koo OKIT/]2

- 21.20.10.236, koo TH B 3004900002, konmpaxm Ne LOG/RU/UCB/2011 om 14.01.2011, uneoiic Ne

; 90002548 om 01.04.2019

| COOTBETCTBYET TPEBOBAHUSAM

ATN011926/03-110707 (HIJ 42-10586-05 uzs. Nel, N2 om 24.03.2010, No2 om 28.04.2010, Ne4-6
JEKJAPALIUSA IIPUHATA HA OCHOBAHHUH
npomoxoi ucrstmarnutt Noe H19-01462 om 08.04.2019 OO0 "HIIIC "Buomexnoaozua”. ammecman
axkpeoumayuu RA.RU 21 DM04, Cepmugpuram POCC BE.®MI15.C76336 om 08.04.2019

| IATA DPMBSITUST TEKJIAPALUMH 09.04.2019
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- AEKJIAPALASE REACTBUTEJIbHA 10 31.10.2022
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CBEJEHUS O PETUCTPAIIUU

| OPTAH 110 CEPTHO®HUKALHH, 3APETHCTPHUPOBABIL HIi JEKJTAPALITUIO

- POCC RU.0001.LH®M15 OPIAH ITO CEPTHOHKALIHH [TPOAYKIIHH OBILECTBO C

- OTPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPYIKHOH HEHTP KOHTPOJIH KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yi. Macmeprosa, 0. 4, m. 5, now. 1. ko, 1. adpec opzanda no
cepmughuxayuu: 143581, Mocrosckas odracme, Hempuncekuit pation, dep. Jlewkoso, 0. 248, cmp. 1, men.
| (495)640-96-69, (495)787-92-78 se6-catm: OURK.pah.

- AEKJIAPAUESA O COOTBETCTBUM 3APETUCTPMPOBAHA N2 POCC RU J1-BE.®MI5.A.13198/19
JATA PETHCTPALIMM 09.04.2019
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UCB Phorma SA
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Cpemim macen
Ounopoanoets, macen

Pacnajaenocrs,

Cujiepaanite Bon

Pactoopenne

Hopmumnoern nupanerama BIUCX
Moaammocrs nupanerasia MK
Nomsimocts turana anokenaa
(E171)

Komirueetnennoe onpeaencine
mpanerasa

Hocroponuue npnyecn
Macuruduuuponaiizas:
Z-mpponuon-N-y ey cioii Kitcioh
Heycraomnennue npumeci

Cymma (llﬂerﬁ'llllu-!I_ﬂlponaﬂm.l.\( i
HEYCTAKOBACHHIX)
Mukpobuonoriuaeeras unero ra

Cymma aspobrbix Gaktepuii (TAMC)
Cymma 1pubon/ninecenn (TYMC)

Knweanan nanoukg

NOKphIThIE oBonoykoii, ¢
PA3ACHHTEbHOI nonepeunoi
presoii ¢ oficnx cropon; na oanoil
CTOPOHE TalACTKH CHpasa h cicka
OT PHCKH rpasmposka N\N

Oxono 1320 mr

Hpouenrioe otknonenie: 5% ot
Cpeanen Macen

He Gonee 30 amun

He Gonce 1 %

Q =75 % uepes 30 mun
Honoxirensio

[Tonowurensuo

Moaoanrennno (eonn TeCTHpYETCA)

1200 mr b 1a6aeTke
Hpenenn: 95,0 % - 105,0 %
He Gosee 0,20 9

He Bonee 0,10 %
He Gosnee 0,30 v,

He Goaee 1000 KOE/y-

He 6oace 100 KOFE/,

Oreyrersue s | -

Crpanuua | 43 2

Nepeovd
: Chemin uu Furiest, 8-1920 Braine F'olieud
i Belgium
] . r .
Cepmudhucam anarusa
Hootponun rabneriu, nokpriteie oboaoukoil, 1200 mMr - 20 raGnerox

Honep cepin 1270625
Koa nponyira : CIA02908
3apernerpuposanunie YCJUoBIS Xpanen:
Xpanurh npu Temnepatype e satine 25 °C. Xpauurs CYXOM MecTe
Hpyran undiopmauns o XPAHCHHH © HE yKazana

Cootreternyct Tpebopanuay CHCIUNPHKAUNN KaK 0K 3 HO 111110

Howusarenn Hopan Pesyavrarn

Ouaicanne Ipononrosaruie Gesne rabnerkn, CooTteetcByer

1313 mr

Coorsercrayer

O Mith

0%

Buinonnaerea nepuonnueckn
Coornercrnyer
Ceorperctayer

Beinonssie ies nepiiopimeckn

1002 %
<0,10 %
<0,10 %

He noanaercs onpenpenacHna%

Buinoanacres nepuognveckn
Bumoanseres nepuoanmeckn

Bumnoamseres nepuoanueckn



Nepesod
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Chemin du Foriest, B-1420 Braine 'ollevd

i I ‘ Belgium

Cepmudpuram anaruza

Hoorponun tatuerkn, nokpuirsie oGonanroii, 1200 mr — 20 TaBnetok

Homep cepun 1270625
Ko npoayrra : CIA02908
3apernerpupoBaNnLIC yeausun Xpancuns:

Xpanure 1pi remneparype ne hite 25 °C, XpaHHTb B CYXOM MecTe

Hpyras wHipopmatiun o xpanenun  HE YKazaHa

3asisennie o cepruduianin:

Hacroaumm nogreepraaio, wio npuneentan soilie HHIPOPMALHA HBASCTCA NOMIHHHON W TOUNOIL,
YRasanuas cepus npoAyKTa NpOHIBEACHd, BONOUAs KOHTPOJIL KAYECTBA, B HONHOM COOTRETCTRHM C
tpeGosanmann  Maanemawmei  [ponssoactechuoti lMpawtukn (GMP) nokanesore  Perynsropuoro
opraia. Januck 1o o6paloTke H anANN3Y cepui GLuT NPOBEPEHB! 1 UPHIHAHBI COOTBETCTBYIOMMMH
rpeGosanmsin GMP

Jlara npossoacrna . 28 Honlps 2018 1,

Cpor roanocru 31 okrabpa 2022 1.
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Kem prigano . Cung Sylvie
Ynonunomouensoe auuo

Jara ppinycka : 11 mapra 2019 r,

Ynommomouenive auno miomankn : De Keyser Jean-Luc

IOCE dapma C.A. ren.: 32238621 11

Capuatnna 2 w2






