JEKJAPALINSI O COOTBETCTBHUH |

AEKJIAPAHT, TIPHHUMAIOL M JEKJIAPAIIMIO O COOTBETCTBHH
000 "KOCE ®apma Jlozucmuxe” - |
Ceedenun o pecucmpayuu opeanuzayuu: Medicpaiionnan uncnexgua @edeparsioi narocosoit cayxcoor Ne 46 no i
2. Mockee 02.08.2010, OI'PH 1107746610180, dama npuceoenuns OI'PH 02.08.2010.

Adpec: 105082, 2. Mockea, [epesedenosckuii nepeyaox, 0.13, emp. 21.Teneghon:8(495)644-33-22 ‘
B auye: 'enepanonviii dupexmop Viuenuna C.A. J
Hoeepenroe ruyo: Apnaym E. ., doeepernrnocme JJ-FOPJI-12 om 02.08.2018. |
ASIBJISIET, UTO 3
nexapcmeentoe cpedecmeo: Amapaxe, mabremiu NOKpuimsie nieHouHoOU oboroukolt 25 M2 25 wm., ynaxosku
Avetxoseie Kowmypnvie (1), nauxu kapmonnwie, PY Ne IT N011405/01 om 07, 12.2011, cepust 287155, napmus i
241920 ynakosoxk, 2o0en 0o 30.04.2024, npouzsodcmesa KOCE @apma C.A., beaweus, UCB Pharma SA, Chemin
du Foriest, B-1420 Braine-I' Alleud, Belgium , koo OKILJT2 21.20.10.230, koo TH B3 3004900002, |
konwmpakm Ne LOG/RU/UCB/2011 om 14.01.2011, uneoiic Ne 90308626 om 07.11.2019 I

COOTBETCTBYET TPEBEOBAHUSIM

I N011405/01-071211

AEKJIAPAIIMA IIPUHSATA HA OCHOBAHWH

npomoxon ucneimaruu Ne 2184u om 25.11.2019 HJI OO0 HI| " PAPMOBOPOHA", ammecman:
axxpedumayvu POCC RU.0001.21®.J140, Cepmucgpurxam POCCH RE. OMI5.C91840 om 25. 11.2019

HATA IPUHSITUS NEKJIAPALIMM 27.11.2019
AEKJIAPALLUSI AENCTBUTEJBHA JI0 30.04.2024 &
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CBEJIEHHUSI O PETUCTPALIIH

OPT'AH 110 CEPTHD®HUKAIIUH, 3APETHCTPU POBABUIIHH JEKJIAPALIMIO |
POCC RU.0001.11®dM15 OPIFAH ITO CEPTHOHKAIIHH ITPOJVKLHH OBI[ECTBO C :
OIPAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY;KHOLH LEHTP KOHTPOJIS KAYECTBA" :
aopec opzanuzayuu: 115280, 2. Mockaa, ya. Macmeproea, 0. 4, . J, nom. 1, kowm. 1., adpec opeana no |
cepmucpuxayuu: 143581, Mockoeckas oGracme. Hempunciuii pation, dep. Jlewroso, 0. 248, emp. 1, men.: |
(495)640-96-69, (495)787-92-78 ee-caiim: OYKK.peh

AEKJAPALIAA O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU J1-BE. OMI5.4.29352/19 |
AATA PETHCTPALUMH 27.11.2019,, |
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fepeaod

I h’ UCB Pharma sA

Chemin du Fariest, R-1420 Broine alleud
i ‘ Belgium

Cepmudpuxam ananuza
Atapakc TaGacTry, MOKPBITHIC NACHOYHOI 0004k, 25 Mr — 25 Tabnertok

Homep cepun 1287155

Kon npoayxra : CIAD2907
3aperucrpuposannnie YCIHOBIS Xpanewn:
Xpanuth npu TeMnepaType He seiwe 25 °C o cvXom mecrte

Jipyraa undopmating o xpatenmn : He yKa3aHa

Cootsercrryer 1peGopanmnm COCUNDHKALIN KaK MOKA3AN0 Hilke:

Mokayaren, Cucundurannn Petynnrar

Onncanne benwie nponoarosaruie Tabaerkn, Cuuruercruyc:
NOKPLITRIE NneHouHol obonoukoii, ¢
noriepedHol ¢ puckofi

Cpeannn macea [pubansurensno 113,3 - 14,4 mi

OaHOPOANOCTL MACCH! Otknonenue or CpeJIHEeH Maccel Coorteercrayer
7,5%

Couepscanie sogu (ecun neeaenywr) He Gonee 6.0 9% 4,5 9%,

Onpeaciienue nopannnoctn

mMeronom BIKX:

= 'mapoxenzuna 2HCI Monownrensubiil pesynura Cooreercreyer
Onpegenenne nopmumnocrn

merogom TCX:

- I'mapoxensnna 2HQ) Honosucurennuiii pelvabTaT Cooreercrsyer
[Mopnunuocrn: (ecan neenenyior)

- Turana anokeny (E171) [onosxurensuprii pezyasrar Buinoanseres MEPHOAHYECKH
Komnuecrsennoe oupeaenenne; 25 mr na oany Tabnerky

Cuapokemsnna 2HCI 95,0 % - 105,0 % 100,0 9%,
Pacrsopenne Q=75 % 13a 30 muijyT Coorpercrayer
[Mpoaykrinl pacnaga

- Bannmanan naentudummposarmas He 60aee 0,50 % <0,10 %
1IPHMECH

- Eaunuynan HEHACHTH(pHMIIMpORAHHAS

npUMech He fonee 0,20 % <0,05 %

- Cymma npumecei He Gonee 1,50 % He nosutaeresn

KOJTHYeCTREH HOMY

onpeneneiinio %
Mukpobuosoruueciean qHCTOTA

- OBuiee uneno aspobupix He Gonee 1000 KO/ Buinonusicres nepuoanyccku
MHKPOOPraHHIMOR

- O6uiee uncno aposokessix n tHe Gosnee 100 KOL/r Butnonusiercs nepuonneckn
MACCHERBIX rpuBon

- Escherichia coli Orcyrcrsue s |

Buinonnseres nepuoy HHECKH

Crpanmna | 2
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UCB Pharma sa

Chemin du Foriest, 8-1420 Braine l'alleud
Belglum
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Nepeesod

Cepmudpukam ananuzq

Arapake Tabrieriu, MOKPBITHIC NjiCH

Honmep cepun

Kou upoaykra
3aperncrpuposannne Yeaosus xpauenus:

Xpainrr,

Apyras wudopmaunn o NPAHCHHH

3ansnenne o cepripikami:

Hacrosumm noATBCcAArD,
Viasanuan cepus NpoJYKTy
Tpebosannsmu Hagieraedi
3anuch no o6patorke AHATIU3Y cepum Brinu
GMP.

/lara uponsroincraa

Cpor roanocrn

Hannag nopnues ABIACTCS BNCKTPOHHLI

Kem BLigano

Hara suinycka

Yuoa HOMOUYCHHOC J1p 0o niomankny

fpHremneparype ne Buiue 25 °C g CYXOM

04HOIF 060:104Kk0H, 25 Mr - 2§ tabnetok
: 287155

1 CIA02907

Mecre

- HE YKazana

UTO TNPHRC/ICHNAS BAIIIC HH(I)O[JMBI[HFY ARAACTCA Mo utHHNON H TOYHOH.
HPpOW3BeUCHA, By

K144 KOHIpOAL Kayec sa,
i Ipaxrukn (GMP) nokankn
nporepenin u npu

B HOAHOM cootBeICIB Ml ¢
oro Perynaropnoro opraua,
AL COOTRETCTRYIOUMH TpeGopanmam

029 masn 2019 -,

: 30 anpena 2024 r,

: Cung Sylvie

Yno.1HomoueHHoe niuo
© 22 oKTaBpn 2019 1.
: De Keyser Jean-Luc

IOCE bapaa CA. Ten: +32 238621 11
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Cipanina 2 ny 2







