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Toprosoe HaumeHoBaHMe

Cumana®

MexcayHapoaroe HenaTtenrosannoe
HAUMEHOBaHHE (FPYNMHPOBOMHOE MK
XHMHYECKoe)

Uepronuiymaba nsron

Jlexapereernan dopma

pacTBop s MOAKOMKHOIQ BBEIACHHUH

Josuposka

200 mMr/mn

dopma shinyeka

I MA - wnpuup (2 WT.) - KHUKKH KAPTOHHbLIE
"bymancuk" /8 komnnexre ¢ canderkamu - 2 wr

Homep cepun (naprinn): 334109

Obvenm cepun (naprim); T o 39060 3 1.

Jara npoussoncrsa: 12.05.2021]
ToxeH 0: ) B 30.04.2023

Haumenosanue 1 aapec NPOHIBOANTENS
(¢ ykazanuem ctaamit npou3soaCcTBa)

Hpoussoantens (rorosoit JId),
Ynakosuk/tacosuisi (s NEPBHYHYIO yNAKOBKY) -
Berrep ®apma-®epruryur I'm6X u Ko. KI'
(Eiscnbahnstrasse 2-4, 88085 Langenargen,
Germany)

Ynaxosiumr/(pacosiumnk (BTOpHYHas/TpeTHunayg

ynakoska), Beinyckaroimii KOHTPOJIb KaYecTna -

IOCE ®apma C.A., Beasrus (Chemin du Foriest
1420 Braine-I'Alleud, Belgium)

Homep W para PErHCTPALHOHHOID
YAOCTOBEPEHHA

JIN-000008 o1 20.10.2010

Homep Hopmatushoii AOKYMEHTALHH

JIIT 000008-201010
(M3m.Ne 1-7)

Hanmenosanue u  aapec acpxartens
pEFHCTpﬂLI,HOHHOI‘O yﬂOCTOBﬁfPCH HA

OCh (Impm:; CA. Benbrus (Allee de la Recherche
60. B-1070 Brussels, Belgium)

Paccmorpes npenoctasneniie NPOU3IROAHT
HACTOR LM MOATBEPIKIAN, YTO CEPHs Neka

YCTAHOBIICHHLIM NPH €10 10CY AaPCTBEHHOI PErHCTPALHK.

Moanues Orsercrsennoro JNnua;

/
‘l-‘

eJien AOKYMEHTbI H COAEPKALIMECH B HUX CBEACHMHA,

PETECHHOrO 1ipenapara cooTBeTCTR: el TpedoBanuam,
BIATPOEA E. A

00 JLOBEPERHOCTH B8

0T O 4l

2/

(noanues)

Hara 03.09.2021 r.
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Cum3ua pacTBOP /1A OJAKOMHOIO B

Cepus HoMep
Kon npoaykra
Crpana Ha3HayeHHs

3aperucrpuposamme YCIOBUA XPAHEHHUA

[Ipoussonurens

CootreTcTBYET TpeGOBAHMAM CrIEUM(PUKALIMHI KaK MOKa3

Tecr

Ounucanue
(Bu3syansHbli KOHTPOJIb)

IIpo3paunocte

IlpeTHOCTH

Buaumsie yacTHLEl
pH
(IloreHunHoOMeTpHYECKH)

Mexannyeckne BRIAWYEHUA
(MuKpocKONHYeCKHH MeTO)
Yactuus! = 10 um

YacTuusr > 25 um

HogauuHoCTh:

SDS-PAGE e peayunpylomux

UCB PHARMA
CHEMIN DU FORIEST B-1420 BR

Tel: +32 2 386

SA
AINE-L’ALLEUD BELGIUM
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CEPTHOHUKAT AHAJIU3A

3341

9

CIA0D106
Poccuiickas @enepaumua

Xpan

He 3amopaxuBath

10CE

z:Io HUKE:
Crneunduxauus

[Tpo3paunas u
fOecuseTHas M

JHIOKOCTE, Npa

BUAMMEBIX 4acCT

H ONAJICCLIMPY HOLIAas

H KEITOro LBETA
KTHYECKH cBoDOHAsA OT
Ll

Hpenapa'r JOJUKCH BBIOCPXHBATH CPABHEHHE

C ITAJIOHOM Cp:

ipHeHus (11

HpenapaT [OJIKEH BEIAEPXUBATL CPABHCHHE

C 3TaJIOHOM Cp

Buaumeie yacT

4,5-4,9

He Gonee yuem
He bonee yem

BHeHHS Y

IM1Ibl JIODKHBI OTCYTCTBOBAThH

5000 vacTHI/ IUIIpHI
500 HacTHIY/IIMpPHI

Mepesoa

seaerns 200 mr/mut (2 X1 Mo LUIpHULBL)

MTH B 3ALIMILEHHOM OT CBETA MECTE MpU Temnepatype 2 — 8 "C.

dapma C.A., Benerus (BRAINE)

PesyabTar

CoOTBETCTBYET

CooTeeTcTBYET
CootBetcTBYET
CootseTcTBYET

4,6

0 gacTHI/ImpHIT
0 gacTHW/IINPHIT

yCI0BHAX OcHOBHBIE TI0JJOCHI HCTIBITYEMEIX H CootBeTCTBYET
CTaHAapTHOro POPa3NoB 110 PACCTOSHHIO
Buonpoba MHIpaunH J0JKHB! ObITE HAEHTHYHBI
(nedTpanu3alMAa IUTOTOKCHYECKOH
akTuBHocTH TNF-annda) OrtHocuTensHa Guonoruyeckas aktueHocTs  COOTBETCTBYET
TIpenapaTta A0KHA COOTBETCTBOBATh
cTaHgapTHOMY| 06pa3ily
Homep Bepcun
Buytpennuit Homep LIMS Cozpan (IAMM.ITTIT)
Crpirvua 1 13 4 Jara

Buytpenunit Kox SAP
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[ UCB PHARMA SA Nepesog,
. CHEMIN DU FORIEST B-1420 BRAINE-L'ALLEUD BELGIUM
J Tel: 432 2386 21 11

CEPTH®MUKAT AHAJIM3A

CuM3Hs pacTBOp /18 NOAKOXKHOTO BResteHus 200 MO/MT (2 X' 1 M mmpuug)

Cepus Homep © 334109

Kon npoaykra CIA00106

Crpana nasHageHus ¢ Poccuiicxan Gegeparys

3aperucTpHpOBaHHEIE YCIOBHA XpaHeHus t XpaHuTb B 32IUMIIEHHOM OT CBETa MECTE IpH Temnepatype 2 — 8 OC.
He 3amopaxuBats

Mpouzsoanrens *  1OCB ®apma C.A., Bensrus (BRAINE)

CoorBeTcTBYeT TpeGoBaHIM cenHHKANMY KaK IOKA3aHO HIDKE:

Tect Cnenuduxauus Pesynbrar

Koumuecteennoe onpeaencuue

Oenka

(cnexTpodoToMeTpHuCCKH) 180,0 - 220,0 mr/mn 192,9 mMr/ma
Yucrora

Monomep CDP870 Fab’ PEG

(SE-BIKX) He menee 98,0 % 99,6 %

Monomep CDP870 Fab’ PEG
(xMcABIX NpoayKTOR)
(CEX-BI3KX) He menee 88,6 % 99.3%

Monomep CDP870 Fab’ PEG
(OCHOBHBIX IPOAYKTOB)

(CEX-BIXX) He menee 97,2 % 99,8 %
Buonpoda
(nelTpanu3auua UHTOTOKCHYECKOii
akTueHocT TNF-annga) Ot 73 % no 137 % no cpasHeHHIO co
CTAHAAPTHEIM 0Opa3noM 94 %

Juamuaupopannsie Gpopmoi
H3okBant He Gomee uem 10 % <IIKO (2,9 %)

IponyxThl OKKCAEHHT METMOHKNA
(nenTHanoe KapTuposanue RP-
BIXKX):

%dparment O1 He 6onee 3,0 % <IIKO (0,5 %)

Homep Bepcnn
BryTpennuii Homep LIMS Coznan (JUL.MM.ITTT)
Crpania 2 m3 4 Jarta
Brytpenunit Kog SAP
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UCB PHARMA

CHEMIN DU FORIEST B-1420 BR/
Tel: 432 2 386

SA Nepesoa
AINE-L’ALLEUD BELGIUM
¢111

CEPTUDPHKAT AHAJIM3A

CHM3HA PacTROP TS IOAKOXHOTO Bj

Cepus nomep 33410
Kopa nmpoaykra CIAQ
Crpana HasHaueHHA : PoceH
3aperucTpUpOBaHHbLIE YCIIOBHA XPAaHEHUS :  Xpan
He 2a
[Mponseoaurens 10CB
CootsercTByeT TpeboBaHHAM creLHPHKAIHH KaK IOKa3aH
Tect Crneuuduran
%hparment 02 He 6onee 3,0 %
%dparment O3 He 6onee 3,0 °
%apparment O4 He 6onee 3,0 9
%tparment O5 He Gonee 3,0 ¢
Fab’ ¢pparmentsi
(SE-B2XKX):
Fab’ He Gonee 1,0 9
Di-Fab’ He 6onee 1,0 °

Cymma Fab’® ¢parmenTos

Arperatop/ BEICOKOMOICKYASAPHBIX

npumeceil
(SE-B2IKX)

CymMMa KHCJIOTHBIX IpHMeceH

(CEX-B3XX)

CymMa 1eT04HbIX MpHMecei

(CEX-BIXKX)

He 6omce 1,0 9

He Gonee 1,5 9

He 6onee 7,4 9

He 6onee 2,2 9

enenus 200 mr/ma (2 X 1 M mmpuis:)
9
D106

fickaa Qepepauys

HTh B 3AILMIICHHOM OT CBETA MECTe IpH TeMnepatype 2 — 8 °C.
MOPaKUBATh

®apma C.A., Bensrus (BRAINE)

O HHIKE!

th PesyanTar

h <IIKO (0,5 %)
1,1 %
D <IIKO (0,5 %)

b 0,5 %

<[IKO (0,5 %)

b <IIKO (0,5 %)
8 <IIKO (0.5 %)
: <ITKO (0,5 %)
; <IIKO (2,0 %)

<IIKO (0,7 %)

=)

Homep Bepcun

Buyrpennuii nomep LIMS

Crpai

Cosaan (JLAMM.ITIT)
ivita 3 u3 4 Jarta
Buytpenuuit Kon SAP
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C UCB PHARMA SA Nepesog,

I ‘ CHEMIN DU FORIEST B-1420 BRAINE-L’ALLEUD BELGIUM
Tel: +32 2386 2111

CEPTHOHKAT AHAJIU3A

Cum3ua pactop Juis noakoskuoro sseactns 200 mr/mn (2 X 1 M winpuust)

Cepus HOMep T 334109

Kop nponykra CIA00106

Crpana Ha3Ha4eHHA :  Poccuiickan ®eacpauns

3aperucTpUpOBaHHLIC YCIOBUA XPAHEHUA 1 XpaHuTb B 3aLMIIEHHOM OT CBETa MecTe npH Temnepatype 2 — 8 °C.
He 3amopaxkuBars

[poussoaurens :  IOCB ®apma C.A., Bemsrus (BRAINE)

COO’I‘BGTCTBYET T])CGOBEXHHSIM CﬂCI.lH(l)HKaU.HH. KaK [IOKA3aHO HMIKC!

Tecr Cnenuduranus Pesynbrar

Ipoaykrel ruapoausa PEG-Linker

(CEX-B2XKX u Isoquant®) He 6onee 3 % 0%
BaktepHalbLuble IHAOTOKCHHDI

(Typ6uanMeTpHYecKHit

KHHETHYECKHH TecT) He Gonee 0,4 ED/Mr <0,004 EQ/Mr
CrepuiabHOCTEL

(MemOpannasn GuILTpaLMS) Ilpenapar nomxeH OBITH CTEPHIEH Crepunen
CaoGoumii 113

(RI-BIIKX) He 6onee 1 % 1o mMacce <IIKO (0,5 %)
HssiaekaeMbli 00beM He menee 1, 0 M CoOTBETCTBYET
OcMoaspHOCTL

(kpuockonuyecKuH MeTod) He menee 240 MmOcm/kr 428 MOcm/kr

3assnenue o ceprupuKannm:

HacTosiuM [OATBEPKAA0, YTO NPHBEAeHHas Bhille HHOOPMALHA ABIACTCA MOUIHHHON M TOYHOH. YKazaHHAsA CEpHA
NpoAyKTa MNPOH3IBCACHAa, BKIIHOYas KOHTPOJbB Ka4decTea, B IIOJHOM COOTBCTCTBHH C TpCGOBaHM}{MH Hannexamieit
[IponseoacteeuHo# [IpaxTuky (GMP) noxansHoro Perymitoproro oprada. 3anicy 10 MPOM3BOACTBY H 2HANU3Y CEPHH
GbLIH IPOBEPEHBI H MPHU3HAHBI COOTBETCTBYIOIMMY Tpebosanuam GMP.

Hata npoussogcrea (. MM.ITIT) : 12.05.2021r. Ot ymua
VIIOJIHOMOYEHHOI'O JIMLIA TIJIOIIAIKH:
JEAN-LUC DE KEYSER

Tozen go (AA.MM.ITIT) : 30.04.2023 r.
OneKTpoHHaA MOMNMHCE <[IOOITACE>
BrinmymeHo : UMA, DAMHUIIU A
ABTOPM30BAHHOE JIMIIO
Hara pemnycka (JJI.MM.ITTT) » 19.08.2021 r.
Homep Bepeun
Buyrpennuii Homep LIMS Cosnan (IAMM.ITTT)
Crpanuua 4 uz 4 Mara

Buytpenmiii Kox SAP






