.| Langenargen, Germany, Fepuanus / I0CE ®apua C.A., UC,

CEPTUOHKAT COOTBETCTBUS

Ha MIPOAYKIHIO, BRAIOYEHIYIO B eAHHDI Nnepevens npoAykims,
o : noaAeskamert ofazaTeAbuoii cepraduranun
\

| Ne POCC RU C-BE.®MO08.B.00866/19

4

% OPTAH IO CEPTHOUKALIMY

Ne 0074735
| RA.RU.11M08 OPTAH 110 CEPTHO HKA L{HH NPOAYKUHH OBLUECTBO C OrpAHH t{EHHo}

| OTBE?C?"BEHHOCTMO "OKPYIKIIOH QEHTP KOHTPOJIS KAYECTBA", adpec opeanusauu; 115280, 2, Mockaa, .

| Macmepxosa, 0. 4, am. 5, now, 1, ke, 1, adpec opaana no cepmihurain: 115280, POCCHA, 2upod Mackna, e
|| Macmeprosa, 9. 4, am. ., men. (495)788-02-88, pae: (495)675-47-89
i

i‘ Cpoxk peficrpun ¢ 14.08.2019 no 14.08.2020
E

| SAABUTLEAD
| 000 "tOCE dapya Jlozucnuxe "

._:fl HHH :7701885682 Adpec : 105082, 2, Mockaa,

i
|
|

epesedenoecruil nepeyaox, 0. 13, cmp. 21 . Teneqpon:8(495)644-33-22

| MI3TOTOBUTEAD
’i‘i: Bemmep Papya-Depimuzyne MnéX u Ko. KT, TVetter Pharma-Fertigung GmbH & Co. KG, Eisenbahnstr. 2-4, 88085

B Pharma S.A., Chemin du Foriest, 1420 Braine L' Alleud,
I‘ Belgium, Benveun

b Koa OK
| IPOAYKLINSA 34-
i erkafp%rruﬂnne cpedemao; Crnsus, pacmaop onn naoKkadctiozo esedennn 200 mz/up | mm, zoolgg;?ozlgllzg(‘nﬁc
| wnpuysl (2), 8 Koanaexme ¢ canipemeasu (2), knuaneuxa Kapnionnan "Eysascinic, 212021110 '
| PY Ne JTIT-000008 om 20.10.2010 (Sama samens: 15,03, 2017) swidano I0CE ®apma C.A,, i
“' COPUTIHBITT Bo1NEK koA TH BIA
3002150000

COOTBETCTBYET TPEBOBAHMSIM HOPMATUBHBIX AOKYMEHTOB
A T 000008-201010 wam, Ne 1-3

| CEPTHOUKAT Bb‘I’@A}I HA OCHOBAHHU

"| Mpomokon ucnsimanuii Ne 607 (cepus 272480) om 12.08. 2019 HJI omdena IKCREPIMUILYL, KOHINPOAR U U3YNenun Kavecnieq

| Mencddicsenma xavecmaa s Cucmiee Aabposansnait cepmughunayuu "OAPM-PEL HCTP" Ne POCC BE.®X0.K.002) Z
i | cpok deticmeus ¢ 15.07.2019 2. no | 3.07.2022 2., Ne POCC DE. DI0.K.00218, cpox deiicmeus ¢ 15,07.2019 2, no

S 15.07.2022 2, 000 "Oxpyxcuoii lyennp kowmpona kavecmaa® (OO0 "OLIKK ). 115280, 2. Mockaa, . Macmeprosa, 9.4,
.‘, am. 3, noal, kom. ]
i

\

t6eHKoco cpedcinga: 2 zoda. Yenogua xpanenun: g Jauque eHilos om ceema necme npu meamnepanype om 2
X" ,
AMyeAn (samecTimeas PyKODOANTEAN ) > Iunenko U.E.
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J hl UCB Pharma SA

i ‘ Belgium

Chemin du Ferlest, B-1420 Braine Ialteud

CEPTU®UKAT AHAJIU3A

MNepesoy

Cum3nus pacteop g NOAKOKHOrO BBeAcHMs 200 Mr/mn wnpuust (2)

Cepua Homep
Kop nponyxra

: 288884
; CIA00106

3aperncTpHposaniLe yeiosus Xpanetina:
Xpauute npu remneparype 2 — 8 °C g

3alHUIEHHOM OT cBeTa MecTe

HApyran undopmaumsn o XPaHEeHHH: He yKalaHa

CoorsercTsyer TpeGoBanmam CeUHDHKALIHH KAK MOKA3AHO HibKC:

Teer

Onucanne
Bimsyanuuwiii KOHTpo.L

pH
Morenunomerpuyecicy

Mexaunueckie sicmodciis
Mukpockonnuecknii meron
Yactiust =10um

“HactHusl 225 pm

Moanuunocts:

SDS-PAGE 8 peayun pytownx
YcioRrnsix

Buonpota TNF-anna
HellTpANIIALNA WITOTOKRCIYHOCTH

Konnveernewnoe cojepatanise
Genka
Cl_lelrrpoq:oromeTpu-lecma
Yuerora

Monosmep CDP870 Fab’ PEG
(SE-B3IKX)

Monomep CDP870 Fab’ PEG
(knenbix npoJIyKToR)
(CEX-B2IKX)

Monomep CDP870 Fab’ PEG
(ocHOBHBIX NPoaYKTOR)
(CEX-B3X(X)

Creundimyecican actusnocr,
(neiirpanusanun unrocrarTiyeckoii
akTnenocti TNF-annga)
Auamuanposannsie Popmbr
Hioksanr

Crueundukanns

[Tpopaunas unu ONANCCUHPYIOWAR
BecuserHas, uan xentoro usera
KHAKOCTE, NPAKTHYECKH CBOGOUHAYN o1
DHAMMLIX YacTH

4,5-49

He Gonee wem 3000 vacTHW/ wnpuy,
He Gonee wem 300 YacTHW/INpHI

OcnoBuste nojock HCMIBITYEMBIX N

CTAHAAPTHOro 06pa3LoB No paccToanmio

MHTPaIHH NOANHKI GbiTh HNEHTHYHR

OT‘ICOCHTBJ'Ebl-iﬂX GHOHUI'H‘-IECK&H 8KTHBHOCTb
A0DKHA COOTBETCTBOBATE cra HAAPTHOMY

o6pa3uy
180,0 - 220,0 Mr/mn
He menee 98,0 %

He meiee 88,6 %

He menee 97,2 %

Or73 10 137 % no Cpanteino co
CTaHaapTHLIM oGpastiom

He Gonee yem 10 %

Crpannua | n3 3

Peayavrar

CooTsercrayer

4,6

0 wacTuw/wnpuy
0 vacTiw/mnpuy

Cootnercrnyer

Cootsercrayer
200,5 mr/ma
99.7 %

99.3%

99,9 %

100 %

<2.9%



' hl UCB Pharmao SA
‘ ‘ Belgium

Chemin du Foriest, B-1420 Broine I'alleud

CEPTUOHKAT AHAJIH3A

Mepeson

CHM3MsL pacTBOp AN NOAKOINHOrO BBefeHus 200 Mr/mn wnputsl (2)

Cepus Homep
Kon nponyxra

: 288884
! CIA00106

3aperucTpHpOBaHHbLIE YCIOBUS XPaHeHHA:

Xpauuts npn Temnepatype 2 - 8 °C 8

JalKUIEHHOM OT CBCTA MECTE

Hpyras nHopmMaLMs O XpaHEHHH: He yKa3ana

CooTsercrayeT TPeOOBAHHIM CIELHYPHKALMH KAK IHOKA3AHO HHIKE:

Tecr

MpoayKrs! OKHEACHI METIOHIIHA
(MenTnanoe kapTuponanne RP-
BIWKX):

¢pparment O

ipparment 02

¢parment O3

(parmenT O4

dparment OS5

Fab’ ¢pparmentsi (SE-BIXKX):
Fab’

Di-Fab’

Cymma Fab’ ¢parmedToB

ArperaTos n
BBLICOKOMOEKYNsipHBIX npumeceti
(SE-B9¥KX)

Cymma KNEA0THLIX npumeceii
(CEX-BJIKX)

CymMa LIeN0MHbIX npiMecedt
(CEX-B33KX)

Mpoaywre: ruapoansa PEG-Linker

(CEX-BIXX u Isoquant®)

Baurepna.nmme IHAOTOKCHNLI

(TypOuanverpuueckuii
wnneTecknii Tecr)

CrepunbHocTh
(MembGpannasn ¢puasTpanns)

Ceobousitii 1131
(RI-B2KX)

Q6nem

Crnennduranns

He donee 3,0 %
He Goaee 3,0 %
He Gonee 3,0 %
He Gonee 3,0 %
He 6onee 3,0 %

He Bonee 1,0 %
He Gosee 1,0 %
He Gonee 1,0 %

He Gonee 1,5 %

He 6onee 7,4 %

He 6onee 2,2 %

He Goaee 3 %

He Gonee 0,4 E3/mr

[lpenapat nomien BuITb CTEPUALHLIM B

cooTeercTENH ¢ TpeGosanuamu USP <71>

He 6onee | % no macce

He menee 1, 0 Mn

Crpannua 2 w3 3

Pesyabrar

<0,5 %
<0,5%
<0,5 %
<0,5 %
<0,5 %

<0,5 %
<0,5 %
<0,5%

<0,5 %

<2,0%

<0,7 %

0%

<0,004 ED9/mr

CootsetcTBYET

<0,5 %

CootsetcTayer



hl UCB Pharma 5A Nepeaoy

: Chernin du Foriest, B-1420 Braine Falleud

L J Belgium

CEPTUDUKAT AHAJIM3A
CHmaus PACTBOP NS MOAKOKHOrO BBeneHHs 200 mMr/mn Lwnpuiel (2)

Cepusa nomep i 288884
Kon nponyicra - CIAD0106
3aperucTpuposanble YCNOBHA XpaHeHus:

XpanuTs npu Temneparype 2 — 8 °C g

SALIHLIEHHOM OT CBETa MecTe

Hpyras unopmaums o xpasenuu: e yKasana

Cootsercayer TpeGobanmsm cnenudukaliug kax nokasaHo Hike:

Tecr Cremnduranns Pesyabrar

OcvonsnbuocTs He metiee 240 mOcenm/kr 441 mOcm/kr
(Kpnoekonmtecknii meron)

Jansaenne o cepruduicamun:

Hacroaumm MOATBEPHUIAIO, UTO NpPHRE/ICHHAS BbILIC uHOpMaLMa aBnseTes nopnunHON u TOUHOIH,
Ykasanuas cepus npoaykra MPOH3BEACHA, BILIOYES KOHTPO/IL KAYECTBA, B NOTHOM COOTBETCTBHH ¢
Tpebosanusmu Hannesxaweii IMpoussoacTeeHHoI Hpaxtnen (GMP) nokanbioro Perynsroproro oprana.
3anucn no o6paGorke n aHanuzy cepui GhiKM NPOBCPCHBI M NPH3HANKI COOTRETCTBYIOWUHMH TpeGoBanmam

GMP.

Hara npomssoscrea ;10 centabpa 2019 r.
Foneh a0 : 31 anryera 2021 r.

Duekrponnas nosnucs
Beinyueno ¢ Samain Josephine
YnonHoMouenuoe o

Hara Beinycka ¢ 07 noaGps 2019 r.

YnonnomeueHkoe nuuo nnowanku: De Keyser Jean-Luc

«IOCB ®apma C.A.», Ten.: +32 2386 2] |1

Crpannua 3 w3 3



MOATBEPXKJIEHHUE

Ne 12 -2019/RP
r' 1 ) sop-af-103164
L ‘gj O COOTBETCTBHH JIEKAPCTBEHHOIO Ref. sop-100062

[PEITAPATA TPEBOBAHHSM, Page 1 of 2
YCTAHOBJIEHHBIM I1PY EF'O
FOCYJIAPCTBEHHOMN PETHCTPALIAH

Toprosoe HauMeHOBaHHE Cum3ua®

Mexynaponnoe HenarentoBaHHoe Lepronusymaba naron

HAHMEHOBaHHE (IPYNITHPOBOYHOE HITH

XHMHueckoe)

JlekapcTsenHas Gopma PACTBOP A/18 MOAKOIKHOTO BBEAEHHMS

Jloauposra 200 mr/mn

(Dopma BeInycka 1 Mn - wnpHuet (2 wr.) - KHDKKK KapToHHbIE
"Bymaxkuuk" /B komnniexTe ¢ canderkamu - 2 wr

Homep cepuun (mapruu): 288884

O6mem cepuu (naprun); 6262

Hara npoussoncTsa: 10.09.2019

Ionen no: 31.08.2021

Haumenonanne u anpec npoussomniens [Tpowssoantens (rotosoii JID),

(¢ ykasaHuem crafuii nponssoactsa) Ynakosumi/dacosiink (8 nepsuunyio YNaKoRKY) -

Berrep ®apma-®eprurynr Tm6X u Ko, KI
(Eisenbahnstrasse 2-4, 88085 Langenargen,
Germany)

Ynakosuw/(acosuimk (BropHyHas/TpernyHas
yuakoska), Buinyckatowmii kontpons kavecrsa -
IOCB apma C.A., Benbrua (Chemin du Foriest

1420 Braine-l'Alleud, Belgium)

Homep wu para perucrpaumonnoro | JITT-000008 or 20.10.2010 (Jlata nepeopopmnerius
YIAOCTOBEPEHUS or 28.05.2019)

Homep HopMaTHRHOM A0KYMeHTaLHH JIT1 000008-201010
(HM3m.Ne 1-4)

Haumenopanne wu anpec nepwarens | IOCE ®apma C.A., Benbrus (Allee de la Recherche
PErHCTPALMOHHOrO YI0CTOBEPEHHA 60, B-1070 Brussels, Belgium)

PﬂCGMD’I"peB npeaocTanneniiLie NPoOH3IBOAHTENEM AOKYMCHTBI H ConepKallHecs B HUX CBEICHHUA,
HaCTOAIMUM NOATBEPIKNAKD, UTO CCpHA JIEKapCTBEHHOIO npenapara COOTBETCTBYET T‘}DGSOBEHHHM,

YCTAHOB/EHHBIM MPH €10 NOCYAaPCTBCHHOMN PCrHCTPALHA. Watpogy f, A
0 Noserennacry 5/K
o™ 0T /3 77 20/ G
[oanuct, OTBETCTBEHHOTO THLA: 7 i 1311 e/ 4
(nonnwucs) (PHO)

Jlata'11.12.2019 r.




