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YCTAHOBJIEHHBIM ITPY ET'O

'OCYJIAPCTBEHHOM PETUCTPALIMU

Toprosoe HaumMeHOBaHHe Cumana®

MezxmyHapoaHoe HenaTeHToOBaHHOE Llepronuzymaba naron

HAUMEHOBaHWe (rPYNOHPOBOUHOE HNH

XHMHYECKOE)

JlexapcTaenHas popma PacTBop A5 NOAKOMHHOIO BBEICHHS

Jo3supoeka 200 mMr/mn

®opMa Beimycka 1 M1 - WpHubt (2 WT.) - KHWKKH KAPTOHHBIE
"ByMa@KHHK" /B KOMIUIEKTe ¢ candeTkaM - 2 1T

Homep cepuu (napTun): 298840

O6bem cepuun (naptum): 1585 yn.

Jarta npouseoacrea: 08.01.2020

loneH no: 31.12.2021

HaumeHoBaHHe 1 ajpec NpoH3BOAHTENA IMpoussoaurens (rorosoit JID),

(c yxazanuem crauuif npousBoACTRa) YnakoBuMK/pacosLimK (B NEPBUUHYIO YIAKOBKY) -

Berrep ®apma-Peprurynr I'm6X u Ko. KI©
(Eisenbahnstrasse 2-4, 88085 Langenargen,
Germany)

VYnakoBunK/hpacoBluk (BTOpUUHAR/TPETHHHAS
ynakoska), Beimyckalowuii koHTposnb kauecTsa -
1OCE ®apma C.A., Benbrus (Chemin du Foriest

1420 Braine-lI'Alleud, Belgium)

Homep wu para pericrpauuonHoro JIT-000008 ot 20.10.2010
YAOCTOBEPEHHSA
Homep HopMaTHBHOI noKYMeEHTAUHH JIIT 000008-201010

(M3am.Ne 1-5)
Haumenosanue wn ampec pepxcarens | IOCE ®apma C.A., Benbrus (Allee de la Recherche
PErHCTPaUKOHHOIO YAOCTOBEPEHHS 60, B-1070 Brussels, Belgium)

PaccmoTpes npesiocTarieHHEIe MPOH3BOAHTENEM IOKYMEHTbI H COLEPIALLMECS B HHUX CBEJeHH,
HACTOALUHM MOATBEPHAAL, YTO CCPHA JIEKAPCTBEHHOTO IperapaTa cOOTBETCTBYET TPeGOBAHUAM

¢ 4

YCTaHOBIIEHHBIM TIPH €0 rOCYAaPCTBEHHOH PErHCTPALIUH. WAtposA E, A,
P 10 J{0BEPEHKOCTH 5/ H
> ar 7. 2 /e
[Moanuce OTBETCTBEHHOTO JTHLIA: "(/' 73 i) i K‘/
(noamuce) (PHO)

Jara 27.04.2020 r.




Belgium

I ‘ hl UCB Pharma SA
lu‘lﬂ Chemin du Foriest, B-1420 Braine I‘olleud

CEPTUOHUKAT AHAJIM3A

Nepesoa

CyuM3us pacTBOp U8 TIOJAKOWHOTO BBeAeHHS 200 Mr/Mi LINpHILL (2)

Cepusa Homep
Koa npoaykra

JaperncTpHPOBAHHBIE YCIOBHS XPAHEHUA:

298840
CIA00106

XPpaHuTE B 3aIMLIEHHOM OT CBETA MECTE TIPH
temneparype 2 — 8 °C. He samopauBarts
Apyras undopManms o XpaHeHHH: He yKa3aHa

CooTeeTcTBYET TPEOORAHMAM CHENMDUKALINN KaK TOKA3aHO HHKE:

Teer

Onucanne
BuiyaneHbiii KoHTpoas

[Mpo3paunocrs

lBeTHOCTR

BuauMbie 4acTHIbI
pH
ToTenunoMerpHueckn

MexaHnvyeckne BKIOYEHHH
MukpockonueckHii MeTo
Yactuuer > 10 pm
Yactuusr > 25 pm

HNoanuHHoCTE:

SDS-PAGE B peayuupywiuux
YCJIOBHAX

Bnonpoba
TNF-annda neiirpanusauns
UMTOTOKCHYHOCTH

Konuuecreentoe cogepxanue
fenka
CnexrpodoTomerpuyeckn
Yucrora

Monomep CDP870 Fab’ PEG
(SE-B3¥KX)

Monomep CDP870 Fab’ PEG
(KMC/IBIX POLYKTOB)
(CEX-BIKX)

Mouomep CDP870 Fab’ PEG
(0CHOBHBIX NPOAYKTOB)
(CEX-BI%X)

Crneunduranms

[Mpoapaunas unn onanecuupyomans
OeclipeTHas WIIM KENTOTO LUBETA
HHAKOCTL, NPAKTHYECKH CBOSOEH&S oT
BHIHUMBLIX 4acTHL

[Tpenapar nomkeH BbIAEPKUBATL CPABHCHHE
€ 3TaJIOHOM cpaBHeHust [1]

[Tpenapar nomxeH BBIAEPKUBATL CpaBHENHE
C 3TAIOHOM cpaBHeHus Y

BHIIHMHC YAaCTHLBI JOJIAKHBLI OTCYTCTBOBATH
45-49

He 6onee uem 3000 vacTr/wnpuu
He Gonee vem 300 wacTuw/wunpun

OCHOEHEIE NONOCH! HCTILITYEMBIX H
CTAHAaPTHOrO 06Pa3LoB MO paccTOAHMIO
MHIPALHK ACMKHBI OBITH MIEHTHYHD!

OtHocurensHas GHONOrHYeCcKas AKTHEHOCTE
NOMAKHA COOTBETCTBOBATE CTAHIAPTHOMY
obpasuy

180,0 —220,0 mr/mn

He menee 98,0 %

He mence 88,6 %

He menee 97,2 %

Crpanuua 1 w13 3

PeayanTar

CoorpeTcTRyET

CooTteeTcTByeT

CootsercTByeT

CooteercTByeT
4,7

| HacTHUa/WNpHIL
0 wacTHua/impHu

CooreetcTByer

CooTeeTcTBYeT

194,9 mr/Mna

99.8 %

99,4 %

99,9 %
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CEPTHOUKAT AHAJIM3A

MNepesop

Cum3us pacTsop Juisi MOAKOKHOrO BBeAeHMA 200 MI/Mit Lunpuirsl (2)

Cepus HoMep
Koa nponykra

3aperucTpHPOBAHHbIE YC/AOBHA XPAHEHHA:

298840
CIA00106

XpauuTe B 3aLIMIIEHHOM OT CBETA MECTE IIpH
temneparype 2 — 8 °C. He samopakusats
Hpyras undopmanis o XxpaHeHHH: He yka3zaHa

CootsercTByeT TpeGORaHUAM CrieU(UKAUMH KAk MOKA3aHO HUKC:

Teer

Buonpoba
(HelTpanH3auusl UMTOCTATHYECKOH
akrusHocTH TNF-anega)

Auammnanposanusie Gopmel
H3oxBaHT

IlpoayKThI OKHC/IEHHSA METHOHHHA
(IMMenTuaHoe Kapruposanue RP-
BIAKX):

%parment O1

%parment 02

Y%pparmenT O3

Yothparment 04

Y%tparment O5

Fab’ dparmenrs: (SE-BI¥KX):
Fab’

Di-Fab’

Cymwma Fab’ dparmenTos

Arperaros u

BbICOKOMOJIEKYJAAPHBIX ﬂpHMECEﬁ
(SE-BIIKX)

CymMMa KHCIOTHBIX NpuMeceil

(CEX-BI%KX)

Cymma mICJ0MHBIX PHMecei

(CEX-BIKX)

Hpoaykrel ruaponmsa PEG-Linker
(CEX-B2XKX n Isoquant®)

BakrepuanbHbie JHAOTOKCHHBI
(TypouanmerprueckHit
KHHEeTUYeCcKuii Tecr)

Cneuudukanus

OT1 73 % 110 137 % 110 CpaBHEHHIO CO
CTaHAapTHEIM oBpasioM

He Gomnee uem 10 %

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

He 6once 1,0 %
He 6onee 1,0 %
He 6onee 1,0 %

He 6onee 1,5 %

He Gonee 7,4 %

He 6onee 2,2 %

He Gonee 3 %

He 6onaee 0,4 E2/mr

Crpanuua 2 w3 3

PesyabTaTt

101 %

<2,9%

<0,5 %
<0,5 %
<0,7 %
<0,5 %
<0,5 %

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

<0.5 %

<2,0 %

<0,7 %

0%

<0,004 ED/mr
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Nepesog

’ J l UCB Pharma SA

:h Chemin du Foriest, B-1420 Braine I'alleud
l } ‘ Belgium

CEPTHUDOUKAT AHANHU3A
CuMzug pacTrOp And NoakoxHOro peeaeHus 200 mMr/mn mmpHLE (2)

Cepus Homep : 298840
Koa npoaykra ¥ CIA00106
3aperuCTPHPOBAHHBIC YCIIOBHS XPAHEHHS:

XpaHHTh B 3aLUMILEHHOM OT CBETA MECTE NPH

temneparype 2 — 8 °C. He zamopaxugatsh

Hpyras vHbopsMalms 0 XpaHeHHH: He yKazaHa

CODTBCTCTByCT TpCﬁDBaHHﬂM cneuud}uxaumn KaK [10Ka3aHO HHUXKE:

Tecr Crnenuduxanus Pesyabrtar
CrepunbHocTh [Mpenapar pomwken 6ITh cTepHIeH Crepunex
(Membpaunan puasTpana)

Ceoboupiii [10 He Gonee | % no macce <0,5 %
(RI-BIKX)

Hinaexaemblil 00bem He menee 1, 0 M CoOTBETCTBYET
OcmoasasHoeTh He menee 240 mOcwm/xr 424 mOcwm/kr

{Kpuockonuueckmii meron)

3aaBiaeHue 0 cepTHPHKALHUS

Hacroswum noatsepaaaio, uto NpuBeaeHHas Bhile HHPOPMALMS SENSETCH NOMIMHHON W TOUHOM. YKazalnas cepHs
NpOAYKTa IPOU3BEAEHA, BK/IIOYAS KOHTPONb KA4eCcTBAa, B MOJHOM COOTBETCTBMM ¢ Tpebopaumsimu Hannexamieii

Mpoussoncteennoit [paxtuku (GMP) nokansHoro PerynstopHoro oprana. 3amuck mo o6paboTke M aHanu3y cepHu
ObUIH NPOBEPEHBI H MPHU3HAHEL COOTBETCTEYFOMIMMH TpeboBanuam GMP.

Jata npoussonctea 08 susaps 2020 r.
lonen no : 31 pexaGps 2021 r.

OnexkTpoHHas MOANHCH
Bbinyiiero : Cung Sylvie
VolHOMOUEHHOE JTHLIO

Jata peinycka : 30 mapta 2020 r.

YnonnoMeuenHoe auuo nnowanxy: De Keyser Jean-Luc

«lOCE dapma C.A.», ten.: +322 386 21 11

Crpanuua 3 uz 3



