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YCTAHOBJIEHHBIM I[1PU EI'O
TFOCYITAPCTBEHHOM PETMCTPALIIA

Toproeoe HauMeHOBaHHE Cumzna®

MexayHapoaHoe HenaTeHTORaHHOE LlepTonusymaba naron
HaUMEHOBaHHE (TPYNIHPOBOYHOE HIH
XHMHYECKOE)

JlexapcTeHHas dopma PacTBOp U1 MIOAKOXKHOTO BBEAEHHS

Josnposka 200 mr/mn

Dopma BelycKa 1 Mt - apUiet (2 WT.) - KHWDKKY KAPTOHHLIE
"Bymaxuuk" /B KOMnIekTe ¢ canderkamu - 2 wr

Homep cepuu (maptun): 300960

O6bem cepuu (napTum): 7993 yn.

[lata npon3BoacTaa: 04.03.2020

[open no: 28.02.2022

HaumenoBanue 1 aapec npoussoauress [Tpoussoautens (rotosoi JIP),

(c ykasauuem craauii npoussoscrsa) Vnaxoswmr/dacoBiuuk (B NepBHYHYIO YIIAKOBKY) -

Betrep ®apma-Deprurynr M'm6X u Ko. KT
(Eisenbahnstrasse 2-4, 88085 Langenargen,
Germany)

VYnaxosuur/pacoslumk (BTOpHYHas/TpeTHYHas
ynakoska), Beimyckarowui KoHTpons kavyecTsa -
HOCB dapma C.A., beasrua (Chemin du Foriest

1420 Braine-1'Alleud, Belgium)

Homep u nara perucrpausontoro JITT-000008 or 20.10.2010
YAOCTOBEPEHHS
Homep HOpMaTHBHO HOKYMeHTalHH JIIT 000008-201010

(Mam.Ne 1-5)
Hauvenosanne u anmpec aepwarens | HOCB ®apma C.A., Benbrus (Allee de la Recherche
PerucTpauHOHHOrO YA0CTOBEPEHUS 60, B-1070 Brussels, Belgium)

PaccMoTpes mpefocTaBneHHbIe NPOMIBOAMTENEM HOKYMEHTEI H COZEPKALUMECT B HUX CBEJEHMUS,
HACTOALUMM NOATBEPACAIO, HTO CEPHsl IEKAPCTBEHHOrO NPEriapaTa coOTBETCTBYET TpeGoBaHHaM,
YCTaHOB/ICHHLIM NIPH €ro roCyNapcTBeHHON perHcTpauuH.

[aterosa E. A,
Vo N0 J0BEPEHKACTH G/H
[loanucs OTBeTCTBEHHOIO NHUA: (/j 0T 7. Lfs /:«57/ ﬁ
(noanmucs) &@HO} T

Hara 05.06.2020 r.
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Chemin du Foriest, B-1420 Braine I'alieud

CEPTHOUKAT AHAJTN3A

Nepesog

Cum3sua pacTsop Ans noakoxkHOro Beeaenus 200 Mr/mi wnpuust (2)

Cepusa HoMep
Koa nponykra

: 300960
- CIAQ00106

3aperucTpUMpOBaHHLIE YCAOBHS XPAHEHUS:
XPpaHuTh B 3alLUMILICHHOM OT CBETa MECTE MpH
Temnepartype 2 — 8 °C. He samopaskipats
Jlpyras nudopmManus o xpaHeHHH: HE ykazaHa

CootsercTBYeT TpebOBAHUAM CrenU(HKAIIMY KaK MTOKAIAHO HIbKe:

Tect

Onucanne
(BuayanuHeifl KOHTPOJIB)

[Tpo3payHocTs

[IBeTHOCTE

Buaumsie yacTHib!
pH
IoTeHuHOMETPHYCCKH

MexaHHYeCKHEe BKIAKYCHHS
Mukpockonudeckuii MeTox
Yactuust > 10 um
YacTHup > 25 um

Hogmunuocrse:

SDS-PAGE B peayunpyommx
YCI0BHAX

Buonpota
TNF-ansda HeliTpanmusauus
LHTOTOKCHYHOCTH

KoauuecrBeHnHoe cogepkanue
Geska

CriekTpod0oToOMeET pHUYCCKH
Yucrora

Mounomep CDP870 Fab® PEG
(SE-B2IKX)

Mounomep CDP870 Fab® PEG
(KHEABIX NPOAYKTOR)
(CEX-B3IKX)

Moxomep CDP870 Fab’ PEG
(OCHOBHBIX NPOAYKTOR)
(CEX-B2KX)

Crnennduranus

[Tpo3paunas uim onanecuupyiouias
GecuBeTHAs HIIK JKeJITOro LBETA
HUIKOCTE, IPAKTHYECKH CBODOAHAS OT
BHJIMMBIX UACTHLL

Ilpenapat N0/KEH BBLIEPKUBATE CpaBHEHHE
¢ sranoHoM cpasHenusa [11

[Tpenapar qonxKeH Bulaep:KHBaTh CpaBHEHHE
C 3TaJIOHOM CPaBHEHHUS Y

BHHHMHE YACTHUBL JODKHLI OTCYTCTROBAThH
45-49

He 6onee uem 3000 vacTuiy/iumpui
He 6onee uenm 300 wacTu/mnpun

OCHOBHBIE MONOCK MCNBITYEMBIX H
CTaHOAPTHOTO OGpESLlOB 110 pacCTOAHHIO
MUIPALMHK OKHE! BBITE HISHTHYHE]
OTHOCHTeNbHAS BHONOrHYeCKasn aKTHBHOCTE

HAOJMKHA COOTBETCTBOBATE CTAHAAPTHOMY
obpasity

180,0 — 220,0 mr/mn

He menee 98,0 %

He mence 88,6 %

He menee 97,2 %

Crpanuua 1 w3 3

S99

PezyawTar

CooTBeTCTBYET

COOTBETCTRYET
CootBeTcTBYET
CoOTBeTCTBYET

4,5

7 YacTHL/WnpHL
1 yacTHUA/WIMPHL

CoorsetcTByeT

CooTBETCTBYET

191,2 mr/Mn

99,8 %

99,6 %
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MNepesop,

CEPTHDPHUKAT AHAJIM3A
CuM3Ha pacTBOp As MOAKOKHOTO BReMCHUS 200 MK/ wnpus (2)

Cepua nomep ; 300960
Kon npoaykra : CIA00106
3aperucTpUPOBaHILIE YCIOBHSA XPAHEHHA'

XPaHHTb B 3ALUMINEHHOM OT CBETA MecTe npu

Temneparype 2 — 8 °C. He 3amopaxusars

Hpyras undopmarms o xpaHenuu: e ykasana

CootsercTByeT TpeGoRaAHUIM crieuMDUKALUK KaK [I0KA3aHO HHKE:
Teer Crnemmduranus PesyabTar
bronpobda Ot 73 % no 137 % no cpaeHenuo co 95 %

(HeHTPANM3ALMA UMTOCTATHYECKOH  CTAaHAAPTHBIM oOpazuom
aKkTHBHOCTH TNF-ansda)

Aunamunuposannsie popmsl He 6onee uem 10 % <2,9%

Hzoxpaur
IIpoayKThl OKHCIeHHS MeTHOHKHA

(ITenTuanoe kaprupoBanue RP-
B27X):

Y%tparment O1 He 6onee 3,0 % <0,5 %
Ybparmenr 02 He Gonee 3,0 % <0,5 %
YopparmenT O3 He 6oaee 3,0 % 1,1 %
%parmedt 04 He Gonee 3,0 % <0,5 %
YepparmedT O3 He 6ounee 3,0 % 0.5 %
Fab® dparmentsr (SE-BIIKX):

Fab* He 6onee 1,0 % <0,5 %
Di-Fab’ He tonee 1,0 % <05 %
Cywuma Fab” pparmenTos He Goaee 1,0 % <0,5 %
ArperaTos u He Gonee 1,5 % <0,5 %
BBICOKOMOJIEKY. IR PHBIX NPUMeECceii

(SE-BIIKX)

CyMma KHCAOTHREIX npHMeceii He Gonee 7,4 % <2,0 %
(CEX-B3XKX)

Cymma merounnIx npumeceii He 6onee 2,2 % <0,7 %
(CEX-BIKX)

Mpoayxret ruaposmsa PEG-Linker  He Gonee 3 % 0%
(CEX-BIXKX 1 Isoquant®)

baxrepuaibmbie IH0TOKCHHBI He Gonee 0,4 E3/mr <0,004 EQ/mr

(TypOuanmerpuyecknii
KHHeTH4YeCKHH TecT)

Crpanuua 2 uz 3
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CEPTUDUKAT AHAJIU3A

CHM3HS PACTBOP Ui N01KOXKHOrO BBeAeHus 200 mr/vi wnpuup (2)

Cepua HOMED : 300960
Kon npoaykra 3 ClA00106
3aperucTpHpOBaHHBIE YCNOBHA XPAHSHHUA!

XPBHHTL B 3alIMUIEHHOM OT CBETa MECTE IIPH

temneparype 2 — 8 °C. He samopaxusats

Hpyras nHQOpMaLHA O XPAHEHUN: HE YKa3aHa

CooTBercTRyeT TpeOOBaHHAM crielUNKAUMH KaK MOKA3alo HuXe:

Tecr Crnenuduranms PesyabTar
CTepHiIBHOCTE [penapar gomkeH ObITh CTEPHIEH Crepuien
(MemGpannas huaLTPaLKs)

Ceobountii [13T He Gonee 1 % no macce <0,5 %
(RI-BIIKX)

Hzapaexaemelii o6bem He mewnee 1, 0 ma CooTBETCTBYET
OcMOApHOCTL He menee 240 mOcm/kr 429 mOcM/kr

(Kpuockonuueckuii meron)

3asiBIeHMe 0 CepTHHHUKATINN:
HacToAluM [OATBEPAKAAID, YTO MPUEENEHHAR BbILE MHOPMALMA ABAETCA MOMNMHHOHK M TOUHOH. YKazaHHas cepus
NpoAYKTa NPOW3BEAEHA, BKIIOUAA KOHTPOJb KA4€CTBd, B MOJHOM COOTBETCTBHH C Tpefopanuamu Hamnexaien

I[Tponsroncraentoil [Npakruku (GMP) noxkaneHoro PerynaropHoro oprama. Janucu no obpaboTke W aHaIM3y CEPHH
GLI1M POBEPEHE! W MPHIHAHL COOTBETCTRYIOUINMI TpeGopannam GMP.

Hata nponasoacTsa : 04 mapta 2020 r.
Fopen po : 28 deppang 2022 r.

DNEKTPOHHAR NOANMUCH
Beimymeno : Cung Sylvie
VY ronHoMOUeHHoe [IMLO

Jlara BeInycka 1 13 Man 2020 r.

VYnonuomeueHHoe JHuo ruiowanxku: De Keyser Jean-Luc

«HOCE dapma C. Ay, Ten.: 432 2386 21 11
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