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CEPTHO®HMKAT AHAJTH3A
Cunsus pactaop s TOAKOKHOrO BBEACHMA 200 MI/MA Wwnpuie (2)

Cepus Homep : 277907
Koxt npopyxra : CIA00106
3aperucrpuposannsie YCNOBHA XpaHeHus:

Xpauute npu Temnepatype 2 — 8 0C

Hpyras undopmarms o XPaHeHHH: He yKaszaua

CootsercrByeT TpeGosanmsin CHELUHDHKAUNH KK MOKA3AHO HiKke:

Tecr Creunguranns Pesyaprar
Omitcanne [pospaunas wnn onanecunpyiomas Cooreerctayer
Busyanenoe nenniranmne BecuseTHan unu weaToro usera

KHAKOCTb. TIpenapar crofoaen oT BHamMbIX
HEBOOPYKEHHLIM [a30M yacTHy

pH 45-49 4.6
Notenunomerpiveckn

Mex:i HHYECKHe BEJIOYeHNIR
Mukpockonuyeckiii meros

HacThuer =10pm He Sosniee yem 3000 YacTHL/ umpun 2 vacTHWwnpuy
Hacriun 225 pm He 6onee uenm 300 HACTHIL np L 0 wactn/mnpun
Mopnnnnocrs:

OcHoeHblE NOfOCH! HCIBITYEMBIX 1
SDS-PAGE g peayunpyommy CTaHaapThoro obpasuers no paccToaumo
YCJIOBHAX MHTPAUMH N0IKHE! GbITL MAEHTHYHL! Coorsercrayer

Ornocutensuas Ghonoruyeckas AKTHBHOCTH
Buonpota TNF-an biha JONKHA COOTRETCTRORATE CTaHaapTHOMY
HElTpamIsa s WIroToRc I HoeTY obpazuy CooTserctayer

Koanuecrrennoe cogepRane

Genka 180,0 — 220,0 mr/nn 199.3 mr/mn
Cnerrrpuqmmme‘rpnqemn

YUnerora

Monovep CDP870 Fab’ PEG He menee 98.0 % 99.8 %
(SE-BIKX)

Monomep CDP870 Fab’ PEG He menee 88,6 % 99,4 %

(KHeABIX NpoayKTOR)

(CEX-B33KX)

Mounomep CDP870 I'ah® PEG

(ocHoBHBIX npoaykros) He menee 97,2 ¢, 99.9 %
(CEX-B33KX)

Creundmueckan AKTHBHOCTH

(nefirpammsanug unrocratiyeckoii O 73 5o 1379 N0 CpaBHenHIo ¢o

ARTHBHOCTH TNF-anw ) CTaHRAPTHLIM 00pasiiom 102 %
Anmamuanposanunie Popmbr
Hioxksanr He Gonee uem 10 v <2.9 % /fr
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CEPTH®HKAT AHAJIM3A
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Cum3ns pacTBOp Ju1a noskoskHOrO BREEHMs 200 M/Mn wnpuner (2)

Cepus Homep : 277907
Koa nponykra : CIA00106
3apernucTpupoBaHnble VC0BHS XpaHeHH:

XpaHuTh npu Temneparype 2 - 8 °C

Hpyras nndopmanmsn o xpaneunu: ne yKazaHa

CootsercrsyeT TpeGosaHusm CHCUHPHKAIIMH KAk MOKA3aAHO HMKe:

Teer Cneundurauns

IpoaykTer okucnenis meTionnua
(IMentnanoe kapruposanie RP-

B2XKX):

(parment Q1 He Gonee 3,0 %
thparment O2 He 6osee 3,0 %
dparment O3 He Gonee 3,0 %
dparsent 04 He Bonee 3,0 %
¢parment O5 He 6onee 3,0 %
Fab® gparmenrir (SE-BI3X):

Fab’ He Gonee 1,0 %
Di-Fab’ He Gonee 1,0 %
Cymma Fab’ dparmentos He 6onee 1,0 %
Arperatos n He Bonee 1,5 %
BBLICOKOMOJICKYJISIPHBIX npusecefi

(SE-BYXKX)

Cymma kueaoTHmIx npimeceii He Gonee 7,4 %
(CEX-B2KX)

Cymma wenounsix npnseceii He Gonee 2,2 %

(CEX-BIIKX)

Mpoaykret ruapomsa PEG-Linker  He Gosee 3 %
(CEX-B2XKX n Isoquant®)

Bakrepuaabusie DHOOTOKCHH LI He 6onee 0,4 E3/Mr
(Typbuausmerpnueckirii

KHHETHYeCKItii Tect)

CrepmisnocTn Ipenapat nomxen Guitp CTEPHIILHBLIM B
(MemGpannasn GuneTpaum) CooTRETCTBHI ¢ TpeboBanuamu USP <71>
Ciobouwrii 11317 He Gonee 1 % 1o macce

(RI-BIKX)

HsBnexaemstii ofnem B cooteetctium ¢ tpeosanusmy USP <l>
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Pesyaprar

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

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

<0,5 %

<2,0 %

<0,7 %

0%

<0,027 E3/mr

CootsercTeyer

<0,5 %

Cootsercrayer

prir—
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CEPTHO®HUKAT AHAJIM3A
CHM3Hs pacTBOP /U1 NOAKOKHOTO BBeeHHs 200 Mr/v wnpuis (2)

Cepus nomep ; 277907
Kox nponykra : CIA00106
3aperucTpUpoOBaHHbIE YCIOBHS XpaHEHMS:

XpaHutb npu Temneparype 2 — 8 °C

Hpyras unopmains o xpaHeHuu: He ykasaHa

COOTBBTC'I‘BY(‘BT TpeﬁOBaHHHM cneumlmkauuu KaK NnokasaHo HHKe:

Teer Cneundurauns Pesyanrar

H3snekaemuiii obnem He mence nomunansHoro odbema CooTeeTctayer
(1,0 ma)

OcMONAIBHOCTH He menee 240 MmOcm/kr 433 MOcmM/kr

(Kpnockonnueckuit meroa)

3asiBraenne 0 ceprudukaunn:

Hactosumnm noarsepxaaio, uto npusegennan Bbiiie HHQOPMaLMs  SIBINETCH MOATHHHON M TOYHOM.
Ykazannas cepus NpoaykTa Npod3BefeHa, BKIIOYAs KOHTPO/Ib KauecTBa, B MOJHOM COOTBETCTBHH C
TpeboBanuamu Hamnesxawedi lpoussoncreensois [pakrikn (GMP) nokansHoro Perynatopuoro opraua.

3anucu no obpaborke u ananuly cepun Guinu MPOBEPEHbI H NPH3HAHB! COOTBETITBYIOWHMMH TpeBoBaHMIM
GMP.

Jata nponseoncrea ¢ 10 susaps 2019 r,
["onen no : 31 nexaGps 2020 r.

DNEKTPOHHAA NOANHCH
Brinymeno : Cung Sylvie
YnonHoMouenHoe nuuo

Hata peinycka : 18 vioHa 2019 r.

YnennomedeHHoe nuuo naotmanky: De Keyser Jean-Luc

«HOCE dapma C.A.», Ten.: +32 2386 21 11
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