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[IPUAOKEHVE

K CEPTU®UKATY COOTBETCTBHSA Ne pOCC RU C-RU.OMI1.B.00011/48

Ha IPOAYKIHED, BRKAIOUSHHYIO B eAHHBIA IIePeYeHb MPOAYKINH,
noasexamel 06a3aTeAbHOM cepTREKANHU

Ne 00006817

“JlekapcTserHoe CpeACTED:

Viiﬁ}'uennﬁm KOHUEHTPET ANA NPUrCTORNEHWA PaCTBOPA ANS MHAy3uiA 10 Mr/mn:
10 MI1, PNaKoHb! (2), NaYKK KapTOHHbIE,
0 Mn, pnaKkoHsl (1), Nayky KapTOHHbIE;
0 Mn, donakoHsi (1), nadkn kapToHHbIE

WarorosuTens:
3A0 "BUOKAL",

VIHH 5024048000, 143422, Mockosckas ofnacTs. KpacHoropckuii paiioH, ceno Metposo-HansHee, Poccus

|oNOnHUTeNBHaR “HboPMaLKs:

_~~POK TORHOCTM NEKAPCTBEHHOMO CPeacTBa 2 rofa 6 Mecsues. Yenosus xpaHeHus: npu Temneparypeor 2°C no8°Cse
|- 3aUULIEHHOM OT CBETa MecTe, He 3amopaxusars.

Hpowenxo M.A.

WAL, GAMHANS




3A0 "BUOKAL" /)SC "BIOCAD"

Poccun, 198515, r.CarkT-NeTepbypr, NeTpoaBopUCEsIH
panon, n.CrpensHa, yn. Ceaau, a. 34, Nur. A, / Russian
Federation, 198515, Saint Petersburg, Petrodvorsoviy district,
Strelna, Svyazi st.,bld. 34, Liter A Ten./tel.: +7 405 892-66-28:
Oaxc/fax: +7 495 992.82.98

®opma Npunoxedue Nel k CON
OKK-28-007 / Form Appendix #1 to SOP OKK-28-007

BICCAD

Biotechnology Company

Macnopr kavecTtsa / Certificate of analysis Ne5887

Auennbua®, KOHUEHTPAT ANA NPUrOTOBNEHWA pPacTBopa ANA MHOPY3IUK 10 Mr/mn / Acellbia®,
concentrate for solution for infusion 10 mg/ml

HomMep cepuu (naptuu) / Batch No:

WcnbiTatina nposenexs no / The tests performed in
accordance with:

Konuuecrso npoaykuuu 8 cepuu, en,. u3mM, / Batch
size, units:

Oata wirotosnewun / Manufacture date:
Cpok roaHocTh / Expiry date:
M3rovosurens / Manufacturer:

Homep cepun uu-6ank / Batch No in-balk:

69241118
@CMN /ES NN 002420-240418

6642 yn. Nel / package Nel
21.11.2018

01.05.2021

3A0 BUOKAL / JSC "BIOCAD"
241118N

PerucrpaumoHHbin HoMep / Registration number: /11 002420

Ycnosus xpaHenua / CootseTvcrayeT / Conform

Storage conditions

MNpu TemnepaType o7 2 0o 8 °C B 33WMLIEHHOM OT CBETa
mecTe, He 3aMopamumsaTe. / At temperature from 2 to 8 °C,
protect from light, Do not freeze.

Cpok xpaHexus / Shelf
life

2 roga 6 mec./ 2 years 6 months, CoortsetcrayeT / Conform

npo3payHan, oT BecuBeTHOrO N0 CBETAO-XKEATOrO UBeTa
HUAKOCTs. / Clear, colorless to yellowish liquid.

Onucarue / Description CooTeeTcreyer / Conform

MpenapaT ponxeHd 0bnanaTe KCMANEMEHTIABACUMON
UNTOTOKCUNHOCT LI,/ The drug product shows the expected
complement-dependent cytotoxicity

NoanvHHOC TS /

CooTaercreyet / Conform
Identification

NOANMHHOCTL /
Identification

Ha 3neKTpooperpaMMax UCNLITYEMOro u CTaHAApTHOM G
PacTBEORA, NPUCYTCTBYET OCHOBHOA MUK, B co-cMech
UCNBITYEMOro v CTaH4aPTHONS PacTBOPOB A0/KEeH
APNUCYTCTROBATL TONIbKC CAUH OCHOBHOW MWK, Pa3w:ua
MEXLOY BPEMEHEM MUrPaUMM OCHOBHON O NUKa Ha
INEKTPOMOPErpaMMax NCNLITYEMOro pacTaopa,
CTAHAAPTHOrO PacTBOPA W MX CO-CMECU COCTaBNSET MeHee
0,1 mun./ Principal peak is observed on the
electrophoregrams obtained with the test solution and
standard solution, Only one principal peak is observed in the
mixture of the test and standard solutions, Difference
between the principal peak of migration times on the
chromatograms obtained with the test solution, standard
solution and the mixture of the test and the standard
solutions is less than 0.1 min.

Cootaercreyer / Conform

Mpo3pasynocTs / Clarity NpenapaTt fo/imeH BeiTe NPOIPAYHLIM NO CPABHEHWMIO C BOAOH
WNK BLIRBPKUBATE CPABHEHWE C 3TancHoM L. { the drug
product is required to be clear or its opalescence is not more

pronounced than that of Reference sclution |.

CooTseTtcrayeT / Conform

Upernocrs / Degree of npenapar AonxeH BoiTe BECUBETHLIM NO CPABHEHUID € BOAOH CooTeertcrayer / Conform

coloration N BbINEPXWUBATL CRaBHEHWE € 3TanoHoM Y6. / the drug
product is required to be colorless or is not more intensely
colored than Reference Solution Y6,
MexaHuveckue B cootetcTBiAmn € Tpebosanuamu. / Comply with the CootseTcreyer / Conform
BKNKOYeHUA / Particuiate requirements,
matter
Mexarnyeckue Hesuavmeie vacTuue /invisible particles 11 w/pn. / part./vial
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BrAKYeHus / Particulate
matter

MexaHuiecxkue
srkMmouetin / Particulate
matler

pH / pH

Uisnexkaembi obbem /
Extractable volume
OcmanansHocTe /
Osmolality

Benok / Protein

HucroTa / Purity

HucroTa / Purity

CrepunsHocTs [ Sterility

bakTepuansinie
IHAOTOKCUHLI / Bacterial
endotoxines

AHOM3NbHER
TOKCHYHOCTS /
Abnormal toxicity

Crieundpuyecxas
aKTUBHOCT, / Potency

Nonwcopbar 80 /
Polysorbate 80

Ynaxosxa / Package

Mapkuposka / Labeling

HacTuupl pasmepom 10 v Gonee MKM - He Bonee 3000
HacTul/thnakoH / Particles with diameter equal to or

greater than 10 um - not more than 3000
particles/vial.

HacTuust pasmepom 25 u Bonee MKM - He Bonee 300
Ha(Tuu/pnakon f Particles with diameter equal to or greater
than 25 um - not more than 300 particles/vial.

oT 6,2 A0 6,8,/ from 6.2 to 6.8,

W3snekaembiin 06bem fonKeH BbiTh HE MEHEE YKa3aHHOTO Ha
3TureTKe. [ Extractable volume is not less than the labeled
volume,

(360 = 36) mOcm/xr. /(360 + 36) mOsmy/ka.

Ot 9.2 no 10,8 mr/mn. / From 9,2 to 10,8 mg/ml.

Conepmxarne MoHOMEpPa - HE MeHee 92,0 % / Monomer
content - not less than 92.0 %.

Cymma npumecen - He Bonee 8,0 % / Total impurities - not
more than 8.0 %.

fpenapaTt fonxen 6uiTh CTEPUALKBIM, / Drug product is
required to be sterile,

re Gonee 1,0 E3/mn, / NMT 1.0 EU/m,

MNpenapat Ac/mKeH BuiTs HETOKCUNHBIM, / Drug product
exhibits no toxicity.

0780 p0 125 % OT aKTMBHOCTH cTanpapTHore obpasua /
From 80 to 125 % from the activity of the standard sample

QT 0,6 no 0,8 Mr/Mn / From 0,6 to 0.8 mg/mil

Mo 50 mn npenapaTa Bo nakoHb 6eCUBETHOrO
HENTPansLHOro CTexna | ruaponUMTUYECKOro KNacca,
YKynopeHHoie peanHoabiMu Nnpobramu ¢ obkaTkon
ANOMUHMEBLIMUA KONMNAYKaMKU C NNACTUKOBOM KDBILWKOA TUNE
«flip-off», Ha kaxawui nakoH HaknensaT CaMOKNCHUYIOCA
3TukeTky.Mo 1 dinakoHy (50 Mn npenapata) smecTe ¢
MHCTPYKUMER NO MDAMEHEHWIO NOMELLBI0T B NaYKky U3
KapToHa./ 50 ml solution in single-use type | glass vials,
corked with rubber stoppers and sealed with aluminum flip-off
Caps. Each vial is sticked.One vial (50 mi of the drug) with the
instruction of use is placed into a carton pack,

8 COOTBETCTBMK C TpebasarnamMu / comply with the
regquirements,

4 §-ufhn. [ part.ivial

6.46
51.0 mn/ml
353 MOcm/kr

9.92 mr/mn / mg/m|
98,97 %

1.03%
Crepunnto / Sterile

Meree 1,0 / Less than 1.0,
E3/mn [ EU/mI

Hetokcuuwo / Nontoxic

95.0 %
0.76 mrimn [ ma/mi

CooTeercrayer / Conform

CooTeeTcrayer / Conform

BbllleyKasaHHbin NPOAYKT COOTBETCTBYET TpeboBaHWAM HOPMaTHBHBIX AokymeHToB / This batch of

product meet the requirements of regulatory documentation

Pykosonutens OKK / Head of QC
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