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o Jerxapemeennoe cpedcmeo: Aseepa® EHOKAZ konyenmpam 018 npueomosieniu pacmsepd OK 034-2014 (KIEC
i O0nm wngyzud, 25 se, 2008) (OKIJ12):
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MPHUAOKEHHUE

K CEPTHOMKATY COOTBETCTBMSA N POCC RU C-RU.OM11.8.00107/19
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Ne 0000618
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340 “EMOKAJJ,“ /]sC "BIOCAD" ®opmMa MNpunoxenne Ne2 k
KK-28-006- -28-006-
Poccnsn, 198515, r‘CaMKT_-ﬁereoﬁypr NeTponsopuossi RKRR-a06-10/ AReX Form 2 s Ok 28-006-10

PanoH, n.CTpensHa, yn. Ceasy, A 34, Nur. AL/ Russian Bl g’W,MAD
Federation, 198515, Saint Petersnurg, pelrodvarsowy district, j T N

Streina. Svyazi st big 34, Liter A Ten ftel.: +7 485 992-66.28. Biotechneiogy Company
e A TR T e

Nacnopr kavecrsa / Certificate of analysis N2:20984/19

Aserpa® BENOKAp, KOHUeHTpaT gng NpuroToeneHusn PacTeopa gngn MHDYIUIA, 25 Mr/mn no 4
MAn / Avegra® BIOCAD, Concentrate for solution for infusion, 25 mg/mi 4 mi

Homep cepuu (naptuu) / Batch No: 89100519

Wenvitanua Nposenexsl no / The tests performed in
accordance with: ocr I'ES nﬂ~003336-251115‘ u3mM./amend. Ns1-3

Konunvecrso MPoAYKUUM B cepun, eq. M3M. / Batch
Size, units: 14830 ¥r. Nel / packs Nel

fAata usrotosnenus / Manufacture date: 06.05.2019
Cpok rogHocTw / Expiry date: 01.05.2021

Usrotosurens / Manufacturer: 340 «BUOKAL», Poccus Mockosckan o6,
Kgac&mropcmm p-H, C, €Tposc-lansree / SC
PIOCAD”, Petrovo-Daineye. Krasnogorskiy District,
Moscow Regian, Russia

Homep cepun uH-bank / Batch No in-balk: 1905190

Perucrpaumonmnein HoMep / Registration Number: N1M1-00333¢6

Moxasatens / Assa PeBosanua HA / Acceptance crit

Xparenune / Storage Mpu TeMnepaType ot 2 go 8 °C B 3almuledtom o1 ceety Coomercmyer / Cenform
MecTe. He 3amMopaxkneaTes / At temperature from 2 to 8 "
Protect from light. Do not freeze

Cpok rogxocTy / Sheif 2 roga /2 years Coorsercrayer / Conform
life
Onucanune / Description Tpo3pavnas unu onanecunpyowan HUAKOCTL OT Coursen"rayer ! Conform

becuserroro AC CBETNO-KOpUYHessro usera / Clear or
opalescent colorless or light-brown liquid

NonnunrocTty / Mpenapat gonxen HeATpasm3oeaTe nencrtsuve hakTopa CnoraeTcmyer ! Conform
identification POCTa 3H40Tenus COCYNOB Ha KynsType KNeTOK HUVEC / The

NoanurrocTs / Ha 3NeKTpodoperpammax CTaHaaprHore pacteopa, Cootsercrayer / Conform
ldentification ACABITYeMoro pacTeopa NPNCYTCTBY@T OCHOBHOM nuK. Ha
3nekrpodioperpammax CO-CHMecU NpucyTcTayel oL~
OCHOBHOW Nuk. Pazhunya MeXxxay sBpemeramy MU DALt

Eier_‘trophorcgrams obtained with the co-mix show single
main peak Retention time of the main Peak on the
electropherograms obtained with the test solution standard
solution and co-mix differs by less than 0.1 min

Mpospaynocrs / Clarity MpenapaT nonxen BLiTh NpoapadHLIM N0 CpasHeHuio ¢ sBogon CGDTBeTCTByeT / Conform
of solution AW BbIAEDXMUBAT b CpasxeHne ¢ 3ranoHom ||| / The drug

product is required to be clear or its opalescence is not more

pronounced than that of Reference Solution |11

UseTHocTs / Degree of Mpenapar LOMKEH BbiTh becuseTHeIM no CPasHeHuo ¢ sogon Coormercy ByeT / Conform
Coloration MW BLINEDXUBETE CPaBHEHWE ¢ 3TanoHom B6/ The drug
product is 'equired to be colorless or itis not more intensely
colored than Reference Solutions B6

NacnopT kavecrtea / Certificate of analysis N 20984/19 Crpannua 1 u3 ? / Page 1 of 2




pH / pH

Mexanuueckue
BKNOYEHWA. BuguMble
HacTuus / Particulate
matter. Particulate
matter

MexaHuveckue
BKNONBHWA,
HosuauMeie vacTuyb: /
Particulate matter.
Subvisible particles

MexaHnueckue
BKAOMEeHUs
Losnnunmsie Sactuuni /
Particulate matter.
Subvisible particles

QCHMONANLHOCTE [
Osmolality

Cneunguyeckue
npumecy / Specific
impurities
Cneundudeckue
npuMecH / Specific
impurities
Wsanexkaemuiin obvem /
Extractable volume

bakTepuansHoie
IHACTOKCWHDBI / Bacterial
endotoxines
AHOManNLHas
TOKCUYHOCTL /
Abnarmal toxicity

Crepunerocts / Sterility

benok / Protein content

NonucopbaTt 20 / Tween
20

Crieunduyeckas
AKTUBHOCTL / Potency

Mapmpoanafi.abe\mg

¥nawoska / Package

07 5.9 10 6.3 fFrom 5.9 tg 6.3

Buinmeie HaCTUUL NONKHbI OTCYTCTBOBATL / With no
particulate matter

HacTuubl Pa3MepoM 5 - 25 MK - He 6onee 5000 v/, /
Particles 5 -25 um - not mere than 5000 pfvial

HacTuue pazmepom 25 n bonee MkM - He Bonee 500 v/pn. /
Particles equal to or greater than 25 um - not more than 500
p/vial

O1 235 no 315 MOcM/kr / From 235 ta 315 mOsm/kg

Cogepxarne MOHOMEDa - He MeHee 93 % / Monomer contemt
~NIT 93 %

Cymma npumecei - He Bonee 7 % / Total impurities - NMT 7 %

WiBnexkaemslin 06bEM N0MKEH BbiTh He MEHEE YKa3aHHOrO Ha
a3TukeTke / Extractable volume is not less than the labeled
volume

He 6onee 2,0 E3/mn / Not more than 2.0 EU/mI

MpenapaT nonxex Guite HeTOKCWYHbBIM / Drug praduct
exhibits no toxicity

Mpenapat gonxeH BuiTe crepuneibiM / Drug product is
required to be sterile

O71 22,5 no 27,5 mrimsn / From 22.5 t0 27.5 mag/mi

0.2-0,6 mr/mn / 0,2-0,6 mg/mi

OT 80 80 125 % OT aKTWUBHOCTH CranpapTHoro o6pasua /
From 80 to 125 % from potency of the standard sample

B cooTBETCTBUAM ¢ HA 1 YTBEDMAEHHBIM MAKeToM / In
accordance with RD and approved design

Mo 4 mn npenapara so Qnakoms becuseTHore HEWTpaneHoro
CTeKNa | TMAPOAUTUNECKOro KNacca, YKYNOpeHHbIe
PE3NHOBLIMU MPOBKaMN, C OBKATKOR aNIOMUHNEB b MU
KOAMAYKaMu C NNaCTUKOBOW KPBILWKOW TUNa “flip-off*. Ha
KaXAbid PNAKOH HAaKNeuBaT CAMOKNBALUYIOCA 3TUKETKY Mo
1 dnaxony smecTe ¢ UHCTpykUued no NPUMEHEHNID B Nadxy
M3 KapToHa /4 ml in neutral glass type | vials, corked with
rubber stoppers and capped with aluminum caps with plastic
covers “flip-off" type. Each vial is labeled, 1 vial Is placed into
carton box with leaflet

/lg'ﬁ*‘&\ —
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CoorsetcTayer / Conform

13 v-wpn. / part.fvial u-
u/en. / part.jvial

6 w-w/dn/ part jvial -

wan. { part. ivial

270 mMOCw/kr/ mOsmky

97.6 %

2.4 %

4.2 mn/mi

Menee 2,0 / Less than 2.0,
E3/mn f EU/m!

HeTokcuyHo / Nontoxic

Crepunssio / Sterile

24.6 mMr/mna f mg/m|

0.39 Mrimn / mg/mi

100.0 %

CoorsetcTayeT / Conform

CoovseTcrayer / Conform

Bblweykazanubii npoaykT CooTBETCTBYeET Tpeﬁégﬁ}ffmn/uopnamaNbl_;\\;oxyMeHToa / This batch of
' ™ \\\.ﬂ_‘ Iy

praduct meet the requiremefétﬁé}(;f rp/guéqtﬂw d
[ / o
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LHRyKosoautelne OKK / Head of QcC
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