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Ilpenapar / Product:

CEPTHOUKAT AHAJIM3A
CERTIFICATE OF ANALYSIS

POCCHS
RUSSIA

OKTAIIVIEKC®

oclapharmae

daxTops! cBepThIBanNS kposu II, VIL, IX, X B komOunanmun

(IPOTPOMOMHOBBIA KOMIITEKC)

JMOGHIN3AT JU1s TPUTOTOBIICHUS PACTBOPA A/ BHYTPHBEHHOI'O

BBEJIEHHS
OCTAPLEX®

Factors Il, VII, IX, X in combination (prothrombincomplex)
Lyophilisate for preparation of solution for intravenous

administration

Cepus Ne / Batch Ne: L932A2641
Bryrpennuif kox / Internal code: 010934
Jlara usrotossnenns / Man.Date: 08/2019
I'onen o / Exp.Date: 31/07/2021
ITAPAMETPHI / TESTS CHEUM®HUKALUA / SPECIFICATIONS | PE3Y.JIbTATBI/ RESULTS
Onwucanne / Beuprit nim crierka rony6osarsiii iopowok | CooTBercTByeT
Appearance WJIA PLIXJlas Macca, OYeHb I'MIPOCKOITHYHEL | TpeGoBaHHAM
Boccranosnenusiit pacrsop — npospaunsiii | Passed test
HJIH CJIETKa OlasieCIiupyIONHil, 6eclBETHEIH
WM GJ1e/1H0-10J1y 60,
A white to ice blue powder or friable solid,
very hygroscopic.
Reconstitution solution is giving a clear to
slightly opalescent solution that may be
colourless to slightly blue.
pH 6.5-75 7.0

Bpemsi pacreopenus /
Dissolution time

He 6onee 10 mun B 20 M1 Bojb! wist
HHBEKUMH 1py Temiieparype ot 20 10 25°C u
NpH aKKYPaTHOM [ICPEMCLIMBAHIH,

The lyophilisate dissolves in 20 ml of WFI
with gentle swirling within 10 minutes at 20°C
to 25°C.

OcMonsibHOCTE /
Osmolality

250 — 400 MOCMOIB/KT
250 — 400 mosmol/kg

O06wnit 6enox /
Total protein

AKTHBHpPOBaHHBIE
(baxTopsl CBEPTHIBAHUS
Activated coagulation
factors:

Pa3ssenenue obpasua 1:10
Sample dilution 1:10
Pazsesienne obpasua 1:100
| Sample dilution 1:100

13 — 41 mr/mn
13 = 41 mg/m|
He menee 150 cex 304 U A

Not less than 150 sec
He menee 150 cex
Not less than 150 sec

264 EE
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CEPTU®UKAT AHAIM3A  OClapharmar

IIpenapar / Product:

Cepust No / Batch Ne:
Buyrpenuuii ko / Internal code:
Hara usrorosnenns / Man.Date:
I'onen o / Exp.Date:

CERTIFICATE OF ANALYSIS

POCCuUs
RUSSIA

OKTAIIVIEKC®

(haxtops! cepreBarus kposu 11, VII, IX, X B koM6HHAUHK
(IpoTpOoMOHHOBBII KOMILIEKC)

MHOGUIM3AT JUTS IPUrOTOBIIEH S PACTRBOPA 7T BHYTPHUBEHHOTO

BBCACHUA

OCTAPLEX®

Factors Il, VII, IX, X in combination {(prothrombincomplex)
Lyophilisate for preparation of solution for intravenous
administration

L932A2641

010934

08/2019

31/07/2021

NMAPAMETPBI / TESTS CIHEHUPHUKALIUS / SPECIFICATIONS™ | PE3YJIBTATHI / RESULTS

~ (1)013FPS261-281BG/03/RU

A ten -

I'enapun / 0.2 - 0.5 ME/ME daxkropa IX 0.4
Heparin 0.2 - 0.5 IU/IU factor IX - ]
TpomOun / Koarynsuus otcyrersyer CoorBercTBYeT
Thrombin No coagulation TpeboBaHUAM
“ ‘ - Passed test
Bona / He 6osee 2.0 % (1/8) 1.8
Water Not more than 2.0 % (w/w) -
CrepuspHOCTS / Crepunen CoorsererByer
Sterility Sterile TpeGoBaHHAM
S  — S — ——— Passed teSt
IIuporennocts / Anuporenen CooTBeTcTBYET
Pyrogens Free of pyrogens TpeboBaHuAM
| o | Passed test
Y ienbHas akTHBHOCTH / He menee 0,6 ME ®IX/Mr o61ero 6enka 1.0 ‘ ‘ /
‘Specific activity Not less than 0.6 IU FIX/mg total protein VA 4 B
Kosmuecrsennoe onpegesnenne / Assay - \\ j-"
®akTop cBepTHIBAHKS 20 -31 ME/mi 25 \ 14
kposu [X / 20 - 31 IU/ml "-\\ \
Factor IX ) NI\
JloBepurebHbIH Ot 80 mo 125 % ot paccunrannoi 94 - 106 \\
HHTEpBAI/ AKTUBHOCTH
Confidence limits Within 80 ~ 125 % of the estimated potency |
DaxTOp CBEPTLIBAHHS 14 — 38 ME/Mmn 23
kposw I / 14 — 38 IU/ml
Factor Il 857 ,Oftapf‘é‘jni‘ i
s e e " — — 7 rL,"ufc- e o
JloBepuTenpHbIi Ot 90 z0 111 % or paccunrannoii 97 551{?3 67880 LingolsHgim / Frynce
LT e LT - B\ T a3 op 88 77 62 00
Confidence limits Within 90 - 111 % of the estimated potency -\ il (L. g s

R )
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IIpenapar / Product:

CEPTU®UKAT AHAJIM3A
CERTIFICATE OF ANALYSIS

POCCHUs
RUSSIA

OKTAIUIEKC®

ocltapharmao-

axropsl cBepTHIBaHHS kposu II, VII, 1X, X B KOMOMHaIuu

(1pOTPOMGHHOBLI KOMILIEKC)

JII’IO(I]HJ'IHSET AUIS IPUTOTORJIEHUS pacreopa juig BHYTPHBEHHOI'O

BBEJICHUS
OCTAPLEX®
Factors II, VII, IX, X in co

mbination (prothrombincomplex)

Lyophilisate for preparation of solution for intravenous

administration

Cepus Ne / Batch Ne: L932A2641
Buyrpennuit kog / Internal code: 010934
Hata usrorosienus / Man.Date: 08/2019
Fonen no / Exp.Date: 31/07/2021
ITAPAMETPBI / TESTS CIHIEHU®UKALINSA / SPECIFICATIONS(" PE3YJIBTATHI / RESULTS
DakTop CBEPTHIBaHUS 9 — 24 ME/mn 17
KpoBu VII / 9 -24 1U/ml
FaCtor VI' S S ——————— e e ———— m—————— — e . ol
JlosepureibHbii Ot 80 10 125 % or paccuUTaHHOM 95-105
unTepBa/ aKTUBHOCTH
 Confidence limits __| Within 80 — 125 % of the estimated potency | _— s
@aKTop CBEPTHIBAHUS 18 —30 ME/mn 24
KpoBu X / 18 — 30 IU/ml
FaCtor X — — e e ————— e ——— S—— R e S —— e ——————— et —
HoBepurensupiii Ot 90 10 111 % ot paccunranmnoi 98 -102
HHTEpBaN/ aKTHBHOCTH
onfdencemits | Within 90 - 111 % of te estimated potency |
CootHourenune 0.7~ 1.65 ME ®akropa I/ME ®axropa [X |0.92
®axrop Il/Daxrop IX 0.7 - 1.65 1U Factor II/IU Factor IX \ |
Factor |1 / Factor IX Y
Honoanuresbupie TecTel / Additional tests - A \\ o,
Lutpar / 17.0 — 27.0 mvons/n 21.2 A\
Citrate 17.0 — 27.0 mmol/l - \
Tpu-n-6yTungocdar / He Gonee 5 mxr/mn <1
Tri(n-butil)phosphate Notmore than & ug/mi
Llosmcop6ar 80 / He 6osiee 50 Mx1/mi < 2,5;@"“"‘“:}&
| Polysorbate 80 _|Not more than 50 pg/iml | G ﬂ% B
[Tporenn C/ 13 - 31 ME/mn ﬁ?’// z\\,};"%
Protein C 13 = 31 U/m| K et 2R
- L B AW el
IIporenn S / 12 - 32 ME/mur ‘2'2' . 5‘%‘* 0" 72(.:??& gnlslaréchal Foch
Protein S 12 - 32 1U/ml .-",‘;“'.'-\\ 67380,
.............. e — S
VO T (+33) (0)3 88 77 62 00
Fax (+33) (0)3 88 77 62 0|
e T e
Code APE 12110 Z
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CEPTU®UKAT AHAJIM3A  OClapharmaor
CERTIFICATE OF ANALYSIS

POCCuUsi
RUSSIA

IIpenapar / Product: OKTAIIVIEKC®
axTops! crepThIBanus kposH 11, VII, IX, X B KOMOHWHAIHH
(MpOTPOMOHHOBBIH KOMILIEKC)
JIMOGUIIN3AT /1S [IPUTOTOBIIEHHS pacTBOpa /i1 BHYTPHBEHHOTO
BBeJICHHs
OCTAPLEX®
Factors II, VII, IX, X in combination (prothrombincomplex)
Lyophilisate for preparation of solution for intravenous
administration

Cepus Ne / Batch Ne: L932A2641

Buyrpeunnii kon / Internal code: 010934

Jlata usrorossienus / Man.Date; 08/2019

I'omen no / Exp.Date: 31/07/2021

It is certified that the above batch was manufactured according to GMP regulations and fulfills the criteria of
production and product testing according to European Pharmacopoeia.

It is certified that all donations of plasma were individually tested the absence of HBsAg, HIV-1/HIV-2 Ab and HCV
Ab was confirmed.

Each plasma pool was tested and found negative for HBsAg, HIV-1/HIV-2 Ab by EIA and for HICV-RNA by
Polymerase Chain Reaction method (PCR).

Hacrosmmm ynocTtosepsiercs, uto BblneykasaHHas CCpus M3rOTOB/IEHA B COOTBETCTBHH ¢ npaswiiaMmu GMP u
Tpebosanusamu EBponeiickoii Gapmakoneyn B 0THOIIECHHH MPOM3BOICTEA U TECTUPOBAHUA [1PEIIAPATOB. /

iIaCTDﬂLLIHM YAOCTOBEPACTCs, 4YTO BCe NMOpUHH  TNa3Mbl 6[:|IJ'IP1 HHAHWBHAY&IBHO TNPOBEPECHLI a4 HaJllu4iMce
NIOBCPXHOCTHOrO aHTHIeHa supyca renartuta B, antuten k BUY-1/ BUY-2 u k supycy renﬁnﬂa C u goareepxaeHo

MX OTCYTCTBHE. \ \

Kasinas nmaprus 1uiasmbr Gbiia npoBepena Ha HalM4Me MOBEPXHOCTHOIO aHTHIGHA BUpPYCA rematnTa B u anrnren K
BHY-1/ BHMY-2 ¢ wucnonbzosanuem uMMyHnodepMEeHTHOrO aHaiu3a;, Ha HaiH4He Bupyca \rematita C — ¢
HCTIONB30BAHMEM MeTOAa nosnumepasioi uennoi peakunn ([I[P); monydeHkbie aHHBle MOKA3aIM OTCYTCTBHE

BbILUCYNOMAHYTBIX AHTHI€HA M aHTHTEJI. ¥

Hoanucesh YnomHoMoueHHOro mna
Qualified Person

A. HAUSS macion Resannsat Octaphanma
%3’('E?nm.{"{""f-[mnSdule \ 72/ ruédu Maréchal Foch
- nlerimaire e i i
15 SEP_ zmg 1 Yo 6] Lingolsheim / France
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IIpenapar/Preparation:
O6wem/Filling size:

Homep cepun/ Batch Ne.:

Jlara n3rorosnenus/Man. Date:

I'oucu j1o/Exp. Date:

CEPTU®UKAT AHAJIU3A
CERTIFICATE OF ANALYSIS

BOJA /IS UHBEKIIAN
WATER FOR INJECTION
20 mua

20 ml

90425A

04/2019

03/2024

oclapharmar

Residue on evaporation

ITAPAMETPBI/TEST CIHEIIMOUKALM S/ SPECIFICATION (1) PE3YJIbTATBI/RESULTS
Onucanue / IIpospaunas, Gecupernas/ CoorBercrByeT
Appearance __| Clear, colorless liquid Complies
Kucnornocrs unu JIOIKHBI COOTBETCTBOBATL TPEGORAHUAM CoorsercTByer
LIEJIOYHOCTD / Tecra / Complies
Acidity or alkalinity | Passes test
DJIEKTPOIIPOBOAHOCTE / He bonee 5 MxCwm/cm 1
Conductivity Maximum 5 uS/cm
Boccranasnusaromue JloIDKHBI OTCYTCTBOBATY / CooTBercrByer
BelecTna / Passes test Complies
Oxidisable substances B o
Xnopuaer / He 6onee 0.5 ppm / CooTBeTcTBYET
Chlorides Maximum 0.5 ppm Complies
Hurparsr / He Gouee 0.2 ppm / CoorsercrByer
Nitrates | Maximum 0.2 ppm Complies
Cynsdare! / Homken cooTBeTCTBOBATH TPEOGOBAHHAM CooTtBercTBYeT
Sulphates TecTa Complies
Passes test :
AMMouuii / He 6osee 0.6 ppm / Coome'rc'm{'ﬂ /
Ammonium Maximum 0.6 ppm Complies y
Kanbuuii u maruui / Jl0JKHBI COOTBETCTBOBATE TPeOOBAHUSM CoorBercTByer, /
Calcium and Magnesium | recra Complies A
Passes test AN B |
' Octarok nocie He 6onee 3 mg/100 ml CooTBeTcTBYET
BBIIIAPHBAHHA/ Maximum 3 mg/100 m| Complies

(1) 013FPS900/09/PE.USP

A o Hee

1/2
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ocltapharmas

CEPTU®HUKAT AHAJIM3A
CERTIFICATE OF ANALYSIS
Ipenapatr/Preparation: BOJIA V11 UHBEKLUIA
WATER FOR INJECTION
Oo6sem/Filling size: 20 ma
20 ml

Homep cepun/ Batch Ne.: 90425A
Hara usrorosnenus/Man. Date: 04/2019
I'onen 1o/Exp. Date: 03/2024
TTAPAMETPBI/TEST CIIEHH(DI/IKAI_II/IHJSPEC!FIQ_ﬁ_]fI_ON (1) | PE3YJIBTATBI/RESULTS
Mexanuueckue Bu timble 4acTHIBI TOTDKHEI CoorgercrByer
BKJIIOYCHUS / OTCYTCTBOBATL / Complies
Visible particles Absence of visible particles

HesnauMmele gacTuib

YacTuusr pazmepom = HeBuaumele yacTHIb

10 mxM YacTuupr Invisible particulates

pasMepoM = 25 MKM

/ Sub-visible

Particulates - He Oostee 6000/hnakon; 74

>10 um — Maximum 6000/container;

- He 6onee 600 /dnakon 0

=25 um — Maximum 600/container

Crepunsrocts / JlomkeH ObITh CTepUILHBIM / CoorBercrByer
Sterility | Sterile . Complies
bakrepuansubic He 6onee 0.25 DE/mn / CoorBercrayer
IHJIOTOKCHHBI / Less than 0.25 IU/m| Complies
Bacterial endotoxins | o

Homunanensiii 06nem / | He menee HoMMHATBHOLO / 20.4

Extactable volume Not less than nominal volume B

(1) 013FPS900/09/PE.USP

[Toanucs Y nonHoMo4eHHOro fiMua

Qualified Person

A. HAUSS
155 m |

%

Phamacien Responsable

Intérimaire

2/2

& N
i - A=
i;:‘ﬁ-f Oetapharr
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N ~,_‘t;§a72, rue élugréchal Foch

|\ 67380 Lingslsheim / France
Lol Y I
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Teél(+33)(0)3 88 77 62 00
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Code APE:2110Z

SIRET 382 814 150 00043

RCS STRASBOURG B 382 814 150

N°® d'identification TVA FR 01 382 814 |50
S.A 5.3u capital de B 842 043 €



