BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPIl NIKAPCKOIO 3ACOBY

Name of product;
Haltmenyeanna npogdykujl:

Flexbumin, solution for infusion, 200 g/, 100 m! in polyethylene

package Ne 1
dnekcOymiH, poauuH ans iHgpyaiid, 200 r/n, no 100 mMn y
nonieTUneHoBuUx naketax N2 1

Cwuna gii/AKTusHICTb:

Cou'nt_ry of origin: Austria
.ﬂepmaaa-anposuwk: ABCTpis
Marketing authorisation number: .
Homep peectpauiitoro UA/18128/01/01
nocBia4eHHs:
S : _ 110f the solution contains 200 g human albumin (albumin
StrengthIPotency: content must be not less than 95 9% of protein content)

1 R pO34uHY MICTUTB anbhyminy nicavem 200 r (BMmicT anLByminy
MMOBUHEH CTAHOBUTH He MeHWwe 95 % BmicTy Ginkis)

Dosage form:
Nikapcbka dopma;

Solution for infusion, 200 g/l
Poauun anst incbysii, 200 r/n -

Package size and type:
Poamip Ta Tun nakyeanus:

100 ml in polyethylene package; 1 package in carton hox
no 100 Mn y nonieTuneHoBux naketax; no 1 nakery B KapTomHi
kopoBui

Batch number:

Mpuaatiuia po:

Howmep cepir: LB083261

Batch size: packs
Poamip cepir: 5436 YRaKoBoK
Date of manufactufe:

Aara supobruurea: 25/06/2024

Expiry date: 05/2026

Name of Manufacturer,
responsible for batch release:
Haszsa BupoGhnka, BiAnosinanLHoro
Ja sunyck cepir:

Takeda Manufacturing Austria AG

Takena Manydekuypinr ABcTpia Al

Address of Manufacturer,
responsible for batch release:
Agpeca BupoBHuka,
BiAnosinancHoro 3a BUAYCK cepil:

Industriestrasse 67, 1221 Vienna, Austria

Ingycrpiwrpacce 67, 1221 Bigens, ABcTpis

Authorization number of
Manufacturer, responsible for
batch release; .

Homep niyenai BUPOGHMKa,
BiAnosigansHoro aa BUAYCK Cepil:

480001

Takeda Manutacturing Auslria AG (formerty Baxter AG})
industriestr. 67, 1221 Wien, Osterreich » T 443 1 20100-0
Handelsgericht Wien + N 201876 be U1D: ATU50560808

LB-Ukraine-v03.06
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- BATCH CERTIFICATE FOR MEDICINAL PRODUCT

CEPTUBIKAT AIKOCTI CEPII NIKAPCbKOIO 3ACOBY

Results of analysis
Pesynsrarty nposegenqns aHaniay

Parameters Specification Results
Noxazium Cneuundikauiis Pesynbraru
: Determination of filled volume by weight/ .
Fill Volume 100 mi: 102.0 - 107.6 mI 102.0- 1039 | ™M Cpmplfes
HomiHanbHui 06'em Bushauernn 06’eMy HanoateHns aa macoro/ ) Mn Bianoainae
' ' 100 Mn : 102.0 — 107.6 mn
Visual / Clear, slightly viscous liquid;
almost colorless, yellow to brown or
Appearance green . : Complies
Onve BisyanbHuit kontpons / Mposopuii, 3nerka Bianosinac
B'A3KMIA PO3umH; Mathke Geabapsnuii, sig
XOBTOro 40 KopuuHeBoro abo seneroro
KONbopy
- _ Automated Nitrogen Analysis / 190 - 206
Protein Content all 200 g/l Complies
BMicT Ginka ABTOMATU30BAHWI aHanis Ha BMicT asoty / rn Bignosinae
190 - 206 r/n
by Ph, Eur. 2.2.31, USP <1 056>, Agarose
Protein Gel Electrophorgsis / Not less than 95 % -
Composition of human albumin : 08 % CPmpE]es
Cknan Binka €8p. dapm. 2.2.31, ®apum. CUIA <1056, Bianosigae
Fenb-enexTpogopesy Ha arapi / He mente
HiX 95 % anbByMiHy moauHl
by Ph. Eur, 2.2,29, 2.2.46, USP <621>,
HPLC / The area of the peak due to
polymers and aggregates is not greater
:o!ymers and than 10 % of the total area of the .
ggregates o Complies
Monimepu Ta chromatogram 4 % Bignosigae
arperary €Bp. dapm, 2.2.29, 2.2.46, dapm. CLUA
<621>, BEPX / Nnowa niky 3a paxyHoK
roniMepie Ta arperaris He GinbLe 10 % Big
3arankHol anowi Xpomarorpamu
(corresponding to about 5 %
of polymers and aggregates) 2 o Complies
{wo eignosigae npubnuaro 5 % nonimepis ° Bianogigae
Ta arperaris)
Prekallikrein by Ph. Eur. 2.6.15/ Not more than 35
Activity 1U/ml iU/mi Complies
Npekanikpeinosa €8p. dapm. 2.6.15/ He Ginsiwe Hix 35 <4 MO/Mn | Bignosigae
AKTUBHICTL MO/mn
by Ph. Eur. 2.2.57, USP <730>, ICP-OES /
Sodium content 130 ~ 160 mmol 130 mmoll | Complies
BmicT Harpiio €8p. Papm. 2.2.57, dapm. CLUA <730, mMmone/n | Bignosigae
OEC-1311/ 130 ~ 160 mMmonu/n
by Ph, Eur. 2.2.57, USP <730>, ICP-OES / =
Potassium content Not more than 2 mmol/l ¥ Q i
BmicT kaniio €8p. Gapm. 2.2.57, dapm. CLIA <730>, <0.51155 ~BIAW g
QEC-I3M1/ He Ginbiue Hixk 2 MMonb/n EA
by Ph. Eur. 2.2.23, Atomic Absorption 119 .
Spectrometry {(with the use of the erin ] w
Aluminium content Zeeman effect) / Not more than 200 uag/l <50 iﬂﬂhigll °Q
BumicT anominiio €8p. dapm. 2.2,23, aromHo-abeopbuiHol W &S
CNEKTPOMETPIT (3 BUKOPUCTaHHAM ecekry — g;'_'-:).,@
Seemana) / He Ginbure Hisx 200 myr/n PP /

Takada Manufacturing Austria AGG (formerly Baxter AG)
Industriestr, 67, 1221 Wien, Osterreich » T 443 1 20100-0
Handelsgericm Wien » FN 201876 be UID: ATUS0560808

LB-Ukraine-v03.08
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTUDIKAT AKOCTI CEPI] NIKAPCBKOIO 3ACOBY

Takeda Manufacturin

Handelsgerichl Wier;
LB-Ukraine-v03.06

Parameters Specification Results
MNokasuukn Cneyudikauis Pesynsraru
o o by Ph. Eur., Absorption
Heme content Spectrophotometry / Less than 0,1 5 0.04 C_omplies
BumicT remy €sp. dapm., aBcopBuinqa ' Bignosinac
cnekrpodoTomerpis / MeHie Hix 0.15
by Ph. Eur. 2.2.3, USP <791>,
. potentiometry /
pH 6.7-7.3 6.9 Complies
pH €8p, dapm. 2.2.3, ®apm. CLUA <791, ’ Bianosinae
‘ noteHuioMeTpin /
6.7-7.3
- Incubation / Must remain unchanged .
Heat Stabilit . complies
Tepmocrasi ngHi cTo t—l\ine?r:i:x h:uxyﬁaun / Noauxen sanuwarucs Bianosigac
N-Acetyl- by Ph. Eur. 2.2.29, 2,2.46, USP <621>,
Tryptophane Liquid Chromatography / 12.8 -~ 19.2 )
Content mmol/l 15.7 mmol/} Cpmplges
Bmicr N- €ap, ¢>apM. 2.2.29, 2.2.46, tDa.pM. CLA mMmons/n | Bignosigae
aueTUnTpunTObary :96221 ;:“ %rﬁ:;:lﬂa Xpomarorpachis / 12.8 —
Caprylic Acid by Ph. Eur. 2.2,29, USp <621, lon
Content Chromatography / 12.8 - 19.2 mmol/| 15.3 mmiol/ Complies
Bwmict kanpunosor €8p. dapm. 2.2,29, Dapm. CUIA <621 >, HOX ) mMmone/n | Bianosigae
KKUCnoTu /12.8 — 19.2 mmons/n
by Ph. Eur., USPF, CFR, Membrane
- Filtration / Medicine must be sterile .
Sterility E8p. da sterile
. - Papm., dapm. CLUA, CFR, MEeTO/ "
Crepunenicrs MemGpanHol dinbTpalil / Mpenapar mae Crepunshuit
BYTH cTepunbrum
e . by Ph. Eur. 2.6.14, USP <85>/ Not more
Eﬁggg}jﬁ:f“’t“"‘ than 1.0 EU/m| <03 EU/ml | Complies
SHROTOKCHHY €ep. ®apm. 2.6.14, ®apm. CLUA <85> / He . EQ/Mmn Binnosinae
Binbiie Hix 1.0 EO/mn

g Austria AG {formarly Baxter AG)
Industriaatr. §7, 1221 Wien, Osterreich » T 343 1 201006-0
FN 201876 bs UID: ATUS0560808
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTU®DIKAT SAKOCTI CEPIi NIKAPCBLKOTI'0 3ACOBY

Comments Absent
- | Kometitapi _ BigcyTHi

Céﬁifica_tioﬁ statement:
3asBa npo ceprudikayiio;

manufactured, including packaging/labeling and quality control at the above-mentioned site(s) in full
compliance with the GMP requirements of the lgcal Reguiatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Name and position/title of Person authorising the batch release: Qualified Person
MNpissuie Ta nocana/asaHHA ocobu, ska BUAana Ao3sin Ha sunyck cepii:
Signature of person authorising the batch release: @bma,w
Migniuc ocobu, ska BUAana f038in Ha BUnyck cepil: a Banauar
Date of signature: o -

ara nanucanns; g30cT 0%

uimne

Takeda Manufacluring Austria AG {formerly Baxter AG)

Industriestr. 67, 1221 Wien, Oslerreich « T +43 1 20100-0

Handelsgericht Wign « FIN 201878 b UID: ATUS0560806
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