Jikapcska $opma:
Hiroua PEY0BHHa:
O6’em 3alOBHEHHy:
Cepis:

Buyrpimmis Kox:
Hara BHIOTOBIICHH !
Tepmin npunaTHocri:
Pozmip cepii:

Homep TiIensii ga BUPOOHULTRO:

Homep peectpaniitnorg
TIOCBiTYeHNy B VYkpaiui:
Homep ceprugikary HanexHoj
BUPOOHHY0F OPaKTHKH:

Tun ta PO3Mip ynakopgy:

BI/IHPOBYBAHHH

Onuc

Inentupixanis
IMMyHoeneKTpotbopes

Bunpobysanng
pH

3arancunii 6ok
Cknan hiNY

Monexynsapruit po3mip
posmogniny (Ionimepy ta
arperaru)

Bwmict rema

[pexannixpeinopuii
aKTHBATOD

Anrominiii
Kaniit

Harpiit

CEPTI/I(DIKAT AHAJIBY

YKPAIHA
AJIBBYHOPM 25%,

Posuuy g indysiii, 250 r/;y

Aab6ymin TOAMHEY
50 ma

K338F6685

2760

09/2023

08/2026

3000 ynmakopox
480018
UA/17703/01/02

480018-14181939

o 50 ma Posuuny y qmalcom’;

Kapronniii Kopo6ui 3
MOBO¥0

Hposopa, Tpoxu B’s3ka pinusa; Maitxe npoifog
b6e36aprha, ’KOBTa, sIHTapHa a6o 3€JieHa, BHNIDOGYRanng
Crifika momoca npenumnirtariy anbbyMmina 3 npoiiuron
aHTHCHPOBATKOKO 110 qHHY BUNPOOYBanug
6,7-73 6,9

23,8-26,2 % (M/0) 25,1 %

=96 % amsbyminy 97 %

< 10% sarampnof mrom;i XpOMaTOFpaMH 7%
(Biznoginae npubaH3Ho 5% HoJTiMepiB Ta

arperaris)

Ab6copbuis: < 0,150 0,052

<35 MO/Mn <2 MO/ma

< 200 mxr/n (ppb) < 8 mxr/a

< 12,5 Mmons/n

144 — 160 mmoms/n

oclapharma:

For thy Safe 2 optioag UG Of human DEOteins

mo 1 baaxony y

MapKyBanuam YKpaincekolo

PE3VIBLTAT

< 0,1 MmMoaB/n

150 mmoan/a
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CEPTH(DIKAT AHAJI3Y

Jlikapcbka HopMa:
Hiroua pedoBMHA:
06’ €M 3aMOBHCHAA:
Cepis:

BryTpiumii KO
Jlata BUrOTOBICHHA:
TepMiH rlpmlamocri:
Poamip cepil:

Homep minemsii Ha BUpPOOHHUITBO:

Howmep peeCTpauiﬁﬂoro
[IOCBi{UCHHS B VkpaiHi:
Howmep cepTHdiKaTy HATEKHOT
BUpOOHUUOT TpaKTHKA

Ty Ta PO3MIP yITaKoBKH:

BI/IHPOBYBAHHH

lIonaTKOBi punpodyBaHHs

N-aueTnn—DL-TpﬂnTocbaH

Karpuiosa KHcIoTa

OCMOJISUIBHICTD

TIpukiniesi MOJOKCHH.
M 5 3acBiAUyIO, HIO HaBe/icHa BHIIES indopmatis € JOCTOBIPHOIO Ta TOHHOIO. Lo cepiro 6ymno BUPOOTICHO
(BKITIOUALOYN aKyBaHHs i MapKyBaHHs) Ta [IPOBEEHO KOHTPOID ii gKOCTi Ha HyLIe3a3HaueHi HigeHr Y
[oBHi#l BiAMOBIAHOCTI 3 BUMOTaMU HaTeKHO] pypOBHMIO] MPaKTHKM (GMP), BCTAHOBIEHUMH MICLIEBUM

pPEryJIATOPHIM OpTaHoM, 2 TaKOX BiAT
JaHui  TiKapChKUH 3aci6. TIporokonu BHPOOHMIITBA,

VKPAIHA

AJIBBYHOPM 25%
PozunH JIf indysii, 250 r/x
AnpOoymiH oAU K
50 mJ

K338F6685

2760

09/2023

08/2026

3000 ynaKoBoK
480018
UA/17703/01/02

480018—14181939

ITo 50 mui po3uuHY Y drakoni;

pharma

for thnsate and pptital st of fman prosens

o 1 gaKonyy

KapToHHil xopoOui 3 MapKyBaHHAM yKPpATHCHKOK0

MOBOIO

0,064 — 0,096 MMOTIB/T O1IKa
0,064 — 0,096 MMOJIB/T O11Ka

250 — 400 MOCMOJIB/KT

OBIZHO [0 cneumbixauiﬁ, 110 MICTAT
ITaKyBaHHﬂ Ta 4a

BCTAHOBICHO iX BiATIOBIIHICTE HaleKHil BUpoGHNIIH npaxtuui (GMP).
[1iM MOBiAOMIAEMO, IO HisKoi nepesipku abo BUTLYCKY napTii BIATOBIIHOIO nikapcpkoro 3aco0y 3rinuo 3

posginom 26 Agrcrpificbkoro $hapMareBTHIHOT

BIALON0.

TTigTREpIDKEHO, 1O BC HajaHa IOHOpCHKA IUIa3Ma 6ynu
Bipycy renaTury B), aHTHTINA 10 HIV-1 Ta HIV-2 (BLJI-1/BI
MmeTonom IOA. Bes masMa BUSBMJIHCH HEPEAKTHBHOIO.
mertonom TIJIP B mymnax MaKCHMaJIbREAM po3MipoM 0 512

rematuty B), HCV (sipyc renartury

© 5,12 x 10° MO/mi1 Ha TEHOM napsosipycy B 19.

Best HajaHa TUTa3Ma BUSBHITUCH HEPEAKTHBHOIO
anrrurin no HIV-1 ta HIV-2 (B1J1-1/B1JI-2) 32 MCTOAOM

(gipycy rematury A), HBV (Bipycy renaTuty B), HCV (sipycy renart
ik 10° MO/mi U1 TCHOMY napsosipycy B 19.

© 1) cneundixauis N 013FPS667/01/UA Bep.20200731 2(3)

1o HBsAg (TTOBEpXHEBUH

PE3YJII_>TAT

0,075 MMOJIB/T OiKa

0,080 MMOAB/T BiaKa

314 MOCMOJIB/KT

BCA Y peecTpaitiftHoMy J0ChE Ha
pamisip Gyso TMeperisHyTo Td

0 aKTy (Arzneimittelgesetz) He TIPOBOAMNOCH aBCTPIHCHLKOIO

nepesipeHa Ha HBsAg (ToBepxXHeBHil aHTHIeH
JI-2) Ta aHTHTLNA JIO HCV (sipycy rematury C)
Binsm TOro, BCS HajlaHa riasMa Gynu TiepeBipena
jnowauii #a HAV (Bipyc renatity A), HBV (ipyc
C) Ta resom HIV (BUJT) 3 pe3y/bTaTOM HE BUSBIEHO» T4 3 MCHII HK

aHTHTEH BIpyCy TETaTHTY B),

IDA, a TaKOX 32 METONIOM TUJTP ne Bussneno HAV
1y C) Ta reHOMY HIV (BUI) ta MeHIl



CEPTUOIKAT AHAJII3Y

Jlikapceka popma:
Jiroda pedoBuHa:
O6’eM 3a110BHEHH:
Cepis:

BryTpiumiit xox:
Jlata BUrOTOBJICHHS !
TepMiH npUaaTHOCTI:
Posmip cepil:

Homep miuen3ii Ha BUpOOHUIITBO:

Homep peectpauiiinoro
TIOCBITUEHHS B YKpaiHi:
Howmep ceprudikaty HanekHol
BHUPOOHHUYO] MPAKTUKH:

Tumn ta po3Mip yrakoBKH:

Kpaina rmoxomxeHHs:

HaitMenyBanns i agpeca
TIOTYHOCTI, 10
31ilicHuUIIa BUITYCK cepil:

VYrakoBaHo Ha:

YKPATHA

AJIBBYHOPM 25%
Po3unn pas indysii, 250 r/a
Anb0yMiH JTHOIHMHT
50 ma

K338F6685

2760

09/2023

08/2026

3000 ynaxoBok
480018
UA/17703/01/02

480018-14181939

oclapharmar

for the sate and optinal use of Buman proteing

ITo 50 mu po3uuny y duiaxoni; no 1 ¢prakony y
KapTOHHIH Kopolii 3 MAapKyYBaHHAM YKpPaiHCHLKOI0

MOBOXO

Oxradapma Dapmanestuka Iponykrioncrec M.6.X., ABcTpis

Oxtadapma Papmanesrika [lpomykrionerec m.6.X., ABcTpis
Ob6¢prnaaep Iltpacce 235, 1100 Bigens, ABcTpis

Oxradapma Papmanertira [Iponyxrioncrec M.0.X., ABcrpis

Ob6epnaaep Iltpacce 235, 1100 Bigens, ABcTpis

Bunyiero

/mipnmucano/

30 nmunus 2024 poky

E. Tomac

‘YroBHOBaxkeHa ocoba /mianucano/

1) cienudikanis Ne 013FPS667/01/UA Bep.20200731 3(3)






Pharmaceutical form:
Active substance:

UKRAINE

ALBUNORM 25%
Solution for infusion 250 g/I
Human albumin

Filling size: 50 ml

Batch: K338F6685

Internal Code: 2760

Man. Date: 09/2023

Exp. Date: 08/2026

Batch size: 3000 packs

Manufacturing licence Ne: 480018

Registration Certificate No:  UA/17703/01/02

GMP certificate No: 480018-14181939

Type and size of packing: Solution 50 ml in a vial, 1 vial in a carton box with Ukrainian
labelling

TEST SPECIFICATION! RESULTS

Characters A clear, slightly viscous liquid; it is almost ~ passed test

colourless, yellow, amber or green.
Identification
Immunoelectrophoresis Strong albumin precipitation band with passed test

Tests
pH value

Total protein

Protein composition
Molecular size distribution
(Polymers and aggregates)
Haem content

Prekallikrein activator

anti-human-serum

6.7-7.3

23.8--26.2 % (w/v)

> 96 % albumin

< 10 % of the total chromatogram area
(corresponds to about 5% of polymers and
aggregates)

Absorption: < 0.150

< 35 TU/ml

6.9
25.1 %
97 %
7%

0.052

<2 1U/mlL

Qctapharma Pharmazeutika

Aluminium < 200 pg/l (ppb) <8 pg/L
Potassium < 12.5 mmol/l < 0.1 mmol/LL
Sodium 144 - 160 mmol/l 150 mmol/L
Sterility Sterile passed test
Endotoxin < 1.7 TU/ml < 0.1 IU/mL
1Y spec.no. 013FPS667/01/UA var2020073 1 13) ity uni <=

Produktionsges,m.b.H,
Oberlaaer StraBle 235

A~1100 Wien
[oiceona s i e ]
Rufnummer: {(+43-1) 610 32-0
Fax-DW 9350 und 9121

Firmenbuchgericht: HG Wien




Pharmaceutical form:
Active substance:

CERTIFICATE OF ANALYSIS

UKRAINE

ALBUNORM 25%
Solution for infusion 250 g/1
Human albumin

oclapharma

Filling size: 50 ml

Batch: K338F6685

Internal Code: 2760

Man. Date: 09/2023

Exp. Date: 08/2026

Batch size: 3000 packs

Manufacturing licence Ne: 480018

Registration Certificate No: ~ UA/17703/01/02

GMP certificate Ne: 480018-14181939

Type and size of packing: Solution 50 ml in a vial, 1 vial in a carton box with Ukrainian
labelling

TEST SPECIFICATION!

| Additional Tests
N-Acetyl-DL-tryptophan

Caprylic acid

Osmolality

0.064 — 0,096 mmol/g protein
0.064 - 0.096 mmol/g protein
250 - 400 mosmol/kg

0.075 mmol/g protein
0.080 mmol/g protein

314 mosmol/kg

Closing Clause:

I hereby certify that the information mentioned above is true and correct. This batch was manufactured (including packaging and
marking) and tested at the below mentioned manufacturing site in a full conformity with GMP requirements set us by the local
regulatory authority as well as with specifications available in the registration dossier for the pharmaceutical product concerned.
All the protocols related to production, packing and testing have been checked and their compliance with GMP has been confirmed.

We hereby inform you that no examination or release of the batch of the relevant medicinal product according to sec. 26 Austrian
Pharmaceuticals Act (Arzneimittelgesetz) has been performed by Austria Authority.

It is certified that all plasma-donations are individually tested for HBsAg, anti-HIV-1 antibodies and anti-HIV-2 antibodies and
for anti-HCV antibodies by BIA. All donations are found non-reactive. Furthermore all plasma-donations have been tested by

PCR in minipools of a maximum size of 512 donations for HAV, HBV, HCV and HIV genome with a result not-detectable and
with less than 5,12 x 10° [U/ml for Parvo B 19 genome.

It is certified that the plasma pool was found non-reactive for HBsAg, anti-lIV-1 antibodies and anti-HIV-2 antibodics by EIA
and by PCR it was found not-detectable for HAV, HBV, HCV and for HIV genome and with less than 10% 1U/ml for Parvo B-19

genome.
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Quality Unit
Octaphanma Pharmazeutika
Produktionsges.m.b.H
Oberlaaer Strafie 235
A-1100 Wien

Rufnummer: (+43-1) 610 32-
Fax-DW 9350 und 9121

Firmanbuchgerlcht: HG Wien
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CERTIFICATE OF ANALYs1s OCF d F?’hQr ma
UKRAINE

ALBUNORM 259,
Pharmaceutical form: Solution for infusion 250 g/
Active substance: Human albumin
Filling size: 50 ml
Batch; K338F6685
Internal Code: 2760
Man. Date: 09/2023
Exp. Date: 08/2026
Batch size: 3000 packs

Manuthcturing licence No; 480018
Registration Certificate No:  UA/1 7703/01/02

GMP certificate No: 480018-14181939 ,

Type and size of packing: Solution 50 m] in avial, 1 vial in a carton box with Ukrainian
labelling

Country of origin: Octapharma Pharmazeutika Produktionsges.m.b.J. Austria

Name and address of batch releaser: Octapharma Pharmazeutika Produktior sges.m.b. 1. Austria
Oberlaaerstrasse 235, 1100 Vienna, Austria

Packaging site; ' Octapharma Pharmazeutika Produktionzges.m.b.}H. Austria
Oberlaaerstrasse 235, 1100 Vienna, Austria

Released-

%m% TOMAZ: 30 JuL) 2024

‘,/

alified Person V.
Q[ & (,é';;‘/
A

Quality Unit
1) spec.no. 013FPS66 TI01/UA var20200731 3(3) g)rggsmg:gz};?maéemma
Qberlaaer StraBe 235
A-1100 Wien

Rufnummer: (+43.1) 610 3
Fax-DW 9350 und 9121






