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i
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‘ CERTIFICATE OF ANALYSIS

CSL Behring CEPTH@UKAT AHAAHZA

CSL Behring AG Narne of Medicinal Product: Albumin (Human) 20 %
QA Release Huanane rpenapara AanBynom ueaosexa 20 %
\i"xmakdurfsuassr 10 Tradename: Alburex
IH-3014 Bern, TopProso¢ HAUMEHOBANTE: Aanbypexc
Swwirzerland ’
? ; Lot Number / Cepun: P100291795
whw,eslbehring.com )
Crdeda Bepunur AT Manufacturer: CSL Behring AG, CH-3014 Bern, Swirzerland
%mcwwumﬁ TTpomsBoAHTEAL! CuBeDa Bepimr AT, CH-3014 Bepu, Hlseiuapua
KPUTPOAL KAUCCTBA . s Brdiinrs
ankaopdurrpacee 10 Manufacturing Authorization Number: sina
CH-3014 Bepn, HoMCp AMLIEH3 3 HA TIPOHIBOACTEO:
A BeALapna
{ .
l?a(e of Pratocol / AaTa npoToKoAd; 15-Feb-2021
Ff'ilimg Lot Number / Homep cepunt acoBRM: P100274288
l'i“acking Lor Number / Flomep cepii yIIaKosiy: P100291795
Ii)nsage Form / @apMaLesTiuecian popmi: solution for infusion / pacTsop asi madysuit
i
Strength / Konuenrpamisa: 20%
|
Date of Manufacturing / AaTa IPOHIBOACTBA: 24-Oct-2020
Expiry Date / AaTa OKOHHAHHA CPOKR FDAHOCTH: 30-Sep-2023
Final Vial Size / O6péy paarona: 100 ml / 100 ma
i
Number of Vials for Releasc / 10,704
KOAIMeeTRO (DAAKOHOB B MOCTABKE C ARHHBIM

pruchukaTom:

B

[Zmpo.rting Country / Crpana nMnopra: Marketing Authorization No. / Homep PY:
P’uswmn Tederaton / Pacenfickan Deaepadis AT1-002608
Storage Conditions / YcAosws XpaneHua: see labeling / €M, MapKMpOBEKY

i

Ii'zris:h unit of plasma used o manufacruze tiis batch of product has been reported 10 be screened for the absence of HBsAg (BIA), and-HIV-

1 /B (BIAY, ant-HCV (ELA), HCV-RNA (NAT). The plasma pools have been screencd by EIA for HBsAg and Ant-HIV-1/2 and found w0
selnegative, They have also buen cested and found non-reactve for HCV-RNA by NAT.

Kip#ana MOPINA MTAA3MD, HETOAPIOBAMHAR AMS IPOAIKOACTEA AAHHOIT Cepinlt Mpenapata, GHAA IPOBCPCHA MCTOAOM WA ua oteyreraie
TIOBEPXHOCTHOND JFTAIEHA BUPYCL yeparirrn B (HBsAg), anmares k BIU-1,2 0 anrirres s BRDYCY renaminm C, 1 meroaom TTLP va areyrcrmme
PHE sipyea renaruma C. Tlyan paassbs GWAS HPOBCPEHIE METOAON JIDA ma savnoe HBsAR n armrres & BHM-1,2 i1 pesyanramy nposepkit

BEIAN OTPHLATEARHIINIT, [Ty ab 12a25h BstAl Taxse rposepens seroaos NLIP aa nasme PHK supyca renarsrma C i pesyabTats 1iposeprit
ORlAM OTPHLATCARMIIMIL

Cq‘iniﬁcation Statement / TTOATECPASACHNC CCPTHQUKALN

1 Hereby certty that the information on this certificate is authentic and accurate. This batch of product has been fabricated /manufacrured,
including packaping and gualiny control at the ahave menaoned site(s) in full compliance with the GMP requirements of the local regulatory
n\:%!wnr_\' and with the specificavons in the marketing nuthorizauon of the importing country. The barch processing, packaging, and anaivsis
ords were reviewed and found to be in compliance with GMP.

‘l'i'rﬁcli!).'\IIlEE:‘.HH‘IH)‘{C’I, N(I\“I'BCPW\‘JK), uTO ll’PC;\C'[‘RH\Q‘HIl!\H H AT HOM CL‘P‘H!(!‘)HKR'I’E ANAAI3A HHq)OFMRuHH HBARETCA .\()Cl‘l)\)cp!l(!ﬁ. C.CPHS!

t’rﬁcna'g‘mw furan I!"?(!MGBCACHH, P.’LC(":JE\C(‘B?IH'B. M TpOIAL Hb!.':ych;uﬂuznﬁ ROHTPOAD KAYCCTRA HA YKAIAHABIX BLIILC ﬁp(‘“:{ﬂﬂ.\Cﬂ!CHthx

u \i)nmm::m B HoAoN couTBereTas ¢ Tpebosariayt GMP AOKAALIINX DETYAHLOPIRN OPIAHOs 1 & COOTBETCIRIN C SAPEIHCIPHPOBRNION B

Thame IMITAPTA CreMmThHKALIIER TpenapaTa. ConTBETCTRHE TPOLECEA TIPOITIBOACTRA, YITAROBRH i BSHTVCRAIOIIEr0 KOUTPOAA KAMECTRA COpH
crinaapran GMP a0 IPOBEpEo i HOATHERIEACHO.
'
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAAM3A

Name of Medicinal Product:
Haussarme npelapara:
Tradename:

Toprosoe HAMMCHOBAITHE!

Switzerland
‘f“w‘cs!} hring.com Lot Number / Cepnsa:
Cn3cDa Beprur AT Manufacturer:

LTy CRALOTIHT Tpoussoanreas:

?m"po.\b KAUeCTna
arraopprTpacee 10
C}HJOM Bepw,

Hleefuapusn

Manufacturing Authorization Number:

HoMep AHUCHSAYW HA NPOHIBOACTEO:

Albumin (Human) 20 %
AanBymrmm yeaosexa 20 %
Alburex

AanGypekc

P100291795

CSL Behring AG, CH-3014 Bern, Swirzerland
CuDcDa Bepunr AT, CH-3014 Beps, Wlseliuapus

511144

Tests / [oxazareas

Requirements / Hopwma

E Units / Ea. uam. Results / Peayasrar

i
} ].?hyséc:o-chr:micai characteristics /

| ?nsuxoxﬂumccmse XAPAKTEPHCTIKY
Appearance / Onneanue

aTpus HL[Q.‘T]‘L\T!)IITITO(‘IQH

rl:mal Protein / O8uei Hesox
.QFdium Aceryliryptophan /
3

1

Jodium Caprilate / Harpna kanpuasr
Sodium / Harprut

arassiom / Raanii

Aluminium / AxiompsEni

Burity [Albumin] / Unerora [Aausdyvnm]
Aggregares / Arperarn

nlt

Prekaliikrein Activity /
L};‘rsmm‘np .’KPCN:\.\;\HKE}CI‘THR

Heme [E = 403 nmj / Llscrnoer

1
Biological Characteristics /

ﬁno.mrnqec;me XAPARTEPHCTHKY

fentity /

| E
TOoANHHROCTR

Bacrerial Endotosins /

BakTepHabHhE DHAOTOKCIHN

Srerility /

Grepaasuocts

Clear, almost colourl
amber or green saludon

5

Hpoapadiiad WRITAROCTS, ITOYTH
HECLBETIAR HAM € KEATHIM,
ABTAPHBNL AN SEACHORATHIN
OTHELIKOM

19.0 - 21.0
144 -17.6
14.4=17.6

133147

Detection of Albumin

Onpeacacine Aanbymnn

<13

Shall be sterile

AOAKEH BbITh CTEPHALHLIN

vellow,

a |
i
! | PASS
] COOTBETCTBYET
|
i
1 g/ 100m! /100 ma 19.8
| mmol/! MAMOALS A 162
% mmol/l MMoAhS A 16.6
\ mmol/] MMOAB/ A 139
1
l mmol/l MMOAB /S A 0.0
! pe/t MRP/ A B
|
= 98
% 6
7.1
1L/l ME/ua <5
0.04
1 PASS
COOTBETCTRVET
U/ mi ME/ma <08
PASS
COOTBCTCTBYET
|
|

81, Behring is a company of CS1 Limited
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i
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e S
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_  [IpOM3BOJCTBEHNEIC NN0IANKH, YHACTRYIOUINE B npoLecce MPONIBOICTBA JEKAPCTBEHHOTO
npenapaTa, ¢ YKasaHHeM CTAANI NPOHIBOACTEA, HABAHHA 1 PaKTHYECKNY aJpecon _ -
| MCCTOHAROAACHHR .

Mpowggodcmeo 20mosod ACKAPCMBEHHON PopMel

fellic T X} Bepunr AT, Lseituaps y
€S, Behring AG, Switzerland

Wankdorfstrasse 10, 3614 Bem, Switzerland

Cwdedn Bepimr AT, Liseiiuapns [

Hepauynas ynarosea |
\CSL. Behring AG, Switzerland

Wankdorfsirasse 10, 3014 Bem. Switzerland

\Cudec2n Bepuur AT, Wnefiuapmus /

BMopusnan/ nompedumennekan ynakoaxa
: - CSL Belring AG, Switzerland

| Untermatweg 8, 3027 Bern, Switzerland

Cw3cHn Gepunr AL, Llsefivapns /

Hpmebé’umena (Buinyckaiouguti KORMPORs Kavecmaa)
|CSL Behring AG, Switzerland

[ Wankdorfstrasse 10, 3014 Bem, Switzerland

Samecrute s MHRHCTPA C.B. I'narojien




