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CERTIFICATE OF ANALYSIS
CEPTHOMRAT AHTAAMBA

CSL Behring AG Name of Medicinal Product: Immunc Globulin Intravenous (Fluman), 10% Liquid
Q!" Release aanamie npenapara LinntyiniorA0By AL SEADBUKD AAH BIYITHBCIRIOTD
\‘f ankdorfsurasse 10 sneacin, 10% pactiop
CI1-3014 Bern,
Switzerland Tradename: Privigen
vowse.esthehiring.com Topronne mneaane Tipumoxen

S e . il bee / C : 100117421
CuBeDa Bepin Al Lot Number / € KR P
Briyeraionusii Manufactures: CS1. Behring AG, CH-3014 Berm, Switzeriand
KOUTPOAD IGIMCCTD IipousroarTean: Cudeda Bepunr AL, CH-3014 Bepn, Hneiinupas
Baugaopmrmpacee i . o
CH-3014 Bepu, Manufacturing Avthorization o
Tilneiiapinn Number GMP Certificate No. 18-1619

Honep asnenase i GM P-coprssdpncar Ne 18-1619
HPOHINOACTIIO

Date of Protocol / Aara nporokoa 19-Sep-2019

Filling Lot Number / Hosep cepri hacon: 100112135

Packaging Lot Number / Hoasep cepis yinsonss P100117421

Dosage Form / @apatanentiscenin Qropsta: solution for infusion / pactop aas iy

Steenpgrth / Konnenrpa 10 %

Date of Manufacturing / Adra GponsseACiL Ho-§ul-2019

Eupiry Dute / Aara oROHSGUIE CPORRI0AUDENIT 15-Jul-2022

Final Vial Size / Ofndy dhanrona 30 ml / 50 ma

Mumber of Vials for Release (Packaging) / Koamuecrno 5 499

(PARKOIENI 1§ HOCTARKE € AL ceprdumcaron: %

importing Country / Crpuats ssmopiiy Marketing Authorization No. / Homep PY:

Waesian Federation / Pocenfickan Peacpannn AT-002452

Storage Conditions / Yeaunin xpaneun see labeling / ea. Mapruponry

Fach wnit of plason used to manufaeture this barch of produet has been wporred o be sereencd for the absence of HBs\g (EIA), ant-HHV-
L2 QLAY amti-HTCV (BTAT, VRN (N The plasma patls have been sereencd by ELA for s Ap and Anti-[HTV-1/2 and found to
) heen testedd and found non-reactive for HHEV-RNA by NAT

be aegative. They have o

CARH HHOPIEE LEAGINE, HEHOALSOIMITI AN TROHBI0ACTIR AdEOE Cepit HpenapaTa, DAl UPGICPEIL MCETOAOM FDA a oncyrcrsise

[
HORCPEIOC D A e spy e ciea B s g, evrrves s BHAHCL2 wanmieres s wpyey oo C, 1 seaopom L moreyrense
PHIN sstpyea tenvninia Col hyan s DRLATE HPORCPCTTEL MU TOADM PRDA t asaste FIBsA g waomgrea w BIY-1.2 0 posyabinns npoiepsi

Drian orprrreantiaan TIvant annin GHar 13e HPOBPLII METOAGA PHD 1 naassie PHK sipyen senmmes (O peayasian

”l'l! lEil.‘.{H\'H [SIBEST] (:fl‘!\Hl:L'L‘i CAbILIGL

Certification Stutement / Tlogrnepucacune cepribsang

1 hereby centify that the information on this cenifieate is authentic and accurate. Uhis bateh of product has been fubricated/ manufactured,
including packagiog and quality control ar the above mentioned sitels) n full compliance with the GMP sequirements of the focal regulatory
authority aed with the speeificaions in the rrketing authosization of the importing country. The bateh processing, packaging and annlysis
records were reviewed and found 1o be in compliance with GMP.
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i3 “Es g‘;a;‘;ig‘-, . CERTIFICATE OF ANALYSIS
« BALE 1R G oY) CEPTHOHEAT AITAALI3ZA

CSI. Bebring AG
Qi Release
Wankdorfsteasse 10
CH-3014 Bem,

Name of Medicinal Product:  Tmmune Globulin Inteavenous (TTuman), 10% Liguid
Flaanaune ppenapra: FInMyHoranfyali eaDBeRa AL BIYTPUBCHIoTe
nneactn, W pacrsop

Switzerland Tradename: Privigen
www,cslhehring.com Topronoc ganseionane: Ulpunuasen
s O g

CBe9s Repmnr AR Lot Number / Cepusi PHo0117421
Bnmyeraionyuii Manufacturer: CSL Behring AG, CI1-3014 Bern, Switzerland
KOUTPHAL KIUCCTna Tipousnorrean: CnBeBa Bepunr AL, CH-3014 Bep, Tneiinapan
Baukaopdmrpacee 10
{;1-51301.[: II_‘-CPTE) Manufacturing Authorization
FTaeitrgpin ' Number GMP Certificate No. 18-1619

" Flosmep amgemsion ua GMP-ceprishusxar Ne 18-1619

HPOIEINOACTRO

Tests (methad) Requirements Units Results
Moxusarean (MeTo0a) Hopaa EA. Peayasrar

Physical-chemical Characteristics
D3I KOXHMITMCCKIE HAPIUCVCPHICTIICH

Appearanee (Visual) Clear or slightly opaleseent and PASS
Oumeme (Busyaannt) colorless or pate yellow solution COUIBUTICTIVCT
Lreciieriss Ak CHOTAD-HEA A%

Ii[!{!.lpll\lliﬂ?l FATT CadTu
L!ll'ﬂ.\('('lUIP\'II!E’IL‘HI TRMARIHIE L

Absothance (Photometny) =< (.24 0.07
Horwotenne (Coaesipodhsiomeipisiecknii

Prorein (Rjeldahl 90,0 - 110.0 u/l 978
Beaow (Moroa Kueanaaan /A

Profine (FPLCY 210 - 290 mmol /1 250
Flpoarar (BDXRN) MMOALE A

Pugey {pG (Blectrophoresis Phe Lag) > Q8.0 Y 99.5
Yucson (IpG) (aekipudiopes 8 aapodios teag)

Albusein (Flectrophoresis Ph. e < 20 Ve 0.3
AanDysti CIAeKIpohopes I apoInos oA

Fragments =< 6.0 Y < .1
Dpaeserrn

Drimers (11P1.C) =< 420 % 4.6
Apnsept (BRARX)

Polymers, Appregmes {LTPLC < 2.0 e ST
Toamaep s arperrss (BOARXG

Monomers + Dimers (HP10) iz G20 Ve 99.8
Monosepn s ansepn (BN

pHE 1% Protein i NaCl 0.97%] 460 - 5.00 .81
pH T hrremmonerpisicenni}

Osmolality (Osmomerey) 240 - 440 mOsmol/kg 306
CIEMOAHALITOCTD (Npucstsunchnmi?} aOesoan/ s
Biological Characteristics

BHOAOIHUMCCKITG XAPAK ICIMUTHRis

ldentity (lmmunoclectrophoresis) Dereenon of 1pG PASS
Hoasninoc iI-I\1,\:y|m:|.u~z:qn uhopes 1arapozion reag) (Tiipu,\c.\cfmc lg(: COOTREICTIVE
Bacrerizal Endoroxin (1AL < 1.0 1L/ mi <02
DU epiaas thie SACTORCHIIL MI/ s

ACALLS = 30 Yo 8

‘\Ii (ERENE AL L‘\!i.‘!il',il‘-{l:iﬂ [ETINHOC

pprarsy of O8] Lansied Page Tof 3




CERTIFICATE OF ANALYSIS
CEPTH®OIRAT AITAAMI3A

CSL Behring AG
QA Kclease
Wankdorfstrasse 10
CHL-3014 Bern,

Name of Medicinal Product:
[luansamse npenapara

Immune Globulin Intravenous (Fumany), 10% Liguid
MMN}'HOI'&Q&}':\HH MCAOBCIGL AR uuyl‘puncm:m'u
nieagtig, 10% pacrop

Switzerlund radename: Privigen
www.esthehring.com Topronte gastMeonanEe: Tipunuaske
Lot Number / Cepua: P100117421

Cu3cha bBepiar Al
Brnyerxaonusii Manufacturer:

TIpousnoamrean:

CSL Behring AG, CH-3014 Bern, Switzerdand
KOWIPOAL KHEeCTni CuBeda Bepue AT, CH-3014 Bepn, Hincimapis
Buusaopdnrrpacee 16
CI1-3014 Bep,

IInefirgapia

Manufacturing Authorization
Number

Homep annenssor na
LBPOILBOACTHO

GMP Centificate No, 18-1619
GMP-ceprdiar Ne 18-1619

Tests (method) Requirements Units Results
Toraswrean (Meroa) [Hopaa Eauav, Peayavrar
PRA 3% solution] s 10 U/ mi <3
ARTHIOD (PCRAAAHEPITR ML/ aea
{Crewrpodrrosepinieckinii]

Steritity {Membeane Pileration Phe Hor Shonld be stenle PASS
Crrepusanpoctn {Meroa mesdpunoit decaapaiig Liperapar Aoamenn Grert CTUpRaiiibiy CODTHILC Y
Immunological Characteristics

H.\!S(}'ﬂ()‘\l.ﬂ nUCCKHe il:lE)liﬁf{“"ph[

Ant-FLAY (1A i [U /il 40
Arrrean « sapyey resivnve A (Konypuirini MIEL/ sia
HAMAYHODUPMEHTHLIT A1)

Anti-Hibs (1A 2w (12 el 55

A RTSTRY

Lrrnvrean w nupyey remoea B {Fhannogepsicirnai
ALEAAR)

Anzi-Parva B4 0210 e 10 Jat
Avvnirreas & vapnorupyey B19 (Hssynodsepacirnaii
RG]
Diphtheria Antitoxn (N1 cell enlture; = 1.3 10/ ml 10.0
Arrnrean ) ssdriepisinony toRcnoy (Meroa syabyput M/ ma
KALTOR)
Aunti Streprolysin O (Nephelometoy) = 500 fU/ml 1650
Arrrrean g crperrioansiay O (1 ledreaosemaaccinii) ML A
Anti-A Hemageluoaing (Ph Ho) Product tiger shall be NM L64 PASS
Flaoarraronsmi areoe AT deron npasoft WD HCHIITYCNOUG HPCIRPITL AOAKCH COOTIETEIYC
FEARLET AT UM Gurr ne Hoace 164
Anti-B Hemagplutinins (Phe el Product titee shall be NMT 164 PASS
Flzoarraornmsmm wroe-1 Meros npraed THID HCHBITYEMAUD HPEHPATL A0 CONTETCTIYCT
LOMMEEAN T T T e Doace 164
Anti-D (Hemagglutinanon Ph, Burj Product tirer with D-antigen positive PASS
A1) anmresreaa (Meroa upamoll resaura o) crythroevies shall be NAMT the positve COOTRCTCIIYE)

control sample titer.

Trap sctoaryeaoro nperapara ¢ -

ANTHTCE TEOAMKITTUABITBEMTE

.‘)PH'E‘[)EH PUTEMEL ITC NOAKCHT ”[)(‘Il!ﬁll[‘."l]l

THIP FOARITCALHOND ?Cﬁll'l]}{l,\b!lﬂl‘lk

abpastn
I\ (Nephelometry) mg/l 0.4
Fhasvnoraonyane A {da\) {(Hepesoserpasceridi) sifa

i S Linstred
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