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CSL Behring AG

QA Release
Wankdorfstrasse 10
CH-3014 Bern,
Switzerlund
www.eslbehring.com

Tradename;

Cudcda Bepunr Al

Hunyexarongni Manufacturer:

KOHTPOAL KaueCcTna ﬂpuu:mom:'rc.\h:

Barxaopdrpacee 10
CH-3014 Bepu,

Muetinapun Number

Hosep anmaensing ua
NPOHIBOACTRO

Date of Pratocol / Aara npotokoaa

Filling Lot Number / Homep ceprur dhaconis:
Packaging Lot Number / Homep cepin ynakonks:
Dosage Form / Papmaucstiuceran opaat

Strength / Konnesrpar:

Date of Manufacturing / Aura upoussoactna:
Lixpiry Dute / Aata 0KOBSa101I1 CPOKA FOAHOLTIE
Final Vial Size / O6nénm danxosna:

Number of Vials for Relesse (Packaging) / Koanuecrno
(i’.\.iKU”U" B IIOCTUBKC C ALTEILIM C(.'p'[']llz””('d‘l‘ﬂ:\ﬂ

Impordng Country / Crpana nmnopra:
Russian Fedesation / Poceuiickan MPeacparum
Storage Conditions / Yeaowsn xpanenus

Hach unit of plasma used to man
1

be negative, T

Name of Medicinal Product:
Haapasmre npenapatas

TOPFOIIOC HAMMCHONAHML,

Lot Number / Cepausi:

ooy] - veeldd N

CERTIFICATE OF ANALYSIS
CEPTH®MKAT AFIAAM3A

Immune Globulin Intravenous (Human), 10% Liquid
FlasiynoraoByann ucaoneiea A BILYTPHBCIIOTD
nucacmu 10% pacruop

Irivigen

psswiazen

F100190924

CSL Behring AG, CH-3014 Bern, Switzerlund
CuBdeBa Bepuur AT, CH-3014 Bepn, nefinapus

Manufacturing Authorizauon

511144

04-Mar-2020

P100180145

100190924

solution for infusion / pacmop aan mndyaii

10 %4

31-Jan-2020
31-Dec-2022
50 ml / 50 ma

18,999

Marketing Authorization No. / Homep PY:
ALI-002452

see labeling / cm. mapruponky

facture this batch of product has been reporied to be screened for the absence of [TBsAg (B1A), ane-11LV-
2 (LIA), ant-TICV (ETA), HOV-RNA (NA'T). The plasma paals have been sereened by BIA for HBsAg and Anti-HIV-1/2 and found to
hey have also been tested and found non-reactive for FICV-RNA by NA'L

KAt HOPIHIN TIAR3MBY, HEUDABIOBANIIS AA% HPOHIIOACTEA AANION CEPHIL IPCIANATa, Buiaa nposepetia sicroaom MOA na oreyrene
Hasepsiocinoro artnrera sipyea revarira B (F1B3sAg), aimerea « BHY-1,2 50 arviviea e nupyey renarina C, ooseroaos L nz oreyremne
PHK sapyea renmwin C. Tlyan uaass Ouai iiposepenis Meroaos DA ta nanmane HBsAg warrriiea « BMY-1,2 a peayasiaiur iponepies
Ouian orprrareasininan Flyast aavssns Guan ke npousepenur seroanst HEP na pasonume PHK oupyca renarmna (o peayasianns
ilpﬂf)tpl([i ﬁln[d\li (l'IT!EEIEll'H‘l\Isth.\SH.

Certification Staternent / TToaTsepaaciine cepTidinkantig

I hereby certity that the information on this certificate is authentic and accurate. This batch of product has been fabricated/manufactured,
meluding packaging and quality control at the above mentioned site(s) 1n full compliance with the GMP requirements of the local regulatory
suthority and with the specifications in the marketng authortation of the importing country. Uhe batch processing, packaging and analysts
records were reviewed and found to be in complianee with GMP.

H, V'EHH\'L‘”O{\I!l!cﬁl)!’lll:ﬁ(ﬁ“, I'l().\'I'BCp?K,‘\'J!(?, TGO HPCACTABACTIURA B A2IITTOM t‘.Cp'l']E[blll(lI'L‘C AFIAAIIN I—]l!’(b()p,\llr[“ﬂ ApAfiCTCH A(lt‘l(ili{‘pll()n,
Coepras nperupata Guad 1POMINEALH, PAChAcoBITA 1 HPOLIAY BEIYCKAION T KOUTPOAL KAMCCITA HA YKIZATHLIN HLITE [IPOHIBOACTRC HHIBIX
HAOHIAAKIX B HOAUOM Cootnercrsin ¢ tpebosanmy GMP A0caanix POryARTOPINX OPraton U B CONTIEICIIHH © 3APErHCTPHPODATTIN
B CIpAIe sopa areidikanieit npeoapana. CoomereTiie HpOnecea HPONIBOACTIE, YHAKORKI 1 SLIYCKUOILETO KOIMPOAK Hauce ha
COPHM CIatARP RN GMD Buao LPOBEPCHO # HONTBCPIRACHO.

PaTIY

< “/-1/,

2y, DUild/]

Signature of Responsible Person and Name
Hoatmen ¢ nan

Sibylle Birki
Compliance Officer
QA Release

i 0 AR 2020
T ate of Signature
Awra
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CERTITICATE OF ANALYSIS
CEPTH®HKAT AHAAM3A

CSL Behring AG
QA Release
Wankdorfstrasse 10
CI1-3014 Bern,

Name of Medicinal Product: Immune Globulin Iatravenous (Hluman), 10% Liquid
Haanamue npenapara: rsynoranfyan ueaonera aun BHYTPHDCIIOr0
pieacia, 10% pacrnop

Switzerland Tradename: Privigen
www.eslbehring.com Topronee nanmenopanne: Mpusnamen
r LN ;v / Cepuin: 00190924
CiDeda Bepunr AT Lot Number / Cepua P10019092
Buoryexaon i Manufacturer: CSL. Behring AG, CH-3014 Bern, Switzerland
KORTPOAL RAUCCTRA Hpowanoarrean: CnBeBa Bepunr AL, CH-3014 Bepur, Hlnciinapicn
Barraopuurrpacee 10 . -
CI1-3014 Bepu Manufacturing Authorization
IMnciinapis Number 511144
Homep annermsun na
HPOMIHOACTHO
s - : 1
i Tests (method) Requirements Units Results
i Morkasarean (sero4) Iopaa EA. man. Pesyanrar I
- e =SS R "‘F
Physical-chemical Characteristics |
DusuroxnMpuceae XAPARTEPIC (i I
Appearance (Visualy Clear ue slightly opalescent and PASS
Chinteare (Brayaantiwg) colorless or pale yellow solution COUTRLICTRYL |
Beermen man CHETAD-ICATAA ’
l[rlﬂ.'lpﬂ‘-!ll'.l" AT CACTKE
1 Ollll,‘\l‘CHH!)lelllEﬁH MHARQOUTTH I
Abserbance (Photometry) =< 024 f 0.10
| Horaouenne ((.'lmmpmimxmu:mnqccuuﬁ}
Protein (Kijeldahl) 90.0-110.0 g/l 1001
Loaox (Metoa }\"b(}z\in\..h\lf) 1/ a
Proline (11PLC) 210 - 290 mmaol/l 238
Hpoann (B22KX) | MMOAn/a
Punity I9G (Elecrrophoresis Dh. Eur.) == 980 | % 99.5
Huerona (IeG) Dackpodopes o araposiow reac)
Albumin Tilectrophoresis I'h, liur) =< 2.0 %o 0.1
Anvhysiss (Daekrpodbopes o AAPOFHON TeAC)
j Feagments =< 6.0 Vi <0.1
i Dparmerrim
| Dimess (HPLC) =<120 % 5.7
| Asseepin (BOAKX)
| Pelymers, Aggregates (1 PLEO) =< 20 % <01
Hoarmepnt o arpeean (BOXKX)
Monomers + Dimers (1P1.0) >= 020 % 99.4
Mouomeput wassepur (BIZX)
pirl [1% Praten in Nacl 0.9%)] 4.60 -5.00 4.82
| plig loncumomeypmgcernii)
| Osmolality (Osmaometey) 240 - 440 mOsmol/kg 308
| Ocmoanasiioern, {IKprocko IMHECKHT) wOearoan/xr
Biological Charucteristics
Buosoruveciie XAPAKTCPHC TSI
i [dentity (Immunoclectropharesis) Detection of 1gG PASS
Hoanuimiocts (Fumyaosaccmodyo ¢ b araposiion ieae) | Onpeacacimie [pG COOTIEICIBYE]
(Flaanny padiop P ) Oup g ¥
Bacterial Endotoxin (1.AL) < 1.0 1U/ml <(.2
baistephaaniuie anaoToxcuiy ME/ua
ACA FIR =< 30 Y 14
NHHROM ACMCITAP LA 2 OCTH,

Mage 2 0f 3
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CSL Behring AG

QA Release
Wankdorcfstrasse 10
CI1-3014 Bern,
Switzerland
www.eslhehring.com

Tradename:

CudeDa Bepuir AT
Bumycicanonit
K(\ll‘l‘po/\h Kadecisa
Bankaopdinnpacee 10
CH-3014 Bep,

NManufacturer:
[ponsnossiteas:

Name of Medicinal Product:
Ilaananne npenapar

Topronoe nunsenonanc:

Lot Number / Cepsra:

CLERTIFICATE OF ANALYSIS
CEPTH®MUKAT AHAAM3A

nseaemsa, 10% pacrnop

Privigen
Mpnniassen

P100190924

Immune Globulin Intravenous {Humany), 10% Liquid
MramyniorauByass weaosesa aan BUYTPHBCHIINCG

CSL Behring AG, CH-3014 Bern, Switzerlund
Cu3cDa Beprur AT, CH-3014 Bepry, Ulneiiuapin

Manulacturing Authorization

1 ; =
[nesiapia Number S11t44
Homep mnensnn na
UPUHSIJUACTHU
g ‘ —_

Tests (method) Requirements Units Results
Toikazarean (Meroa) Hopya Ea. uam. Pesyanrar

| PKA [3% solution| =< 10 [/ml <5

J ARCHILTOP UPCRLAAMRDCIHIG M/ sa

[ ]f",nc:«'ipmk)u|u.\u"|],1|4ﬂn.-c1-:uﬁi
Sterility (Membrane Filteation Th L) Should be stenle PASS
Chreprantocmn (Meroa sexbparnon DHALIPaTm) Upesmpar aoascen Burin CICPHADLHDBINM CONTRETCTNYE
Immunalogical Characteristics
ITamynososacerne HAPUMCTPEI J
Anti-FLAV {EY) >4 0 /m! 19
ANTIITEAD K BHpYCY fenan A (Ruiteypenne M/ Ma
HMMYHODEPMCTIYTT aTtaau3)
Ann-FI3e (EIA) >20.2 1/ mi 10.5
Arrtwrean s wnpycy renariia 3 (Msmystodiepaeniungi MIi/ sa
ADAMT)
Anti-Parvo B-19 ([2IA) >= 100 1U/ml 309
Arrerrean K mapisoanpycy 319 (Mansynodepaseninagt M/ aa
araAna)
Biphtheria Anticoxin (N1, cell culture) > 1.3 1U/ml 4.5
Avrireai & asdrrepiiinony rokeHiy (Metoa wyasiypar ML v
KACTOI)
Anti Streprolysin () (Nephelometry) >~ 500 /ml 1210
Arrieaa k ciperrtoawsuny O (1 ledheavmerpiacciii) ME/ma
Anti-A Hemagglutining (h, [iur) Praduct titer shall be NMT 1:64 PASS
Vizoar sorsmes an-A1 (Meroa npsioit Torrp nernryestoro HPCHAPATA AOARCH COOueICIByCY
PEMAITAIOTHIII ) Burin ne Goace 1:64
Anti-B Hemapglutinins (Ph. Gur) Product titer shall be NMT 1:64 PASS
Maoareatovumn ainm-B3 (Meron itpastoi Tinp weonryesono HPCITAPITA ADAMCT? comeIcIayer

[ reaarvalo THITAI ) Berie ne Goace 1:64

: Ant-1) (Hemugplutination Ph. liur) Praduct titer with D-antigen positive PASS

| MDD anmieaa (Mevoa upamois FEMUTTALTATILM) erythrocytes shall be NMT the posilive coorseIcryer

! control sample titer

J Twrp wetnriyesaco npeuapaia ¢ -

! AUTHUCHE HOAORIT AT Tl A

| IPHIPOLTRTUMIT 1TE AOAKCH LPEBBILIAT,

" TP HOAUKITEABHOTO KOITPOALEOIO

! obipasua,
[g\ (Nephelometry) =< 25.0 mg/l 1.3
Pastynoraobyain A (gA) (1 ledicaoseipuuccriii) srfa

Limited

Page Jol'3
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PA3PEIUEHHE
Ha BBOA B rpaskanciknii 0bopot B Poceuiickoit ®enepauuy CCPHH WY MapTHH
IPON3BCACHHOIO B Poceuiickoif Degepaunn mid BBOZUMOro B Poceniickyro ®eepaunio
HMMYHOOHOTOTHYECKOTO 1eKapCTEEHHOTr0 NperapaTa
o1 23.06.2020 Ne 001003/20

Brinano Obimectsy ¢ orpannuennoii oTsercTreHHOCTSIO "MEJHITAJI-OHKQ", Poccus,
105082, r. Mocksa, ya. Ppuapuxa Hreasea, g, 75. c1p. 21, oduc 216, UHH: 7701213835.
(HAINMEHOBIHIC FOPHIHYECKOTO THTIA, 1OPHINYCCKH aapec, MHH)

Depepanbhas caymda no uwaazopy s cepe 3apaBoOXpaHenus HA OCHOBAHHM
JarkaoveHns  Mockosckol  MenpITaTeNnbHOM /1a00paTOPUH  KOHTPOJIA — KayecTsa
JICKAPCTBCHHBIX CPEICTR (De/Iepanbloro rocy1apeTBEeHHOr0 OHIKETHOTO YYpeKIeHHS
"Hudopmaunonno-meromueckuii HCHTP MO 9KCHEpTH3e, YUETY W aHaIM3y obpalleHuns
CPEACTB  MCIMIIMHCKOTO npHuMeHeHna" PeaepanbHol cayxGsl 1o Ha/Bopy B chepe

30PAaBOOXPAHCHNA.
(HanMeHOBaKNE (eaeparhHOro FOCYAADCTBRHHOTO DIOIKCTHOIO YUpeKiIeH s )
or _16.06.2020 Ne 470/JIK-11/20 pa3spemaer sBox B IPaykIAuCKUA obopoT
(1ata) (Homep)
s Poccuiickoit @exepaunn mMMYHOGHOIOMIUECKOI0 JEKAPCTBEHHOI0 npenapara
Ipusuken
(TOProBoe HaMEHOBAHHE)
MivyHOr108ymun venoseka nopMabiblit
(.\1(:‘}1—{11}—'!]3[?()5[”0&! HCTITATCHTOBAHHOE HAMMCHOBAHHE TPYNMHPOBOYHOE KK XUMHYECKoc)
pacTBop 1 uHdyzui 100 mr/mMn 50 M — ¢r1akons! (11T.) - navku KapTOHHLIE
{((bopma BLINYCKa ¢ yKaaHHeM ACKAPCTEEHHON (DOPMEL. JO3UPOBKY, HACORKH ¥ KORKUSCTEO B VIAKOBKE)
cepur P100190924 | ofnem cepum wim napruu 8000
(HoMep cepun) (KonmuecTso YITAKOBOK )
roaen 1o 12.2022 ;

3

{cpox rosnocTh)
npomssojacrea CudcdDr bepunr Al Ulseiinapus, Wankdorfstrasse 10, 3014 Bem,
Switzerland, (nponsrouurenn (rotooii JI®), nepsuunas ymakoska, BBIITYCKAIIHI
KOHTPO/E KavecTBa); CuDeDn Bepunr AT, [Iseiiapus, Untermattweg 8, 3027 Bern,
Switzerland (sropuunas VTIAaKOBKA).

(5
=

(HAHMCHOBaHHE H AApec NPOH3BOUAKTENA ¢ VKasaHHeM cTaaui ﬂpOIBBD,flC'I‘Ba)
Perierpaunonnoe yaoctosepenne Ne JIT1-002452 o1 06.05.2014.
AdepiraTtens peructpaunnonnoro yaocrosepenust CudcDin Bepunr AT, UIseitnapus,
Wankdorfstrasse 10, 3014 Bemn, Switzerland.

(HanMeHoRranite, aupec)

3amecTurens pykoBosuTens B.B. Kocenxo

JAOKYMEHT TOJUMICAH
WIEKTPOHHON TOTHCLIO

Cepripinsar ENUI0ETBUTEOFBROEA TTHOGDEOR4461§
BannenenRoceico Buaenrmna 1 LM POBHA

Heiwremienen ¢ 24 03 2020 5o 24.03 20201




PA3PEHIEHHE
Ha BBOA B TpakAaHCKii 060poT B Poccuiickoil deaepaiun cepuy Wi napTHu
lipousse/cHHoro B Poccuiickoll Mdeaepanuu MK BBO3UMOTO B Poccuiickylo Denepaunio
HMMYHODHOJIOTHYECKOI'0 JIEKaPCTBEHHOTO TperapaTa
ot 23.06.2020 Ne 001005/20

Brraano OOmectBy ¢ 0rpaHHyeHHON OTBETCTBEHHOCTBIO "MEIWITAJI-OHKO", Poccus,
105082, r. Mocksa, yi1. @puapuxa DHrensca, . 75, c1p. 21, odue 216, UHH: 7701213835,
(HaNMCHIOBAITHE IOPHANYCCKOTO JIHIA, I0PHIHYeCKIH aapec, UHH)

Denepaabnast caywbda 1o magsopy B cepe 31paBOOXPAHEHHA HA OCHOBAHHH
sakmovennst  Mockosekoll  mcnbITaTenbol  1a0OpaTOpHH  KOHTPOIS — KayecTsa
JICKAPCTBCHHBIX CPEACTE (DeflepalIbHOrO TOCYAAPCTBEHHOrO OIOMKETHOTO YUPEKICHUS
"MH)OPMAUHOHHO-METOIHYECKHH LEHTD M0 SKCIEPTH3E, YYeTy H aHanu3y obpaieHus

CPCACTE  MCAMIMHCKOIO npuMeHcHus” Denepanbiofi cnyx6bl no Hamsopy B chepe
3,1PABOOXPAHEHNSI,

(HanMeopanue (})C/IE}'}H.‘-IE»HUI‘O FOCYAAPCTBEHHOTO 6?051}!\”8’1'HOF0 ‘}"!pﬁ)KIlE'HHﬂ)
or _16.06.2020 Ne 474/IK-11/20 paspewaer BBOA B rpasxaaicKui obopor
(nata) (nomep)
B Poceniickoii Mejepauny uMMyHOSHOIOTHUECKOI0 JIEKaPCTBEHHOTO Npenapara
IIpusuken
(Toprosoe HanMenoBanue)
VIMMYHODIOOYIIHH Ye/0BCKa HOPMATbHbIH
(A’!C}i(il}r’ﬂ"c‘l}‘!('),-‘JHO.C HCITATCHTOBAHHOC HAUMEHOBaHHe FPYIITHPOBOYHOC HAH .‘(HMH‘ICCKOC}
pactsop s nidysui 100 ymr/yn 50 mu - dnaxows! (1mir.) - mavky KapTOHHBIC
((hopma BLITYCKA ¢ VKazaHHCM NeKADCTBEHHON (hOpMBI, TOIMPOBKH, (BACOBKH H KOMHUCCTEO B YIIAKOBKE)
cepun P1O0190924 | ofbem cepun nau naprun 9000
(HOMED cepHu)
rojien g0 12,2022
(cpok rojutocTH)
[Ipoussoacrea CuDcdn Bepunr Al [Isetinapua, Wankdorfstrasse 10, 3014 Bern,
Switzerland, (npoussoaurens (rotosoit JID), [IEPBUYHAS  YMAKOBKA, BBITTYCKAIONIMIT
KOHTPOJb xavecTsa): CudeBi Bepunr Al Uleeiinapus, Untermattweg 8, 3027 Bern,
Switzerland (BTopuunas ynaxoska).

¥

(KOTHYECTRO YIAKOBOK)

(Hﬂll?&li“l'l(lBClﬂl!@ HalIpeC NpoH3BOAHTeN C YrazaHueMm erajni ﬂp()ll'jBO}lC'['Bﬂ)
Pernerpaunonnoe yocrosepenne Ne JI1-002452 ot 06.05.2014.

Hepwatens pernerpaumonnoro ynocrosepenus Cudedi bepunr AT, Hlgeiiuapus,
Wankdorfstrasse 10. 3014 Bern, Switzerland.

(HaumeloBarne, apec)

3aMECTHTCITE PYKOBOAMTESI B.B. Kocenxo

JIOKYMEHT TTOJITICAH
DNERTPOHNON HOITTHCLIO

Cepripurr TT03GEIBOTEOFBROEATIBOGDYOR61R
Bore renRocenko Basen i B rasmponua
Hefiernrenen ¢ 24.03.2020 no 24.03 2021




