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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
Takedad cEpTueIRAT FKOET! CEPH MIKAPCLKOIG 3ACOEY

—_— r —
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Maine of preduct: poachage Mo 1
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NGZS LMY THA;

1| of the aalution containa 204 B humsan albumin [albaymin

StrangthiPotenoy: content must be not lexs thaa 95 %4 of proteln content]

CWRa aiifakT oK icTR 10 POMPHY WGP anaChymiHy MogeHa 200G T TRMKST SNk
ICBVABH Z1H0BUTH HE MelIlls DS BTy Ainida]
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTURIKAT AKOCTI CEPIT NIKAPCBKQID IACOEY

Reaults of analysis
FEAGTILT AT NPA0SAGE HA BHS iy

SCEMANA] U 6 Birble mix 20tk

Poineters Specificatlon Pasults
i Moa3e nr Crauati=ajin Pogynetam
Catarmination of filed volume by Weight' ; |
. Fill Yolume 100 ml: 1020 - 4078 m| 162.0 — 1039 ml ﬂpmpr_ias.
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: a 190 rer (20— TOT A by . |
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: BATCH CERTIFICATE FOR MEDICINAL PRODUCT
Jakeda W CEPTUGIKAT SKOCT! CEPI| AIKAPCBKOMD 2AC0EY
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BATCH CERTIFICATE FQR MEDICINAL PRODUCT
fakous

CEPTHRAKAT AKCCTI CEP NIKAPCLKONO IACGEY

* Absent

Eanm anls
| Bigcy T

Ik -Tap

“Gertiflcalion statoment:
. FAHEE NPo SpTADikEL I

compllance with GHMP.

. BIATNGENIESTE SMP

| hareby cartlfy that the elxve information | duthantlc and aceursale, Thla bateh of praduct has been
anulactured, [nciuding packayingabellng and quafity catiral! at the ahove-menliorad =Hels) in full
compliance with the GMP reqy lrements of ilio Jocat Hegulatory Aulhodty and with the specifications i the
Markettng Autharization af the Imparting eeuntry or preduct apegificatlon file for lnvaatigatienal Medicinal
Freducts, The batch procossin 9, pAckaging and analysis recards wers revianwsd and foursd Lo be in
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JREARBHA CO¥IKREA % JAPChEHX 3ACOLIR TA KOFITIOIR) 34
HATKAVTHEAMA ¥ KHIBOBRIR OLUACTT
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BATCH CERTIFICATE FOR NEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPI NIKAPCLKQND 3ACOEY

Flaxtbrumin, selution for infysion, 200 gi, 100 ml In polystiylens
pachage NI 1

DAEECETMIH, pedHyd ins ikapyain, 200 rfa, no 1640 wn y
MONEETHIEH UMY akmms Mo 1

Country af odgho;
Lepmava-RuouGHu

Markating authorisatlon number:
i lemap pEscToaLINHGR
- MAZBiQYEHr R'

Strength/Potancy:
: CHna QivAETYEHICTR

Auatria
AecT)lA

" U128/ 0

11of lhe solutlon cantalns 200 g human albumin {albumin '
; content muet b nol l¢gs than 95 % of protein contant) i

T 0 DD3YMHY MICTUTE arkdy sy aKnual 200 ¢ {om cT aneEymi-y |
NOBNHEH CTAHDAMTH HE: MaHLLE 85 'Y baic ry Ginkia}

! Losaga forme:
llikaperks thopua:

Selutien for Infuskon, 200 i |
FoHu o anA inderait, 200 rin 1

Fackege aloa and Type;
Pa3rip 79 THN RAKYBAHHA;

i 100 dnl in potyethylene packega: 1 package It cadon bo
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BATCH CERTIFICAYE FOR MEDICINAL PRODUCT
CEPTHURIKAT AKOCTI CEPIN NIKAPCLKOTQ 3ACOEY

I T U N X T [T

L L T L e H PR

1 totoay

ORFH

LB-Ukiar=-+404,01

L OnEETPEAR R (3 DM aHHAR 22Ty

Legnang; ¢ He Binowe Hix 200 werin

—
e Rasults of analys|s ok
L Pasyn ETET N MIGESORHER 2HAM|IY ]
Faramelers Specification Resublts
_akasmpme | Loy adikavin __ Pedgnerari L e
Determination of fllled velume by
Fill ¥olumu wiesighkl 10 vl 7024 — 1635 ml 102 —1pas ! ml I Complies
Hommane HE cE'eM | BraHg<cHHA CO'eMy HATOBHEHHR 38 : : " KN Binmaminae
L oy 1A pn ; 192,0 — 1076 N _|__ _ _
Visual | Clear, ligtrthy viscdws ligwid;
1 @nixst codorfess, yellow to brown or
ADpoarancs : g!EIﬂ'I = Complles
'E;lnh'i: BizyareHni koHTeors £ Flpodaopui, d-arka Bir nogis.ae
: B'A3AN PO2HWH ; MaKHE TEIGAPBHNE, Bl ) ?
HOETOIU [0 HOpUHEUEL S S0 #EHe O
St " FONLOEY sk
Autarnated Mltrogen Analiy'ara Fi00—

Protein Coalent © 206 gil 304 gL Lomplies
EepalcT £ mia - METCMATA0EAHNE BHEME HE BEWIGT B3oTY | rin Biynoaigae
... 190-ZoBon ! i
by Ph. Ewr. 2.2.31, USP < 55, AQErDSD )

Pratain el Elactrnphmﬁlsf Mot Isss than B4
; Gominnslic % of human albumin 84 o, Cornplle:
L'-rJI:.'IE Hiiik, Eap. dapu. 2.2.31. ©apm. TULL <1050, RipnoelaRs
[eMk-BNSHTPaapedy Ha aFapi ! Ha MedlLe
Hi 20 % aneBvmiHy NHeguHA e me nan 2 SR ST
=1 F-‘I'l Eur, 2. 2.20_ 72 -liE-, Ush ':'521.‘.?
HPLE f The area of the peak duo ta
polyimegs and Aggieqates i3 Nal greatsr
Frlmge A fvan 10 % o the total area of the ' :
Agpragetes ehifomatogram . an Commples
zr’;:f";ﬂ“ T4 Can. g, 25,29, 2.2.96, hapn, CUA, Blaweicae
<G2% =, BEFX ! Mntuz kky =3 Py oK !
1ONiWMBDE TA AHaraTlz ke JinL e 10 % !
_Ein zameEnkdal NNoLf spoMarorEad L . i I .
“jeotresponding to BBOLE 5 %
of polyrmers and aggragates) 2 u, Lomplles
Tl einnozina? nprEnkzsa S % neniMeapia Birnce'nas
i smmran o arperaTis - i : o
Prekellikmein by Ph, Eur. 2,815 I Not riars than 35 i !
Betivity ImL : <d wimk | Carmylos
MNeekAnikc=rAoEe | TrA drapra. 2.6.15 0 He Gineus kiv 35 MO | Dignobiozes
|akTaedicrs | MOMwn__ .
by Ph, Eur, 2.2.57, USP <730x, ICP-DES
! 2
Sadlurm combent mmoliL | Complies
ephihehagte 13 — 168 mmzl'L 137 0 R !
FFr ATk Eap bapw. 2.2.57, Sapwe. LA <730, WeCErn | Edprasiaes
- CREC-13M 5 124 — 160 ramarain _ _ _ — b=
By PR, Eur, 2.2.67, USF <730>, [CP-0ES | { =
Fobesilmn coitent I Mol ragara tham 2 rmol/L % Tl ‘Gﬁfup.l&ﬁ%
BraigT £anin ohp, Saom 2257, Sapm, CUA <F30-, o },fiml.ﬂﬁ Eha,nuﬂ.,u.,w;
- CIECHAMN ! He Binbwe Hiw 2 rMonen e B e
" by Ph. Eur, 2.2.23, Atomic Abserption ey T z I' [t l||
: Spactramotey lwith the uss of the ! e g 0 P '. i
Aluminlum eontent | Zearnan effact) / Mot mate than 200 gl <5 'hﬂfl.- '[:'r-l:ld‘l‘lpllﬂ'“ Fe
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- L _ Cnequduikanis
by Ph. Eur,, Absorption
Spectrophotartetty | Lees lhan 0.15
CHp. dapu.. aficcoiaLlAHa
LASIRGhOToMeT iR § ek e wok 0,15
by Fn. Eur. 2.2.3, USP <T01>»,
petentiomeatry f
6.7T=T.3
Epp. dapm. 2.2.35, dapy. Gl <79,
| noreHyiomeTpig ¢
'g.7-r.3
Ineybation f Bust remaln uneh arigpag
MeTcaom i kyEair ¢ MORMHEH 3ARKWATHES
_redeaHbMAMe
by Ph. Eus, 2.2.29, Z.2.48, USP <2 >,
Liquid Chromalagraphy ¢ 12,8 — 152
mriobl
Chp. Pepw. 2.2 00, 2.7.45, dapra. CLLA ]
~EZ1=. pinnHRa wpoMaTarpachla f 12.8 - I
192 mmonuin

Caprylic seld

Lontent

Hu &1 Ranpuncact
EHERS'H

| Steridity
CToHAL IETR

Bacrarls | antotoxin
GATEpa e

by Ph.Eur, 2.2.29, USP <821>, lon
| Chromelagraphy /12,8 — 452 mmalii
Eep. apu. 2200, apr, CLLA <E21= [0
P10 - 193 psonein
by #h. Eur,, ISF, CFR, Mambrana
Fitratton f Modieine muat be sterila
€=n. dane,. Pagm. ClUA, CFR. menor
MEMEPEHHGT dhinerpan § Fpenapss wae
CyTh STRCHMGIMM
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BATCH CERTIFICATE FOR MEDICINAL PRODUCT
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BATCH CERTIFICATE FUGR MEDICINAL PRODUCT
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c_ﬂ.l.r-lll'ﬁl.bt.‘i
KD rAEHTADI

Absent
O:geyTHi

Cartflcation statemoent:
2anea npe cepTHL,

compllanea with GMe

" BISNGE AHICTS GWR

CEPTWSBIKAT AKGCTI CERI RIKAPCLKOM) 3ACOBY

| heraby castify that the above information ia authentic and accurata, This bateh of product hee heen
manuFaLtuned, inclid Ing packaging/labeling and quality cantrd at the above-menticned sitafa) In full
comphlance with the GMP raquirements of the locel Regelatony Authority and with the specifications In the
Marketing Authorizatlon of the imponiing country of aoduct speciication flle for Irvestiggtfonal Merdici n
Frodusis, The hatch proceseing, packaging andd analysis records wara reviewed and fourd ta be in

1Mk 7 32C0inve. WS HAEEAEHA EXWE (ETOpMAIR & ISNTORInHGK T8 Teqnom, L cepin npogysy.: M
FA[ICCH IEH (S0 1CYR YA NELYBIHSAMZEEVBSHHAY TR NROBRLENS KOHTEE 1| HE0CTT HA BULLESAZH FUENH SNedHLi
¥ MNRHEA fARCEN0GTT 3 Bmoras GMIE, BCTaHOBNE -y AKLEHUM PR Y NIRTOPHY W OPraHan, 3 T340 blananldlis
A0 anel b imulh, Wo micTATeeR ¥ pEEGTRAARGtY Jocke abo “opromiil niyeHail (paiHe-BupniiHUIG aC KL HM-
IRINOYTEAA, BRI A POAELIK iMRORTOBEHED, 364y 4aGke GG wHhikauld 18 NpENapaT AN2 SOcRjTHyEs +ar

| RIKADCRAGIT 380y, [Tl akenn BupoB-mimsa, nakysaine Ta asanlsia Byio napecnasyTo T 2eTaI00na 6

MNESEHWE T3 NOGALATSMIHNA JCo5K, A48 BHAANA OoeEin HE BHDYGE Gepli:
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E-ratil* el kezia sl g an, Eog CoIPTY 3707704

BH{HOBOI
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RATCH CERTIFICATE FOR MEDICINAL PRODUMT
CEPTHEIKAT AKOCTI CEPT NINAPCHLKDID JAS0RY

Al -

Hame of produ:
Hagrrngnantiu upirvmjt:

- Flaxhumin, soldtion far kifuelan, 200 @i, 190 ml |0 polyothydone
PRz kg B 4
threx-fyulk. pod IH ORA 1Fd1vaa, 200 nr. e i er y
: RO leT 1N IGENN dmeTe ke

Gouintry of orgin: HAuustria
| INe;nzea-sRpolHHE: 1| AECTRA
| Markwling aulheation ausmber:
Homep peect pallibano WAAEAZHImA0d
noalcHBHHA:
1 | af the =olution sentalme 200 g human slbemin falbura '
el Fokacy: cartart musl be oot [asa tham B % OF praledn conieant] i

i [ E R TAT B R

. Doeaye fatmn
: TEeAncEER hapsa:

1 N poeuly SCTHTL 36y Wing n oganm 200 ¢ (anicT S1lalfy ik
IEENFEF ETAHOURTA HE MeHILs 35 % ealeTy £iake)

4 Solutlan for [niueken, 200 gl
I PegudH 0N HieHE, 200 ra

Taskagi alza amd Type;
Paxuip & TH: 1Ky BAFHR:

EL s e

" 100 mi In palystnylens packapge; 1 packzga in carbes boa
n 100 My NOETURAHGEMS MREETAN, 10 1 Rakay @ vaptoineA
mpce

Bateh mumisar:
FoONOp BRI

Batch =lzm:
Pzcwip coair:

Cad s of FreariuraesE LIRS
Ima sS4 Ea:

Explry data:
MpHp T go

Mama of Manufaciurar,
rapgatigibls for batch relapss;

; Flmana wapusaue, 4lgmsalgsEnekans
' am awTyak canh;

LRO¥Z420

. packs
10826 ey
AR
AZ0EE

Takads Manufacur g Anustrla 4G i

Tarene Maryg ey pmMr dorTpin A

v Addre=s of Munulectute,

* vepperiallla for hatoh ralaego:
AP b PG HRMEE,
AN GAL DD a5 owayck copil

| Fulhonizatian nJiker of

v Manufasiurey, reygam1alble for
hateh raloasn:

: Hlawap - yeHs F IWpodHnsag,
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BATLH GERTIFIGATE FOR MEDICINAL PREDUCT

Tnieda s CEPTMOIKAT AKOCT! OF Pl IIKAPC bHOTO AACDEY
Rouults of analysls : e
—o o . PESicTITH NROPEADHER B4anisy ugiatmaaie sl
. Prramadetys Speciflegtinn Raz|ts
Luokgawmay | — Cngyndikanin - Pegurerath, :
Dgbarniination of fllad valums by ! |
LR P Y walght! 100 mL; 1024 —107.6 [l 10248 1098 | mL Complias
HImiaieqed 0Tt | BaHz won cblauy Hanouremm na ; 2 u;l  Digrog.qae
s3] 1 B! UL N 1020 - 147 & wn : .
Yigimnl ! Clear, slighlly viscouws liguig;
almest colerleas, yullow to brwm or
, . graon .
i gfﬁ?muﬂ Brgyulerri enHTpaE ! Mpa3apai, aner:a I:F:lTlme:-
E'ERE P33HRH; maaHe BEXTSApEHEA BlYy !
HNRTETD Ul PO RIS T BEO SEanocHom
—— . o My . e i, al Ly
Autermatiil MHrogan Analyela 480 -
: Prodily Condant; D38 gL o @l | Complias
BraT Binvmg ACTEATF20BEHKR AR 13 Els s gy nr Aignrpizas
ST 1380 = 306 1 — L ==
IJ')' Fh Eun. 1.2.31| LSk qiﬂﬁvﬂhlﬂuamm .
Proteln al Elcnlmphnmlﬁfﬂm leas Hhian 35
: Compomition % of hwman albumin o -y, Complisa
" CKNAL 5 nKa Epp. hapw. 2221, Capra, CLIA =10e, ] B nnaE o
. ) Melm-one prBaredy Ha araqi f Ha wadbe i
% e B FS % anefpwing meardn _ = . oo
by Ph. Bur, 2,278, 22 4, WP oA i= i [
HPLE: S The srea of the paek dues ta i !
s 2nd sgEragEtes is not greatar
! Palymers and Wizn 18 % of the todal area of the | .
Agaregodes shronabogra) 5 o Gainplios
gfp‘;':ﬁﬂ" IR Ep. GEpU. .33, 22,44, B CIJA ' By waicas
<B27r. HEPX ! Cnaws niky 13 pasykos
MArRMERIE Ta Srwraria Ha Snbwe 10 %
| Bif deranesni nnow s aanaaae fa e
[corvespaneding ta about 534
wf polymors amE Byaregn)osh . 3 ar Lomplaa
i Aln 10alLaE nuereann S % ranesspio ; Hignozlgac
L — CTRBIOREN o  P S BN M e e sis Tan
Prakallikrein iy P Ewr 2445 Maldaiore than 35 |
" Activity rUmL " Whial | Complles
NpesanikacyoIe Cep. Pape ZE15 ! | Ainpws pig 35 Miditu. | Bpaselgas .
. BEIADIEET L MOian _ N ) s
by Ph, Eur. 2267, USH =730, ICP-0ES
Aoxhum ot el ) mmol!s ' Gomplies
. 13— 160 mamoUL 134 :
EmicT HGTP K. | Gop. dect. 2257 dapm, SLs =), MMM ; Bignamase
Lk DEC-IAN £ 13— 130 wuere!n s ]
by Pla. Bur. 23,57, USF <730~ [CF-DES ) el e Ty
! Potezaiim contant ) Not mars than 2 mmablL g PP s £l |
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- BATCH CERTIFICATE FOR MEDICINAL PRODUCT
Takeda» CepTUDIKAT SIKOCTI CEPIT NIKAPCHKOTO 3ACOEY

Flexbumin, solution for infusion, 200 g/l, 100 ml In polyethylene

Name of product: package Ne 1

HaiimeHyBaHHA npoayKuil: dnexcByMiH, posiuH ANs iHdysid, 200 r/n, no 100 mn y
nonieTuNenosmx nakerax Ne 1

Country of origin: Austria

Oepxasa-BupobHNUK ARCTpin

Marketing authorisation number:

Homep peectpadiliHoro UA/M8128/01/01

ROCBiQYEHHRA;
11 of the solution contains 200 g human albumin (albumin

Strength/Potency: content must be not leas than 95 % of protein content)

Cuna ail/AxTuBHICTS: 1 N POFHMHY MICTUTL anbByminy nioauHM 200 r (BMicT anbByminy
NOBWHEH CTAHOBUTY He MeHLwe 95 % emicTy Ginkia)

Dosage form: Solution for infusion, 200 g/l

Jlikapceka hopma: PoaunH ang iHdyaiin, 200 rin

. 100 ml in polysthylene package; 1 package in carton box

Package size and type: ; / ,

PO3MIP Ta THN NaKyBaHHs: no 100 MN y NONIETHNEHOBUX NakeTax; no 1 NakeTy B KAPTOHHiiA
Kopobui

Batch number:

Homep cepi: LB095356

Batch size: packs

Poamip cepil: 1202 ynakoBoK

Date of manufacture:

Oata enpoBHIUTEA: 24/01/2026

Expiry date:

MipuaaTHui go: 3112/2028

Name of Manufacturer,

responsible for batch release: Takeda Manufacturing Austria AG

Hasea supofHuka, BignoripansHoro

3a BURnycK cepil: Taxena Marydbekuypinr AscTpin Al

Addrass of Manufacturer,
responsible for batch release:
Apnpeca eupobHuka,
8iANOBAANbHOMS 3a BUNYCK cepil:

Industrlestrasse 67, 1221 Vienna, Austria

Inaycrpiwrpacce 67, 1221 BigeHb, AeCTpis

Authorization number of
Manufacturer, responsible for
batch release: 480001
Homep niugHail Bupobnuvka,
BiAnceifanLHOro 3a BUNYCK cepil:

Takeda Manulacturing Austna AG {formerly Baxler AG)
industriestr. 87, 1221 Wien. Osterreich » T +43 1 20100-0
Handelsgericht Wien » FN 201876 b+ UID: ATUS0560806
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- BATCH CERTIFICATE FOR MEDICINAL PRODUCT
Takeda® CcEPTUGIKAT AKOCTI CEPIT MKAPCHKOIO 3ACOEY

Results of analysis
Pesynsrarn nposegeHHs aHanisy
Parameters Speciflcation Results
MokasHKKK Cneuyndbikavia Peaynoramu
Determination of filted volume by
Fill Volume waight/ 102.0 - 107.6 mL 102.0 — 103.9 mL Complles
HomMiHanbHui 0G'eM | BuaHaueHH 06'emy HaNOBHEHHS 32 ) ) MA Bianosigae
Macow/ 102.0—107.6 mn
Visual / Clear, slightly viscous liquid;
almost colorless, yellow to brown or
green ;
Sﬁ::arance Bisyanbhuil koHTponb / Mpo3opuit, anerka ;:;';:L:
B'A3KNIA Po3YHH; Maixe GeaGapeHni, Big
WOBTOMO A0 KopuyHesoro abo 3eneHoro
Xonsopy
Automated Nitrogen Analysis / 190 -
Protein Content 206 giL 203 o/l Complies
Bmict Ginka ABTOMATH3OBAHWIA aHania Ha BMiCT asoTy / rin Bianoeigae
190 — 206 r/n
by Ph. Eur. 2.2.31, USP <1056>, Agarose
Protein Ge! Electrophoresis / Not less than 95
Composition % of human albumin 99 o Complies
Cxnan 6inka €ap. bapm. 2.2.31, dapm. CLUA <1058>, Bignoeinae
rens-enexkTpodgopesy Ha arapi / He MeHwe
HiX 85 % anbByMiHy nioauHn
by Ph. Eur. 2.2.29, 2.2.46, USP <621>,
HPLC / The area of the peak dus to
polymers and aggregates Is not greater
Polymers and than 10 % of the total area of the
Aggragates chromatogram 5 % Complies
MNonimepn Ta €ap. ® 2290 2246 O CIUA Bignosinae
arperaTy 8p. bapm. 2.2.20, 2.2.46, dapM.
<621>, BEPX / Mnowwa niky 3a paxyxok
nonimepie Ta arperarie He Ginblue 10 %
Big saranbHol nnowji XpomarorpamMu
(corresponding to about 5 %
of polymers and aggregates) 2 % Complies
(wo signosipac npubnuaHo 5§ % nonimepis Bignoeigae
Ta arperarie)
Prekallikrein by Ph. Eur. 2.6.15 / Not morae than 35
Activity IU/mL <4 UimL Complies
MNpexanikpeiHoea €ep. dapm. 2.6.15 f He Binbiue Hix 35 MO/mn | Bignoeigae
AKTUBHICTb MO/mn
by Ph. Eur. 2.2.57, USP <730>, ICP-OES
! :
Sodium content mmol/L | Complies
; p 130 - 160 mmol/L 138 > ;
Buict Hampito €8p. Gapm. 2.2.57, bapm. CLUA <7305, Mmone/n | Bignosinae
OEC-I3IM/ 130 - 160 mmone/n sy
by Ph. Eur. 2.2.57, USP <730>, ICP-OES parHa )
Potassium content | / Not more than 2 mmol/L S q\\
BwmicT kanilo €ep. dapm. 2.2.57, dapm. CLLIA <730, Bignobigae.
QEC-I3M / He Ginblue Hix 2 MMons/n i an .-
by Ph. Eur. 2.2.23, Atomic Absorption 2 L Ba;‘é'
Spectrometry (with the use of the //, HOIRAT /“;.? Ky
Aluminium content | Zeeman effect) / Not more than 20 fugil Compligs o
Bwmict antomitilo €sp. dapm. 2.2.23, atomHo-abcopGiitior Binadgi)
CneKTpoMeTpil (3 BUKOPUCTaHHAM edia! i1 W
3eemMaHa) / He Ginbwe Hine 200 mxr/

Takeda Manufacluring Auslna AG (formerly Baxter AG)
Induslriestr. 67, 1221 Wien, Oslerreich » T +43 1 20100-0
Handelsgericht Wien » FN 201876 b+ LID: ATUS0560806

LB-Ukraine-v04.01 page 2 of 4



BATCH CERTIFICATE FOR MEDICINAL PRODUCT
CEPTU®IKAT AKOCTI CEPII NIKAPCbKOIO 3ACOBY

Parameters Specification Results
[MokasHKKK Cneuudikauia Peaynsraru
by Ph. Eur., Absorption
Heme contant Spectrophotometry / Less than 0.15 0.05 Complies
BmicT remy €8p. ®apm., abcopbuitna : Bianoeigae
cnektpedoromerpia / Medwe Hix 0.15
by Ph. Eur. 2.2.3, USP <791>,
potentiometry /
pH 6.7-73 6.9 Complies
pH €ep. dapm. 2.2.3, dapm. CLIA <791>, ’ Bianoeiaae
noreHuioMerpia /
6.7-73
. Incubation / Must remain unchanged
Heat Stability : Complies
TepMocTaBinbHICTb }Tee:::i‘:l:: Ih|||-||(y¢59|.|i'w MoBKWHeH sanmwarnca Bignosigae
N-Acetyl- by Ph. Eur. 2.2.29, 2.2.48, USP <621>,
Tryptophane Liquid Chromatography / 12.8 - 19.2
Content mmol/L 15.7 mmol/L | Complies
BuicT N- €ep. Papm. 2,2.29, 2.2.46, Dapm. CLUIA ’ mmons/n | Bignoeigae
< > pi i -
aeTMnTpUnTOaHy ; 3221 M,Mal.ﬁ:;iia xpomarorpacpia / 12.8
Caprylic Acid by Ph. Eur. 2.2,.29, USP <621>, lon
Content Chromatography / 12.8 — 19.2 mmoliL 15.6 mmol/L | Complies
BwmicT kanpunosol Cap. ®apm. 2.2,29, dapm. CLUA <621>, I0X : Mmone/n | Bignoeigae
KUCNoTU /12.8 — 19.2 mmone/n
by Ph. Eur., USP, CFR, Membrane
. Filtration / Medicine must be sterile .
Sterility cB starile
Y p. ®apm., dapm. CLUA, CFR, meTog
Crepuncicrs mMemBpanHol chinsTpadii / Mpenapar Mac Crepunbhni
YU CTepUNBHUM
by Ph. Eur. 2.6.14, USP <85> / Not more
g:fr:;'i:::i""“"'“ than 1.0 EUimL w3 EU/mL | Complies
EHIOTOKCHHM €ep. Papm. 2.6.14, dapm. CLLUA <85> / He . EO/mn Bignosigae
Ginbwe Hix 1.0 EQ/mn
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Takeda Manufacturing Austna AG (formerly Baxter AG)
Industrigstr. 67, 1221 Wien. QOslerreich » T +43 1 20100-0
Handetsgaricht When « FIN 201876 b+ UID: ATUS0560806

LB-Ukraine-V04.01
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- BATCH CERTIFICATE FOR MEDICINAL PRODUCT
Takeda CEPTUDIKAT AKOCTI CEPII NIKAPCLKOIO 3ACOBY

Comments Absent
KomeHTapi BiacyTHi
Cartification statement:
3anaa npo ceprudikauii:

| heraby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above-mentioned site{s) in full
compliance with the GMP requirements of the local Regulatory 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.

Lium 51 3acsifuyio, Wwo HaeeaeHa BULLE iHEOPMALIA € JOCTORIPHOIO Ta TONHOI. Llio cepito npogykuir 6yno
BUPOGnEeHo (BKNICHAIONK NakyBaHHA/MApPKYBaHHA) Ta NPOBEAEHO KOHTPONL T SIKOCTI HA BULLe3a3HaueHiit AinbHuL
Y nosHiii BignoeigHocTi 3 BuMoramu GMP, BCTaHOBNEHWMIN MICLIGBUM PerynsiTOpHUM OpPraHom, a TaKkoX BignosigHo
Ao cneuudikayii, Wwo MiCTATLCR y peecTpauiiiHomy focke aBo TOproBili NiyeHail KkpalHW-BnpobHuka abo kpalin-
iMnopTepa, AKWO NpogyKLile iMnopToBaHo, aBo y AockE cneuudikauii Ha npenapar Ans AOCAIMKYBAHOO
nikapcekoro 3acoby. MpoTokonu BUPOGHULTEA, NaKypaHHs Ta aHaNisiB Gyno nepernaxyTo Ta BCTaHOBMEHD
BignosigHicTe GMP.

Name and position/title of person authorising the batch release: Qualifled Person
Fpissuwe Ta nocaga/asaHHs ocobu, sika Bugana 403sin Ha BUNYCK cepil:
Signature of person authorising the batch release:

Nignuc ocobu, AKka Bnaana A03BIN Ha BUNYCK cepil: .
Date of signature: Vienna, ToByeregger

ara nignucaHHA; g / "

7 ST

Takeda Manufacturing Austria AG {formerly Baxter AG)
Industriesir. 67, 1221 Wien, Osterreich » T +43 1 20100-0
Handelsgericht Wien « FN 201876 b- UID: ATUS0560806
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