Better Health, Brighter Future

Page 1 of 2

CERTIFICATE OF RELEASE AND GMP COMPLI/{‘NCE )
CEPTUDIKAT BIAMNOBIAHOCTI GMP BMNYLWEHOI CEPI|

Product: ADCETRIS® powder Jor concentrate for solution for infusion 50 mg,
' I vial of powder in a carton box

Npoaykr: AALETPUC®, NOPOLIOK ANA KOHUEHTPATY ANA PO3UUHY Ans iHy3iii no 50 mr,
1 ¢nakon 3 nopowikom y kaprouiii Kopobui

Strength/Potency: I vial contains 50 mg Brentuximab vedotin,
1 mi of reconstituted solution contains 5 mg Brentuximeab vedotin
Cuna gil/AxTresicTb: 1 $AAKOH MICTUTL 50 mr 6 perTykcumady sepoTuny;
1 Mn pozeeaeHoro PO3YNHY MICTUTL 5 Mr BpeHTyKCuMaby BEAOTUHY

Package size and type: 1 vial with powder in carton box
Posmip 1a Bug ynakoskmn: 1 $naxoH 3 nopoiukom y KapToHHIH kopobiui

Marketing Authorization No UA/13286/01/01 Peectpayiiine noceiguenns N2 UA/13286/01/01

Dosage form: powder for concentrate for solution Sor infusions 50 mg
Nikapcuka popma: MOPOLLIOK ANA KOHUEHTpaTY AnA PO3UKHY Ana iy mo 50 mr

Importing country / Kpaina-imnoprep: Ukraine sy KpaiHa

Material number / Homep marepiany: 6097561

Batch number / Cepin: 12787097 Manufacturing date / Dara BApoGhHMLTBA: (3/2024
Bateh number bulk / Cepin Expiry date / Tepmin npugatHocti: 02/2028
HepozdacoBaHoro NPOAYKTY: 12651638 Batch size / Poamip cepi: 224

Muanufacturers | BApoGHuKn:
1} Manufacturing of bulk products and primary packaging /
Bupobunureo Heposdacosanoi Npoaykuyii, nepsuuHa ynakoska:
Name & site; BSP Pharmaceuticals S.P.A., Via Appia Km 63, 561 (loc. Latina Scalo), 04013 Lating (LT), taly
Ha3sna i agpeca: 5O ®apmackioTikans C.I.A, Bia Annia Km 65,561 (nox. NaTiHa Ckano), 04013 Narina (NT), trania
Manufacturing License Number: Mo aMs/2024 / Homep nicensii na BUPOoGHULTBO: N2 aMS5/2004

2) Quality control | Koutposn akocri:
Name & site: Covance Laboratories Limited, Otley Road, Harrogate, North Yorkshire HG3 1PY, United Kingdom/
Hazna i agpeca: Kopanc Naboparopiz fimiteg, Otneit Poya, Xaporeiit, Hopc ﬁOKmmp HG3 1PY, Benuka bpurania

3) Secondary packaging and baich release /
BTopuRHa ynakogka Ta A03BiN Ha BUNYCK cepii:
Name & site: Takede Austria GmbH, St Peter-Strasse 25, 4020 Linz, Austria
Hazea i agpeca: Takeaa ABcTpin Mm6X, CT. Metep-LWrpacce 25, 4020 finy, Ascrpis
Manufacturing License Nunber: Ne 480050 / Homep niyenaii Ha BUPOBHMUTBG: NC 480050
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Takeda Austria GmbH Takeda Austria GrbH, Takeda Austria CmbH,
St. Peter-Strasse 26 GCesellschaft mit beschrankter Limited Liabifity Company, Registered
A-4020 linz Haftung, Registriert beim Landes- in the Companies Register of the Linz
Tel. +43 7326979 0 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,
Fax +43 732 65 60 66 Geselischaftssitz: Linz Corporate Seat: Linz

DVR 0497592 DVR 0497592
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Certification statement / 3anea npo cepTudikauito:

[ hereby 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 fill 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 fo be in compliance with GMP.

Lium 5 3aceiguyio, Wo HaseaeHa BULLE IHHOPMELLS € AOCTOBIPHOK Ta TOYHOID. Uro cepito npoaykuii 6yno supobasto
(Bxaouaroun ﬂaKyBaH‘HR/MHpKYBaHHﬂ) Ta NPOBEAEHO KOHTPONL 11 AKOCTI Ha BUWE3a3HaAYeH AiNBHALI Y NOBHI
8iANOBIAHOCTI 3 BUMOramn GMP, BCTAHOBAGHWMU MicLEBUM PETY/ATODHM OPraHom, a TakoX BianoBigHo 40
cneyudikalin, wo MicTATLCA Y PeECTPaLiRHOMY 40CkE abo Kpainu-iMropTepa, AKLWO NPOAYKLIC abo y Aocbe
cneumdikayiii Ha npenapar 4as AOCHIKYBAHOTO NIKAPCLKOrO 3acoby. MpoTokoan supo6HMYTES, NaKyBaHHA Ta
aHanizis Byno nepernaHyTo Ta BCTaHOBAEHO BIANOBIAHICTL GMP.

Note: This product must be stored and Iransported between 2°C and 8°C
fpumitku: Lei npoaykT Mae 36epiratucs i TpaHcnopTyBatica M 2°C Ta 8°C

Name and position fitle of persen Qualified Person /
authorizing the batch release | YnosHoBaxena ocoba

Npissnwe ra nocaga ocobm, sika i

Date of signature / lata nianucy

24.07.2024
Buaana A03BiN Ha BUNYCK cepii
Qualified Person / YnosHosaxena ocoba
QualifieddPerson
DI Comelia Unger
Takeda Austria GmbH Takeda Austria GmbH, Tekeda Austria GmbH,
St Peter-Strasse 25 Gesellschaft mit beschrankter Lirnited tiability Company, Registered
A-4020 Linz Haftung, Ragistriert beim Landes- - inthe Companies Register of the tinz
Tel. +43 732 69190 gericht Linz unter FN 230617 v, Regional Court under FN 230677 v,
Fax +43 732 65 60 66 Gesellschaftssitz: Linz Corporate Seat: Linz

DVR 0497592 OVR 0497592
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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHANIZY
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24.07.2024 - QA/KA

Name of product: ADCETRIS®, powder for concentrate for
selution for infusion 50 mg, 1 vial of powder in a carton box
Hassa npoaykry: AALEETPAC®, MopowWoK A4nA
KOHUEeHTPaTy AR po3unny ansa indysii no 50 mr,

1 pnakoH 3 nopowkom y KapTOHHIA kopobui

Barch number / Cepin: 12787097
Batch number bulk / Cepin
HepoahacoBaHOro NpoAyKYy: 12651638
Manufacturing date / Rara BupoSHuuTBa: 032024
Expiry date / Tepmin npugarnocri: 022028
Batch size / Poamip cepii: 224

Parameters
Mokazuukm

Results
Peaynwrarn

Specification / Cneundikayin
0600X-SPF-0000071.01 (SGN-35-39583 v 3

Appearance /Onnc;

Appearance of reconstituted solution / Onuc
po3uMHy:

Reconstintion time / Yac PO3YUHEHHRA!

PH (of reconstitiuted solution) /
pH (BigHOBACGHOrO PO3YMHY):

Osmolality (of reconstituted solution) /
OcmonansHicrs (BigHoBARHOTO PO3UMHY):

Particilate comtamination /
Mexaniusi sBkoyeHHs:

sub visible particles / HEBUAUMI HacTouKm:
210 gm [ 2 10 mKm:

225 um / > 25 MKM:

Residual Moisture / Brpata Y mMaci npu
BUCYLLYBaHRI:

Hdentity Brentuximab vedotin |
lzenTudixayin BpeHTykcnma6 segotun:
HIC:

felEF:

conforms / Bignoninae

conforms /Bignonigac

28 seconds / cekyng
6.4

266 mOsm/kg / MOCM/xr

77 lcomtainer/ Gpnakou
6 fcontainer/ nakou

0.7 %

conforms /Bignosigae
conforms / Bignoainae

white to off-white cake of powder / Binwi abo
Maidxe 6inwi riodinizosanmit NopoLWeK ato
wiinbHa Maca

dlear to slightly opalescent, colourless solution /
Npozopuia abo Aegs ONanecueHTHMid,
HesbapeHuit posunn

=180 seconds 7 cexyng
6.1-7.1

235 - 280 mOsmikg / MOCM/Kkr

Amount particies | BMict vactynok:

not mare than 6000/container/ He Ginblue Hix
6000/ dnakon

not more than 600/container/ He Binnie Hix
600/ draxon

not inore than 2.0 % (w/w) water / He GinoWwe
2.0 % (06/06) Bosu

identity confirmed { Mac gi gy

¥
identity confirmed | mae %T\i"@_a AT
; 114

Takeda Austria GmbH
St. Peter-Strasse 25
A-402Q Linz

Tel. +43 Y32 69190
Fax +43 732 65 60 66

Takeda Austria GmbH,
Gesellschaft mit beschrankter
Haftuing, Registriert beim Landes-
gericht Linz unter FN 230617 v,
Gesellschaftssitz: Linz

DVR 0497592

Takeda Austria GmbH,

Limited iiability Company, Registered
in the Companies Register of the Linz
Regional Court under FN 230617 v,
Corporate Seat: Linz

DVR 0497592
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CERTIFICATE OF ANALYSIS page 2 of 3 24.07.2024 - QA/KA
CEPTUDIKAT AHANIZY Crop. 233
Name of product: ADCETRIS®, powder Jfor concentrate for
solution for infusion 50 mg, I vial of powder in a carton box
Hassa npoayury: AALIETPUC®, NOpPoWwoK ANA
KOHUEeHTpaTy ana posuuHy ana ingysii no 50 mr,
1 pnakoH 3 nopowkom y KapToHHiii Kopobui
Batch number / Cepin: 12787097
Batch number bulk / Cepin
Hepo2¢acoBaHOro NPoOAYKTY: 12651638
Parameters Results Specification / Cneundixanisn
Mokaznukn Pesynerarn 0600X-SPF-0000071.01 (SGN-35-39583 v 3
Potency / Average Drug-to-A ntibody Ratio 7
Bu3aHauenHs aktnaHoCTi 33 macoro Biaka: 4.0 MRp 3.5-43MRp
Potency / Binding ELISA 7 Bnsnauennn
AKTUBHOCTI 38 KOMIIEXCOM AHTATEH- 73 - 125 % relative binding / RigHocHg
aHTurine, 106 % NoB'A3aHwuX
Fotency / Cytotoxicity Assay / BusHaveris 75 - 145 % relative potency / BigHOCHO
AKTHUBHOCT] 33 LMTOTOKCHMHOID Ajero: 96 % AKTWUBHOLTI
Strength / Conjugate Content / Buanavenns 35.9 mgivial /r/dn #9.0 - 61.0 mghvial / mr/dbn
Binka Ta OB 'A3AHMX oy
Purity | BU3HaueHHa uncromy:
Unconjugated antibody (cACIO) / 6.3 % 3.0-90%caACHD (% area) / (% naoLwj)
HekoH'worosaki anTuTina (cAC10):
icfEF 7 KaninapHe izoenektpuue
PokycyBaHns;
Main / Npodini ccHoBRi: 510 % >40.0 %
Acidic [ Knchorui: 287 % <£35.0%
FProfile comparable o reference / Maroto profile comparable to reference / Matots
BigroBiaaTK: conforms /Bignosigae BiZNOBIAaTH
Monomer / Monomepu: 3.9 % >940 %
HMW {Bucokomonexyn.): 1.8% <4.0%
LMW {Hn3sKoMonekyn.): 2.3% <4.0%
Free Drug-Related Inpurities | Aomiuku:
SGD-1010: not detected | He BUABNEHD S0.02 % fwhw} / (0B /0B)
SGD-1427 0.00 % (win) / (06/06) $0.13 % (wwj /{06/06)
TO! .00 % (wiw) 7 (06/06) 2013 % (ww) / (06/06)
Report all species | 3pir yeix gomimok: no species { BIACYTHI > 0.05% | > 0.05 % (wAY) I (06/06}

Takeda Austria GmbH

Takeda Austria GrbH,

1
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Takeda Austria CrnbH,

St. Peter-Strasse 25
A-4G2( Linz

Tel. +43 732 69190
Fax +43 732 65 60 66

Gesellschaft mit beschrinkter

Haftung, Registriert beim Landes-

gericht Linz unter FN 230617 v,
Gesellschaftssitz: Linz
DVR 04975972

Limited Liability Company, Registerad
in the Companies Register of the Linz
Regional Court under FiN 230617 v,
Corporate Seat: Linz

DVR 0497592
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CEPTUDIKAT AHANI3Y Crop.3i33

Name of product: ADCETRIS®, powder for concentrate for
solution for infusion 50 mg, I vial of powder in a carton box
Hazea npoaykry: AQUETPUC®, nopowoK ann
KOHLeHTPaTy Ana po3unHy gaa iHgy3iit no 50 mr,

1 pnaxon 3 nopowkom y KapToHHiA kopobui

Batch number / Cepin: 12787097
Batch number bulk / Cepis
HepozdacoBaHoro NpoayxTy: 12651638

Parameters Results Specification / Cneundikayis
NokasHuky Peaynbrari 0600X-SPF-0000071.01 (SGN-35-39583 v 3)
Total Purity | 3aranbHa uncrora:
CE-SDS:
Reduced | Ynctora a pegyxyiounx yMoBax: 96.6 % >940%
Non-reduced / Yvctora s HEpPeayRYrOYNX
YMOBax; 96.6 % >930%
Profile comparable to reference ; MNpodiai profile comparabie to reference / npodini MaoTs
MatoTs BiANoRigaTy; conforms / BiANOBIgaE BignoBisaTH
Sterility / CTepusoHicTe: conforms / BignoBigae 1o growth { MaE GyTH CTEPUAbHUM
Bacterial endotoxing / bakTtepiannhi
EHAOTOKCHHN: conforms /Bignosigac | <025 EUimg /EO/Mr
Content Uniformity / OpHopignicte conforms / Bignosigae meets Ph.Eur.2.9.40, USP <945> /wae
A03I0BAHUX OAMHULLL! BIANOBIZATA BUMOram Eep. Gapm., 2.9.40,
®.CLUIA <905
Name und position / titie of person Qualified Person / Date of signature / Bava nigrmcy:
authorizing the batch release / ¥nosHoBameHa ocoba :
Tpisenue ra nocaga ocobu, Aka engana
AO3BIT Ha BUNYCK cepil 24.07.2024
Qualified Person / YNoBHOBaxeHa ocoba
Qualiled Persor:
DI Comelia Unger
> % i
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Takeda Austria GmbH Takeda Austria GrmbH, Takeda Austria GmbH,

5t. Peter-Strasse 25 Cesellschaft mit beschrankter Lirnited Liahility Company, Registered

A-4020 Linz Haftung, Registriert beim Landes- in the Companies Register of the Linz

Tel. +43 7326919 0 gericht Linz unter FN 230617 v, Regional Court under FN 230617 v,

Fax +43 732 65 60 66 Cesellschaftssitz: Lingz Corporate Seat: Linz

DVR 0497592 DVR 0497592




