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Acremnac Upnaua Ko. Jlta.

3asoz B rpaderse Keppn
Kwunopryms, rpagerso Keppy, VO3
FC86 Vpnanms

Ten.: +35340)66-97 92 300

CeptudmKkat nponssoaurensa

HavmeHoBaHWe NPOAYKLUK:

CrpaHa-umnoprep:

Homep PeructpaunoHHOro Y40cToBepeHus:
Homep HopmaTueHOI [lOKyMmeHTaumm:
Homep Pazpena MapKnpoBKu:

Homepa MakeToB YNaKOBOYHbIX MaTepnanos:

Homep /lucTKa-BkNagbiw — wHPopmauua ans
naymeHTa:

HaumeHoBaHue GapmaLeBTUYECKON
cy6cranummn/lo3mposka:

JNlekapcTseHHas dopma:

Pasmep v TUN yNakoBKM:

Pa3mep cepuu:

Homep cepuu:

Kop matepunana:

[arta npou3soacTea:

[lata OKOH4YaHMA CPOKA FOAHOCTH:
Ycnosua XxpaHeHuUs:

Homep cepun papmaueBTUHECKOl cybcTaHuyum:

BropuyHaa ynakoBKa u BbinycKarowuii KOHTPOAb
KayecTsa

Homep NuLeH3nMK Ha NPOU3BOACTBO - Keppu
GMP ceptudukar - Keppu

Mpou3BOACTBO FOTOBOM NEKAPCTBEHHOW GOpMBbI,
MepsBu4Han ynakoska, KOHTpoAb KayecTsa
Homep nuueH3nn Ha NPOU3BOACTBO — Bakcrep/
Cumrpa

GMP ceptudukar — Bakcrep/ CumTpa
MpoussoacTBO PpapmaueBTUUecKon cybcTaHumy,
KoHTponb Kayecrtsa

Homep AMLEH3UM Ha NPOM3BOACTBO - /loH3a
GMP ceptudukar - J/loHsa

Napgues OHKO, AuoduAMsat ANA  NPUrOTOBNEHUA
KOHUEeHTpaTa ANA NPUroTOB/IEHUA pacTBopa ANA MHY3NiA,
20 mr (BHyTpeHHee HaumeHosaHwue: Naaues UHD 20 POD)

Poccuitckan Pegepauma
NMN-Ne(002568)-(Pr-RU) ot 20.06.2023
JIN-Ne(002568)-(PT-RU)-120124 ot 12.01.2024
JIN-N2(002568)-(Pr-RU) ot 20.06.2023

MNepBuuHan (aTMkeTKa dnakoHa): JIN-Ne(002568)-(Pr-RU) ot
20.06.2023

BTopuyHaa (KapTOHHaA nayka): NIN-Ne(002568)-(Pr-RU) ot
20.06.2023

JIN-N2(002568)-(Pr-RU) ot 17.10.2023

SHdopTymab BeqoTuH, 20Mr/dnakoH

Nlnodunmnsat ana  NPUroToBAEHUA
NpUroToBNEHWA pacTBopa Ana MHOY3NI

KOHUEHTpaTa A4AnAa

1 bNaKoH B NayYKe KAPTOHHOW

1000 nHAMBMAYANbHBIX KAPTOHHbIX YNAKOBOK
2PA0297

163822

14.01.2025

12.2027

Mpu Temnepatype ot 2°C go 8°C, B OpuUrMHanbLHOM
KapTOHHOM ynakoske. He 3amopaxusats. He BCTPAXMBATL.

206

Actennac Upnang Ko. 114,

Kunnopraux, rpadgcrso Keppw,

V93 FC86, NUpnaHama

M01035/0001

33601/M01035/0001

Bakctep OHkonorua TM6X/ Cumtpa JonuneHs MmoX,
KaHwTpacce 2, 33790 Xanne/BectdaneH, lepmaHua
DE_NW_02_MIA_2025_0004

DE_NW_02_GMP_2023_0006

NoH3a AT, ‘

Non3awTpacce, ®ucn, 3930, Wsenuapwma
511385-102671818

GMP-CH-1003984

Crpannua 1 m3 2

3aperncIp1poBaHHbli opuc:

Acrenac Wpnaua Ko. JTra.

Jlamacrayn Poaz, [lamacrayn Munactpuan [lapk,
Manxaznnapr, dyoms, D15 K851 Mpranns
3apervctpuposaro B Mpnasmm Ne 111917

Pykososwrenu: JIbtonc Komwinne
Ovusin JKuHr
Kaporaith Manmnce
tOcyke Hcnu (Snowns)
Terys Kasacaxo (Arouus)
Pyu Iatpao (ITopryramis)
Mywutpeiin Yarrepwxu-Kuiop (Amepuka)




, Acresuiac Upnana Ko. Jitz,

~ 4 0 ] 3aBoz B rpaderse Keppu

C] 5 t (. I {3 fl‘ Kuwwioprims, rpaderso Keppu, V93
FC86 Upnanms
Ten.: +3530)66-97 92 300

27. Pe3ynbraTtbl aHanu3os: CepTndurKaTt aHann3a NPUNOKEH.

28. KommeHTapuu:
He NpUMeHNMO

29.3anBneHune o ceptTuduKaymm.

HaCTOAWMM A NOATBEPKAAI0, YTO NPUBEAEHHAR Bbille MHHOPMAUNA ABNAETCA AOCTOBEPHOW W TOYHOM.
3Ta cepua NPoayKTa Bbina NPOM3BEAEHA, BKKOUYAA YNAKOBKY U KOHTPO/b KauecTsa, Ha BbIeynoMAHYTOM
nAOWaaKe B NOAHOM COOTBeTCTBMM € TpeboBaHMAMKM GMP MeCTHOro perysupylouero opraHa u
cneunMeUKaUMAMM  PerncTpauMoHHOro  yAOCTOBEpPeHMA  CTpaHbi-umnopTepa. 3anucy  npouecca
NPOW3BOACTBA, YNAKOBKM M aHann3a 6biau NPOBEPeHbl U NPU3HAHbI COOTBETCTBYIOWMUMKU TPeBOoBaHUAM

GMP.

®UO0: <Kapon [pto>

Moanucb: _<Kapon [ipto> _Jfara:_<30.10.2025>

YNoNHOMOYEHHOM L0

Acrennac Upnang Ko. Jita.

KunnnoprauH,

rpadcto Keppy,

WUpnauaus

Crpanyua 2 13 2

3aperncIpupoBaHHbIi OHC: Pyxosomuren: JIbtouc Kommne
Acresnac Vpnasn Ko. JTta, Omwm JKuHT
Jamacrayn Poaz, [lamacrays Mupactpuan [Tapk, Kaponaiin Mawmsc
Maxazaapr, Jdy6mis, D15 K851 Mpnanama FOcyke Mcuu (SInomms)
3apeructprposato B pnanman Ne 111917 Teuyst KaBacaxo (Srouus)

Py Iatpao (Topryramas)
Mywurpeiin Yarrepwkn-Kuniop (Amepuka)




W;MQH;:& S

CepTudukart aHajausa

Acresuiac Mpnaxa Ko. Jltn.

3asoz B rpaderse Keppu
Kwwwtoprimin, rpaderso Keppy, V93
FC86 Upnanms

et +353+0)66-97 92 300

HaumeHoBaHHe maTepuaia : Magues UH® 20 PO
Koa marepuana : 163822
Homep cepun : 2PA0297
JlaTa mpou3BoaCcTBa : 14.01.2025
JlaTa OKOHYAHHUSA CPOKA FOJHOCTH : 31.12.2027
Ve10BHsI XpaHeH st : Ipu Temnepatype ot 2°C 10 8°C, B OpHrHHAILHO#
kapTonHoii ynaxkoske. He 3amopaskusatb. He Berpsixusars.
IlokazaTeau KayecTBa Hopmbt Pesyabrat
Onucanue JInodunuzar ot 6es0ro A0 nouru 6en0ro Or 6eoro 10 rnoyrH Hes1oro
LIBETA. L[BETA.
BoccranoBiieHHbIH pacTBOp — OT Or GecLBETHOTO 10 CBETIIO-

0ecLBETHOrO 110 CBETJ0-XKEJITOro UBETa,
npo3pauHbiil WK CJIErKa 0NaIeCLUUPY LU,

YKEJITOTO LIBETA, NPO3pauHbIii
WIH CJIETKA OMNaeCUMPYHOLLMH

Hnentuduraums - [errruanoe CoOTBETCTBYET CTAHAAPTY [ToarsepiaeHo
KapTHPOBaHHE
NpedTnpukauus - CoOTBETCTBYET CTAHIApPTy [ToarBepaeHO
Buonoruyeckuii MeTos,
€ HCI0JIb30BAHHEM KJIETOK
(UHTOTOKCHYHOCTD)
Bpemst pacTBopeHust IIpenapat AOJKEH MOTHOCTBIO 8lc
pacTBOpUTHLCs B Bozie B Teuenue < 300 cek.
pH pactsopa - [Totenumomerpudeckn | 6.0 £ 0.2 (BOCCTAHOBJIEHHOIO PacTBOPA) 59
OcmossibHOCTS - [ToHmkenne Toukn | 185 + 30 MOcm/kr 194 MOcm/xr
3amep3anusi (KPHOCKOIHYECKH)
Boja - Mertoa K.®uuepa <2.0% <0.4%
Buaumbie MexaHHYeCKHe MexaHuyecKHe BKIIOUEHH TPAKTHIECKH Mexanunueckne BITIOYEHHs
priouenusi, E®, ct. 2.9.20 OTCYTCTBYIOT PAKTHYECKH OTCYTCTBYIOT
HeBuanmbie yacTuubl - CueTHo- CpeyiHee 4KCII0 YaCTHLL pasMepoM > 10 Mim: < 177
(oTomeTpuyecku 6000 Ha chrrakoH;
Cpe/IHee YMCII0 YACTHULL PA3MEPOM > 25 MKM: < 4
600 Ha nakoH
Yucrora - SE-HPLC (3-B2XKX) % Monomepa > 94.0% 96.7 %
% HMW <3.0% 1.1%
% LMW <3.0% 21 %
Yucrora - iclEF % Kucnorubix nukos: 25.0 -50.0% 41.0%
% OcHoBHOrO (raasHoro) nuka: 50.0-75.0% | 56.0%
Yucrora - HIC % DARO0 <8.5% 6.2%
Beaoxk (Conjugate Content) — Y®- | (24,0 +2.4) mr/¢uiakon (wist 20 mr/pnaxoH) 23.3 mr/cpriakoH
CoM
BakTepna/jbHble YHI0TOKCHHBI - <1.0 ED/™mr <0.032 ED/™r
Kuneruueckuii XxpoMOreHHbIH
metoj, (MeTox D)
CtepuabHocTh — Meroa npsimoro | OtpuiatesbHblii (HET pocTa) OrputiatenbHblii (HET pocTa)
noceBa
Creunduyeckass aKTHBHOCTD — 38+04 3.8
DAR - HIC
Cneunduueckasi aAKTHBHOCTD — 100 +25% 102 %

L{UTOTOKCHYHOCTD -
Buonoruyeckuii ¢
HCI10J1b30BAHMEM KJIETOK

Craryc cepun  : YTBepKaAeHO
YrBepkaeno: __ <Kapon [ipo>

YoiHoMoueHHoe JIMLO

3aperuCTPHPOBARHDIH OHC:
> Wpnana Ko. Jirn,
actayt Po
Manxapapr, QyGrug, D15 K851 Upnanaua
3eperncrprposaso B Mpnanmam Ne 111917

Iamacrayn Unnacrpuan apk,

Hara: <29.10.2025>

Pyvrogomrremt: Jsous Ko
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?: “astellas

Batch Certificate
Issued by Astellas Ireland Co,Ltd

Product Information

Material Description:

PADCEV ONCO INF20 RU

Active Ingredient: ENFORTUMAB VEDOTIN
Dosage: 20 mg
Configuration: set 1 x 1 pce
Batch Information
Batch Number 2PA0297
Material Number 163822
Astellas SKU No. 163822
Batch Size(Stock Keeping Unit) 1000
Destination Country(ies) (EU only) [ NA
Bulk Shipment Container Qty NA
Batch Certification

I hereby certify that all manufacturing stages(including packaging and quality control testing) of this batch of
finished product have been carried out in full compliance with the GMP requirements of the EU and with the

requirements of the Marketing Authorisation(s) of the destination country/countries.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP
and the Marketing Authorisation. The manufacturer of the active ingredient operates in compliance with the
detailed guidelines on GMP for starting materials. :

Yes X No
The Product is Certified for Release Rejected
X
Released by: Carol Drew Date: 30.10.2025

E signature by Qualified Person

Print Date:  30.10.2025




Astellas treland Co., Lid.

i, éf E H ; ,a f; Eﬁ;(’){;::::’)éo Kerry, VO3 FCB6, Ireland.
Tel: +353-(0)66-97 92 300
CERTIFICATE OF ANALYSIS

Material Description : PADCEV ONCO INF 20 RU
Material Number : 163822

Batch No. : 2PA0297
Production Date : 14.01.2025
Expiry Date : 31.12.2027
Storage : Do not shake. Store in the original package. Do not freeze.
+2°C to +8°C.
TEST ITEM LIMIT RESULT
Appearance White to off-white lyophilizate White to off-white
Reconstituted solution — colorless to | Colourless to light yellow,
light yellow, clear to slightly clear to slightly opalescent
opalescent
Identification - Peptide mapping Comparable to reference Confirmed
Identification - Biological method, | Comparable to reference Confirmed
using cells (“Cytotoxicity”)
Reconstitution Time The product should completely 81s
dissolve in water within <300 sec
pH of the solution -Potentiometrically | 6.0 + 0.2 (of the reconstituted 59
solution)
Osmolality - Freezing point reduction | 185 + 30 mOsmv/kg 194 mOsmvkg
(cryoscopic)
Residual moisture - K. Fischer <2.0% <04 %
Method
Visible Particulate matter, Ph.Eur. | Practically free from visible particles Practically free from visible
2.9.20 particles
Sub-visible particles - Photometric | Average number of particles> 10 pm: < | 177
counting 6000 per vial
Average number of particles>25 pm: < | 4
600 per vial
Purity - SE-HPLC % Monomer > 94.0% 96.7%
% HMWs <3.0% 1.1%
% LMWs <3.0% 2.1%
Purity - icIEF % Acidic: 25.0 - 50.0% 41.0%
% Main: 50.0 - 75.0% 56.0%
Purity - HIC % DARO0 <8.5% 6.2%
Conjugate Content— UV 24,0 mg/vial & 2.4 mg/vial 23.3 mg/vial
spectrophotometry (for 20 mg /vial)
Endotoxins - Kinetic chromogenic | <1.0 EU/mg <0.032 EU/mg
method (method D)
Sterility — Direct Inoculation Negative (No growth) Negative (No growth)
Method
Potency — DAR - HIC 3.8+04 3.8
Potency — Cytotoxicity - Biological | 100+25% 102%
cell analysis
Batch Status  : APPROVED
APPROVED BY: _ { a0\ Do) DATE: 24110\1025 "
Qualified Person
Directors:  Louis Collins
Emily Ging
Registered Office: Caroline Mullins
Astellas treland Co., Lid. Yusuke Ishii Japanese)

Damastown Road, Damastown Industrial Park, Tetsuya Kawasako (Japanese)
tMuthuddart, Dublin, D15 K851 lreland. Rui Patrao (Portuguese)
Registered in lrefand No. 111917 Moitreyee Chatlerjee-Kishore (American)




Asteltas Treland Co., Lid.

5 é {'\’E 5 4 ’ii [ Kerry Plant
AL RACh D Killorglin, Co. Kerry, V93 FC86, Ireland.
Tel: +353-(0)66-97 92 300

Certificate of Manufacture

1. Name of product:  Padcev Onco, lyophilizate for concentrate for solution for infusion, 20 mg (Internal
name: PADCEV INF 20 RU)

2. Importing Country: Russia

3. Marketing Authorization: LP-N2(002568)-(RG-RU) approved 20/06/2023

4, Normative Document Number: LP-Ne(002568)-(RG-RU)-120124, approved 12/01/2024

5. Labelling Document Number: LP-Ne(002568)-(RG-RU) approved 20/06/2023

6. Artwork Document Number: Primary(label): LP-Ne(002568)-(RG-RU) approved 20/06/2023

Secondary(carton pack): LP-Ne(002568)-(RG-RU) approved 20/06/2023

7. patient Information Leaflet Document Number:LP-Ne(002568)-(RG-RU) approved 17/10/2023
8. Drug Substance Name/Strength/Potency: Enfortumab Vedotin, 20mg/vial
9. Dosage form: Lyophilizate for concentrate for solution for Infusion
10. Package size and type: | vial in an individual carton
11, Batch size: 1,000 individual cartons
12. Batch number: 2PA0297
13. Material number: 163822
14. Date of fabrication/manufacture: 14.01.2025
15 Expiry date: 12.2027
| 16. -Storage conditions: At 2 °C to 8 °C, in original carton packaging. Do not freeze Do not shake.
17. Drug Substance Batch number: 206
18. Secondary Packaging and Batch Release: Astellas Ireland Co. Ltd.,
Killorglin,
Co.Kerry,

Ireland. V93 FC86
19. Manufacturing Authorisation Number Kerry Plant: M01035/0001
20. GMP Certificate Number Kerry Plant: 33601/M01035/0001

21. Drug Product Manufacture, Primary Packaging and QC Testing: Baxter Oncology GmbH/Simtra
Deutschland GmbH,
Kantstrasse 2,
Halle/Westfalen,
33790, Germany

22. Manufacturing Authorisation Number Baxter/Simtra: DE_NW_02_MIA_2025_0004
23. GMP Certificate Number Baxter/Simtra: DE_NW_02_GMP_2023_0006
24. Drug Substance Manufacture and QC Testing: Lonza AG,
Lonzastrasse,
Visp, 3930,
Switzerland
25. Manufacturing Authorisation Number Lonza: 51 1385-102671818
26. GMP Certificate Number Lonza: GMP-CH-1003984
27 Results of analysis: Certificate of Analysis attached.

28. Comments:

Page 1 of 2 Directors:  Louis Collins
) Emily Ging
Registered Office: Caroline Mutlins
Astellas Treland Co., Lid, Yusuke Ishii Japanese)

Damastown Road, Damastown Industrial Park,
Muthuddart, Dublin, D15 K851 lreland.
Registered in lreland No. 111917

Tetsuya Kawasako (Japanese}
Rui Patrao {Portuguese)
Moitreyee Chatterjee-Kishore (American)




Astellas treland Co., L,

4y 3y Kerry Plant
a ngﬁ i,(., l l a S) Killorglin, Co. Kerry, V93 FCB6, Ireland.

Tel: +353-(0)66-97 92 300

29. Certification statement,

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging and quality control at the above-mentioned site in full compliance with the GMP requirements
of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the importing country.

The batch packaging and analysis records were reviewed and found to be in compliance with GMP.

print Name: __ (QAOL DZLEW
Signed: ﬁ:& (2! Q_’}Q& ! Date: ZO&;Q! LQZS/,

Qualified Person
Astellas Ireland Co. Ltd.,

Killorglin,

Co. Kerry,

Ireland

Page 2 of 2 Directors:  Louis Collins
' Einily Ging

Registered Office: i Caroline Muflins
Astellas treland Co., Lid. Yusuke Ishii (Japanese)
Damastown Road, Damastown Industrial Park, Tetsuya Kawasako UJapanese)
Muthuddart, Dublin, D15 K851 Ireland. Rui Patrao (Portuguese)

Registered in lretand No, 111917 Moitreyee Chatterjee-Kishore (Ametican)




Certificate of Analysis

LONZA

Lonza Ltd
Muenchensteinerstrasse 38
CH-4002 Basel, Swilzerland

Tel +41 61 316 81 11
Fax +41 61 316 91 11
www.lonza.com

Substance name ASY-012 BDS

Abbreviation ASY-012 BDS

Formula = 0—~==== CAS number [--]

Material 224231 Specification FH-57600PB.16

Production date 08-JUN-2024

Sample 4326961 Expiry date 08-JUN-2026

Batch 206 Analysis date 08-JUN-2024
Customer batch - ---=~

Manufacturing site Lonza AG, Lonzastrasse, 3930 Visp, Switzerland,

Tel +41 27 948 5111, Fax +41 27 947 5111, contact.visp@Ilonza.com

Comment = —==-=—

Remark 0 0—====

Test Result Unit Specification
Appearance Liqud = |===== @ |=====
BTV126665H.2/1/CHVI-126665.12

Colour Colourless [-=-~~ Colourless to
BTV126665H.2/1/CHVI-126665.12 light yellow
Opalescence Clear |- ==-- Clear to slightly
BTS113586M.1/1/CHVI-113586.6 opalescent
pH (USP) 5 |- ===- 58-6.2
FHA004781B.8/1/CHVI-4781.9

Osmolality 193 mOsm/kg 155 - 215
FHN050752B.12/1/CHVI-50752.12

Identity (Peptide Mapping) Comparableto  |-—---- Comparable to
FHL255999A.9/1/CHVI-255999.8 reference reference
CE-SDS (reduced, LC+HC) 98.2 % >=03.0
FHR255997C.9/1/CHVI-255997.8

Main Peak (SEC-HPLC) 97.1 %area >=94.0
FHL255993B.7/1/CHVI-255993.7

HMWS (SEC-HPLC) 1.1 %area <=3.0
FHL255993B.7/1/CHVI-255993.7

LMWS (SEC-HPLC) 1.7 %area <=3.0
FHL255993B.7/1/CHVI-255993.7

iclEF: compare to reference Comparable  |[-—=-~- Comparable
FHI287119B.4/1/CHVI-287119.4

Charge Heterogeneity acidic reg. (iclEF) 39.4 %area 25.0 - 50.0
FHI287119A.4/1/CHVI-287119.4

Charge Heterogeneity, Main Peak (iclEF) 57.6 %area 50.0 - 75.0
FHI287119A.4/1/CHVI-287119.4

Charge Heterogeneity basic reg. (iclEF) 2.9 %area @ |-=--=-
FHI287119A.4/1/CHVI-287119.4

HIC HPLC: %DAR0 6.5 %area <=8.5
FHL255995C.5/1/CHVI-255995.8

HIC HPLC: compare to reference Comparable |[-—-~- Comparable
FHL2559958.7/1/CHVI-255995.8
Printed on: Visp, 5~AUG-2024 13:36:39 UTC+2 1D:391709 Page 1 of 3




Continued Certificate of Analysis

ASY-012 BDS
ASY-012 BDS

Substance name
Abbreviation

08—JUN-2024
08—JUN-2026
08—JUN-2024

Production date
Expiry date

Sample 4326961
Analysis date

Batch 206

Customer batch

Test

Result

Specification

DAR by HIC (moles auristatin/moles mAb)
FHL255995C.5/1/CHVI-255995.8

3.7

34-42

Free Drug each single impurily<=0.05%w/w
FHL255998D.4/1/CHVI-255998.7

Corresponds

Free Drug each single impurity<=0.10%w/w
FHL255998C.7/1/CHVI-255988.7

Corresponds

Corresponds

Free drug (HPLC): TQI
FHL255998B.11/1/CHVI-255998.7

<0.1

AV

<=0.5

Endotoxins kin. chromogenic
BT-57600PA.5/1/CHVI-6303.8

<0.3

EU/mI

<10.0

Endotoxins kin. chromogenic
BT-57600KB.4/1/CHVI-6303.8

<0.1

EU/mg

<1.0

Total microbial count (sum)
BT-57600PB.4/1/CHVI-8889.8

<2

CFU/30mlI

<=3

Protein concentration (UV 280nm)
FHS262773A.7/1/CHVI-262773.6

9.8

mg/mi

9.0-11.0

Binding by ELISA
FHI290596B.6/1/CHVI-290596.6

101

%

75 -125

Potency by Bioassay
FHI259211B.9/1/CHVI-259211.9

106

%

75 -125

Polysorbate 20
FHL263949A.6/1/CHVI-263949.5

0.02

%w/vol

0.01 - 0.03

CE-SDS (non-red): purity
FHR255997A.6/1/CHVI-255997.8

96.9

%

CE-SDS (non-red): Compare to reference
FHR255997B.7/1/CHVI-255997.8

Comparable

Released for the lab by:
Christin Kirst

19-JUL-2024 14:41:24 UTC+2
QC Analyst

Batch produced and tested in compliance with the GMP-rules of the
WHO, ¢cGMP established by the FDA, MHLW and EU-GMP.

We hereby certify that all deviations are closed/signed off by Lonza AG
Visp.

Batch 206 complies with the cGMP requirements according to ICH Q7.
Batch 206 is in line with the current Quality agreement between
Astellas Pharma Europe BV and Lonza AG.

Batch released by:

Felix Boldt

29-JUL-2024 15:46:23 UTC+2

QA Manager

1D:391709

Printed on: Visp, 5-AUG-2024 13:36:39 UTC+2

Page2o0f 3




Continued Certificate of Analysis

Substance name ASY-012 BDS

Abbreviation ASY-012 BDS

Production date 08—JUN-2024
Sample 4326961 Expiry date 08-JUN-2026
Balch 206 Analysis date 08-JUN-2024
Customer batch - ---~

This certificate is the output of protected data and is signed electronically in compliance with the law.

Printed on: Visp, 5-AUG-2024 13:36:39 UTC+2 1D:391709 Page 30of 3




Process Order Print -REPRINT Date: 21.10.2025 11:32:08 Page 1 of |

[ Astellns Ireland Co ltd, Progess Order Dotalls Confidential
BIOLINE 2 Bin to Bin LFTs from PO105919

I AT JRIIRILN 1

Process Order:1059197 Material no: 163822 Batch no:2PA0297
Description: PADCEY ONCO INF20 RU

Production schedule: PO8 Order Quantity: 1,000 PCE
Order Type/Line: KPOI1 / BIOLINE2 Mean Capsule Weight:

Additional info: AGGREGATION Schedule Start Date: 24.10.2025
Astellas SKU No.: 163822 Maintenance Order No: 5350960
T I

Manufacturing Date: 14.01.2025 Expiry Date:  31.12.2027

; s _____ Process Order Approval
Buyer/Planner Issued By: Majella Griffin Date: 21.10.2025

Pageo3 of 03

___Any additional Requirements/Comments
BIOLINE 2 Bin fo Bin LFTs from PO1059198 Do not return FCTs to W/H

Item Material Description Material Batch No. Qty UoOM
0010 EMABYV INF 20 BULK 156892 SA034A 1,000 PCE
0020 LBL PADCEV ONCO INF20 RU 162907 254656 1,100 PCE
0030 LFT PADCEV ONCO INF FDRU 168546 850035 1,050 PCE
0040 FCT PADCEV ONCO INF20 RU 162909 P250016090 1,050 PCE
0050 CAR PADCEV INF + ZOLB INF 100 (40 167141 28 PCE
VIALS)
0050 CBL TEMPLATE NR 249 169777 25 PCE
: FULL PARTIAL CAR
0070 CBL TEMPLATE NR 248 169776 25 PCE
FULL PARTIAL PAL
0080 PHARMACODE = 1382 LFT 1 PCE
0090 PHARMACODE = 356 FCT | PCE
0100 GTIN/PC = 04607098453037 (FCT) I PCE
0110 CASE/PALLET SSCC = 5390332 | PCE
0120 Astellas SKU Number =163822 I PCE

_Expiry date calculation - Additional info
Bulk Production Date: 14.01.2025 Blend Production Date:
Active Production Date - Batch 1: Active Production Date - Batch 2:




