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Acresuiac Mpnana Ko. Jita

3asoz B rpaerse Keppu
Kwwioprimn, rpaderso Keppu, V93
FC86 Wpnanmns

Ten.: +35340)66-97 92 300

CepTtudumkar npomussogurensa

HaumeHoBaHue NpogyKuuK:

CrpaHa-umnoprep:
Homep PerucrpaymoHHoro YaoctoBepeHus:
Homep HopmaTtusHoi [loKymeHTaumm:

Homep Pazgena Mapkuposku:
Homepa MakeToB YNakoBOYHbIX MaTepuanos:

Homep /luctka-sknagbiw — uHpopmauua ana
naymeHTa:
HaumeHoBaHue .
cybcraHummn/o3mposka:

dapmauesTuyeckom
NekapcreeHHan dpopma:

Pasmep 1 TMN ynakoBKu:

Pasmep cepuu:

Homep cepumn:

Kopa matepuana:

[Aara npousBsoacTsa:

JlaTa OKOHYaHUA CPOKA rOAHOCTU:
YcnoBuA xpaHeHus:

Homep cepumn papmaueBTMyeckoim cybcraHymm:

BTOpMYHan ynakoBKa 1 BbinycKalowmii KOHTPONb
KauyecTtsa

Homep nuueH3nm Ha npoussoacTeo - Keppu
GMP ceptudukar - Keppu

Mpon3BoACTBO roTOBOI NeKapCTBEHHOW popMmbl,
MepsBuyHan ynakoska, KoHTponb KayecTsa
Homep nuueH3um Ha npoussoacTeo — bakcrep/
Cumrtpa

GMP cepTudukar — bakcrep/ Cumrpa
MpoussoacTBO dapmaueBTUHECcKOn cybcTaHLmuy,
KoHTponb Kauyectsa

Homep nuueH3um Ha npomssoacTso - JIoH3a
GMP ceptudukar - /loHsa

Pe3ynbraTbl aHann308:

Mapgues OHKO, JuodunMu3aT [NA  NPUrOTOBNEHUA
KOHUeHTpaTa ANA NPUroTOBAEHUA pacTBopa AnA UHY3ui,
30mr (BHyTpeHHee HaumeHoBaHwue Magues MH® 30 PO)

Poccuitckas Pepepaumn
NN-Ne(002568)-(Pr-RU) ot 20.06.2023
N-Ne(002568)-(Pr-RU)-120124 o1 12.01.2024
NN-Ne(002568)-(Pr-RU) ot 20.06.2023

MepsuyHan (aTukeTka dnakoHa): /1M-N2(002568)-(Pr-RU) ot
20.06.2023

BropuuyHas (KapToHHas nauka): /1M-Ne(002568)-(Pr-RU) ot
20.06.2023

NN-Ne(002568)-(Pr-RU) ot 17.10.2023

JHbopTyMab BenoTuH, 30mr/dnaKkoH

Nlnodunusatr Ans  NPUroToBNAEHUA
NPUroTOBNEHUA pacTBoOpa ANA UHDY3NI

KOHUEeHTpaTa ANA

1 dnakoH B NayKe KAPTOHHOM

1000 nHAMBMAYaNbHbIX KAPTOHHbIX YNaKOBOK
3PA0328

163823

13.03.2025

02.2028

Mpu Temnepatype ot 2°C o 8°C, B opurvHanbHoA
KapTOHHOW ynakoske. He 3amopaunsats. He BCTpAxuBaTh.

214

Actennac UpnaHpa Ko. /T4,

KunnoprnuH, rpadcreo Keppw,

V93 FC86, UpnaHansa

M01035/0001

33601/M01035/0001

Bakctep OHKonorua Fm6X/ Cumtpa JoiuneHa rmoéX,
KaHwTpacce 2, 33790 Xanne/BectdaneH, lepmaHus
DE_NW_02_MIA_2025_0004

DE_NW_02_GMP_2023_0006

NoH3a AT,

NoH3awrTpacce, ®ucn, 3930, Weeiuapus
511385-102671818

GMP-CH-1003984

CepTudUKaT aHanM3a NPUOKEH.

Crpannua 1 13 2

3apernCTPUPOBANHEIH OPUC:

ouc Komnune

Pyxosamrenn: ot




, Acresnac Upnana Ko. Ji,

~ctplline 3aoz B rpaccrse Keppu

a ;k” l {‘ ! 1 Cl S Kunoprmis, rpaderso Keppu, V93
FC86 Upnanms

Ten.: +353+0)66-97 92 300

28. KommeHTapum:
He npumeHnmo

29.3anBneHue o ceptTudUKalmu.

HacroAwmm s noaTepxAalo, YTo NpuBeaeHHas Bbilie MHPOPMaLWA ABNAETCA AOCTOBEPHOI U TOYHOM. ITa cepus
npoAykta 6bina NpousBeseHa, BKAOYAA YNaKOBKY MU KOHTPONb KayecTsa, Ha BbIIEYNOMSAHYTON NAOWAAKE B
nonHom cooTBeTcTBAM € TpeboBaHMAamMM GMP MeCTHOTO peryaupylowero opraHa M cneuupuraumamu
PerncTpauMoHHOro yaoCToBepeHna CTpaHbi-MMnopTepa. 3anucy npouecca NPOM3BOACTBA, YNAKOBKM M aHanu3a

6b1nM NPOBEPEHbI U NPU3HAHbI COOTBETCTBYIOWMMM TpeBoBaHUAM GMP.

®UO: Mapu KnccaHe

Noanuck:__Mapwu KuccaHe fara:_12.11.2025

YNONHOMOYEHHOM MULO
Acrennac Upnang Ko. Nlta,
Kunnopraun,

rpadcto Keppw,
Upnanpna

Crpanmia 2 u3 2

OBUHHBLE PUC: s
i1 Ka, JTeg

n Mg
5 K851 Hp

puan Hapk,

{MH

I}

Pyu Hapuo (Hopryrwms)

Mysrpeitn Yarreps

u-IGop (Ameprka)



"axwﬂas

Cepruduxkar amajausa

HanmenoBanue MmaTepuana

Koa marepunana

Homep cepun

Jlata npou3ssoacTea

JlaTa oKOHYAHMS CPOKA MOTHOCTH

: IMagues UH® 30 PO
: 163823

: 3PA0328

: 13.03.2025
:29.02.2028

Acresmiac Mpnana Ko. Jlta.
3asox 8 rpaderse Keppu
Kunoprim, rpaderso Keppu, V93
FC86 Upnanmms

Tent.: +35340)66-97 92 300

VYeaoBust XxpaHeHust : [pu Temneparype ot 2°C 110 8’C, B opurunasibHoii
KapToHHO# ynakoske. He 3amopaxkuBats. He BerpsixuBars.
Iloka3zaTeju KayecTBa Hopmbt Pesyabrat
Onucanue JInodunusar ot 6esoro go noutu 6enoro | Ot Gesnoro 1o noutu 6e1oro
LBETA. LBETA.
BoccTaHOBIEHHEBIH pacTBOp — OT Or GecLBETHOrO 10 CBETIIO-
6€ecLBETHOr0 10 CBETJI0-XKEITOr0 LUBETA, | JKEJITOro LIBETA, MPO3PayHbIii
MPO3payHblii WM cllerka WIH Cllerka
OMaIeCUNPYIOLHIA. ONAIECLIMPYFOLLMI
Hnentuduranus - Ienruanoe COOTBETCTBYET CTAHAAPTY Toxreep:xaeHo
KAPTHPOBaHHe
Hpentndukauus - buosornyeckui COOTBETCTBYET CTAHIAPTY [NoareepraeHo
MeTo/,
€ HCI0JIb30BAHHEM KJIETOK
(UMTOTOKCHYHOCTBD)
Bpewmsi pacrBopenus [IpenapaT nomKeH NOJHOCTBIO 84c
pacTBOpHThCA B Boze B Teuenue < 300
CeK.
pH pacrtBopa - IloTeHIMOMeTpHYeCKH 6.0 £ 0.2 (BoccTaHOBJIEHHOIO pacTBopa) | 5.9
OcMosIBbHOCTS - IToHMIKeHHEe TOUKH 185 + 30 MOcm/kr 184 MOcm/kr
3aMep3aHusi (KPHOCKOMUYECKH)
Boja - Meroa K.®@uiepa <2.0% <0.4 %
Buanmble MexaHHYecKHe BK/IIOYEHHs, | MexaHnueckue BKIIOYEHNA MPAKTHYECKH MexaHyyeckue BIUTFOUEHHs
E®, c1.2.9.20 OTCYTCTBYIOT [PAKTUYECKH OTCYTCTBYHOT
HeBuaumble yactuusbl - CuerHo- Cpe/Hee uncrio yacTvil pasmvepoM > 10 mxm: | 261
(oromerpuyeckn <6000 Ha drakoH;
Cpe/Hee YKMCII0 YacTHLL pasMepoM > 25 mxM: | 15
<600 Ha dakon
Yucrora - SE-HPLC (3-B2XKX) % MonomMmepa >94.0% 97.3%
% HMW <3.0% 12%
% LMW <3.0% 1.5%
Yucrora - iclEF % Kucnotneix nuxos: 25.0 - 50.0% 383%
% OcHoBHoro (rnaBHoro) nuka: 50.0 - 58.5%
75.0%
Yucrora - HIC % DARO <8.5% 6.5%
Benok (Conjugate Content)- Y®- (34,0 + 3,4) mr/¢hnaxon (st 30 mr/nakoH) 32.4 mr/pnaxon
CoOM
BakrtepnajbHble YHI0TOKCHHBI - < 1.0 E/mr <0.032 ES/mr
Kunernyeckuii XxpoMoreHHbIi MeTOx,
(metoa D)
CrepuabHocTbh — MeToa nNpsiMoro OrtpHiiaTeNbHbIH (HET pocTa) OrpyuarenbHbIi (HET pocTa)
nocena
Cneunduueckas aktupHocts — DAR - | 3.8+04 3.7
HIC
Crneunduyeckas aKTHBHOCTB — 100 +25% 94 %

HuTOTOKCHYHOCTD -BHOJIOrHYecKHi ¢
HCIMO0JIb30BAHHEM KIIETOK

Cratyc cepun  : YTBep:KIeHO

Yrepikaeno: Mapu Kuccane
Y101HOMOYEHHOE JIULIO

10 B Mpmanmun Ne 111917

3aperueTpUpo

Jara: _30.10.2025

feiys
Pyl
Mvwpeitu Yart




2 astellas

Batch Certificate
Issued by Astellas Ireland Co,Ltd

Product Information

Material Description: PADCEV ONCO INF 30 RU

Active Ingredient: ENFORTUMAB VEDOTIN
Dosage: 30 mg
Configuration: set 1 x 1 pce
| Batch Information
Batch Number 3PA0328
Material Number 163823
Astellas SKU No. 163823
Batch Size(Stock Keeping Unit) 1000
Destination Country(ies) (EU only) | NA
Bulk Shipment Container Qty N/A

Batch Certification

I hereby certify that all manufacturing

finished product have been carried out in

stages(including packaging and quality control testing) of this batch of
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,

and the Marketing Authorisation. The

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

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: Mary Kissane Date: 30.10.2025

E signature by Qualified Person

Print Date:  30.10.2025




astellas

Astellas Ireland Co., Lid.

Kerry Plant

Killorglin, Co. Kerry, V93 FC86, Ireland.
Tel: +353-(0)66-97 92 300

CERTIFICATE OF ANALYSIS

Material Description : PADCEV ONCO INF 30 RU
Material Number : 163823
Batch No. : 3PA0328
Production Date : 13.03.2025
Expiry Date : 29.02.2028
Storage : Do not shake. +2°C to +8°C. Store in the original package.
Do not freeze.
TEST ITEM LIMIT RESULT
Appearance White to off-white lyophilizate White to off-white

Reconstituted solution — colorless to
light yellow, clear to slightly
opalescent

Colourless to light yellow,
clear to slightly opalescent

Method

Identification - Peptide mapping Comparable to reference Confirmed
Identification - Biological method, | Comparable to reference Confirmed
using cells (“Cytotoxicity”)
Reconstitution Time The product should completely 84s

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 mOsm/kg 184 mOsm/kg
(cryoscopic)
Residual moisture - K. Fischer <2.0% <04 %

Visible Particulate matter, Ph.Eur.

Practically fiee from visible particles

Practically free from visible

cell analysis

2.9.20 particles
Sub-visible particles - Photometric | Average number of particles> 10 pm: < | 261
counting 6000 per vial

Average number of particles>25 pm: < | 15

600 per vial
Purity - SE-HPLC % Monomer > 94.0% 97.3%

% HMWs <3.0% 1.2%

% LMWs <3.0% 1.5%
Purity - icIEF % Acidic: 25.0 - 50.0% 383 %

% Main: 50.0 - 75.0% 585 %
Purity - HIC % DARO <8.5% 6.5%
Conjugate Content— UV 34.0 mg/vial & 3.4 mg/vial 324 mgfvial
spectrophotometry (for 30 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 3.7
Potency — Cytotoxicity - Biological | 100+25% 94%

Batch Status  : APPROVED

APPROVED BY: W /(Jg‘\«o(/ul.,_

DATE: 30[10 /2025

Qualified Person

Registered Office:

Astellas Ireland Co,, Lid.

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

Directors:

Louis Collins

Emily Ging

Caroline Mullins

Yusuke Ishii (Japanese)

Tetsuya Kawasako (Japanese)

Rui Patrao (Portuguese)

Moitreyee Chatterjee-Kishore (American)




Astellas treland Co, Fid,

3 Kerry Plant

riA.) Killorglin, Co. Kerry, VI3 FCB6, Ireland.
lel: $353 (0)66 97 92 300

w
st
-

Certificate of Manufacture

1. Name of product:  Padcev Onco, lyophilizate for concentrate for solution for infusion, 30 mg (Internal
name: PADCEV INF 30 RU)
2. Importing Country: Russia
3. Marketing Authorization: LP-Ne(002568)-(RG-RU), approved 20/06/2023
4 Normative Document Number: LP-No(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, 30mg/vial
9. Dosage form: Lyophilizate for concentrate for solution for Infusion
10. Package size and type: 1 vialin an individual carton
11 Batch size: 1,000 individual cartons
12, Batch number: 3PA0328
13. Material number: 163823
14, Date of fabrication/manufacture: 13.03.2025
15. Expiry date: 02.2028
16. Storage conditions: Do not shake. +2° to +8°C. Store in the original package. Do not freeze.
17, Drug Substance Batch number: 214
18. Secondary Packaging and Batch Release: Astellas Ireland Co. Ltd.,
Killorglin,
Co.Kerry,

Ireland. V93 FC86
19, Manufacturing Authorisation Number Kerry Plant: M01035/0001
2C. 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: 511385-102671818
26. GMP Certificate Number Lonza: GMP-CH-1003984
27. Results of analysis: Certificate of Analysis attached.
28. Comments:

AA

29. Certification statement.

Page 1 of 2 Oirectors:  Louis Collins
Emily Ging
Registered Office: Caroline Mullins
Astellas treland Co., Lid, Yusuke Ishii (Japanese)
Damastown Road, Damastown Industrial Park, Tetsuya Kawasako ( lapanese)
Mulhuddart, Dublin, D15 K851 Ireland. Rui Patrao (Portuguiese)

Registered in lreland No. 111917 Moitreyee Chatterjee-Kishore {(American)




Astellas treland Co., Ltd.
y O Kerry Plant

S Killorglin, Co. Kerry, VO3 FU86, lreland.,
Tel: +353-(0)66-97 92 300

™
o

| 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: ﬁa‘( ARY KassS ALE

Signed: /QMM Date: fzf'l/,xJL‘S

Qualified Person
Astellas Ireland Co. Ltd.,

Killorglin,

Co. Kerry,

Ireland

Page 2 of 2 Directors:  Louis Colling
Emily Ging

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

Registered in jreland No. 111917 Moitreyee Chatterjee-Kishore (American)




Certificate of Analysis

LONZQA

Lonza Ltd
Muenchensteinerstrasse 38
CH-4002 Basel, Switzerland

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 = —==-= CAS number [--]

Material 224231 Specification FH-57600PB.18
Production date 30-SEP-2024

Sample 4399463 Expiry date 30-SEP-2026

Batch 214 Analysis date 09-0CT-2024

Customer batch ~  -----

Lonza AG, Lonzastrasse, 3930 Visp, Switzerland,
Tel +41 27 948 5111, Fax +41 27 947 5111, contact.visp@Ilonza.com

Manufacturing site

Comment = ——---

Remark = 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) 58  |ee==- 58-6.2
FHA004781B.8/1/CHVI-4781.9

Osmolality 189 mOsm/kg 155 - 215
FHN050752B.12/1/CHVI-50752.12

Identity (Peptide Mapping) Comparableto |[----- Comparable to
FHL255999A.10/2/CHVI-255999.9 reference reference
CE-SDS (reduced, LC+HC) 98.6 % >=93.0
FHR255997C.10/1/CHVI-255997.9

Main Peak (SEC-HPLC) 97.3 %area >=94.0
FHL255993B.7/1/CHVI-255993.7

HMWS (SEC-HPLC) 1.0 %area <=3.0
FHL255993B.7/1/CHVI-255993.7

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

iclEF: compare to reference Comparable  |[----- Comparable
FHI287119B.4/2/CHVI-287119.4

Charge Heterogeneity acidic reg. (iclEF) 38.3 Y%area 25.0 - 50.0
FHI287119A.4/1/CHVI-287119.4

Charge Heterogeneity, Main Peak (iclEF) 58.8 %area 50.0 - 75.0
FHI287119A.4/1/CHVI-287119.4

Charge Heterogenelity basic reg. (iclEF) 29 %area | ==—-——
FHI287119A.4/1/CHVI-287119.4

HIC HPLC: %DAR0 6.6 %area <=8.5
FHL255995C.5/1/CHVI-255985.8

HIC HPLC: compare to reference Comparable  |----~ Comparable
FHL255995B.7/1/CHVI-255995.8
Printed on: Visp, 21-NOV-2024 14:15:18 UTC+1 1D:393301 Page 1 of 3




Continued Certificate of Analysis

Substance name ASY-012 BDS

Abbreviation ASY-012 BDS

Production date 30-SEP-2024
Sample 4399463 Expiry date 30-SEP-2026
Batch 214 Analysis date 09-0CT-2024
Customer batch - ===~
Test Result Unit Specification
DAR by HIC (moles auristatin/moles mAb) 37 === 34-42
FHL255995C.5/1/CHVI-255895.8
Free Drug each single impurity<=0.05%w/w Corresponds |~ ===~=  |[===-=
FHL255998D.5/1/CHVI-255998.7
Free Drug each single impurity<=0.10%w/w Corresponds |- =~=—== Corresponds
FHL255998C.8/1/CHVI-255998.7
Free drug (HPLC): TQl <0.1 YoWlw <=0.5
FHL255998B.13/1/CHVI-255998.7
Endotoxins kin. chromogenic <0.3 EU/mI <10.0
BT-57600PA.5/1/CHVI-6303.8
Endotoxins kin. chromogenic <0.1 EU/mg <1.0
BT-57600KB.4/1/CHVI-6303.8
Total microbial count (sum) <2 CFU/30ml <=3
BT-57600PB.4/1/CHVI-8889.8
Protein concentration (UV 280nm) 9.9 mg/mi 9.0-11.0
FHS262773A.7/1/CHVI-262773.6
Binding by ELISA 102 % 75 -125
FHI290596B.6/1/CHVI-290596.6
Potency by Bioassay 98 % 75 -125
FHI259211B.9/1/CHVI-259211.9
Polysorbate 20 0.02 Yow/vol 0.01 - 0.03
FHL263949A.6/1/CHVI-263949.5
CE-SDS (non-red): purity 97.5 % | ===
FHR255997A.6/1/CHVI-255937.8
CE-SDS (non-red): Compare to reference Comparable  |-=-===  |———-=

FHR255997B.7/1/CHVI-255897.8

Released for the lab by:

Christin Kirst

15-NOV-2024 13:47:06 UTC+1
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 214 complies with the cGMP requirements according to ICH Q7. |- - - - -
Batch 214 is in line with the current Quality agreement between |- - -~ -
Astellas Pharma Europe BV and Lonza AG.
Batch released by:

Felix Boldt

18-NOV-2024 16:44:17 UTC+1

QA Manager

Printed on: Visp, 21-NOV-2024 14:15:18 UTC+1 1D:393801 Page 20f3




Continued Certificate of Analysis

Substance name ASY-012 BDS

Abbreviation ASY-012 BDS

Production date 30-SEP-2024
Sample 4399463 Expiry date 30-SEP-2026
Batch 214 Analysis date 09-0CT-2024
Customer batch - =—---

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

Piinted on: Visp, 21-NOV-2024 14:15:18 UTC+1 1D:393301 Page3of 3




Process Oider Print -REPRINT Date: _21.10.2025 11:22:16 Page | of |

: [reland Co ltd 0 7 ; :
BIOLINBl; 2 Bin to Bin LFTs to PO1059197 D

T TR IHHINCATI AT
Process Order:1059198 Material no:163823 Batch no:3PA0328
Description: PADCEV ONCO INF 30 RU
Production schedule: P08 Order Quantity: 1,000 PCE
Order Type/Line: KPO1 / BIOLINE2 Mean Capsule Weight:
Additional info: AGGREGATION Schedule Start Date: 24.10.2025
Astellas SKU No.: 163823 Maintenance Order No: 5350958
(I I
Manufacturing Date: 13.03.2025 Expiry Date:  29.02.2028

_____ Process Order Approval

Buyer/Planner Issued By: Majella Griffin Date: 21.10.2025 C 3 P Y

R e onts/Comments
BIOLINE 2 Bin to Bin LETs to PO1059197 Do not return FCTs to W/H Page O 3 Of ) ?)

o

Item Material Description Material Batch No. Qty UOM
0010 EMABYV INF 30 BULK 156893 5C078A 1,000 PCE
0020 LBL PADCEV OMCO INF30 RU 162908 254655 1,100 PCE
0030 LFT PADCEV ONCO INF  FD RU 168546 850035 1,050 PCE
0040 FCT PADCEV ONCO INF30 RU 162896 P250016089 1,050 PCE
0050 CAR PADCEYV INF + ZOLB INF 100 (40 167141 28 PCE
VIALS)
0060 CBL TEMPLATE NR 250 169778 25 PCE
FULL PARTIAL PAL
0070 CBL TEMPLATE NR 251 169779 25 PCE
. FULL PARTIAL CAR
0080 PHARMACODE = 1382 LFT | PCE
0090 PHARMACODE =327 FCT | PCE
0100 GTIN/PC = 04607098453099 (FCT) 1 PCE
0110 CASE/PALLET SSCC = 5390332 1 PCE
0120 Astellas SKU Number =163823 1 PCE

__Expiry date calculation - Additional info
Bulk Production Date: 13.03.2025 Blend Production Date:
Active Production Date - Batch 1: Active Production Date - Batch 2:




