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About us { Esteve family ]

ESTEVE, a privately-
held, family-owned

company part of a global

healthcare group

50%

Hangzou Jiuyuan
Gene Engineering

Esteve
Teijin

TSTEVE

quImICa .«

+STEVE
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quimica

- i CMO Business

We are leaders in contract
manufacturing for small molecule active
pharmaceutical ingredients
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Leader in contract
development and
manufacturing for
small molecule APIs

/
’/
Support originator
companies that bring
innovation to

market




We count on a global network of state-of-the-art facilities

=" CELRA SITE
333m?3
Girona - Spain

i BANYERES del PENEDES SITE
58m?3

Tarragona - Spain

T oo

R&D CARACAS
Barcelona - Spain

EHP ESTEVE HUAYI
PHARMACEUTICAL Co, Ltd.
344m3

Shaoxing — Zhejiang — China

LLICA DEL VALL SITE

SINTENOVO, S.A. de C.V. 160m? .
140m?3 Barcelona - Spain
Jiutepec - Estado de Morelos

México

@ Manufacturing Sites CMO
® R&D
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Why EBR?

EBR system aligned with our strategy

Focus on Value

Reduce manual tasks Avoid data silos Sustainability

Customer Oriented M,

"V

Connectivity
among Systems

Automation of
Paperless

Processes
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Why EBR?

To fill a missing piece in our Systems puzzle

Industrial Environment

MOM

APS MES

(Advanced planning and (Manufacturing
— scheduling) Execution Syst.)
CMMS/GMAOQO
(Computerized EBR
Maintenance .
Management Syst) (Electronic Batch Record)
PLC & SENSORS

CONFIDENTIAL © ESTEVE, 2024




Why EBR?

What do we want & need?

Eliminate

Records s Manual or

Fast & Simple Real Time
MBR & Multiple In‘lcjeztgty
Users
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Why EBR?

Scope... beyond Going Paperless

-

Paper cannot Detect e-BR Detects & Prevents
Human Error!! Errors in Real Time

OBJE(}TIVES

PAPER ON REVIEW BY DATA
GLASS EXCEPTION INTEGRITY
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Project overview




Project overview

PROJECT
No plug and play

Deploy to all the processes [2024 - 2028]

CLIENT CLIENT

O . oo | | EBRdedicated team i
C/P | 3FTE full dedicated | #a®- | 0 2024:5FTE |
i 0 2027:8FTE |
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Project overview

MBR Design MBR m CLC‘E%T (for each MBR)

SCALABLE Currently
Nt » | |||
/Il Workshops | | | |
[A—
Go-Live Currently
- - : 5 P N . éi
I nterface Q ‘ ‘ ‘ SCADA
° o s:.% ° & LIMS ‘\\vq'rackWise

(Not recommended)
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Topics to consider




Topics to consider

URS (User Requirement Specifications)

Crucial to
minimize later
system non-
compliances

All
Departments
involved in
URS definition
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Best as many
topics and
detailed

Detailed
answers by
Suppliers

Long process of
back & forth with

suppliers

Over 300 topics
considered




Topics to consider

Qualitative Solutions’ Comparisons

5 SOLUTIONS EVALUATED
L2 _
I\ < ® —ay—
REY - RS o I 52
B oo
=~ AP

All GMP/GAMP
compliance

Accurate
Demo

Customer needs

Flexibility &
Friendly use

Proximity
Implementer
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Topics to consider

Change Management

. Trainin
Devices :

---------------------------------------------------------------------------------

« ATEX 1 Tablets — Market problems i
i « Paper & Tablets coexistence [,
» Mobility inside workshops 5

S
--------------------------------------------------------------------------------------------

-----------------------------------------------------------------------
o .

: » Custom to our processes
i « Custom to our facilities |
i « Short Video of user cases |

. *
-----------------------------------------------------------------------

----------------------------------------------------------------------------------
o .,
o

i « Engagement @
: LIENT :
: * Internal & Externa :
i + Recognition

i + Tool adoption

.
---------------------------------------------------------------------

» Clear & Cascade
i + Internal & External (8)
.« 60% plant personnel involved
O +160 users 2024
O +300 users 2027

e o
NausEEEssEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEssEEssssEsssssssssssesssssnenst®
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Saving & Benefits




Savings & Benefits

Savings in two of our sites

A Q y @
[ -6,150 sheets of paper ] ...In 2024 [ -273 hours of Review ]
(

-60,000 sheets/year by 2027) (-4,500 hours of Review by 2027)

110,700 automatic records -35 hours Scanning -700 typo/error reduction
(1,080,000 automatic records by 2027) (-290 hours/year by 2027) (-11,000 typo/error reduction by 2027)
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Next steps - Roadmap




What's next?

Digital strategy - Roadmap

1st Strateqgic line

3d Strategic line

Control Tower

Full connected ﬁ

2nd Strategic line

4t Strategic line

Control Process Golden
Verification 1 batch
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~—STEVE

Advancing health together

[ ]
y @ESTEVEglobal IN esteve ESTEVEglobal
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