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Ourcompany INITS
Amel HADRI e 25 0 250+

President & Founder Experts Clients

Experts in pharmaceutical development for biotech
Specialized in CMC, bioproduction, supply, regulatory and quality since 2013

300+ 50+ 100+ 50+
audits IMPD/IND writing QMS developed and CMC projects
review managed managed

Mainly for biological products

Gene Cell Antibodies Exosomes Chemical

therapy therapy ADC Secretome entities




Our services

A tailored approach to cover our clients’ specific needs

4 Consulting 4 SMO

We provide either a focused expertise or a comprehensive We offer a dedicated bioproduction unit for preclinical
support across the entire pharmaceutical value chain. and clinical trials, supported by a unique infrastructure
and an experienced team.
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Why choose Inits

A disruptive model where the partner keeps the control

Existing options i ﬂ iTS

Self-financing Subcontracting

A bioproduction service at your disposal

Risky, expensive Less flexible
Flexible, multiproducts with modern and

Low control over the production steps MR CHIEEES

Lack of expertise and “GMP culture” e
and timings

Keep control over the process

Less funds available for clinical .
Know-how risks

development

. ) A fully integrated service provider
Unbalanced relationship between the

Biotech and the subcontractor

Overall difficult to justify
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We aim for clinical development

SMO

Exploratory Research Pre-clinical trials Clinical trials Registering Product commercialisation
Active Product

Q = 2

Phase | « Phase Il

Done by the client Done by the SMO

> > > > > >

R&D: Transfer, Development, GMP Production (DS) Fill & Finish (DP) Conditioning Release IMP Supply
Optimization

Quality Control & Analytics
>

: : > iNITS

Support: Technical, Regulatory, Project Management, Supply, AQ, Training
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Montpellier

Building a tailored

space for our clients U2

We are in the process of building a dedicated private
space for our SMO clients (BSL2) VAL B
+ Custom-built for their needs =
+ Easy access: close to the Montpellier airport & train station ) a = » o)

10 min 5min 8min

S @ (&)

3200 m? 3 R&D 4 GMP
production suites production suites
of spaces + 3 client office spaces + 4 client office spaces

/18 =

1 F&F GMP suite 3 QC laboratories 1 packaging suite

Biotherapies




Timeline

Discussions with our clients, feasibility & market studies

PREPARATION e - >
Establishing a dedicated team + hiring new talents

Estimates, Plans, APS &APD study
BUILDING
Construction, arrangements

EQUIPMENTS Consultations, quote for equipment
SR EEA Selection, purchases

R&D, QC Lab Yy
LAYOUT OF GMP Suites ) ¢
AREAS
Warehouse, Offices
VALIDATION Qualifications, validations

REGULATORY Pharmaceutical establishment opening file

+24 months
Q12024 Q3 2024 Q12025 Q3 2025 Reg auths.
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They support us
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