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CEVIDRA ‘s DNA
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Innovation, Agility, and Commitment
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Offices In France ** **
Grasse (HQ), Lyon o
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GMP/GDP pharmaceutical site
authorised by the ANSM



Access In France

Pre-clinical Ph I/1l Ph Il Registration (EMA) Reimbursement (FR) Sales & Marketing

Compassionate Access (AAC) /‘/

Early Access Programs (AP1/AP2)

Direct Access

——

Product with

safety & efficacy Licensed products (MA)

-
. Pharmaceutical Activities are assumed by a \
local representative called the “EXPLOITANT” CEVIDRA




Our Services as “Exploitant”

GDP certified pharmaceutical company with a QP (Pharmacien Responsable)

Responsibilities are provided by the Public Health Code (Article R5124-2)

WHOLESALE & ADVERTISING &
BATCHES 02 PROMOTIONAL

MONITORING ACTIVITIES

Import Storage & ’ Advertising » Medical information
distribution (FAQ, MSL)
Sales ’ Promotional information

and material J» Pharmacovigilance
(Local Responsible
Person)

Traceability &

Batch recall ’ Anti-gift and

Prevention of shortages transparency laws

& falsified medicines

Invoicing & cash collection ) GDPR compliance
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Our Services as Distributor

Own Logistical Platform GDP certified & hospital expertise —

CEVIDRA
E

W—— ]
= LIk
+2-8°C +15-25°C

Cold Room Ambient Room

e Products Storage in qualified rooms * Management of Public Tenders: Al

e Stock monitoring hospitals / groups
e Shortages prevention e Ordering Process: signature of price
e Management of orders offer/specific contract

e [nvoicing & Cash Collection e Product Distribution: 24/48h Deliveries
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Our Other Services

17 years of expertise in the French Regulation

e Regulatory: Early Access dossier, National MA Phase, Bluebox,
Compliance with French law.

e Market access: Local Pricing Analysis, Writing of Economic and
Transparency dossier (P&R), Negociation with CEPS.

e CRO: Provision of electronic tool authorised by the Authorities to
collect patient’s real world data during pre-approval programs
(GDPR compliant), DPO.

e Manufacturing: French GMP site limited to secondary packaging
and batch release activities.
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» Hospital delivered per year
o Distribution to hospitals & wholesalers in France & Overseas

Track Records for 10 years
o Management of Public tenders

o Each hospital & Group is a customer (UNIHA, AGEPS,...)

I\ e Programs
o Importation / Storage / Distribution
% - Emergency products, Compassionate, Early access, Special importation
- Blood derived products (Cold rooms)

 High increase of Early Access Programs since 2021

o Regulatory / Inclusion of patients / Data collection (eCRF) / PV & MedInfos
/ Storage & Distribution

o Therapeutic area: Oncology, Dermatology, Neurology, Infectiology,
Kidney disease




Visit our website to learn more about us ;: www.cevidra.com
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Follow us on Linkedin
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Laboratoire Cevidra, 45 boulevard Marcel pagnol 06130 GRASSE, FRANCE
Phone: +33 493 705 831 contact@cevidra.com
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