Certificate FR26/00000042

The management system of

Incepto Medical

82 avenue du Maine, 75014 Paris
has been assessed and certified as meeting the requirements of

HDS

For the following activities
The Scope of Registration appears on page 2 of this certificate

This certificate is valid from 28 January 2026 until 27 January 2029 and remains valid subject to satisfactory surveillancéﬂ;f: 2
audits. S
Issue 1. Certified since 28 January 2026

Certified activities performed by additional sites are listed on subsequent pages.

—

Authorised by
Laurent DAHMANI
Business Manager de Business Assurance

SGS INTERNATIONAL CERTIFICATION SERVICES
29, avenue Aristide Briand 94110 Arcueil France
t +33 (0)1 41 24 88 88 - https://www.sgsgroup.fr/
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Certificate FR26/00000042, continued
Incepto Medical

HDS

Issue 1

Design, development, manufacture, installation, commercialization, distribution and service of image
processing software intended to support physicians for clinical decision making.

for the following HDS activities:

3. the provision and maintenance in operational condition of the platform for hosting information system
applications.

4. the provision and maintenance in operational condition of the virtual infrastructure of the information
system used to process the health data;

5. the management and operation of the information system containing the health data;

6. the backup of the health data.

According to the SoA: QA_SOA_HDS_r2 dated 20/11/2025

Conception, développement, fabrication, installation, commercialisation distribution et service de logiciels
de traitement d'images destiné a aider les médecins a prendre des décisions cliniques.

Pour les activités HDS :

3 - La mise a disposition et le maintien en condition opérationnelle de l'infrastructure virtuelle du systéme
d'information utilisé pour le traitement des données de santé ;

4 - La mise a disposition et le maintien en condition opérationnelle de la plateforme d'hébergement
d'applications du systéme d'information ;

5 - L'administration et I'exploitation du systéme d'information contenant les données de santé ;

6 - La sauvegarde des données de santé.

Conformément a la déclaration d’applicabilit¢ QA_SOA_HDS_r2 en date de 20/11/2025
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Certificate FR26/00000042, continued
Incepto Medical

HDS
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Sites

Incepto Medical
82 avenue du Maine, 75014 Paris

Incepto Medical
128 Rue La Boétie, 75008 Paris, France
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