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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

This is to certify that: BioSerenity
ICM-iPEPS
47 Boulevard de I'Hopital
Paris
75013
France

Holds Certificate Number: MD 631061

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, manufacture, training, servicing and distribution of wearable devices and related
software applications for the diagnosis and monitoring of electrophysiological, optical,
actigraphic and wave signals.

Conception, fabrication, formation, service aprés-vente et distribution de vétements connectés
et applications logicielles associées pour le diagnostic et le monitorage des signaux
électrophysiologiques, optiques, actimétriques et ondes.
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Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2016-05-10 Effective Date: 2019-05-10
Latest Revision Date: 2020-02-05 Expiry Date: 2022-05-09
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+631061&ReIssueDate=05%2f02%2f2020&Template=uk

Certificate No: MD 631061

Location Registered Activities

BioSerenity Design, control of manufacture of wearable devices and

ICM-iPEPS related software applications for the diagnosis and monitoring

47 Boulevard de I'Hopital of electrophysiological, optical, actigraphic and wave signals.

;ggi:,) Conception, controle de fabrication de vétements connectés
et applications logicielles associées pour le diagnostic et le

France monitorage des signaux électrophysiologiques, optiques,
actimétriques et ondes.

BioSerenity Manufacture of wearable devices and related software

12 rue Gustave Eiffel
Rosiéres pres de Troyes

applications for the diagnosis and monitoring of
electrophysiological, optical, actigraphic and wave signals.

|1:0430e Fabrication de vétements connectés et applications logicielles

ranc associées pour le diagnostic et le monitorage des signaux
électrophysiologiques, optiques, actimétriques et ondes.

BioSerenity Design, control of manufacture, training, servicing and

20 rue Berbier du Mets distribution of wearable devices and related software

Paris applications for the diagnosis and monitoring of

75013 electrophysiological, optical, actigraphic and wave signals.

France

Original Registration Date: 2016-05-10

Latest Revision Date: 2020-02-05

Conception, controle de fabrication, formation, service aprées-
vente et distribution de vétements connectés et applications
logicielles associées pour le diagnostic et le monitorage des
signaux électrophysiologiques, optiques, actimétriques et
ondes.

Effective Date: 2019-05-10
Expiry Date: 2022-05-09
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