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GMED certifies that the quality management system developed by

Clinisys, Inc.
3300 E. Sunrise Drive
Tucson, AZ 85718 UNITED STATES

Facility identifier (REPs-generated) : FO06509

for the activities

Conception, développement, fabrication, distribution, installation, service et support de systemes
logiciels d'information clinique et de produits logiciels associés

Design, Development, Manufacture, Distribution, Installation, Servicing and Support of Clinical Information
Systems and Associated Software Products.

performed on the location(s) of

3300 E. Sunrise Drive Tucson, AZ 85718 USA

has been audited and found to conform to the requirements of the international standard
ISO 13485 : 2016 and following regulatory requirements

Canada Medical Devices Regulations - Part 1 - SOR 98/282
21 CFR 820
. 21 CFR 803
United States 21 CFR 806

21 CFR 807 - -Subparts A to D

Début de validité / Effective date November 15th, 2024 (included)
Valable jusqu'au / Expiry date :November 1st, 2025 (included)
Etabli le /lIssued on: November 15th, 2024

DocuSigned by:

Beatrice [1fS

EF33BDA9BAAD4AS.

MDSAP he Plesident
MEDICAL DEVICE SINGLE AUDIT PROGRAM | B éat rice LYS

GMED is authorised under the Medical Devices Single Audit Program Technical Director
This certificate is issued according to the rules of GMED Certification
The validity of this certificate can be verified on www.gmed.fr

Modifie le certificat 39173-2

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr
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Approved By:

Leentje Swinnen - Author

December 12, 2024 5:42 AM MST ce2d0290-a1b0-4612-8637-4b6b2d7224fc
Version History:
Author Effective Date Ver. Status
Leentje Swinnen December 12, 2024 5:42 AM MST 1 Published
Tami Hix-Bostic May 17, 2023 8:27 AM MST 0 Superseded
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