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GMED certifies that the quality management system developed by

IDMED
Hoétel Technoptic 2 Rue Marc Donadille
13013 MARSEILLE FRANCE

D.U.N.S. identification number ; 26-023-3256

for the activities

Conception, fabrication et service aprés-vente de dispositifs médicaux de monitorage des
parameétres physiologiques non vitaux et accessoires associés dans le cadre de I'anesthésie
(capteurs, alimentations, stations de charge, cables, autocollants) (voir addendum).

Design, manufacture and servicing of medical monitoring devices for non-vital physiological parameters
and associated accessories in anesthesiology (sensors, power supplies, charging stations, cables,
stickers) (see addendum).

performed on the location(s) of

IDMED - Hb6tel Technoptic, 2 rue Marc Donadille, 13013 MARSEILLE, FRA
IDMED - Hb6tel Technologique, 45 rue Frédéric Joliot-Curie, 13013 MARSEILLE, FRA

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

Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1

Australi
ustratia (excluding Part 1.6) - Full Quality Assurance Procedure

RDC ANVISA n. 16/2013
Brazil RDC ANVISA n. 23/2012
RDC ANVISA n. 67/2009

Canada Medical Devices Regulations - Part 1 - SOR 98/282

21 CFR 820
21 CFR 803
21 CFR 806
21 CFR 807 - -Subparts A to D

United States

Début de validité / Effective date February 22nd, 2021 (included)

. Valable jusqu'au / Expiry date :May 9th, 2022 (included) Bousigned by:

GMED_MDSAP2016-F-V0-07-

Etablile /lIssued on: February 22nd, 2021
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MEDICAL DEVICE SINGLE AUDIT PROGRAM | Lione D REUX
GMED is authorised under the Medical Devices Single Audit Program Certification 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 35598-1

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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= Addendum au certificat N° 35598-2 page 1/ 1
— Addendum of the certificate N° 35598-2
GROUPE LNE Dossier / File N° P180005

Ce certificat couvre les activités et les sites suivants :
This certificate covers the following activities and sites :

IDMED

Hétel Technoptic

2 rue Marc Donadille
13013 MARSEILLE

FRANCE

French version:
Siege social

English version:
Headquarters
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IDMED

Hétel Technologique
45 rue Frédéric Joliot-Curie
13013 MARSEILLE

FRANCE

French version:
Conception, fabrication et service aprés-vente

English version:
Design, manufacture and servicing
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2 sites / 2 sites

DocuSigned by:

Lionel DREUX
Certification Director

GMED ¢ Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n° 0459

Siege social : 1, rue Gaston Boissier - 75015 Paris ¢ Tél. : 01 40 43 37 00 ¢ gmed.fr
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