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CERTIFICATE
Number: 2252058  

The management system of the organization(s) and locations mentioned on the addendum belonging to:

Artinis Medical Systems bv
Einsteinweg 17
6662 PW  Elst
The Netherlands

including the implementation meets the requirements of the standard:

EN ISO 13485:2016
Scope:
Design and development of near-infrared spectroscopy devices (hardware and software) for monitoring of 
tissue oxygenation for clinical use.

Certificate expiry date: 1 July 2024
Certificate effective date: 13 July 2021
Certified since: 13 July 2021

This certificate is valid for the organization(s) and/or locations mentioned on the addendum.
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ADDENDUM
To certificate: 2252058  

The management system of the organization(s) and/or location(s) of:

Artinis Medical Systems bv
Einsteinweg 17
6662 PW  Elst
The Netherlands

DEKRA Certification B.V.   Meander 1051, 6825 MJ  Arnhem P.O. Box 5185, 6802 ED  Arnhem, The Netherlands

T +31 88 96 83000  F +31 88 96 83100  www.dekra-product-safety.com  Company registration 09085396

Certified organization(s) and/or locations:
Different scope

Artinis Medical Systems bv
Einsteinweg 15
6662 PW  Elst 
The Netherlands

Design and development of near-infrared spectroscopy devices 
(hardware and software) for monitoring of tissue oxygenation for 
clinical use.

Addendum expiry date: 1 July 2024
Addendum effective date: 13 July 2021




