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Certificate BE21/819944231.00 R

The management system of

Coris BioConcept

Science Park CREALYS - Rue Jean Sonet 4A
5032 Gembloux, Belgium

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

The scope of registration appears on page 2 of this certificate.

This certificate is valid from 07 April 2021 until 20 August 2021
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 20 August 2003.

Recertification audit due before 20 July 2021.

Multiple certificates have been issued for this scope.
The main certificate is numbered BE21/819944231.00.

This is a multi-site certification.
Additional site details are listed on subsequent pages.

Authorised by

Pieter Weterings )
Certification Manager Accrediaion Numbes
SGS Belgium NV 005-QMS
SGS House Noorderlaan 87 2030 Antwerp Belgium EN ISOEC 17021-1:2015
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This document is issued by the Company, subject to ils General Conditions of
Certfication Services, unless othenwise agreed, accessible at

www, 505 comierms_and_cenditions.him. Attantion is drawn to the limitations of
ligbility, indemnification and jurisdictional Issues established therein. The

authenticity of this document may be verfied at https:iwww.sgs.com/en/certified- .. . "

clients-andproducts/certfied-clientdirectory. Any unauthorized alteration, forgery Digitally signed by Monastirsc
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Certificate BE21/819944231.00, continued

Coris BioConcept

ISO 13485:2016
EN ISO 13485:2016

Issue 1

Detailed scope

Design, development, manufacture and distribution of in vitro
diagnostic tests for the detection of pathogens in the diagnosis of
respiratory, gastric, enteric and parasitic diseases, the detection of
resistance to antibiotics and the detection in urine of therapeutics,
e used for the treatment of these infectious diseases.

D

i tlon of Instrument for electrochemical detection to be used
e : with Coris’ kit.

Additional faciliies

Science Park CREALYS - Rue Jean Sonet 29, 5032 Gembloux, Belgium

Page 2 of 2

Accreditation Number

005-OMS
EN ISOVIEC 17021-1:2015
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