Certificate Number ESZU!B?434

The quality management system of

CERTEST BIOTEC S.L.

C/ J, n°1, Poligono Industrial Rio Gallego II,
SAN MATEO DE GALLEGO, Zaragoza, 50840, Spain

Dun & Bradstreet D-U-N-S identification number : 54-090-2124

has been audited against the critena stated below and found to conform fo those criteria
for the scope contained in'this certificate

MDSAP(ISO 13485:2016)

Australia:
Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3. Part 1 (excluding Part 1.6)
= Full Quality Assurance Procedure [including design|
Brazil:
RDC ANVISA n. 16/2013 / RDC ANVISA n. 23/2012 / RDC ANVISA n. 67/2009 e et et
Canada:
Medical Devices Regulations — Part 1 SOR 98/282

For the following activities and devices

The design, development and manufacture of in-vitro diagnostic
medical devices, in-vitro diagnostic reagents and in-vitro diagnostic
test kits used in the identification and/or detection of transmissible
agents and as aid in the diagnosis of diseases.

This certificate is valid from

Effective Date: 2020-03-25 until Expiry Date: 2023-03-24
and remains valid subject to satisfactory surveillance audits.
Re certification audit due before 2023-02-27

Issue 1. Certified since 2020-03-25

Authorised by J Hall
Business Manager
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SGS United Kingdom Ltd
202B Worle Parkway, Weston-super-Mare, BS22 6WA UK
t+44 (0)1934 522917 f +44 (0)1934 522137 www sgs.com

SGS United Kingdom Lid is an MDSAP authorised auditing organization
SGS MDSAP 1116
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This document is a Web version of SGS certificate for electronic use
exclusively. |t shall only be available by clicking on SGS Certification Mark
~which has been posted on Your website. It shall not be printed in anyway.
This document is copyright protected. No content or appearance may be
reproduced without the express written permission of SGS. Any misuse,
alteration, forgery or falsification is unlawful.




