Translation of the certificate HU10/5084.01

Digitally signed by Efremova Iulia
Date: 2021.02.02 14:17:53 EET
Reason: MoldSign Signature
Location: Moldova

The management system of

“"BIAGON Ltd.

1047 Budapest, Baross u. 48-52. - Hungary
1047 Budapest, Baross u. 53. - Hungary
1044 Budapest, Oradna u. 4. - Hungary
1044 Budapest, Ezred u. 1-3. - Hungary

has been assessed and certified as mesting the requirements of

MSZ EN 1SO 13485:2016

For the following activities

Design and development, production and sales of hematology-,
hemostasis reagent, hematology-, hemostasis control and calibrator.
Design and development, production, sales and service of in vitro
diagnostic instruments for hematology and hemostasis. Own branding
manufacture and sales of hemostasis reagent, hematology-, hemostasis
control and calibrator, hematology in vitro diagnostic instruments.
Distribution and sales of other non-active laboratory medical devices.
Sales and service of other in vitro diagnostic instruments.

Multiple sub certificates have been issued.
The main certificate is numbered HU10/5084.00

This certificate is valid from 18 January 2021 until 17 January 2024

and remains valid subject to satisfactory surveillance audits.
Recertification audit due a minimum of 60 days before the expiration date.
Issue 12. Certified since 5 January 2010

Date of approval: 11 January 2021

Authorised by

Tohl Andras

SGS Hungaria Kit.
1531 Pf. 25, Siraly u. 4. 1124 Budapest Hungary
1+36 13083340 +36 13093333 www.sgs.com
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This document is issued by the Company subject to its General Conditicns of
Certification Services accessible at www.sgs.comiterms_and_conditions. htm.
Aftention is drawn to the limitations of liability, indemnification and jurisdictional
Issues established therein. The authenticity of this document may be verified at
hittp:/Awrww.sgs.com/clients/certified_clients.htm. Any unauthorized alteration,
forgery or falsification of the content or appearance of this document is
unlawful and offenders may be prosecuted to the fullest extent of the law.
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