GIAY CHUNG NHAN PAT TIEU CHUAN QUAN LY CHAT LUQNG

Tai liéu dugc xac nhén bang chii ky so.

Ha No¢i, ngay 09 thdang 06 ndam 2022

Nguoi dai dién hgp phap cua co s6

Udng Tuan Phuong



Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain

has established and applies a quality management system for medical devices
for the following scope:

Design and development, manufacture, distribution and
servicing o instruments and reagents for
clinical diagnostic
(see attachment for sites included)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-01-08
Certificate Registration No.: SX 60145545 0001

An audit was performed. Report No.: 28300434 004

This Certificate is valid until: 2022-12-12
Certification Body
( DAKKS SN
Deutsche . - G

Akkreditierungsstelle
D-ZM-14169-01-02

Date 2020-01-08

TUV Rheinland LGA Products GmbH - Tillystraf3e 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http://www.tuv.com/safety
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Attachment to
Certificate
Registration No.:
Report No.:

Organization:

Scope: Site included:
Poligono Industrial Can Tapioles
Naves 7, 12 y 13
08110 Montcada i1 Reixac
Spain
Activity: Labelling and assembling of reagents,
warehousing and shipment of instruments
and reagents for clinical diagnostic
Certification Body
P “;.hein_}; -
(( DAKKS (%

Deutsche

Date: 2020-01-08
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TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60145545 0001
28300434 004

BIOSYSTEMS S.A.
Costa Brava 30
08030 Barcelona
Spain
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