Certificate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1038121-1
Organization: MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diren
Germany
Scope: Design and development, manufacture and distribution of in vitro diagnostic

test strips including self-testing devices and reflectometers used in the field
of urine, gastric and vaginal fluid analysis, as well as in vitro diagnostic
products for bioanalytical sample preparation.

(see attachment for sites included)

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

Deutsche Date: 2022.04.29 16:36:16 EEST
AkkreditierungRealien: MoldSign Signature
D-ZM-14169-01-00ation: Moldova

Report No.: 3309079-90
Effective date: 2020-05-29
Expiry date: 2023-05-28
Issue date: 2020-05-28 S . :
/._ ; Dipl.-Ing. S. Hoffmann
({ DAKKS Digitally signed by Ceaicovschi Tudor i i||ys-{%§13d1 LN(.?_L»]!r\nI;re?.gu.cg e?n:ﬁ;
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Certificate

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

No. Facility

SX 1038121-1

: ®
TUVRheinland

MACHEREY-NAGEL GmbH & Co. KG

Neumann-Neander-Str. 6-8
52355 Duren
Germany

/02 MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11

52355 Duren
Germany

103 MACHEREY-NAGEL GmbH & Co. KG

Bahnstr. 120
52355 Duren
Germany

Report No..
Effective date:
Expiry date:

Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

3309079-90
2020-05-29
2023-05-28
2020-05-28

Scope

Design and development, manufacture,
quality control, distribution and customer
service

Warehousing and logistics

W Dipl.-Ing. S. Hoffmann
heinland LGA Products GmbH
TillystraBe 2 - 90431 Nurnberg - Germany
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