
        
 
 

 

 

 

 
 

  

 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  01 100 1810008 

 

 Certificate Holder: 
 

 MACHEREY-NAGEL GmbH & Co. KG  
 

 Valencienner Str. 11 
52355 Düren 
Germany  
 
 including the locations according to annex 
  

 

 Scope:  Design, development, production and distribution of products  

for filtration, rapid tests, water analysis, bioanalysis and 

chromatography, as well as service and administration. 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

 
 

 Validity:  The certificate is valid from 2023-05-29 until 2026-05-28. 

  

  

  

 2023-04-18   

 

  

  TÜV Rheinland Cert GmbH   
 Am Grauen Stein · 51105 Köln  

 

 

 

 

 

 

  

 

 

 www.tuv.com 
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 Annex to certificate  
 

  
 

 

 

 

 Standard 
 ISO 9001:2015  

 

 Certificate Registr. No.  01 100 1810008  

 

 

 www.tuv.com 
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    No.  Location  Scope 
  H 
/01 c/o MACHEREY-NAGEL GmbH & Co. KG 

Valencienner Str. 11                                                            
52355 Düren                                                                     
Germany 

Design, development, production and 
distribution of products for filtration, 
rapid tests, and water analysis,  
as well as service and administration 

/02 c/o MACHEREY-NAGEL GmbH & Co. KG 
Neumann-Neander-Str. 6-8                                                        
52355 Düren                                                                     
Germany 

Design, development and production  
of products for bioanalysis and 
chromatography 

/04 c/o MACHEREY-NAGEL GmbH & Co. KG 
Bahnstr. 120                                                                    
52355 Düren                                                                     
Germany 

Storage 

 

 2023-04-18    

 

            TÜV Rheinland Cert GmbH 

Am Grauen Stein · 51105 Köln 

 
 

 

 

 

 

 







10/020 h 04 oa @ TUV. TUEV and TUV eve registered trademarks‚ Ulihsanon and apphca\lon requires pnor apprnval

EC Certificate Tüvahei„.af?d

Full Quality Assurance System
Directive 98/79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

Products: Products for self-testing
— Single and multi-parameter disposable test strips for urine analysis
- Indicator test strips and papers for measurement of pH in urine

Replaces Certificate, Registration No.: HL 60119814 0001

The Notified Body hereby declares that the requirements of Annex lV, excluding sections 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has
established and applies a quality assurance system, which is subject to periodic surveillance, defined
by Annex IV, section 5 of the aforementioned directive. For placing on the market of List A devices
covered by this certificate an EC design—examination certificate according to Annex IV, section 4 and a
verification of manufactured products according to section 6 is required.

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025-05-26

Issue date: 2022-02-16 S»

.\°“d LGA

R
bein/anod

Dipl.-Ing.
7

TÜV einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

offmann

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC concerning in vitro

diagnostic medical devices with the identification number 0197.
Page 1 of2



m/uzo h 04.03 @ TÜV: TUEV and TUV are registered trademarks. Unirsatlon and application lequrres prior approval

EC Certificate Tüvahemraftd

Full Quality Assurance System
Directive 98I79/EC on In Vitra Diagnostic Medical Devices,
Annex IV excluding (4, 6)

Registration No.: HL 1038121-1

Manufacturer: MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11
52355 Düren
Germany

The scope of certification includes the following manufacturing sites:

No. Location Product groups manufactured

/01 MACHEREY-NAGEL GmbH & Co. KG Design and development, manufacture and
Valencienner Str. 11 quality control
52355 Düren
Germany

/02 MACHEREY—NAGEL GmbH & Co. KG Warehousing and Iogistics
Bahnstr. 120
52355 Düren
Germany

Report No.: 1106581-20

Effective date: 2022-02-16

Expiry date: 2025—05-26

Issue date: 2022-02-16

TÜV R einland LGA Products GmbH
Tillystraße 2 - 90431 Nürnberg - Germany

TÜV Rheinland LGA Products GmbH is a Notified Body according to Directive 98I79/EC concerning in vitro
diagnostic medical devices with the identification number 0197.
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