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This approval is carried out in accordance with the LRQA assessment and certification procedures and monitored by LRQA 

 

 
CERTIFICATE OF COMPLIANCE 

 

LRQA 
 

hereby declares that the certification assessment has demonstrated that  
 

GENE-UP® E. coli O157:H7 
Unit doses reagents reference 423108 (ECO2 and ECO), kit insert reference 050569, to be used with the 
software versions 3.0, 3.1, 3.2 and 4.0. 

 

Manufactured by: Supplied by: 
bioMérieux bioMérieux SA 
Zone Polytec 376 Chemin de l’Orme 
5, rue des Berges  
38000 Grenoble 69280 Marcy L‘Etoile 
France France 

 
has been validated and revealed to be at least equivalent to the reference method as demonstrated by the validation 

study report, which has been prepared by a MicroVal Expert Laboratory and approved by the MicroVal Technical 
Committee.  The above-mentioned production facility complies to the QMS requirements as mentioned in the MicroVal 

Rules. The summary of the validation report is available on the MicroVal website: www.microval.org. 
 

Reference method: ISO 16654:2001 Microbiology of food and animal feeding stuffs - Horizontal method for the 
detection of Escherichia coli O157 

 

Scope: fresh and frozen raw meats, cured and fermented meats, vegetables, raw dairy products using a specific protocol 
and raw meats (except poultry) using a short protocol (25 g and 375 g sample size), and environmental samples 

 

The validation and certification has been performed in accordance with EN ISO 16140-2:2016 and the MicroVal Rules. 
 

                           First approval date: 06 April 2017 
Surveillance date: 22 July 2025 

Expiry date: 05 April 2029 
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ISSUED BY:   LRQA Nederland B.V. 
      Rotterdam, The Netherlands       
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