
 

This is to certify that the management system of: 
ARKRAY Factory USA, Inc. 

 
Main Site: 5182 West 76th Street 
 
Edina, MN 55439 USA 
 

has been registered by Intertek as conforming to the requirements of: 

ISO 13485:2016 

The management system is applicable to: 

 

Design, Development, Manufacture, Distribution, Installation, and 

Servicing of In-Vitro Diagnostic Medical products used to facilitate the 

analysis of bodily fluids to monitor and manage health status in Point of 

Care and Home Use settings. 

Organization was certified by another Certification Body before 06/25/2021 

 

Certificate Number: 

0115074-01 

Date of Certification Decision: 

2021-08-30 

Issuing Date: 

2022-01-20 

Valid Until: 

2025-01-20 

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This 

certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at 

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon 

request.  
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Calin Moldovean 
President 
 
Intertek Testing Services NA Ltd.,  
1829, 32nd avenue, Lachine, QC, H8T 3J1, 
Canada 


