
 

This is to certify that the management system of: 
Octane Biotech, Inc.- A 
Lonza Company   
 
Main Site: 369 Dalton Ave., Kingston, Ontario, K7K 6Z1, Canada 
 
Additional Site:  193 Resource Road, Kingston, Ontario, K7P 0K1, Canada 

 
 

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

ISO 13485:2016 

The management system is applicable to: 

 

The Design, Manufacture, Installation, and Service of automated 

bioreactor instruments and single use disposable fluid pathways for 

use by Cell, Gene, and Tissue engineering industry, and associated 

sterile accessories. 

Main site:  Management, Quality, Design, Manufacture, Installation, and 

Service 

Additional site: Purchasing, receiving, inspection, kitting, storage and 

shipping. 

 

Certificate Number: 

0102977 

Revision Level: 02 

Initial Certification Date: 

5 January 2021 

Date of Certification Decision: 

14 December 2023 

Issuing Date: 

14 December 2023 

Valid Until: 

4 January 2027 

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.  

CT-ISO 13485_2016-SCC-EN-LT-P-9-7-23 

 

Calin Moldovean 
President 
 
Intertek Testing Services NA Inc. dba Intertek,  
900 Chelmsford Street,                                
Lowell, MA, USA 


