
 

 

This is to certify that the management system of: 
Bionix, LLC 
 
Main Site: 1670 Indian Wood Circle 
 
Maumee, Ohio 43537 USA 
 

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

ISO 13485:2016 

The management system is applicable to: 

 

The design, manufacture and distribution of active and non-active 
devices for ENT, patient positioning devices, sterile shielding devices 
for wound care, sterile and non-sterile devices for patient skin 
marking, and sterile devices for suture removal. The distribution of 
suction pumps. 

Certificate Number: 

0151784 

Revision Level: 03 

Initial Certification Date: 

July 11, 2022 

Date of Certification Decision: 

April 8, 2025 

Issuing Date: 

April 8, 2025 

Valid Until: 

April 24, 2028 

 

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-16.Jan.25 

 
 
Intertek Testing Services NA, Inc. dba Intertek 
4700 Broadmoor SE, Suite 200 
Kentwood, Michigan 49512, United States 


