
 

This is to certify that the management system of: 
The Hygenic Company, LLC 
 
Main Site: 1245 Home Avenue, 
Akron, Ohio, 44310, United States 
 
Additional Site:  HCM - Hygenic Corporation (M) Sdn. Bhd. 
Lot 6, Lorong Bemban 2, Bemban Industrial Park,  

Batu Gajah Perak, 31000, Malaysia 

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

ISO 13485:2016 

The management system is applicable to: 

 

Main Site:  The design and manufacture of exercise devices, tourniquet 

straps and elastic bandages; design of athletic tape, splinting, non-

powered mobility products, and athletic braces; manufacture of dental 

dams for medical device applications. 

Additional Site:  The Manufacture of rubber sheeting, tubing, and dental 

dams for medical device applications. 

Certificate Number: 

0118278-02 

Initial Certification Date: 

2021-10-07 

Date of Certification Decision: 

2024-10-04 

Issuing Date: 

2024-10-04 

Valid Until: 

2027-10-06 

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

 


