
   

 

 

Mikael Hagelin 
Certification Authority, Intertek Medical 

Notified Body AB 

 

Intertek Medical Notified Body AB 

P.O. Box 1103, SE-164 22 Kista, Sweden 

This is to certify that the management system of: 

Graphic Controls 
Acquisition Corp. dba 
Nissha Medical 
Technologies 
 
Main site: 400 Exchange St, Buffalo, New York 14204, United States 

has been registered by Intertek as conforming to the requirements of 

EN ISO 13485:2016 

The management system is applicable to: 

The design, development, and manufacture of medical recording charts, 

leadwires, ECG electrode families. 

Design of defibrillator pads. 

Repacking and relabelling of tympanostomy tubes 

 

 

*Previously certified by Intertek Certification AB to date 6 November 2020 

 

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.   

Certificate Number: 

0107117 

Revision: 

06 

Initial Certification Date: 

25 May 2017* 

Date of Certification Decision: 

30 December 2024 

Certificate Valid Date: 

30 December 2024 

Certificate Expiry Date: 

29 December 2027 

 

 

 

 

 

 

 

 


