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Specification Change Notice 
 
1. Applicant (member only) 

1 Company name  

2 Representative Sign   

3 
Person 

in 
charge 

Division/position  
Name  

Phone number  
E-mail address  

 
2. Product concerned 

1 Product name  

2 Model no.  

3 
Distribution 

classification 
□ Post-market  □ Pre-market 

4 Date of certification  

 
3. Content of change 

Change  
Classification of specification 

change in accordance with the 
main document, 2.9 on page 19 

Change Level Reapplication Applicability 

1 
Change in the marketing 
guidelines 

Minor Not necessary  

2 
Important change in the 
marketing guidelines 

Change in key items that may 
impact the operation and 
purpose 

Necessary  

3 
Minor change in technical 
requirements 

Minor Not necessary  

4 
Important change in 
technical requirements 

Change in key items that may 
result in performance change 

Necessary  

 


