
 

 

   Application Category 

Item 
Manufacture Import 

1 
Application form for Class 1 medical device 

registration and market approval 
  

2 Copy of the medical device business permit   

3 

Document verifying that medical device 

manufacturer conforms to the Medical Device 

Quality Management System Regulations 

  

4 
Instructions of product from the original 

manufacturer 
  

5 
Test specifications and methods for preclinical 

testing and the test reports 
  

6 
Other documents and information designated by the 

central competent authority 
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