
 
 

 
    Application 

     Category 
 
 
 
 
Documents and 
Information to be 
Submitted  

Class 2 
Medical Devices 

Class 3 
Medical Devices 

Same Product with 
Different Product 

Names 

Exclusively 
for Export 

Manufacture Import Manufacture Import Manufacture Import Manufacture 

1 

Application 
form for 
medical device 
registration and 
market approval 

       

2 

Two copies of 
draft labels, 
instructions, or 
packaging 

       

3 

 
       

4 

Original of the 
manufacture and 
free sale 
certificate of the 
country of 
origin 

       

5 

Original of the 
foreign original 
manufacturer 
authorization 
letter 

       

6 

Document 
verifying that 
medical device 
manufacturer 
conforms to the 
Medical Device 
Quality 
Management 
System 
Regulations 

       



7 

Test 
specifications 
and methods of 
preclinical 
testing and 
quality control 
conducted by 
the original 
manufacturer, 
the original test 
records, and the 
test reports 

       

8 

Documents 
relating to 
product 
structures, 
materials, 
specifications, 
functions, 
intended uses, 
and drawings 

       

9 
Clinical 
evidence 
information 

       

10 

Radiation safety 
information for 
equipment 
generating 
ionizing 
radiation 

       

11 

Essential 
Principles (EP) 
of Safety and 
Performance of 
Medical Devices 
and Summary 
Technical 
Documentation 
(STED) 

       

12 

Original of the 

letter explaining 
that the product 
is the same 
product with 
different product 
names 

       



13 

Copy of the 
originally 
approved labels, 
instructions, or 
packaging 
stamped with 
tally impression 
of the central 
competent 
authority 

       

14 

Copy of the 
originally 
approved 
medical device 
license 

       

15 

Other 
documents and 
information 
designated by 
the central 
competent 
authority 

       

16 
Samples for 
testing 
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