
 

 

 Item to be 

Changed 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Documents  

and Information to  

be Submitted 

C
hinese product nam

e 

E
nglish product nam

e 

L
abels, Instructions, or P

ackaging 

Ingredients, M
aterials, S

tructures, S
pecifications, or M

odel num
ber 

E
ffectiveness, Intended U

se, or Indication 

N
am

e of the M
anufacturer 

A
ddress of the M

anufacturer or C
ountry of M

anufacture 

L
icense H

older 

N
am

e of the L
icense H

older 

R
e-issuance or R

eplacem
ent of a L

ost or D
am

aged L
icense 

M
anufacturing license num

ber 

1 

Application form 

for change of 

medical device 

license 

       

 

Note 

9 

   

2 

Application form 

for medical 

device 

registration and 

market approval 

         

 

Note 

13 

 

3 Original license          

 

Note 

14 

 



4 

Copy of the 

originally 

approved labels, 

instructions, or 

packaging 

stamped with 

tally impression 

of the central 

competent 

authority 

   

 

Note 

2 

     

 

Note 

15 

 

5 
,

 

   

 

Note 

3 

     

 

Note 

16 

 

6 

 

     

 

Note 

5 

 

Note 

5 

 

Note 

10 

 

Note 

12 

  

7 

Original of the 

manufacture and 

free sale 

certificate of the 

country of origin 

 

 

Note 

1 

 

 

Note 

4 

 

Note 

4 

 

Note 

4 

 

Note 

6 

    

8 

 

   

 

Note 

4 

 

Note 

4 

 

Note 

4 

 

Note 

4 

 

Note 

11 

   

9 

Document 

verifying that 

medical device 

manufacturer 

conforms to the 

Medical Device 

Quality 

Management 

System 

Regulations 

           



10 

Test 

specifications and 

methods of 

preclinical testing 

and quality 

control conducted 

by the original 

manufacturer, the 

original test 

records, and the 

test reports 

   

 

Note 

3 

  

 

Note

7 

Note 

8 

    

11 

Documents 

relating to 

product 

structures, 

materials, 

specifications, 

functions, 

intended uses, 

and drawings 

   

 

Note 

3 

  

 

Note

7 

Note 

8 

    

12 
 

   

 

Note 

3 

       

13 

Radiation safety 

information for 

equipment 

generating 

ionizing radiation 

   

 

Note 

3 

       

14 

Original of the 

letter that 

explains the 

change 

   

 

Note 

3 

       

15 

Comparison table 

of changed and 

originally 

approved content 

   

 

Note 

3 

       



16 

Transfer 

statement co-

signed by the 

transferor and 

transferee 

           

17 

Statement from 

the medical 

device firm 

receiving the 

transferred 

license 

(transferee) 

affirming the 

responsibility for 

the transferred 

medical device 

           

18 

Statement 

from the medical 

device firm after 

name change 

affirming the 

responsibility for 

every item on the 

changed license 

           

19 

Statement 

claiming that 

change in the 

name of a 

medical device 

firm holding the 

medical device 

license does not 

involve transfer 

of rights 

           

20 

Other documents 

and information 

designated by the 

         

 

Note 

17 

 



 

 

I. 

 

II. 

 

 

1. 

 

2. 

 

3.  

4. 

 

5. 

 

6. 

central competent 

authority 

21 
Samples for 

testing 
   Note 

18 

  Note 

18 

    



 

7. 

 

8. 

 

9. 

 

10.  

11. 

 

12. 

 

13. 

 

14.  

15. 

 

16. 



 

17. 

 

18. 

 

  




