
Appendix 9 
Technical Documents for the Application of Drug Review and Registration of 

API 

Documents should be submitted Common API 
API for Exportation 

Non-counter 
service 

Counter 
service 

Checklist for the documents of API 
application via counter service 

╳ ╳ ○ 

Information of the organization and personnel 
of the site concerning the technical 
documents   

△ ○  ╳
*2
 

Background information of the final products 
and the basis of manufacturing methods  

△ ○  ╳
*2
 

Manufacturing and control data △ ○  ╳
*2
 

Specifications, testing equipment, testing 
methods and testing records 

○ ○  △
*3
 

Stability study data △  ○
*1
  ╳

*2
 

 
Note: 
○:  submission is a must; ╳: submission is not necessary; △: on a case-by-case 

basis 
*1  The applicant agrees to submit the data of the 3-month 40℃ accelerated stability 

study within three months after the license is collected.  Other stability study 
data should be retained by the applicant for future inspection. 

*2  The document does not need to be submitted with the application; but, the 
applicant should retain related data for future inspection.  

*3 The applicant only needs to submit testing specifications, methods and results.  
Though other documents do not need to be submitted, they should be retained 
for future inspection.  

 
 


