
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Registration of Generic Drugs Review Timeline  

Notice for RTF  Notice for licensure (or Disapproval), or Review 

results 

Notice for 

Deficiency/Inquiry  

※ If the submission is incomplete, the Refuse to File notice will be issued within 14 days.  

※ Supplement preparation to inquiry is not included in the above timeline. In addition, the review timeline is adjustable based on 
available review staff and number of cases. 

1 month 2 months 3 months 4 months 5 months 6 months 7 months 

Labeling Review and License 

Preparation 

(90 days) 

(14 days) 

(90 days) 

(14 days) 

(105 days) 

(120 days) 

(160 days) (180 days) 

(190 days) (210 days) 

(150 days) (180 days) 

(180 days) 


