
Purely Subsequent New Drugs 

Review process for Drug Substance /Drug Product approved by DCG(I) 

within a period of four years from the date of its first approval. 

Issue BE study NOC to 
Applicant (If Required) 

Review of BE Report Conduct  Inspection (If 

required) 

IPC test report with 

compliance to Specification 

 

 
Final approval in 

Form CT-20 – For Import & marketing of Drug Product 
Form CT-23 – For Manufacturing & marketing of Drug 

Product CT-19 – For Import & marketing of Drug Substance 
Form CT-22 – For Manufacturing & marketing of Drug 

Substance 

Yes 

 
Review of CMC 

Data 

Satisfactory CMC 

data 

Application verified 

for completeness 

                   Submission of application on Form 

CT21/Form CT-18 along with Fees 

Query raised 
No 

IPC NOC to Applicant 

Applicant 


