
Approval process for Drug product already approved by DCG(I) which is now 

proposed to be marketed with modified or new claims namely Indications, 

Dosage, Dosage Form (Including sustained release dosage form) & route of 

administration. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Applicant 

Submission of application on Form-44 along 

with Fees 

Application verified 

for completeness 
Deficiency Letter 

Review of CMC 

Data 
IPC NOC to Applicant 

SEC’s Review on 

Clinical Aspects & 

approval of CT/BE 

protocols and Reports 

 

Recommendation 

Compliance (If any) 

 

Satisfactory CMC 

data 

IPC test report with 

compliance to Specification 

Conductance of Inspection 

(If required)  

Final approval in 

 Form 45 – For Import & marketing of Drug Product 
Form 46 – For Manufacturing & marketing of Drug Product 

Substance 
 

No 

Yes 

Recommendations to 

Firms 

 


