
DCG(I) approval process for Drug Substance / Drug Product  
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FINAL APPROVAL 

Form 45 - Permission to import finished formulation of a 

new drug 

Form 46 - Permission / Approval for manufacture of a         

new drug formulation 

Form 45A - Permission to import raw material                 

(new bulk drug substance) 

Form 46A- Permission / Approval for manufacture of raw 

material (new bulk drug substance) 

 Deficiency  

IPC Testing NOC to 

Applicant 

Permission for 

conduct BE      

(if required) 

 

Review of BE/CT Report 

IPC Test Report 

with compliance to 

Specification 

Regulatory Evaluation 

of Application 

Review of CMC 

Data 

Satisfactory BE/CT Data 

Permission for 

conduct CT    

(if required) 

 

Subject Expert Committee (SEC) 

Review 

NOC for BE/CT  

 

Note: BE-Bioequivalence; CMC-Chemistry & Manufacturing Control; CT-Clinical Trial; SEC-Subject Expert Committee;                    

NOC-No Objection Certificate; IPC-Indian Pharmacopeia Commission 

 


