
Grant of Establishment License to Manufacture Medical Devices

(For complete Process Description, Checklist and relevant Forms Click Here)

Establishment/Applicant DRAP

Incomplete

Prepare application for grant of 
establishment license on Form 1

Return with Observations/
Shortcomings

Receive License to 
Manufacture Medical Devices 

(Form 3)

Medical Device Board reviews the 
case and forms an inspection panel

Scrutinize the 
application along 
with documents

Rejected Approved Deferred 

Issue Rejection 
Letter

Issue License to Manufacture 
Medical Devices (Form 3)

Receive Rejection Letter

Submit Application along 
with documents

Complete

Firm submits application within 60 
days against decision of Medical 
Devices Board to the Appellate 
Board.

Inspection 
Report placed in 
Medical Devices 

Board

Submit Fee Challan

Inspection Panel visits the site and 
prepares inspection report


	Grant of Establishmnet License to manufacture Medical Devices.vsdx
	Page-1


