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         Application Form for Exemption from Registration for Medical Devices

	S. No.
	Title
	To be completed by the applicant

	1
	Applicant Details

	
	Company Name
	 Click or tap here to enter text.
 

	
	Physical address 
	 Click or tap here to enter text.
 

	
	Postal address
	Click or tap here to enter text.

	
	Telephone
	Click or tap here to enter text.

	
	Email
	Click or tap here to enter text.

	
	Contact Person Name
	Click or tap here to enter text.

	
	Position in the company
	 
 Click or tap here to enter text.

	2
	Type of Establishment (Choose an item from drop down) 

	
	Choose an item.

	3
	Local Representative Person/ Company (If Different from Applicant)

	
	Name of Company/Person
	 Click or tap here to enter text.
 

	
	Physical address
	 Click or tap here to enter text.
 

	
	Postal address
	Click or tap here to enter text.

	
	Telephone
	Click or tap here to enter text.

	
	Email
	Click or tap here to enter text.

	
	Contact person in the company
	 
 Click or tap here to enter text.

	4
	Manufacturer of the Product

	
	Company Name
	 Click or tap here to enter text.
 

	
	Physical address 
	 Click or tap here to enter text.
 

	
	Postal address
	Click or tap here to enter text.

	
	Telephone
	Click or tap here to enter text.

	
	Email
	Click or tap here to enter text.

	
	Contact Person Name
	Click or tap here to enter text.

	
	Manufacturing site address
	Click or tap here to enter text.

	5
	Details of the Product

	
	Device Category (Choose an item from drop down)
	Choose an item.
	
	Name of the product (generic/common name)
	Click or tap here to enter text.

	
	Brand Name
	Click or tap here to enter text.
 

	
	Intended use of the product
	Click or tap here to enter text.

	
	For Research Purpose only
	Choose an item.
	
	Intended user (Choose an item from drop down)
	Choose an item.
	
	Instruction for Use attached? (Choose an item from drop down)
	Choose an item.

	
	Risk Classification (Choose an item from drop down)
	Choose an item.
	
	GMDN CODE
	Click or tap here to enter text.

	
	GMDN Category (Choose an item from drop down)
	Choose an item.
	
	Has Medical Device System? (Choose an item from drop down)
	 
Choose an item.

	
	If Yes, specify
	Click or tap here to enter text.

	
	Has Medical Device Group/IVD Cluster? (Choose an item from drop down)
	Choose an item.
	
	If yes, specify
	Click or tap here to enter text.

	
	Has Medical Device Family/ Series? (Choose an item from drop down)
	Choose an item.

	
	If Yes, specify 
	Click or tap here to enter text.

	
	Has Reagent/Accessories? (Choose an item from drop down)
	 
Choose an item.

	
	If Yes, specify
	Click or tap here to enter text.

	
	Label Attached? (Choose an item from drop down)
	Choose an item.
	
	Declaration of Conformity Attached? (Choose an item from drop down)
	Choose an item.
	
	Indicate product lifespan
	Click or tap here to enter text.

	
	Software version if applicable
	Click or tap here to enter text.

	
	Country of Origin 
	Click or tap here to enter text.

	
	Quantity Required 
	Click or tap here to enter text.

	
	List of standards product complies (Attach copy of standards)
	Choose an item.
	6
	Regulatory status in other countries

	
	List of countries in which the product has been registered/approved.
	Click or tap here to enter text. 

	7
	Declaration by Applicant

	
	I, the undersigned, certify that all the information in the accompanying documentation concerning an application for exemption from registration of the medical device is correct and true, and reflects the total information available. I further confirm that the information referred to in my application file is available for verification

	
	Name 
	Click or tap here to enter text. 

	
	Position in company
	Click or tap here to enter text. 

	
	Date (Choose a date from drop down)
	Click or tap to enter a date. 

	
	Signature (initial/ digital)
	Click or tap here to enter text. 
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