Manufacturer letter head

[To be printed on Company Letterhead of the product owner]
We [the licence holder/manufacturer, and its complete address] hereby declare that the product(s) subject to this application is/are being marketed without restriction in the countries listed in the following table.
Name of the medical device: _______________________
Brand or Trade Name of the device: _________________________
	S.No.
	Name of the Countries
	Year of start of marketability
	Registration status [registered or not] (provide the registration number if registered)
	Specify how the device got approval to be marketed if not registered

	1
	
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	…
	
	
	
	



[Please use separate page(s) and attach to this declaration letter if the listed countries are more than five].

I, the undersigned, am aware that making a declaration, which I know to be false, is an offence and violation of the Proclamation no. 1112/2019 and may result in the cancellation of registration of the above medical device.

[Full Name and Title of Senior Company Official]: ______________________
Position: _______________________

Signature: _____________________________
Date: _____________________________

[License holder/manufacturer Seal]:__________________

