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	APPLICATION FORM
APPLICATION FOR CONSULTATION BY A NOTIFIED BODY ON AN ANCILLARY MEDICINAL SUBSTANCE IN A MEDICAL DEVICE



This form should only be used for national scientific consultations.

For consultations requested through the EMA, the application form available at the EMAs website should be used.

	Dnr. assigned by the MPA for the request of scientific consultation 
	[bookmark: Text24]119:     



	1. APPLICATION PARTICULARS



	1.1. Name/type of medical device
	[bookmark: Text2]     

	1.2. Ancillary medicinal substance(s)
	[bookmark: Text3]     

	1.3. Strength/amount in medical device
	[bookmark: Text4]     



	1.4. Applicant for the device approval

	Name
	[bookmark: Text5]     

	Address
	[bookmark: Text6]     

	Country
	[bookmark: Text7]     

	Telephone
	[bookmark: Text8]     

	Fax
	[bookmark: Text9]     



	1.5. Notified body

	Name 
	[bookmark: Text10]     

	Address
	[bookmark: Text11]     

	Country
	[bookmark: Text12]     

	Telephone
	[bookmark: Text13]     

	Fax
	[bookmark: Text14]     



	1.6. Person authorized to communicate on behalf of notified body

	Full names
	[bookmark: Text15]     

	e-mail address
	[bookmark: Text16]     



	2. MANUFACTURER(S) OF THE ANCILLARY MEDICINAL SUBSTANCE



	2.1 Manufacturing site(s) - add further copies of this section if needed

	Name 
	[bookmark: Text17]     

	Address
	[bookmark: Text23]     

	Country
	[bookmark: Text19]     

	Telephone
	[bookmark: Text20]     

	Fax
	[bookmark: Text21]     



	3. CLASSIFICATION OF APPLICATION 



	[bookmark: Kryss1]|_| New active substance (NCE) in SE

	|_| Known active substance within a new therapeutic area

	|_| Known active substance in an established therapeutic area

	|_| Variation - major

	|_| Variation - minor
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