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Variation Application Form for Supplementary Consultation by a Notified Body on an Ancillary Medicinal Substance in a Medical Device
Send this form with accompanying documentation via CESP 


	
	1. Date of request

	
	
Click here to write date




	2. Application details

	2.1 Name/type of medical device
Click here to write text


	2.2 Ancillary medicinal substance(s)



	2.3 Strength/amount in medical device
- If different variants, please add them here:






	3. Notified Body

	3.1 Name
Click here to write text


	3.2 Person authorized to communicate on behalf of notified body    
Click here to write text


	3.3 Street address    



	3.4 Postal code and city
Click here to write text


	3.5 Country
Click here to write text


	3.6 E-mail
Click here to write text


	3.7 Telephone number
Click here to write text


	3.8 Billing address (if different from above)
Click here to write text


	3.9 CVR number of billing address (if Danish)
Click here to write text


	3.10 Purchase order number (if relevant)
Click here to write text




	4. Applicant for device approval (for CE-marking)

	4.1 Name
Click here to write text


	4.2 Contact person
Click here to write text


	4.3 Address
Click here to write text


	4.4 Country
Click here to write text




	5. Description of changes

	Present
Click here to write text


	Proposed
Click here to write text




	6. Comments

	Click here to write text




	7. Signature

	7.1 Signature
Click here to write text


	7.2 Name of company
Click here to write text


	7.3 Name in printed letters
Click here to write text


	7.4 Date
Click here to write date
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