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	IRISH MEDICINES BOARD

REQUEST FOR CLASSIFICATION OF A HUMAN MEDICINE


When completing this form, reference should be made, where appropriate, to the IMB Guideline Definition of a Medicinal Product and to accompanying documentation as requested in Section (c). If there is not enough space in the boxes provided, please attach any relevant documentation to this form.

	
	IMB USE ONLY

	(a) Administrative information
	Product Name: ___________________________

Date Rec: _______ Reference No: __________


	1.
	Date of submission for review of classification
	     


	2. 
	Name and address of organisation making this application
	Name:  


	     

	
	
	Address:  


	     



	3. 
	Applicant’s contact details
	Name and Address:
	     


	
	
	Telephone Number:
	      Contact Person:      


	
	
	Fax Number:  
	     


	
	
	Email Address: 
	     



	4. 
	Manufacturer’s name and address including site where the manufacture of the product is taking place (where different from 3 above).
	Name:  
	     

	
	
	Address:  


	     



	5. 
	Manufacturer’s contact details
	Telephone Number:

	     


	
	
	Fax Number:  

	     


	
	
	Email Address:  

	     



	6. 
	If the manufacturer is not based in a member state of EEA  name and address of local representative in the EEA
	Name:  

	     

	
	
	Address:  


	     



	7. 
	State telephone number, fax number and email address of local EEA representative
	Telephone Number:


	     


	
	
	Fax Number:  
	     

	
	
	Email Address:  


	     



(b) Product information

	8. 
	Name of product
	     



	9. 
	Description of product

(state all forms and presentations)
	     



	10. 
	Composition of product

(with specific reference to active ingredients where possible)


	     



	11. 
	Intended use of product
	     


	12. 
	Is the product novel?
	     


	13. 
	New intended use for existing product
	     


	14.
	What are the product label claims?
	     


	15. 
	Is the product approved by any other regulatory agency?
	     


	16. 
	Are there similar products on the market?
	     


	(c) Documentation to be attached and page reference 

	
	
	Page(s) - Range

	17. 
	Product label, package leaflet and instructions for use
	     


	18. 
	Any promotional/advertising material including reference to websites
	     


	19. 
	Provide any relevant scientific or other literature supporting the product and its intended use.
	     


	20. 
	Sample of the product
	     


	(d) Fees



	Refer to ‘Guide to Fees for Medicinal Products for Human Use’ on the IMB website for fees and methods of payment.
If method of payment is by cheque, submit the cheque with this application form, made payable to the Irish Medicines Board.

Enter fee submitted: €      



	(e) Signed for on behalf of <Company Name>


	I, (please print full name in block capital letters)
____________________________________________________________
	

	
	

	Certify that the information and documentation submitted with this application is correct in detail and all the information requested has been supplied.

	Signed:
	
	Date:
	

	
	
	

	Position:
	     
	(Print)
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