Annex II

Standard form to be sent by the RMS to the MS of the ERP

[Before sending the request, the RMS will complete the form with the information available to him]

	RMS
	     

	Contactpoint projectteam leader (name/E-mail/phone)
	     
(
     
·      

	Date of request
	     

	MRP/DCP-Number of the Application referring to the ERP
	     

	CMS where application is submitted
	     

	Information on the ERP

	MS of the ERP
	     

	Name of ERP
	     

	MAH of ERP
	     

	MA-Number of the ERP
	     

	Are the legal requirements for the use as RMP fulfilled
 (Yes/No)?

If ‘Yes’, from which date on?
	     
     

	Authorisation valid? If not, expiry date
	     

	Withdrawal reason?
	     

	Full composition of RMP
	see Annex

	Other information
	     


� Please see: Q&A on Generic Applications No 6 - Is a medicinal product authorised in a Member State prior to its accession to the EU eligible to be reference medicinal product? How do the data protection rules apply? (http://www.hma.eu/210.html)





