Template for the e-Submission of PSURs and Annual Safety Reports

The following table should be completed and added to  the folder “additional data” ( module 1):

	Medicinal Product (mention all forms/strengths / … concerned and all MA numbers concerned; identify parent and child dossiers)
	     

	Applicant 
	     

	Marketing Authorisation Holder
	     

	Dossier Type
	 FORMDROPDOWN 


	Procedure
	 FORMDROPDOWN 


	Procedure Role (for Belgian Health Authorities)
	 FORMDROPDOWN 


	Sequence Number PSUR/ASR (since first authorisation in Belgium)
	     

	PSUR/ASR Period - Begin (dd/mm/yy)
	     

	PSUR/ASR Period - End (dd/mm/yy)
	     

	Entry Date (dd/mm/yy) (= submission date)
	     

	Variation simultaneously submitted
	YES/NO

	Language
	 FORMDROPDOWN 


	Contact Person (incl. e-mail, for correspondence during the procedure)
	     

	Local QP pharmacovigilance (incl number at DGG)
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