Reference Member State

End of Renewal Procedure 

1. This document is sent by
	RMS 

	     

	
Contact point project team leader 

Phone 

E-mail address 

	
     
(      
(      

	
Date/Day of procedure 

	
     


2. Product related information
	Name of the product in the RMS 

	     

	Name of the active substance 

	     

	Applicant 

	     

	Procedure number 

	     

	Date of first authorisation 

	     

	International/European birth date 

	     

	Common renewal date 

	     


3. Recommendation
a) The product is:

Renewable

 FORMCHECKBOX 

Not Renewable

 FORMCHECKBOX 

b) Validity of renewal:

The renewal can be granted with unlimited validity

 FORMCHECKBOX 

One additional five-year renewal is required

 FORMCHECKBOX 

c) Changes in the SPC, labelling or PL:

During the renewal procedure it was agreed that the MAH will submit a variation to amend the SPC, PL or labelling

Yes

 FORMCHECKBOX 

No

 FORMCHECKBOX 

d)
The next PSUR should be submitted within 60 days from the next data lock point (DLP) <fill in date> 

4. Attached documents
Please find attached the following documents:

Approved SPC

 FORMCHECKBOX 

Approved PL

 FORMCHECKBOX 

Approved labelling

 FORMCHECKBOX 
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