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Reference Member State

Day 120 End of Procedure
1. This document is sent by:
	RMS
	     

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

	Date/Day of procedure
	     


2. This document concerns:


	Name of the product in the RMS
	     

	Name of the active substance
	     

	Applicant
	     

	Procedure number
	     


3. Conclusions at Day 120
3.1 Conclusion of the RMS

Our conclusion is that the product is 

Approvable








 FORMCHECKBOX 

All Concerned Member States are in agreement with the RMS




4. Attached documents
Please find attached 

the approved SPC







 FORMCHECKBOX 

the approved PL







 FORMCHECKBOX 

the approved labelling







 FORMCHECKBOX 

the Final Assessment Report (list of commitments are included)


 FORMCHECKBOX 

the approved specifications 






 FORMCHECKBOX 

5. Renewal Date and PSUR-cycle
The international birth date (IBD) is known
 FORMCHECKBOX 


This means that the renewal date is       (to be filled in by the RMS)
The international birth date (IBD) is unknown
 FORMCHECKBOX 

The applicant is requested to inform as soon as possible the RMS and CMSs of the date of granting of the first marketing authorisation in the EU.

The PSUR submission cycle is       (to be filled in by the RMS) 
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