	
	Application for a PMF 2nd step Notification 




This Notification is to be used for an application for a Plasma Master File (PMF) 2nd step procedure to be submitted to the European Medicines Agency in accordance with Commission Directive 2003/63/EC of 25 June 2003 amending Directive 2001/83/EC.

Notification 

Product information

Product name(s)
:                     

MA/EU number(s):       
INN/Common name:       




EMEA number:      



eCTD sequence number:      
Marketing Authorisation Holder (MAH):      

Contact Person:      



Contact email:       
Rapporteur (name, Member State):       

Plasma Master File information 

PMF Ref. certificate number
:      
Date of the certification:      
PMF Holder      
Required statements (Tick where appropriate)

1. 
 FORMCHECKBOX 

The PMF Certificate, Evaluation report and PMF dossier are fully applicable for the centrally 

authorised product(s). 

2. 
 FORMCHECKBOX 

The MAH is the PMF holder


 FORMCHECKBOX 

The MAH is different to the PMF holder

 FORMCHECKBOX 

Where the MAH is different to the PMF holder, The PMF holder has submitted the PMF Certificate, Evaluation report and PMF dossier to the MAH. 

3. 
The certified PMF (and its changes, when applicable) has

 FORMCHECKBOX 

a potential impact on the finished product

 FORMCHECKBOX 

no potential impact on the finished product

4.
 FORMCHECKBOX 

An expert statement on potential PMF impact/no impact on the finished product is attached

5. 
 FORMCHECKBOX 

The PMF Certificate, evaluation report and PMF dossier replace the previous PMF 
documentation for this Marketing Authorisation.

6. 
 FORMCHECKBOX 

The PMF Certificate, evaluation report and PMF dossier are available at the EMEA, and are therefore not attached to this 2nd step notification letter. However, on request, the PMF dossier will be sent to the EMEA within 48 hours.

7. 
Is albumin used as excipient?  FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

 FORMCHECKBOX 

If albumin as excipient is used, the MAH should tick this box confirming that the Marketing Authorisation complies with the requirement to keep plasma pool samples, batch records and Quality Control documentation related to the lots of Albumin (Human) used in the manufacture of concerned product(s) for at least one year after the maximum expiration date of the finished product. 

DECLARATION and SIGNATURE
Person authorised for 

communication on behalf of the applicant:
___________________________________________



 



Signature(s) 







     






Name







     






Place and date (dd-mm-yy)














































� In case of multiple application/several MAs within the same MAH, list all products here or attach the list to this Notification.


� Insert the full latest PMF certification issue number for which the 2nd step(s) applies for


� If this box has been ticked, the declaration below is mandatory.
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