
Notification procedure for
ADMINISTRATIVE CHANGES

Implementation
of the change

Notification of the change
by the applicant to the CMS via the R4PB 

with a proposal for a new RCP**

Validation of the change 
If the CMS has not expressed its 

disagreement within 30 days, it is deemed to 
have accepted the change

Rejection of 
the change

Change to the 
product 

authorisation

12 months max*

*/!\ For a change referred to in Section 1 of Title 1 of the Annex 
to the European Regulation (EU) No 354/2013, the notification 
must be submitted before its implementation

In application of the 
European Implementing 

Regulation (EU) No 
354/2013 and the decree

Payment
Of fees

30 days

RCP**: Résumé des Caractéristiques du Produit (Summary of Product 
Characteristics in French)


