Notification procedure for
ADMINISTRATIVE CHANGES

Payment
Of fees
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12 months max* 30 days

*m 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

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

In application of the
European Implementing
Regulation (EU) No
354/2013 and the decree




