Dossier submission
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The submission of marketing authorisation applications is controlled by regulated, specific
procedures. To help you prepare the dossiers, this section answers the following questions:

- When must my application be submitted?

- Where should | submit my application?

- Who can apply for an MA?

- How does the procedure for products take place in France?
- What are the fees?

NB: Non-payment or incompleteness of a dossier shall be grounds for the rejection of an MA
application. Furthermore, applications relating to existing products must be submitted within
the timeframes imposed by the regulations. Any dossier arriving after the deadline date will be
refused.




