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4. 2025/0143/BE - C10P - Pharmaceuticals



5. Decision extending subjection of the export of medicinal products Mimpara 30 mg film. tabl. 28 and
Mimpara 60 mg film. tabl. 28 intended for the Belgian market to prior authorisation

6. medicinal products Mimpara 30 mg film. tabl. 28 and Mimpara 60 mg film. tabl. 28

7. 
 

8. The draft extends an authorisation obligation for the export of a specific medicinal product intended
for the Belgian market in the event of unavailability, under the conditions laid down by the Royal Decree of
19 January 2023
implementing Article 12f(2) of the Law of 25 March 1964 on medicinal products, Article 4,
§1, §2(1) and §3(1). Prior authorisation for a certain period (i.e. the
duration of the envisaged period of unavailability notified), notably until 29 September 2025.

9. Countering the unavailability of medicinal products in Belgium, in the most effective and
fastest way possible, with a view to ensuring the protection of public health.

10. References to reference texts: 2024/0454/BE

The reference texts must be sent within the framework of the previous notification: 
2024/0454/BE

11. Yes

12. In order to avoid worsening of the unpredictable unavailability following the distribution of the medicinal
product intended for the Belgian market to other Member States, it is essential that the measure be
applicable as soon as possible. It will enter into force by publication in the Belgian Official Gazette on 1 April
2025, with a view to ensuring continuity of extension with the expiry of the old decision submitted to TRIS
(2024/0454/B).

13. No 

14. No

15. No

16. 
TBT aspects: No  

SPS aspects: No 
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