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5. Decision extending the submission for export of the medicinal products Creon 25,000 300 mg
gastro-resistant gel capsules 200 and Creon 35,000 420 mg gastro-resistant gel capsules 200 intended for
the Belgian market with a prior authorisation.

6. medicinal products Creon 5000 601.2 mg/g gastro-resistant granules 20 g, Creon 10,000 150 mg 20 and
100 gastro-resistant gel capsules, Creon 25,000 300 mg 100 gastro-resistant gel capsules, Creon 35,000
420 mg 100 and 200 gastro-resistant gel capsules intended for the Belgian market;

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 in the Royal Decree of

19 January 2023 implementing Article 12f, Paragraph 2, of the Law of 25 March 1964 on medicinal products,
Article 4 Section 1, Section 2 and Section 3, Paragraph 1. A prior authorisation for a certain period (i.e. the
duration of the notified expected shortage period), specifically until 15/01/2027.

9. Fight against the unavailability of medicinal products in Belgium, in the swiftest and
most efficient way possible, with a view to ensuring the protection of public health.

10. References to basic texts: 2025/0420/BE,2024/0063/BE,2024/0637/BE

The basic texts were forwarded with an earlier notification:

2025/0420/BE

2024/0063/BE

2024/0637/BE

11. Yes

12. In order to prevent the worsening of unforeseeable unavailability following the distribution of the
medicinal product intended for the Belgian market to other Member States, the measure must take effect as
soon as possible. Furthermore, in order to ensure continuity with the previous publication, this must be
published in the Belgian Official Gazette on 16 January 2026. + see Annex A.

13. No

14. No

15. No

16.
TBT aspects: No

SPS aspects: No
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