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4. 2025/0542/BE - C10P - Pharmaceuticals



5. Decision extending submission of the export of the medicinal products Zypadhera 405 mg prolonged
release suspension for IM injection (pulv. + solv.) vial 405 mg + 3 ml, Zypadhera 300 mg prolonged release
suspension for IM injection (pulv. + solv.) vial [...]

6. The medicinal products Zypadhera 405 mg prolonged release suspension for injection (pulv. + solv.) vial
405 mg + 3 ml, Zypadhera 300 mg prolonged release suspension for IM injection (pulv. + solv.) vial 300 mg
+ 3 ml and Zypadhera 210 mg prolonged release suspension for IM injection (pulv. + solv.) vial 210 mg +

3 mi

8. The draft extends an authorisation requirement 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, subparagraph 2, of the Law of 25 March 1964 on medicinal
products, Article 4(1), (2), first subparagraph, and (3), first subparagraph. Prior authorisation for a specific
period (i.e. the duration of the notified planned unavailability period), namely until 31/03/2026.

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

This draft will enter into force through its publication in the Moniteur belge (national gazette) on 01/01/2026 in
order to ensure continuity with the decision notified under 2025/0137/B, which expires on 31/12/2025.

10. References to basic texts: 2025/0317/BE

The basic texts were forwarded with an earlier notification:
2025/0317/BE

11. No

12.

13. No

14. No

15. No

16.
TBT aspects: No

SPS aspects: No
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