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4. 2024/0266/BE - C00P - PHARMACEUTICAL AND COSMETICS

5. Royal Decree amending the Decree of the Regent of 6 February 1946 regulating the storage and sale of poisonous and
toxic substances

6. the supply of the products indicated in the Decree of the Regent – (pseudo)ephedrine and fusidic acid – subject to
prescription

7.

8. An amendment to the Decree of the Regent of 6 February 1946 regulating the storage and sale of poisonous and toxic
substances in order to change the status of ephedrine- and pseudoephedrine-based substances from ‘free supply: TF’ or
‘upon written request: TD’ to ‘with a medical prescription’.

9. The aim is to make the supply of the products indicated in the Decree of the Regent subject to prescription, for several
reasons.

- For (pseudo)ephedrine, risks related to its use were identified.
- The above product may also be used as a drug precursor (psychotropic or narcotic drugs).

- For fusidic acid, the product is an important antibiotic, which is currently freely supplied for external use (ointments).
This poses risks, given the fact that the product is used freely and bacteria develop resistance (AMR) to the product. It is
therefore imperative to make its supply subject to prescription.

10. References to reference texts: There are no reference texts

11. No

12.

13. No

14. No

15. No

16.
TBT aspects: No

SPS aspects: No
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