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4. 2025/0167/BE - C10P - Pharmaceuticals



5. Royal Decree amending the Royal Decree of 21 January 2009 laying down instructions for pharmacists

6. Naloxone-based nasal sprays

8. The purpose of the draft is to allow pharmacists to dispense nasal sprays to doctors in charge of reception
centres for ‘drug addicts’ (a term still used in our legislation), upon presentation of an order form.

The products in question are subject to prescription in Belgium, and can normally only be dispensed to
patients who are known in advance. Here, we clarify the content of the doctor’s ‘emergency kit’ by
specifically mentioning the product in question, in order to permit dispensing directly to the prescriber.

9. The draft concerns the rules for the dispensing, by pharmacists, of medicinal products subject to medical
prescription. In addition, the draft is limited to use of the doctor's emergency kit. Also, as the product is
subject to medical prescription (in the broad sense), its intra-European trade is already severely limited
(requirement for a written prescription or request, prohibition of Internet sales) and prescription can, with the
exception of the minimum content of individual prescriptions, be regulated at national level.

Thus, we are not imposing any measures that have an impact on trade, but we are only explicitly allowing
trade, at national level, to take place on the basis of an ‘order form’ (which should be understood to mean a
medical prescription without mention of an individual patient).

10. References to basic texts:

11. No

12.

13. No

14. No

15. No

16.
TBT aspects: No

SPS aspects: No
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