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Notification — Notification — Notifzierung — Hotudwmkaumst — Oznameni — Notifikation — N'vwoToTroinon —
Notificacion — Teavitamine — [Imoitus — Obavijest — Bejelentés — Notifica — PraneSimas — Pazinojums —
Notifika — Kennisgeving — Zawiadomienie — Notificagdo — Notificare — Oznamenie — Obvestilo — Anmalan —
Fogra a thabhairt

Does not open the delays - N'ouvre pas de délai - Kein Fristbeginn - He ce npegswxaa nepnog Ha
npekbcBaHe - Nezahajuje prodleni - Fristerne indledes ikke - Kapuia évapén mrpobeopiag - No abre el plazo -
Viivituste perioodi ei avata - Maaraaika ei ala tasta - Ne otvara razdoblje kasnjenja - Nem nyitja meg a
késéseket - Non fa decorrere la mora - Atidéjimai nepradedami - Atlik§anas laikposms nesakas - Ma jiftahx
il-perijodi ta’ dewmien - Geen termijnbegin - Nie otwiera opdznien - Nao inicia o prazo - Nu deschide
perioadele de stagnare - Nezacina oneskorenia - Ne uvaja zamud - Inleder ingen frist - Ni osclaionn sé na
moilleanna
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1. MSG 001 IND 2025 0421 BE EN 05-08-2025 BE NOTIF

2. Belgium

3A. FOD Economie, KMO, Middenstand en Energie

Algemene Directie Kwaliteit en Veiligheid - Dienst Verbindingsbureau - BELNotif
NG lll — 2de verdieping

Koning Albert ll-laan, 16

B - 1000 Brussel

be.belnotif@economie.fgov.be

3B. Federaal Agentschap voor Geneesmiddelen en Gezondheidsproducten
Afdeling Wetgeving en Geschillen

Galileelaan 5/03

1210 Brussel

ius@fagg-afmps.be

+32 2 528 40 00

4. 2025/0421/BE - C10P - Pharmaceuticals



5. Royal Decree establishing various provisions relating to narcotic drugs and psychotropic substances

6. Narcotic drugs and psychotropic substances (specifically those listed in Annex 4 - these are the purely
national additions)

8. A number of narcotic drugs and psychotropic substances will be added to the substances that fall under
the drug surveillance and control mechanisms. Some of these substances will be added pursuant to
international obligations and, as such, form an exception to the Regulation.

9. The control measures in question will target new psychoactive substances that pose a risk to public
health. We are of the opinion that it is possible to invoke Article 1a of Council Framework Decision
2004/757/JHA of 25 October 2004 laying down minimum provisions on the constituent elements of criminal
acts and penalties in the field of illicit drug trafficking, as it states that Member States may take action to
impose control measures on substances that do not fall under UN conventions on narcotic drugs and

psychoactive substances.

However, since the Council of State has ruled that a notification is still necessary (see the advice in annex
a), it is submitted herewith.

10. Numbers or titles of the basic texts: There are no basic texts.

11. Yes

12. Protection of public health - see technical annex

The Member States are also obliged to monitor such products - also see Article 1a Framework Decision
2004/757/JHA.

13. No

14. No

15. No

16.
TBT aspects: No

SPS aspects: No

kkkkhkkkkk

European Commission
Contact point Directive (EU) 2015/1535



email: grow-dir2015-1535-central@ec.europa.eu



