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1. MSG 001 IND 2025 0032 ES EN 23-01-2025 ES NOTIF

2. Spain

3A. Ministerio de Asuntos Exteriores, Unién Europea y Cooperacion

Direccién General de Coordinacién del Mercado Interior y Otras Politicas Comunitarias

Subdireccion General de Asuntos Industriales, Energéticos, de Transportes y Comunicaciones, y de Medio
Ambiente

Plaza Marqués de Salamanca 8, 28006 Madrid

email: d83-189@maec.es

3B. Ministerio de Sanidad

AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
DEPARTAMENTO DE PRODUCTOS SANITARIOS

C/CAMPEZO 1 28022 MADRID

TLF: 918225261

FAX:918225289

Correo electrénico: mibarra@aemps.es



4. 2025/0032/ES - COOP - PHARMACEUTICAL AND COSMETICS

5. Draft Royal Decree establishing the conditions for the preparation and dispensing of standardised master
formulas for cannabis preparations.

6. Elaboration and dispensing of standardised master formulas for cannabis preparations.

8. Article 1 sets out the subject matter and scope of this Royal Decree.

Article 2 defines a series of terms necessary for the understanding of what is being legislated.

Article 3 sets out the conditions for the control of cannabis as narcotic substance listed in Schedule | to the
Single Convention on Narcotic Drugs of 1961.

Article 4 establishes the conditions for the monograph to which the standardised master formulas for
cannabis preparations must conform.

Article 5 sets out the obligations of pharmaceutical laboratories manufacturing standardised cannabis
preparations.

Article 6 regulates the registration of standardised cannabis preparations.

Articles 7, 8, and 9 regulate the prescription of standardized master formulas for cannabis preparations,
processing, and dispensing.

Article 10 regulates drug safety monitoring, establishing the need for health professionals to report
suspected adverse reactions to the aforementioned master formulas to the Autonomous Centre for Drug
Safety Monitoring corresponding to their field of care.

9. This draft Royal Decree establishes the conditions for the prescription, preparation, dispensing, and use of
standardised master formulas for cannabis preparations. Likewise, it establishes a register for standardised
cannabis preparations used in the elaboration of these master formulas, in order to guarantee their quality.

In the preparation of this draft, the different normative regulations on the regulation of medical cannabis in
countries of the European Union (France, the Netherlands, the Czech Republic, Croatia, Portugal, Italy,
Germany...) and in third countries (Switzerland, Israel, the United Kingdom, Canada...) have been
considered. The review has been carried out considering its scientific basis, based on evidence published in
scientific literature, the available information on the functioning of the different systems and their health
effects, and the possibility its adaptation to the Spanish regulatory framework.

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



11. No

12.

13. No

14. No

15. Yes

16.
TBT aspects: No

SPS aspects: No
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