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1. MSG 001 IND 2026 0032 ES EN 23-01-2026 ES NOTIF

2. Spain

3A. Subdireccion de Asuntos Industriales, Energéticos, de Transportes, Comunicaciones y de
Medioambiente.

Direccién General de Coordinacién del Mercado Interior y otras Politicas Comunitarias.
Secretaria de Estado para la Unién Europea.

Ministerio de Asuntos Exteriores, Union Europea y Cooperacion.

Plaza Marqués de Salamanca, 8 28006 Madrid.

3B. Direcion General de Inspeccién y Ordenacion Sanitaria
Consejeria de Sanidad de la Comunidad de Madrid

C/ Aduana 29, 28013 Madrid

Tfno. +34 914269302

4. 2026/0032/ES - S00S - HEALTH, MEDICAL EQUIPMENT

5. Draft decree of the Governing Council partially implementing Law 13/2022 of 21 December 2022 on
pharmaceutical care and management in the Community of Madrid, covering opening hours, out-of-hours



and holiday services, personalised dosage systems, pharmaceutical care and dispensing, etc.

6. Retail pharmacy opening hours, out-of-hours and holiday services
Personalised dosage systems (PDS)

Pharmaceutical care and dispensing with informed delivery to the home,
Dispatch authorisation regime for retail pharmacies

8. The purpose of the draft decree is to regulate the opening hours, out-of-hours and holiday services of
retail pharmacies, the conditions and requirements for preparing and delivering personalised dosage
systems, providing pharmaceutical care and dispensing medicinal products and medical devices to the home
on behalf of pharmacy offices, the non-face-to-face dispensing by hospital pharmacy services of medicinal
products whose dispensing is restricted to the hospital environment, as well as to regulate the procedure for
authorising dispatches from retail pharmacies.

9. The reference draft decree includes technical specifications that fall within the scope of the Directive and
Chapter 3 thereof regulates characteristics specific to pharmacies, as well as those relating to the
preparation, preservation, storage and delivery of personalised dosage systems (PDS), which affect both
pharmaceutical establishments and the provision of their services.

The need to approve this regulation addresses the general interest of guaranteeing the safety and quality of
pharmaceutical care for the population of the Community of Madrid, meeting the demands of users and the
sectors involved. This regulation makes it possible to achieve this objective by regulating the various aspects
of pharmaceutical care described in the previous sections, thus complying with the principles of necessity
and effectiveness.

10. References to the basic texts:

11. No

12.

13. No

14. No

15. Yes

16.
TBT aspects: No

SPS aspects: No
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