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5. Royal Decree implementing the Law of 29 February 2024 relating to raw materials used by pharmacists

6. Raw materials used by pharmacists to prepare magistral and officinal preparations

8. The draft implements the Law of 29 February 2024 on raw materials used by retail pharmacists. The draft
aims to regulate the raw materials, i.e. active substances and excipients, intended for use by pharmacists in
officinal or magistral preparations. The draft sets out the procedures for the approval of monographs and the
way in which a raw material can be manufactured, marketed and used, as well as the obligations of the
various market players, namely the manufacturer, the distributor and the pharmacist.

9. The draft redefines, clarifies and harmonises requirements, quality and control standards to provide
patients, at the end of the process, with raw materials of the highest possible quality, on the basis of which
the pharmacist will prepare a magistral or officinal preparation for them.

9a. The notified measure pursues one or more objectives of general interest recognised by Union law, in
particular the protection of public health, patient safety and the proper functioning of the market. It aims to
prevent identified risks relating, in particular, to the quality, safety, availability or appropriate use of the
products concerned.

The measure is capable of achieving the intended objective, as it sets out the procedure for the approval of
internal monographs, which are used as analytical references for the authorisation of raw materials,
regulates the authorisation of raw materials, and provides a framework for manufacturing and distribution
activities through the granting of specific authorisations. The draft Royal Decree also contains requirements
relating to the placing on the market of raw materials (labelling and notification of placing on the market and
unavailability) and certain requirements applicable to pharmacists. The provisions set out are quite similar to
existing provisions for medicinal products for human use at European level.

The measure is necessary and replaces and updates the current legislative framework on raw materials. No
other measures are applicable to raw materials. In-house monographs should be approved and the raw
materials used by pharmacists should be authorised, as should the manufacture and distribution of the raw
materials. The quality, safety and efficacy of the raw materials cannot be guaranteed by means of less
stringent measures.

Finally, the measure does not impose an excessive burden. The raw materials and market players must be
authorised and comply with standard good practice rules for manufacturing and distribution. Market players
established in other Member States may have their authorisation recognised.

9b. The proportionality assessment shall be based on an overall analysis based in particular on:

» monitoring and surveillance of the raw materials market by the competent authority;

« consultation with the relevant stakeholders.

These elements made it possible to identify the risk, assess the effectiveness of the proposed measure and
examine possible alternatives.



9c. As part of the preparations for the measure, appropriate consultations took place with the relevant market
players and competent services, taking into account the existing regulatory framework.

The measure was also examined in the light of the objectives of Directive (EU) 2015/1535 and the TRIS
notification procedure, in order to ensure transparency and facilitate effective dialogue with the Commission
and the other Member States.

10. References to the basic texts:

11. No

12.

13. No
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15. No

16.
TBT aspects: No

SPS aspects: No
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