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4. 2025/0514/FR - COOP - PHARMACEUTICAL AND COSMETICS

5. Decree on package leaflets and labelling rules for certain veterinary medicinal products



6. Veterinary medicinal products

8. The draft Decree aims to adapt French law to the provisions of Regulation (EU) 2019/6 of the European
Parliament and of the Council of 11 December 2018 on veterinary medicinal products.

In particular, the text specifies the rules relating to the labelling notices applicable to certain veterinary
medicinal products:

-Veterinary medicinal products registered in accordance with a national procedure and intended exclusively
for pet animals, as referred to in Article 5(6) of Regulation (EU) 2019/6

-Homeopathic veterinary medicinal products registered in accordance with Article 86 of Regulation (EU)
2019/6

-Veterinary medicinal products outside the scope of Regulation (EU) 2019/6

Some of the provisions of the draft text were already notified (2024/130/FR). However, amendments have
been made to the draft text and result in a new notification pursuant to the third subparagraph of Article 5(1)
of Directive (EU) 2015/1535, as well as technical regulations within the meaning of that Directive.

9. French law needs to be adapted to the provisions of Regulation (EU) 2019/6 of the European Parliament
and of the Council of 11 December 2018 on veterinary medicinal products.

On the other hand, the draft Decree specifies the labelling and package leaflet rules applicable to certain
veterinary medicinal products, pursuant to Regulation (EU) 2019/6. These provisions promote the proper use
of these medicinal products by facilitating their identification and information to the consumer and thus meet
the objective of safeguarding public health.

Firstly, Article 1 of the draft decree lays down the labelling and package leaflet rules applicable to veterinary
medicinal products intended exclusively for companion animals mentioned in Article L. 5141-5-1 of the Public
Health Code:

-The new Article R.5141-61-6 specifies the labelling rules for primary packaging;

— The new Article R.5141-61-7 specifies the labelling rules for outer packaging;

-The new Article R.5141-61-8 specifies the notice rules.

Secondly, Article 2 of the draft decree reinstates Article R. 5142-71 in the Public Health Code in order to
specify the rules for the labelling of the primary packaging of registered homeopathic veterinary medicinal
products.

Thirdly, Article 3 of the draft Decree amends Article R. 5142-72 of the Public Health Code in order to specify
the rules for the labelling of the outer packaging and package leaflet of registered homeopathic veterinary
medicinal products, in accordance with Article 16 of Regulation (EU) 2019/6 as regards the package leaflet
of these medicinal products.



Fourthly, Article 4 of the draft Decree replaces the provisions of Article R. 5141-123-8 of the Public Health
Code with regard to the labelling and package leaflet of the veterinary medicinal product which benefits from
a parallel trade authorisation.

Fifth, Article 5 of the draft Decree lays down the labelling rules for the veterinary medicinal products referred
to in Article L. 5142-1-2 of the Public Health Code (veterinary medicinal products not falling within the scope
of Regulation (EU) 2019/6 of 11 December 2018, excluding extemporaneous preparations):

-The new Article R.5142-89 specifies the labelling rules for primary packaging;
— The new Article R.5142-90 specifies the labelling rules for outer packaging.
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