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NOTICE TO MEMBERS

Petition 0594/2006 by Mechthild Prester (German), on behalf of the “Ältester Verband 
der Tierheilpraktiker Deutschlands”, (Oldest Association of Lay Veterinary Health 
Practitioners in Germany), on homoeopathic medicines to be exempted from the 
prescription requirement under Regulation (EEC) 2377/90

1. Summary of petition

The petitioner, 1st chairman of the Oldest Association of Lay Veterinary Health Practitioners 
in Germany, is concerned about the 14th amendment to the German Medicines Act (AMG) 
which places on prescription all medicines given to animals kept for food. This amendment, 
and an accompanying executive order, are intended to enter into force on 1 January 2007. The 
petitioner is now concerned that all homoeopathic medicines will be affected by this 
legislation. While there is supposed to be a list of exemptions, this has not yet been 
announced, nor is it known how and when the list will be drawn up. She asks to what extent 
Council Regulation (EEC) 2377/90 of 26 June 1990, laying down a Community procedure for 
the establishment of maximum residue limits of veterinary medicinal products in foodstuffs of 
animal origin, still applies.

2. Admissibility

Declared admissible on 15 December 2006. Information requested from the Commission 
under Rule 192(4).

3. Commission reply, received on 23 March 2007.

The petition

The petitioner, 1st chairman of the Oldest Association of Lay Veterinary Health Practitioners 
in Germany, is concerned about the 14th amendment to the German medicines Act (AMG) 
which places on prescription all medicines given to animals kept for food. This amendment 
and an accompanying executive order were intended to enter into force on 1 January 2007. 
The petitioner is now concerned that all homeopathic medicines will be affected by this 
legislation. While there is supposed to be a list of exemptions, this has not yet been 
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announced, nor is it known how and when the list will be drawn up. She asks to what extent 
Council Regulation (EEC) 2377/90 of 26 June 1990, laying down a Community procedure for 
the establishment of maximum residue limits of veterinary medicinal products in foodstuffs of 
animal origin, still applies.

Prescription requirements in the context of EU-legislation:

The general prescription requirements for veterinary medicinal products are set in Directive 
2001/82/EC1. A revision of this Directive was adopted in March 2004 by the European 
Parliament and the Council of the European Union. The amending Directive 2004/28/EC2

foresees a series of implementing measures, to be adopted by the European Commission. One 
of these measures addresses specific provisions concerning the prescription of veterinary 
medicinal products. Article 67 first paragraph point aa) of Directive 2001/82/EC, as amended, 
includes the specific obligation that a prescription shall be required for veterinary medicinal 
products for food-producing animals.
Since certain substances, contained in veterinary medicinal products for food-producing 
animals, do not present a risk to human or animal health or for the environment, even if the 
products containing them are administered without a veterinary prescription, the Commission 
may establish criteria enabling Member States to grant exemptions from the general rule 
requiring a veterinary prescription for dispensing to the public veterinary medicinal products 
intended for food-producing animals.
In order to draft a proposal, the European Medicines Agency (EMEA), the Member States’ 
competent authorities, veterinarians, industry and other interested parties were asked to 
contribute and provide suggestions since 2004. This also included a public consultation. 
Information on the status of the proposal was frequently provided. Eventually, the 
“Commission Directive 2006/130/EC of 11 December 2006 implementing Directive 
2001/82/EC of the European Parliament and of the Council as regards the establishment of 
criteria for exempting certain veterinary medicinal products for food-producing animals from 
the requirement of a veterinary prescription” was published on 12 December 2006 (Official 
Journal L 349, page 15).

As outlined in Article 67 first paragraph point a) of Directive 2001/82/EC, Directive 
2006/130/EC is setting criteria for exemptions and not providing a list of exempted products 
or product groups. The criteria provide sufficient leeway allowing Member States to possibly 
exempt veterinary homeopathic medicinal products from the general prescription requirement.

In another respect it is for the Member States to determine the professional persons qualified 
to issue a veterinary prescription in accordance with applicable national legislation as
provided for by Article 1 point 21 of Directive 2001/82/EC, as amended by Directive 
2004/28/EC. Member States may thus designate well trained and experienced specialists other 
than veterinarians as professional persons qualified to prescribe veterinary medicinal products 
for certain sectors exclusively.

  
1 Directive 2001/82/EC of the Parliament and of the Council of 6 November 2001 on the Community code 

relating to veterinary medicinal products (OJ L 311, 28.11.2001).
2 Directive 2004/28/EC of the Parliament and of the Council of 31 March 2004 amending Directive 2001/82/EC 

on the Community code relating to veterinary medicinal products (OJ L 136, 30.04.2004).
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Validity of Council Regulation (EEC) No 2377/90

Neither the general prescription requirements as set out in Directive 2001/82/EC, as amended 
by Directive 2004/28/EC, nor the special criteria as outlined in Directive 2006/130/EC 
influence the requirements of Council Regulation (EEC) No 2377/90 of 26 June 1990 laying 
down a Community procedure for the establishment of maximum residue limits of veterinary 
medicinal products in foodstuffs of animal origin1. In any event, this Regulation still applies.

Conclusion
The necessary implementation rules to allow for the exemption of certain veterinary 
medicinal products for food-producing animals from the requirement of a veterinary 
prescription have now been adopted. Therefore, we believe that the problem raised by the 
petitioner has been adequately addressed by the European Commission. 
We kindly ask the petitioner to address any further queries on the progress of the national 
exemption legislation to the relevant German Ministry.

  
1 Council Regulation (EEC) No 2377/90 of 26 June 1990 laying down a Community procedure for the 
establishment of maximum residue limits of veterinary medicinal products in foodstuffs of animal origin (OJ L 
224, 18.8.1990, p. 1).


