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Legislation of herbal medicines

In Europe, European Directive 2001/82/EC: covers veterinary medicinal products, but

only chemical, biological and homeopathic products.

Well-established use is mentioned in Article 13 bis;

➭No dedicated European reglementation for veterinary herbal medicines.

• No specific scientific guidelines for these products, except for the quality part

• No specific committee on herbal products for the veterinary medicine
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Trade requirements

Food safety



Regulation

https://www.vichsec.org/


MRL - definitions

 Residues of pharmacologically active substances

means all pharmacologically active substances,

expressed in mg/kg or µg/kg on a fresh weight

basis, whether active substances, excipients or

degradation products, and their metabolites which

remain in food obtained from animals.

 Food producing animals means animals bred,

raised, kept, slaughtered or harvested for the purposes

of producing food.



How is a MRL established?
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Assessment of a MRL application

According to the data provided by the applicant

 The substance is included in the table 1 or table 2 of the European

regulation (EU) 37/2010

 Or in the out of scope list for pharmacologically inactive substance
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http://www.ema.europa.eu/
http://www.anses.fr/
http://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02010R0037-20160324&from=DE


Rules of the veterinary drug practice: withdrawal period

 For food producing animal, a VMP can be use only if the substances are

included in table 1 of 37/2010 or in « out of scope » list.

=> withdrawal periods should be determined….



Definition according to the European regulation (EU) 2019/6:

Withdrawal period means the minimum period between the last administration of a veterinary medicinal 
product to an animal and the production of foodstuffs from that animal which under normal conditions of 
use is necessary to ensure that such foodstuffs do not contain residues in quantities harmful to 
public health.



A withdrawal period is determined

•From a depletion study : meat & offal, milk, eggs and honey

•With a validated analytical method

•By statistical or alternative approach





Cascade use - Definitions



Article 112 : non-food-producing animal species



Article 113 : food-producing terrestrial animal species



Article 114 : food-producing aquatic species



Article 115 : withdrawal periods



Article 115 : withdrawal periods





Background of the use of plants in France

Use of plant extracts and essential oils preparations as an 
alternative of antibiotics and antiparasitics in food 
producing animals

High request on the field

Use of herbal products: well established in organic
farming & in conventional breeding - Use for therapeutic
purposes by breeders & veterinarians



Definition of Veterinary Medicinal Product (VMP)
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- Several homeopathic products have a marketing autorisation and include herbal

drugs. 

- Few « old » veterinary chemical medicines include herbal drugs: 

For example the following products: 

. Phytophale including Lespedeza capitata , Artichoke ,and Java tea (all dry extracts)

. Apilife var including Thymol, Eucalyptus (oil), Camphor, Levomenthol

. Cothivet including essential oils and tinctures

Cothivet: Solution for cutaneous application 

with Cupressis EO, Lavandulae EO, Rosmarini

EO, Thymi EO, Carlina acaulis tincture, Centella

asiatica tincture, Alfala tincture and Chestnut

tincture.

Herbal medicines in France

https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwiezPfm7bfcAhWJ-qQKHQRnAJUQjRx6BAgBEAU&url=https://www.direct-vet.fr/soins-cutanes/8-cothivet-spray-antiseptique-et-cicatrisant.html&psig=AOvVaw0D4BZo1s-jhmxMhP9_5YzP&ust=1532525841500484
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Cascade use - Definitions



Article 112 : non-food-producing animal species



Article 113 : food-producing terrestrial animal species



Only 120 herbal substances of the 300 

plants commonly used in food-

producing animals are included in Table 

1 of Regulation UE 37/2010, 

half of which are reserved for 

homeopathic or topical use





Most EOs and plants currently used in VM 

Not listed in Table 1 or in the out of scope and biological substances lists

Herbal specialities administered to food producing animals = complementary feedstuffs

Reason: MRL approach not adapted to the complex and variable composition of plants, plant 

preparation or EOs









Example of herbal products available on the veterinary

market





CONCLUSION



Conclusion

- Herbal veterinary medicinal products are interesting alternatives to 

limit/reduce the use of antibiotics and the risk of antimicrobial resistance;  

- Already widely used in France especially essential oils, by farmers on all 

target species and/or prescribed by vets on pets, at least in France and 

other EU MS and other countries,

- Used for treatment and/or prevention of disease, without MA, and MRL 

status in most of cases 



Conclusion

- No guarantee about quality, safety especially consumer safety and animal safety and 

efficacy

- Some risks to use plants or derived plant products even if natural substances: 

 Known toxicity: for example for several essential oils as Basil oil, 

 Free access of the plant / essential oils on the field : 

• No guarantee of quality: no traceability, variability of the plants, …

• No use of raw material for pharmaceutical use: well-controlled



- EC encourages the use of phytotherapy for organic production but in fact there is almost 

no products or substances assessed and authorized neither in the feed additive list nor in 

our veterinary market

- The status of this type of products should be considered in a number of cases as 

veterinary medicines

- Many of plants and preparations used as vet medicines have no MRL status and  may

represent a safety issue for the consumer. (Eg: basil essential oils)

 There is a need to determine which plants and preparations can be used with no 

consumer safety risk   Need for MRL dossiers
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Conclusion



Conclusion

- To support this use, it is important to establish MRL status for numerous herbal

substances

- The way to promote the MRL dossiers submission should always be discussed

- Always the need for an evolution of the european regulation on veterinary herbal

medicines

- Furthermore, the quality of the herbal drugs and herbal preparations used on the field is 

also an other important point to monitor.
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Needs and proposals



EU Regulation 2019/6… and now



As objectives



http://www.google.fr/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwjGoaSQrqnVAhVOalAKHcF8BNkQjRwIBw&url=http://www.sallytylerhayes.net/category/question-ideas/&psig=AFQjCNHSNBoepeHuvDeVtw2_Me1vq5USyw&ust=1501241388340663


Quality section Safety section Efficacy section

• Possible choice of a tracer 

substance to ensure the 

quality and concentration 

range present in the plant 

drug and in the finished 

product.

• Possibility to provide a 

Pharmacopoeia certificate (as 

for chemical drug). 

• Toxicological profile: possible 

reference to literature, in case 

of old or traditional use 

(except for genotoxicity: at 

least 1 in vitro test)

• User safety minimum 

requirements with focus on 

exposure

• Tolerance: a study with 

finished product and if 

necessary restriction(s)

• Possible reference to 

literature, for 

pharmacodynamic and 

pharmacokinetic effects 

(unless no data in any 

species or model) 

• Clinical trials not required if 

well established use 

demonstrated 

Promote the submission of MA applications for HVMP

Proposed amendments



Promote the submission of MA applications for HVMP

Major concerns



Two possibilities in Europe for herbal medicines: 

- A simple registration if the herbal drug or the herbal preparation justifies a

traditional use for 30 years of which at least 15 years in the European

Community, proving its safety and making its efficacy plausible (European

Directive 2004/24/EC);

- A marketing autorisation if the herbal drug or herbal preparation justifies of a

well-established use of 10 years in the European Community (European

Directive 2001/83/EC);

Legislation of herbal medicines

Human side



Legislation of herbal medicines

Human side

A Committee on Herbal Medicinal Products (HMPC) establishing EU standards to 

help the submission of dossiers:

Establishing EU monographs covering the therapeutic uses and safe conditions of 

well-established and/or traditional use for herbal substances and preparations :

European Union herbal monograph on Valeriana officinalis L., aetheroleum

Drafting a EU list of herbal substances, preparations and combinations for use in 

traditional herbal medicinal products;

Establishing scientific guidelines on herbal medicinal products on quality, safety, and 

efficacy

http://www.ema.europa.eu/docs/en_GB/document_library/Herbal_-_Herbal_monograph/2016/04/WC500205370.pdf

