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COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS

ECHINACEA PURPUREA

SUMMARY REPORT

1. Echinacea purpurea is used in form of Echinacea purpurea herba, which is the fresh or dry parts
of the plant growing above ground and preparations thereof.

Constituents include alkaloids of the saturated pyrrolizidine type (approximately 0.006% in
Echinacea purpurea), caffeic acid derivatives (e.g. 0.6 to 3.1% of cichorienic acid – 2,3-O-
dicaffeoyl-tartaric acid – for the different parts of Echinacea purpurea) and other glycosides,
flavonoids (rutin, kaempferol, quercetin etc.), polyacetylene, alkyamides and polysaccharides.
Other constituents include betaine, fatty acids, phytosterol, resin, and volatile oil (less than 0.1%
in all parts of Echinacea purpurea).

2. In veterinary medicine an ointment containing a combination of 3 active principles, one of which
is 4% (w/w) dry extract of freshly pressed plant juice of Echinacea purpurea, is used for topical
administration on wounds or open cuts to the hooves of cattle, horses, sheep and goats. The
dosage of the ointment is dependent on the size of the lesion but considered not to exceed 15 g
per hoof to be administered once per day.

3. Pharmacodynamic effects of Echinacea purpurea preparations include immunomodulatory
effects, promotion of wound healing, enhancement of phagocytosis, T-cell activation, stimulation
of cytokine production and release of tumour necrosis factor (e.g. TNF-a) and other cytokines.

4. The acute toxicity of Echinacea purpurea preparations is low. LD50-values for the freshly pressed
plant juice of Echinacea purpurea are reported to be above the maximum doses which can be
administered, i.e. more than 15 g/kg bw orally and more than 5 g/kg intravenously in rats, and
more than 30 g/kg bw orally and 10 g/kg bw intravenously in mice

5. The summary information provided on the repeated dose toxicity of the freshly pressed plant
juice of Echinacea purpurea indicated that the daily administration of doses of 800, 2400 or 8000
mg/kg bw for four weeks did not induce changes in clinical chemistry values or at necropsy in
comparison to the control group (no further details given).

6. No information on the reproductive toxicity, including embryotoxicity and teratogenicity was
submitted.

7. The summary information provided on the mutagenicity of the freshly pressed plant juice of
Echinacea purpurea and its lyophilised form indicated the absence of mutagenic activity in
Salmonella typhimurim strains TA98, TA100, TA1535, TA1537, and TA1538, with and without
metabolic activation, in concentrations up to 5000 µg/plate. The fresh Echinacea purpurea juice
also had no effect in a gene mutation test in L5178 Y mouse lymphoma at the HPRT locus, with
and without metabolic activation, in a cytogenetic assay in primary human lymphocyte culture, in
the cell transformation assay in Syrian hamster embryo cells and in the in vivo micronucleus test
in male and female mice.

8. No information on the carcinogenicity of Echinacea purpurea preparations was submitted but it
was not considered necessary in view of the lack of mutagenic activity.
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9. In human medicine preparations of Echinacea purpurea are used by dermal and oral
administration and indications include common cold disease, infections of the respiratory tract
after oral administration, and wound healing after dermal administration. Oral dosages are 6 to
9 ml of the freshly pressed plant juice per day and may be taken up to 8 weeks.

No adverse effects have been reported for humans after oral or dermal treatment.

Conclusions and recommendation

Having considered the criteria laid down by the Committee for the inclusion of substances in
Annex II of Council Regulation (EEC) No 2377/90 and in particular that:

• Echinacea purpurea is of low toxicity,
• preparations of Echinacea purpurea are used for infrequent topical treatment of individual

animals only,
• treated animals are unlikely to be slaughtered immediately after treatment;

the Committee concludes that there is no need to establish an MRL for Echinacea purpurea and
preparations thereof, and recommends their inclusion in Annex II of Council Regulation (EEC)
No 2377/90 in accordance with the following table:

Pharmacologically active
substance(s)

Animal species Other provisions

Echinacea purpurea All food producing species For topical use only


