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SUMMARY REPORT

1. Gentianae radix is the dried root of Gentiana lutea (yellow gentian). The root contains bitter
secoiridioid glycosides such as amarogentin (0.05 to 0.3%) and amaroswerin (0.03 to 0.1%).
These compounds are extremely bitter with a bitterness value of 58 000 000. Gentiopicroside
(bitterness value of 12 000, concentration approximately 2%) is also present as well as the sugars
saccharose, gentianose and gentiobiose. The polysaccharide pectin and yellow xanthone
derivatives (gentisin, isogentisin) have also been found. The presences of alkaloids are reported in
the literature but they are presumably artefacts from the isolation procedure.

2. In veterinary medicine Gentianae radix is used as a fluid extract in a liquid preparation, also
containing fluid extracts of 3 other crude drugs, in a concentration corresponding to 26.4 mg/ml
water-extractable substances from Gentianae radix. Indications are various forms of gastric
complaints in cattle, swine, sheep and horses. The maximum dose of the preparation for calves,
sheep and swine is 50 ml/100 kg bw (= 1320 mg of water-extractable substances) and for foals is
120 mil/animal (= 3168 mg of water-extractable substances). Treatment can be repeated after
24 hours.

In human medicine Gentianae radix is used as a hitter stomachic. The average doseis 1 g and the
average daily doseis2to 4 g.

Gentianae radix is also used for the preparation of bitter liqueurs and aperitifs.

3. Thebitter taste of Gentianae radix stimulates the appetite and favours salivation and secretion of
gastric juices by areflex mechanism.

4. No information was provided on pharmacokinetics.

5. Inmicethe LDg, of Gentinae radix is more than 500 mg/kg bw on subcutaneous administration
and 200 to 300 mg/kg bw on intravenous administration.

6. Noinformation was provided on reproductive toxicity or on teratogenicity.

7. Gentisin and isogentisin, isolated from Gentianae radix, were mutagenic in the Salmonella-
microsomal assay in Salmonella typhimurium strain TA100 with metabolic activation. No in vivo
investigations have been reported. The information was available only as an abstract and as the
paper was of Japanese origin it is not certain that the Gentiana radix investigated was obtained
from Gentiana lutea.

8. Noinformation on immunotoxicity was provided.
9. Noinformation on antimicrobial activity was provided.

10. Noinformation on residues was provided.
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Conclusion and recommendation

Having considered the criteria laid down by the Committee for Veterinary Medicinal Products for
the inclusion of substances in Annex Il of Council Regulation (EEC) No 2377/90 and in

particular that:

» Gentianae radix is expected to be used in a small number of individual animals only, for
infrequent or non-regular treatments,

e the animals treated with Gentianae radix are unlikdy to be sent for slaughter during or

immediately after treatment,

» thetoxicity of Gentiana radix is low,

» Gentianae radix is consumed in alcoholic beverages;

the Committee for Veterinary Medicinal Products concludes that there is no need to establish an
MRL for Gentianae radix and recommends its inclusion in Annex |l of Council Regulation
(EEC) No 2377/90 in accordance with the following table:

Pharmacologically active
substance(s)

Animal species

Other provisions

Gentianae radix, standardised
extracts and preparations
ther eof

All food producing species
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