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COMMITTEE FOR VETERINARY MEDICINAL PRODUCTS

SODIUM CETOSTEARYL SULPHATE

SUMMARY REPORT

1. Sodium cetostearyl sulphate is the sodium salt of a mixture of cetyl and stearyl sulphate which is the
sulphuric acid ester of the appropriate fatty alcohols. The mixture conforms generally to the formula
(CH3(CH2)nCH2OSO3Na) where the values of n are 14 and 16.

In veterinary medicine it is used together with other excipients, as an emulsifier in an ointment for
disinfection of the udder in cows, mares, sows, ewes and goats at a concentration of 0.3 to 0.6%. The
recommended dosage of the ointment is 20 grams twice a day for 5 days.

Sodium cetostearyl sulphate forms in combination with other excipients an emulsifying agent (o/w)
used topically in human medicine and in cosmetics.

2. The acute oral toxicity of sodium cetostearyl sulphate was tested in Wistar rats. The LD50 was greater
than 2000 mg/kg.

3. From an oral repeated dose toxicity study on Sprague-Dawley rats with sodium cetostearyl sulphate, a
NOEL of 100 mg/kg body weight can be deduced. At higher doses (300 or 900 mg/kg bw) toxic
effects were recorded, related to the irritating properties of the substance, e.g. ulcerations in the non-
glandular part of the stomach at the highest dose or signs of acanthosis in the non-glandular part of the
stomach in the 300 mg/kg bw group.

4. The substance was not mutagenic in the Ames test.

5. According to studies with long chain fatty alcohol sulphates on rabbits, sodium cetostearyl sulphate
can be regarded as irritating to the skin and eyes. In a Magnusson-Kligman test the substance did not
display sensitising effects.

6. A related substance differing in the chain length, sodium lauryl sulphate (CH3(CH2)10CH2OSO3Na),
is already included into Annex II of Council Regulation (EEC) 2377/90.
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Conclusions and recommendations

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

• the low oral toxicity of sodium cetostearyl sulphate,
• the low concentrations at which the substance is incorporated in veterinary medicinal products,
• that products containing the substance are administered topically only,

the Committee concludes that there is no need to establish an MRL for sodium cetostearyl sulphate
and recommends its inclusion in Annex II to Council Regulation (EEC) No 2377/90 in accordance
with the following table:

Pharmacologically active
substance(s)

Animal species Other provisions

Sodium cetostearyl sulphate All food producing species For topical use only


