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ANNEX II

GENERAL REQUIREMENTS TO BE SATISFIED
BY THE DOSSIER PROVIDED FOR IN ARTICLE 3

3. SECTION III: STUDIES CONCERNING SAFETY OF THE ADDITIVE
3.2 Studies concerning the safety of use of the additive for consumers

3.2.2.  Toxicological studies

3.2.2.1. Acute toxicity

Acute toxicity studies are required to classify and to provide limited characterisation of the
toxicity of the compound.

Acute toxicity studies shall be carried out in at least two mammalian species. One laboratory
species may be replaced by a target species, if appropriate.

It will be not necessary to determine a precise LDsp; an approximate determination of the
minimum lethal dose is considered sufficient. The maximum dosage shall not exceed 2 000 mg/
kg body weight.

In order to reduce the number and the suffering of the animals involved, new protocols for
acute dose toxicity testing are continually being developed. Studies carried out by these new
procedures will be accepted, when properly validated.

OECD Guidelines 402 (acute dermal toxicity), 420 (Fixed Dose Method), 423 (Acute Toxic
Class Method) and 425 (Up-and-Down Procedure) should be followed.



