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Dear Sir/Madam

The information you have submitted on behalf of _ in support of the safety
of Butyloctyl salicylate has been evalvated. On the basis of this information, Butyleetyl

salicylate can be included in non-prescription products which are proposed for registration or
listing in the Australian Register of Therapeutic Goods (ARTG) without the need for further
evaluation of the safety of the substance per se. Subject to the following conditions:

* Butyloctyl salicylate is for dermal use only;
¢ The concentration of Butyloectyl salicylate is not to exceed 1.0%;

» Butyloctyl salicylate is not to be included in topical products intended for use in the
eye.

This application is now concluded.

Yours sincerely

lrmclpa‘ ! OXICO ‘0 gist

OTC Medicines Evaluation Section

Non-prescription Medicines Branch
30 October 2006
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