H CLINICAL SAFETY STUDIES

COMPATIBILITY TESTS

PHOTOTOXICITY TEST

Title Human Photo-Patch test under dermatological control.

Objective To confirm the absence of phototoxic potential of a product, after single application under
patch and UVA exposure.

Schedule Duration of the study: 4 days.
Beginning: From 1 to 2 weeks upon receipt of the samples.
Report: 2 weeks after the end of the study.

Methodology Clinical assessment of the cutaneous response.

Procedure » Skin examination of application sites.

e Application of the product (in duplicate sites] to the back of subjects under occlusive or
semi occlusive patch (depending on its composition and/or category or class of product).

e Patch removal after 24 hour-contact with the skin.

» Skin examination of the application sites 30 minutes after.

¢ Exposure to UVA radiation (10 J/cm2) on one test site (second site= test nonirradiated site)
and on an untreated control site.

e Skin examination of test and control sites 24 and 48 hours (or more if needed) after the
irradiation.




