H CLINICAL SAFETY STUDIES @ Y| Cinternational

PATCH TEST - Single Closed Application [SlI;T

Title Human Patch Test under dermatological control.

Objective To confirm the skin compatibility of a product after a 24/48 hour-single application under
patch.

Schedule Duration of the study: 3/4/5 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 e Skin examination of application site.

e Application of the product diluted/as supplied to the back/upper arm of subjects under
occlusive or semi occlusive patch (depending on its composition and/or category or class
of product).

e Patch removal after 24/48 hour-contact with the skin.

e Skin examination of the application site at least 15 minutes-1h/24h/48h later.

Optional: additional readings
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