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STUDY REFERENCE: D01-6Q06-KD-M121

EVALUATION OF THE IN VIVO SKIN IRRITATION POTENTIAL OF ONE PRODUCT USING
SINGLE PATCH TEST IN HEALTHY ASIAN SKIN TYPE MALE AND FEMALE SUBJECTS

NATURE OF THE TESTED PRODUCT AND METHOD:

Reference of the test product:

BIOWASH HAND ROMANCE wanfaaianaiio

Choice of the study:

Double-blind; Comparative study; Subjects serve as their own reference.

Kinetics:

TO, T+24 hours and T+48 hours

Modalities of use of the product:

One (1) Occlusive patch (Finn Chamber), containing 20 microliters (liquid) of the test product (diluted
1.0% w/v with distilled water) was applied during 24 hours on the back of each subject.

Another chamber containing distilled water is applied during the same period on the back and used as a
negative control.

Another chamber containing SLS 2.0% w/v solution is applied during the same period on the back and
used as a positive control.

Population:

Thirty-two (32) subjects were enrolled in the study; 32 subjects were present at T+48 hours. Therefore,
the objective to keep at least 30 subjects at the end of the test has been achieved.

Main criteria of inclusion:

Healthy female 25 (+1) and male 5 (+1) subjects; Asian skin type; between 18 and 65 years of age;
having all skin types and 100% of the subject panels having non-sensitive skin.

[TECHNIQUE:

= Occlusive single patch testing with dermatological evaluation.

IRESULTS AND CONCLUSION:

In our experimental conditions, we have demonstrated:

» Using Occlusive single patch testing with Dermatological evaluation (Skin irritation) that:

The irritating effect of products is assessed versus a negative control (distilled water) as well as a positive control (SLS solution).

It has been proposed that positive SLS reactivity should occur in a minimum of 1/3 of the panel (assuming 30 panelists) before the test is
considered to be adequately sensitive to permit an unknown material to be classified [York et al. Contact Dermatitis 1996; 34: 204-212].
This has been achieved in this study for erythema, oedema and scaling immediately after removal of patches and after 24 hours of patch
removal. Therefore it was possible to derive pertinent conclusions about the tested product.

The tested product BIOWASH HAND ROMANCE wanfaaig19iie when used on human skin under occlusion during 24 hours, the
tested product was found to be non-irritation since the reaction of the tested product showed no significant difference to the negative
control (Distilled water) after 24 hours and 48 hours.
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