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Patch test
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OBIECTIVE

The objective of the study was to detect a primary skin irritation potency and/or an allergic
hypersensitivity to the tested product.

Patch testing represents a sound, relatively safe and reasonable reliable method for identifying
allergens.

A positive reaction to a correctly applied patch-test proves that the person has a contact sensitivity
to the substance tested, but not necessarily that the substance is the cause of the clinical dermatitis.
In patch testing, the suspected topical allergen has to penetrate the stratum corneum to the viable
(effector) cells of the skin to present a local challenge to the immune system.

METHODOLOGY

The product to be tested is applied on a patch of filter paper, placed on an impermeable sheet and
fixed to the skin with adhesive tape (Leukotest (R), Fa. Hartmann). Test site: inner side of the
forearm. The test patch is lefi in place for 24 hours then removed. The examination by the
dermatologist follows. A second and third examination are performed after 48 and 72 hours by the
dermatologist.

All assessments were performed under standard lighting conditions by the responsible
dermatologist.

Panellists were instructed to keep the test sites dry over the application period.

DATA STORAGE AND PROTECTION

All raw data relating to this study will be stored under data protection for a period of 10 years. Then
they will be destroyed.
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Patch test
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RESULTS

Concentration of the product: undiluted

No. Name Gender Age Diagnosis | 24 h | 48h | 72 h
1. |Ad.Be f 76 healthy skin - - -

2, Si. Be, r 40) healthy skin - - -

3. Ax. El m 33 healthy skin - - -

4. IDa. El f 30  |healthy skin | - - -

5. Gu. El, m 37 healthy skin | - - -

G, Jo. EL m 58 healthy skin - - -

7. |Jo.EL f 62 healthy skin | - - -

8. Ra. El. m 34 healthy skin - - -

9. Sy. EL f 34 healthy skin - - -
[10. | Gi. Er. r 68 healthy skin - - -
E Ur. Gr. f 49 healthy skin | - - -

12. | Ge. Kr. f 65 healthy skin | - - -

13.  |Ma, Kr. f 61 healthy skin - - -

14, K4, Le. f 72 healthy skin - - -

15. |Lu. Le, m 76 healthy skin - - -

16. | Ka. Lii. f 52 healthy skin - - -

17. 1 An. Me, f 53 healthy skin - - -

18. ]Il Ne. f 68 healthy skin - - -

19. [Su, Ne. § 38 healthy skin | - - -

20. |Si. Os. f 40 healthy skin | - - o]

21.  |My. Ru, f 33 healthy skin | - - -

22, |In. Sa. f 54 [healthyskin | - - -

23, (A.Sch. m 45 healthy skin - - -

24, |1, Sch. f 45 healthy skin - - -

25. | Si. Sii. f 68 healthy skin | - - -

20. | Al Te. m 50 ‘healthy skin - - -
27. |Be. Te. f 43 healthy skin - - -

28. |Do. Ti. f 67 | healthy skin | - : -
29 [La. Ti. m 65 healthy skin - - -
30. | Wi. Wa. f 40 | healthy skin | - ; -
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Patch test
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RESULTS
RESULTS OF CONTROL

Concentration of the product: blanc patch-test

No. Name | Gender Age | Diagnosis | 24 h |48 h | 72 h
1 Ad. Be f 76 |healthy skin | - - -
2. Si. Be. f 40 healthy skin | - - -
3. Ax. El. m 33 healthy skin - - -
4 Da. El f 30 healthy skin - - -
5 Gu. EL m 37 healthy skin - - -
6. |Jo.EL m 58 healthy skin | - - -
7. Jo. EL f 62 healthy skin - - -
8 Ra. EL m 34 healthy skin - - -
9. Sy. EL f 34 healthy skin - - -
10. | Gi. Er. f 68 healthy skin - - -
1. |Ur.Gr. f 49 |healthyskin | - - |
12. | Ge. Kr. f 65 healthy skin | - - -
13. [Ma Kr. f 61 |healthyskin | - - -

114 | Ki Le. f 72 healthy skin | - - -

15. |Lu. Le. m 76 healthy skin | - - -

116. | Ka. Lii. f 52 healthy skin | - - -

17. | An. Me, § 53 healthy skin | - - -
18, [II. Ne. f 68 healthy skin - - -
19. | Su. Ne. f 38 healthy skin | - - .
20. | Si. Os. f 40 healthy skin - - -

My. Ru. f 33 healthy skin | - - -
22, |In. Sa. f 34 healthy skin - - -
23, | A. Sch. m 45 |healthy skin | - - -
24.  |U. Sch. f 45 healthy skin | - - -
25, |Si. Sit. f 68  |healthy skin | - - -
26. | Al Te. m 50 healthy skin - - -
27. |Be. Te. f 43 healthy skin - - -
28. | Do. Ti. f 67 | healthy skin - - -
29. |[La. Ti m 65 healthy skin | - - -
30 Wi. Wa, f 40 healthy skin | - - -
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Patch test
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INTERPRETATION KEY:

- negative, no reaction

-+ doubtful reaction

+ weak (non-vesicular) reaction

++ strong (oedematous or vesicular) reaction

e strong, infiltrated erythema and
accompanying vesicae or superficial erosions

e bullae or extensive erosions

IR irritant reaction

DERMATOLOGICAL CRITERIAS:

Positive reactions of an allergic nature are red and infiltrated, commonly with minute papules or
vesicae, which, in severe reactions, coalesce to become bullae. They diffuse and extend beyond the
margins of the patch. As with contact dermatitis, there is usually some itching.

Once developed, positive allergic reactions persist for several days. Reactions positive at 2 days and
negative at 3 days are often of an irritant nature,

Choice of a suitable concentration is of fundamental importance. Too high concentrations result in
false-positive reactions, because of their irritant effect and may even sensitise previously negative
patients and too low concentrations produce false-negative reactions.

Well-known allergens are conventionally tested in such concentrations as that a 24-hours exposure
period under an occlusive patch will ensure penetration of an amount sufficient to provoke a
reaction in clinically sensitive persons,

Distinction between allergic and primary irritant reactions demands special experience on the part
of the dermatologist, and is often impossible on clinical examination.

Clinical sensitivity may be related to the level of patch-test sensitivity, but with some substances the
relationship is not clear-cut.
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Patch test
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CONCLUSIQONS

Under the conditions of this test we found ne evidence of primary irritation or allergic
hypersensitivity,

None of the 30 patch-tests resulted in positive reactions after 24, 48 and after 72 hours.

The investigating specialist for dermatology and allergology considers this test-product safe for use.

_ Besellsenay, QC
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Dr. med. Werner Voss
Investigating specialist

for dermatology, allergojogy.
venerology, phlebology
and environmental mediftine
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