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1. Summary and Conclusion

Uncéer the conditions of the present experiment TK 124035 was
found to cause a moderate irritation when applied to
intact and abraded rabbit skin,

The calculated primary irritation index was 3.67.

2 Method

The procedure used was the patch test technigue described

" in the "Appraisal of the Safety of Chemicals in Foods,
Drugs and Cosmetics” (1959), the US Association of Food
and Drug Officials (AFDO).

The test was performed on 3 male and 3 female rabbits
of the Himalayan breed weighing 1.5 to 2 kgs. They were
housed individually in metal cages, were kept at a '
constant room temperature of 22 + 1° C, at a relative
humidity cf 55 + 5 ¢ and on a 10 “hours light cyecle day.
The animals received ad libitum standard rabbit food -
NAFAG, Gossau SG - and water. Prior to treatment they
were adapted o our laboratories for a minimum of
4 days.

] Before treatment the entire back and the flank of the

| rabbits were shaved with an electric clipper and immediately
‘ before treatment the shaven skin on cne side was slightly
scarified. Gauze patches of 2.5 % 2.5°cm laden with

9.5 ml of the test material were applied to the prepared
abraded and intaci skin.
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The patches were covered with an impermeable material
and were fastened to the body of the rabbit with adhesive
tape. The dressings were removed after a 24 hour exposure.

The skin reaction was appraised upon removal and during

an observation period of 7 days on the basis of the
following evaluation scheme. :

Score for skin irritation in rabbilts

Erythema and eschar formaticn .

NO erythema cccoeccscscosccsaanocscsasocsannsascss
Very slight erythema (barely perceptible} ......
Well defined erythema ..:cccececeasscssscaconococcns
Moderate to severe erythema .ccsccsecsecceccscocccs
Severe erythema (beet redness) to slight eschar
formation (inijuries in depth) cccccccccsssccoccn

[EVIR VIR Sl = )

E=

e——

‘*otal possible erythema score 4

Edema formation

NO @AeMA cocecocaccsscssssssssasssosnessosssssoss U
Very slight edema (barely perceptible) ......... 1
Slight edema (edges of area well defined by
definite raiSifNg) ..ccccsecssccsccceocssccconcens &
Moderate edema (raised approximately 1 mm) ccc.. 3
) Severs edema (raised more than 1 mm and
‘0 extending beyond areca of exposure) cecececcecocsros _4

T Total possible edema score 4
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3. Results o Tables 1l.and 2 and figure

The results of the primary skin irritation test are
reported in tables 1 and 2.

PR 12405 was found to cause a moderate irritation when
applied to intact and abraded rabbit skin.

The pH value of the test material: 6

Dr. med. vet L. Ullmann
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Calculation of tne primary skin lrritation index = Table 1

The scores read after 24 and 72 hours for erythema and edema
for tne intact as well as for the abraded skin were summed up and
divided by 4. (FHSLA § 191.11)

mean reaction score of 6 rabbits

Time after exposure erythema edena
h
intact | abraded intact | abraded
gkin skin skin skin
24 é 2 2 2
72 2 2.17 1.17 1.33
total 4 & 4.17 4+ 3,17 + 3.33 = 14,67

e

primary irritation index = 14.67 ¢ 4 = 3.67

aAssessment of irrltation

0 = pone

>0 = 1 = minimal

>1 - 2 = glight

>2 - 4 = moderate i
>4 - 6 = marked

>6 = 8

= extremns
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