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RIMARY SK| RRITAT{O D SENSITIZATION TESTS ON GUINEA PIGS

e: The test for primary irritation was “conducted by applying, and Fightly rubbing in, | drop (=~0.0% mi)ol &
60% and 6% solution (vol/vol) of the test material in 0.9% saline on the shaved intact shoulder skin of 10 male albine
guinea pigs. To test for the sensitization potential, a seriec of four sacral intradermal injections was given, one eact
week over a three-week period, which consisted of 0.1 ml of a 1% solution (vol/vol) of test material in 0.9% saline.
|_. Follewing a two-week rest period, the test animals were challenged for sensitization by applying, and lightly rubbing in,
I} drop (=0.05 ml) of a 60% and 6% solution (vol/vol) of test material in 0.9% saline on the shaved infact shoulder skin.

A group of |0 previously unexposed guinea pigs received similar applications at the time of challenge to provide a direct
comparison of the challenge reactions on skin of similar age.

Results: —Reactions* on Intact Guinea Pig Skin
: Tesd lence Tesi
(10 Animals - {n. Avg. Wt. - 498 g (10 New Animals - Average Wt. = 733 q)
Final Avg. Wt. - 729 g) .
Concentration in 0.9¢ sajine 60% 6% 60% 6%
25 L _ —_
Primary Ircitation Test-24 Hours I+, 9 neg. 10 neg.
-48 Hours 10 neg. 10 neg.
Challenge Test-24 Hours 10 neg. 10 neg. 10 neg. 10 nega.
-48 Hours 10 neg. 10 neg. 10 neg. 10 neg.

Sensitization Response Ratio*#* 0/10
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Sumry:Lmlcaused stight fo no irritation at 24 hrs as a 60% sct ion
in 0.9% SEline. No irritation was observed @ 6% concentration and no vcnsitization observed at challenge. No
dermatitis hazard is expected from +hls| material if good industrial hygiene practices are followed.
* peaction: +, ++, = mild, moderlate, strong erythema; +++ = erythema plus adema; +HtHt = nectosis.
ge over the response expected from the came

defined as @ signl;jﬂcanf score increase at chal len

#* sepsitization is
amount applied initially or on fhe{concufren‘r controls.
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