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i. Summary and Conclusion

Under the conditions of the present experiment TK 12759 was
found o cause 2 marked irritation wher applied to intact
and abraded vabb’? skin.

The calculated primary irritation index was 4.1.

2. Method

Concentration: CORE -

The procedure used is described in the Proposed Guidelines
of the United States Environmental Agency (EPA) § 163.81-5
“primary dermal {irritation study®, Federal Register,

Vol. 43, No. 163, August 22, 1978,

The test was performed on 6 male adult New Zealand White
rabbits bred and raised on the premises weighing 2 to

3 kgs. They were housed indfvidually in metal cages numbered
by ear tags, were kept at a constant room temperature of

22 + 20C, at a relative humidity of 55 + 10 % and on a 10
hours 11ght cycle day. The animals received ad 1ibitum
standard rabbit food - NAFAG, No. 814, Gossau SG - and
water. Prior to treatment they were adapted to our
laboratories for @ minimum of 4 days.
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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 one side was slightly
scarified with the help of a "Schripfschnipper®, Aesculap,
Switzerland. Bauze patches of 2.5 x2.5 c¢cm laden with 0.5 ml
of the test materfal were appliied to the prepared abraded
and intact skin.

The patches were covered with an {mpermeable material and
were fastened to the body of the rabbit with adhesive tape.
The dressings were removed after a 24 hour application.

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 {rrftation in rabbits

Erythema and eschar formation

’59 g?y%h%@a’#..ﬁéoiBOOOGQQQQQ&D@QOQSQOQOQOOQOQQB09
Very slight erythema (barely perceptiblie)cccsccocss
Hell defined erythemBcsccsoossoscosncosscscssscsnsne
Moderate to severe erytheémMdcccsccssssccoscsscscsns
Severe erythema (beet redness) to slight eschar

formation (injuries in depthlececocscsscssnscansns

E 3 g&a Cad 1 e £

Total possible erythema score
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3.

Edema formation

"0 edemalQO.QQOGQQO..006.0.00&0.00*&.00'0aa‘oen.aﬂ
Very slight edema (barely perceptiblelecoccccsssce
S1ight edema (edges of area wel’® defined by
defin’it@ P§1$1n CGQOQDDCGQ00009.0‘8009004’0..0‘60'0
Moderate edema (raised approximately 1 mm)occocococs
Severe edema (raised more than 1 mm and

extending beyond area of exposure)ccccccccocsscanso

£ g& [EL0 N T £l = ]

Total possible edema score N

Results

The results of the primary skin {rritation test are reported
fn tables 1 and 2 and figure.

/

TK 12759 was found to cause a marked irritation when applied
to intact and abraded rabbit skin.




Table 1

The scores read gftérf2§ §ﬂ§g72Fh§y?§~far‘erythema'aﬁé edema for
the intact as well as for the abraded skin were summed up and
_divided by 4. (FHSLA § 191.11) - |

"WEAN REACTION SCORE

i Time after ery thena edemnma
jexposure B oo i
ihours fntact | abraded | intact | abraded
! ~ skin skin skin skin

e 1.8 2.5
2 1.8 P 2.2

4 4 3.6 + 4.7 B8 '3‘533

S S

primary frritati@a fndex = 16.3 2 4 = 4.1

Assessment of irritation

0 none
minimal
slight
moderate
marked
extreme



&8
ud
sl
=a)
£
|

EVALUATION OF THE SKIN REACTIONS

After 72 hours
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SKIN IRRITARATION IN RABBITS
MEAN REACTION SCORE DOF & ANMALS
= MALES AND 3 FEMALES
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