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Table 1 Summary of skin reaction for the challenge phase

N Infensity of skin reaction Sensitization rate

Group 24 hr® 48 hr* Fraction %
Test substance- 20 0 0 0/20 0
treated group
Negative control 10 0 0 -
group to test
substance
DNCE- treated group 10 2.00 1.90 10/10 100
Negative control 5 o 0 -
group to DNCB

N: No. of animals examined.
a: Time after the challenge.
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Appendix 1- 1 Score of skin reaction for the challenge phase - Individual data

Test substance- (reated group

Animal. Score of skin reaction at; Decision of
number 24 hr® 48 hr® sensitization
1 0 0 -
2 0 0 -
3 0 0 -
4 0 0 -
5 ] 0 -
6 0 a -
7 0 0 -
8 0 0 -
9 0 0 -
10 0 ] -
11 0 0 -
12 0 0 -
13 0 0 -
14 0 0 -
15 0 G -
16 0 0 -
17 0 0 -
18 0 0 -
i9 0 0 -
20 0 0 -
Intensity of 0 0

skin reaction

a: Time after the challenge,

- : Negative,

Score of skin reaction: 0, No reaction;
1, Scaitered mild redness;
2, Moderate and diffuse redness;
3, Intense redness and swelling,

18
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Appendix 1-2 Score of skin reaction for the challenge phase - Individual data

Negative confrol group to test substance

Animal ' Score of skin reaction at
number 24 hr® 48 hr?
21 0 0
22 0 0
23 0 |
24 0 ]
25 0 0
26 0 0
27 0 0
28 0 0
29 0 0
30 0 0
Intensity of a 0

skin reaction

a: Time after the challenge.

Score of skin reaction: 0, No reaction;
1, Scattered mild redness;
2, Moderate and diffuse redness;
3, Intense redness and swelling,
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Appendix 1- 3 Score of skin reaction for the challenge phase - Individual data

DNCB- treated group

Animal Score of skin reaction at; Decision of
number 24 hr® 48 hr® sensiiization

31
32
33
34
35
36
37
38
39
40

SN S S N SN S
=R R IO RS B B B B B
T I T T S S

Intensity of 2.00 - 1.90
skin reaction

a: Time after the challenge.

+: Positive.

Score of skin reaction: ), No reaction;
1, Scattered mild redness;
2, Moderate and diffuse redness;
3, Infense redness and swelling.
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Appendix 1- 4 Score of skin reaction for the challenge phase -
Individual data
Negative control group to DNCB

Animal Score of skin reaction at:
number 24 i’ 48 hr®
41 0 0
42 0 0
43 0 0
44 0 0
45 0 0
Intensity of 0 0
skin reaction

a: Time after the challenge.

Score of skin reaction: 0, No reaction;
1, Scattered mild redness;
2, Moderate and diffuse redness;
3, Intense redness and swelling,
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Appendix 2- 1 Score of skin reaction for the induction phase - Individual data

Test substance- treated sroup

(IET 03-0027)

Animal Score of skin reaction on: Other skin reactions
number Day 1 Day 8 Day 15
1 0 q] 0 NAD
2 0 0 0 NAD
3 G 0 0 NAD
4 0 0 0 NAD
5 0 0 0 NAD
6 0 a 0 NAD
7 0 0 0 NAD
8 0 0 0 NAD
9 0 0 0 NAD
10 0 0 0 NAD
11 Q0 0 ] NAD
12 0 0 0 NAD
13 0 0 0 NAD
14 i ] 0 NAD
15 0 0 0 NAD
16 0 0 0 NAD
17 0 0 0 NAD
18 ¢ 4] 0 NAD
19 0 0 0 NAD
20 0 0 0 NAD

Day 0 = The day of first induction.
Score of skin reaction: (, No reaction;
1, Scattered mild redness;
2, Moderate and diffuse redness;
3, Intense redness and swelling,
NAD: No abnormalities detected.
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Appendix 2- 2 Score of skin reaction for the induction phase - Individual data

Negative control group to test substance

(IET 03-0027)

Animal Score of skin reaction on: Other skin reactions

number Day 1 Day 8 Day 15
21 0 0 0 NAD
22 0 0 it NAD
23 0 0 0 NAD
24 0 0 0 NAD
25 0 0 0 NAD
26 0 0 8 NAD
27 0 0 ] NAD
28 0 0 0 NAD
29 0 0 0 NAD
30 it 0 0 NAD

Day 0 = The day of first induction.
Score of skin reaction: 0, No reaction;
1, Scattered mild redness;
2, Moderate and diffuse redness;
3, Intense redness and swelling,
NAD: No abnormalities detecied.

23




Appendix 2-3 Score of skin reaction for the induction phase - Individual data

DNCB- treated group

(IET 03-0027)

Animal Score of skin reaction on: Other skin reactions
number Day 1 Day 8 Day 15
31 2 3 3 Scab (Days &, 15)
32 1 3 3 Scab (Days 8, 15}
33 1 2 3 NAD
34 1 2 3 NAD
35 1 3 3 Scab (Days 8, 15)
36 1 3 3 Scab (Days 8, 15)
37 2 3 3 Scab (Days 8, 15)
38 1 3 3 Scab (Days 8, 15)
39 2 3 3 Scab (Days 8, 15)
40 1 3 3 Scab (Days 8, 15)

Day 0 = The day of first induction.
Score of skin reaction: 0, No reaction;
1, Scattered mild redness;
2, Moderate and diffuse redness;
3, Intense redness and swelling,
NAD:; No abnormalities detected,
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Appendix 2- 4 Score of skin reaction for the induction phase - Individual data

Negative control group to DNCB

(IET 03-0027)

Animal Score of skin reaction on: Other skin reactions
number Day 1 Day 8 Day 15

41 0 0 G NAD

42 0 0] 0 NAD

43 0 0 0 NAD

44 G 0] 0 NAD

45 0 ] 0 NAD

Day 0 = The day of first induction.
Score of skin reaction; 0, No reaction;
1, Scattered mild redness;
2, Moderate and diffuse redness;
3, Intense redness and swelling,
NAD: No abnormalities detected.
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Appendix 3- 1 Clinical signs - Individual data

Test substance- freated group
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Animal Day of signs
number  ,oted?

Clinical signs

1 0-30
2 0-30
3 0-30
4 0-30
5 0-30
6 (- 30
7 (- 30
8 0-30
9 0-30
10 0-30
11 - 30
12 - 30
13 0-30
14 0-30
15 0- 30
16 0-30
17 (-30
18 U-30
19 0-30
20 0-30

No abrormalities detected
No abnormalities detected
No abnormalities detected
No abnormalitics detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected

No abnormalities detected

a:The day after first induction (Day 0 = The day of first induction).

26




Appendix 3- 2 Clinical signs - Individual data

Negpative control group to test substance

(IET 03-0027)

Animal Day of signs

number  poged?

Clinical signs

21
22
23
24
25
26
27
28
29
30

0-30
0-30
0-30
0- 30
0-30
0-30
0-30
0-30
0-30
- 30

No abnormalities detected
No abnormalities defected
No abnormalities detected
No abnormalities detected
No abnormalities detected
No abnormatities detected
No abnormalities detected
No abnormalities detected
No abnormalities detected

No abnormalities detected

a:The day after first induction (Day 0 = The day of first induction).
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Appendix 3- 3 Clinical signs - Individual data

DNCB- treated group
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Animal Day of signs
number  poted® Clinical signs
31 6- 30 Scab in the dorsal region
32 6- 30 Scab in the dorsal region
21-23 Erosion and/or ulcer in the dorsa] resion
33 15-30 Scab in the dorsal region
21-23 Erosion and/or ulcer in the dorsal resion
34 15-26 Scab in the dorsal region
35 6- 30 Scab in the dorsal region
21-30 Erosion and/or ulcer in the dorsal resion
36 6- 30 Erosion and/or ulcer in the dorsal resion
24- 30 Erosion and/or ulcer in the dorsal resion
37 6- 30 Scab in the dorsal region
24-30 Erosion and/or vlcer in the dorsal resion
38 6- 30 Scab in the dorsal region
21-30 Erosion and/or ulcer in the dorsal resion
39 6- 26 Scab in the dorsal region
40 6- 30 Scab in the dorsal region
24-30 Erosion and/or ulcer in the dorsal resion

a:The day after first induction (Day 0 = The day of first induction).
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Appendix 3- 4 Clinical signs - Individual data

Negative control group to DNCB

(IET 03-0027)

Animal Day of signs

number  oied® Clinical signs
41 0-30 No abnormalities detected
42 0-30 No abnormalities detected
43 0- 30 No abnormalities detected
44 0-30 No abnormalities detected
45 0- 30 No abnormalities detected

a:The day after first induction (Day 0 = The day of first induction),
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Appendix 4- 1 Body weight - Individual values

(IET 03-0027)

Test substance- treated group

Negative control group o test substance

Animal  Body weight (g) Animal  Body weight (g)

number (A) ®) number (A) (B)

1 382 556 21 369 553

2 391 600 22 373 580

3 388 573 23 348 501

4 374 538 24 367 499

5 392 594 25 375 500

6 395 542 26 399 618

7 372 538 27 401 584

8 361 511 28 399 600

9 340 500 29 353 550

10 362 546 30 379 587
11 375 611
12 370 535
13 377 526
14 381 605
15 374 535
16 381 551
17 392 583
18 367 499
19 408 647
20 376 570

Mean 378 558 Mean 376 557

S.D. 15 -39 S.D. 19 44

{(A): At the first induction,
(B): 48 hr after the challenge.
S.D.: Standard deviation.
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Appendix 4- 2 Body weight - Individual values

(IET 03-0027)

DNCB- treated group

Negative control group to DNCB

Animal  Body weight (g) Animal  Body weight (g)
number (A) (B) number A) (B)
31 381 564 41 383 604
32 372 506 42 399 655
33 390 544 43 390 592
34 396 577 44 370 574
35 375 530 45 394 573
36 387 580
37 386 614
38 380 518
39 379 589
40 373 549
Mean 382 557 Mean 387 600
SD, 8 34 S.D. 11 34

(A): At the first induction.

(B): 48 br after the challenge.

S.D.: Standard deviation,
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