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(IET 05-0145)

Table 23 Cellularity - Group mean values in male rats
Dose No. of animals /mg (x 10%)* frat (x 107)

(mg/kg/day)  examined Thymus Spleen Thymus Spleen
0 10 Mean 2.593 0.526 1124 30.1
S.D. 0.436 0.067 41.2 6.3
8 10 Mean 2.644 0.564 117.2 353
S.D. 0.279 0.091 36.9 9.8
40 10 Mean 2.590 0.484 104.6 27.0
S.D. 0.341 0.071 29.7 4.8
200/100 6 Mean 2.479 0.506 96.3 254
S.D. 0.473 0.083 48.7 4.8

S.D.: Standard deviation.
a: Number of lymphocytes/mg organ weight.
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(IET 05-0145)

Table 24 Cellularity - Group mean values in female rats
Dose No. of animals /mg (x 10%" frat (x 107)
(mg/kg/day)  examined Thymus Spleen Thymus Spleen
0 10 Mean 2.971 0.578 112.6 244
S.D. 0.481 0.084 334 6.1
8 10 Mean 2.804 0.596 107.8 24.0
S.D. 0.379 0.134 24.3 8.1
40 10 Mean 2.674 0.660 974 29.1
S.D. 0.466 0.126 28.6 4.5
100 9 Mean 2.594 0.633 88.6 26.0
S.D. 0.471 0.114 17.6 53

S.D.; Standard deviation.
a: Number of lymphocytes/mg organ weight.
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(IET 05-0145)

Table 27 Anti-SRBC IgM antibody titers - Group mean values in male rats

Immunized group

Dose IgM antibody titer
(mg/kg/day) (Serum dilution)
0 Mean 1184.1
S.D. 905.3
N 8
8 Mean 13125.8
S.D. 23211.3
N 8
40 Mean 424 .3
S.D. 286.5
N 8
200/100 Mean 623.9
S.D. 271.7
N 3

S.D.: Standard deviation.
N: Number of animals examined.
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(IET 05-0145)

Table 28 - 1 Necropsy - Incidence of macroscopic lesions in male rats
Terminal kill after 4 weeks of treatment

Site & Lesion Dose (mg/kg/day) 0 8 40  200/100 a

No. of animals examined 10 10 10 6
Lung : [N=] 10 10 10 6
Spot(s) 1 0 1 1
Stomach : [N=] 10 10 10 6
Distention 0 4 1 0
Small intestine : [N=] 10 10 10 6

Luminal dilatation 0 0 1 6 **
Liver: [N=] 10 10 10 6
Hepatodiaphragmatic nodule 0 0 0 1
Kidney : [N=] 10 10 10 6
Pelvic dilatation 1 1 1 0
Testis: [N=] 10 10 10 6
Softening 0 0 1 0
Epididymis : [N=] 10 10 10 6
Softening 0 0 1 0

a:The dose was changed from 200 mg/kg/day to 100 mg/kg/day at week 1.
[N=]: Number of animals examined at the site.
Significantly different from control: ¥, p <=0.05; **, p <=0.01.
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Table 28 - 2 Necropsy - Incidence of macroscopic lesions in male rats

Killed in extremis or found dead

(IET 05-0145)

Site & Lesion Dose (mg/kg/day)
No. of animals examined

40

200/100 a

Systemic/external appearance : [N=]
Emaciation
Soiled fur in perioral region
Soiled fur in abdominal region
Soiled fur in perianal region

Lung : [N=]
Spot(s)
Consolidation

Stomach : [N=]
Distention
Liquid contents

Small intestine : [N=]
Distention
Liguid contents

Large intestine: [N=]
Distention
Liquid contents

CO QO OO0 OOOD

CO OO OO OO0 O OO

0
0
0
0
0
0
0
0
0
0
0
0
0
0
0
0
0
0

N PRA R R, RRNBAERENBRENDNDWR R

a:The dose was changed from 200 mg/kg/day to 100 mg/kg/day at week 1.

[N=]: Number of animals examined at the site.
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(IET 05-0145)

Table 28 - 3 Necropsy - Incidence of macroscopic lesions in male rats
Terminal kill after 4 weeks of treatment
Immunized group
Site & Lesion Dose (mg/kg/day) 0 8 40  200/100 a
No. of animals examined 8 8 8 3
Lung: [N=] 8 8 8 3
Spot(s) 0 1 0 0
Stomach : [N=] 8 8 8 3
Distention 0 0 0 3 H*
Small intestine : [N=] 8 8 8 3
Luminal dilatation 0 0 0 3 *#
a: The dose was changed from 200 mg/kg/day to 100 mg/kg/day at day 3.

[N=]: Number of animals examined at the site.
Significantly different from control: *, p <=0.05; **, p <=0.01.
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(IET 05-0145)

Table 28 - 4 Necropsy - Incidence of macroscopic lesions in male rats
Killed in extremis or found dead
Immunized group

Site & Lesion Dose (mg/kg/day) 0
No. of animals examined 0
Systemic/external appearance : [N=] 0
Emaciation -
Soiled fur in perioral region - - -
Soiled fur in nasorostral region - - -
Soiled fur in abdominal region - - -
Soiled fur in perianal region - - -
Lung: [N=] 0 0 0
Spot(s) - - -
Consolidation
Stomach : [N=]
Liquid contents
Small intestine : [N=]
Liquid contents - -
Large intestine : [N=] 0 0
Liquid contents - -
a: The dose was changed from 200 mg/kg/day to 100 mg/kg/day at day 3.
[N=]: Number of animals examined at the site.

40 200/100 a

1 OO0 o
o=

S O
S 0 D
N b Nk =N = PR =

1 Q0 O O
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(IET 05-0145)

Table 29 -1 Necropsy - Incidence of macroscopic lesions in female rats
Terminal kill after 4 weeks of treatment

Site & Lesion Dose (mg/kg/day) 0 8 40 100
No. of animals examined 10 10 10 9

Lung : [N=] 10 10 10 9
Spot(s) 1 2 0 2
Stomach : [N=] 10 10 10 9
Distention 2 0 0 2
Small intestine : [N=] 10 10 10 9
Lumina] dilatation 0 0 0 2
Liver: [N=] 10 10 10 9
Hepatodiaphragmatic nodule 0 0 1 0
Kidney : [N=] 10 10 10 9
Pelvic dilatation 0 0 0 3
Uterus: [N=] 10 10 10 9
Cyst(s) 0 0 0 1

[N=]: Number of animals examined at the site.
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Table 29 - 2 Necropsy - Incidence of macroscopic lesions in female rats
Killed in extremis or found dead

(IET 05-0145)

Site & Lesion Dose (mg/kg/day) 0 8 40 100
No. of animals examined 0 0 0 1

Stomach : [N=] 0 0 0 1
Liquid contents 0 0 0 1
Small intestine : [N=] 0 0 0 1
Liquid contents 0 0 0 1
Large intestine: [N=] 0 0 0 1
Liquid contents 0 0 0 1

[N=]: Number of animals examined at the site.
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