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igns

Clinical si
Male,Female

1 - continued
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Table

Male, Female
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Clinical signs
Male, Female -

1 - continued
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| - continued

Clinical signs
Male, Female

5

Study No.P030098

Sex
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dose
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Body weights
Male, Female

Table 2

Body weight () on day
22 29 36 43 50 57 64 (! 78 85

15
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Not significantly different from control
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Body weights
Male,Female

Table 2 - continued
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Food consumption
Male,Female

Table 3 - continued
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Ot O

20 ng/kg
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Not significantly dilferent from control.

One male in the 4 mg/kg group was imminently sacrificed when moribund and one male in the 100 mg/kg group died.
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Table 4 - continued Urinary findings
‘ Male,Female, |3w ,

Group Number Color pH Protein Glucose Ketone body
Sex and of

dose animals r o

PY Y 86 6.0 65 7.0 80 &5 - % 1 - -

Male ‘Control 10 ¢ 10 0 0 0 1 8 1 5 3 2 10 10

4 ng/kg 9 | 8 0 0 0 1 6 2 2 4 3 9 9

20 mg/kg 10 | 8 0 0 0 0 8 2 4 4 2 10 10

100 mg/kg 9 0 9 0 0 0 2 5 2 0 5 4 9 )
Female Control 10 ] 9 0 2 0 4 3 1 8 2 0 10 10

4 mg/kg 10 ] 9 ] 0 0 0 7 2 10 0 0 10 . 10

20 mg/ke 10 0 10 0 0 ] 0 8 | g | 0 10 10

100 mg/kg 10 0 10 0 3 0 1 4 2 10 0 0 10 10

Not significantly different from conirol. _
. Abbreviation: PY, pale vellow: Y, vellow; YB, vellowish brown: B, brown.

Grade sign: -, none; =, trace; 1, slight: +, noderate; H¥, “severe; +H4, very severe, )
One male in the 4 mg/kg group was imminenily sacrificed when moribund and one male in the 100 mg/kg group died
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Table 4 - continued

Urinary {indings

Male,Female, 13w

)

Study No.P030098

Group Number Bilirubin Occult blood Urobilinogen
Sex and of (mg/dL
: dose animals
- - <l
Male Control 10 10 10 10
4 pg/ke 9 9 9 9
20 mg/kg 10 10 10 10
100 mg/ke 9 9 9 g
Fenale Conirol 10 10 10 10
4 mg/kg 10 10 10 10
20 mg/kg 10 10 10 10
100 mg/kg 10 10 10 10

Not significantly different [rom conirol.

Grade sign: -, none;

One male in the 4 mg/kg group was imminenily sacrif

+, trace; +, slight; ++, moderale; ttt, severe; ++tt, very severe. )
jced when moribund and one male in the 100 mg/kg group died.



9%

LOT

) | ) ) )

. , Study No.P030098
Table 4 - continued Urinary findings :
Male, Female, 13w

Group Number Urinary sediment
Sex and of

dose animals Eoithelial cells Ervthrocyies Leukocytes Casis Crystals %

. - - - - -t H#

Male Control 10 10 10 1] 10 9 1 0

4 mg/kg 9 9 9 9 9 7 2 0

20 mg/kg 10 10 10 10 10 8 2 0

100 mg/kg 9 9 9 9 9 8 0 1
Female Cohirol 10 10 10 10 10 10 0 0

4 ng/ke 10 10 10 10 10 10 0 0

20 mg/kg 10 10 10 10 10 10 0 0

100 mg/kg 10 10 10 10 10 10 0 0

Not significantly different from conlrol,
Grade signs are as follows.

Bpithelial cells: -, < 3/field: +, 3/field < and < 10/field: ++, 10/field < and < 20/field; ++4, = 20/field.

Brythrocytes @ -, < 10/field; 4, 10/tield = and < 30/Tield; 44, 30/field = and < 100/field; ++f, countless.

Leukocytes co C3/Mheld; +, 3/11eld < and < 20/field; ++, 30/Tield < and < 40/field; ++4, = 40/field

Casts : -, nome: +, = 1/all field, ‘

Crystals : -, < 10/1ield; 4, 10/field S and < 90/field: +4, 20/field = and < 30/field; +++, countless.
One male in the 4 mg/kg group was inminently sacrificed when moribund and one male in the 100 mg/kg group died.
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Table 5 Urinary findings
Male, Female, 52v
Ser Grgup ' Urine volume Osmotic pressure Specific gravity Na K Cl
ex an
dose (mL/24hr) (Osm/kg) (mBq/24ht) (uBq/24hr) (mBa/24hr)
Male  Control N 0 10 10 10 10 10 t
Mean 8.7 1,714 1.058 0. 506 1.594 0.684
S.D. +3.4 £0.415 +0.019 +0.203 +0.380 +0. 309
4 mg/ke N 8 8 8 8 8 8
Mean 10. 4 1.435 1.050 0. 501 1,395 0,652
' S.D. +5.7 +0.527 +0.019 £0.183 +0.232 +0.285
20 mg/kg N 8 8 8 8 , 8 8
, Mean 1.3 1.388 1.048 0.611 1.583 0.834
S.D. £5.9 +0. 446 +0.017 +0.457 +0.560 £0.569
100 mg/kg N 10 10 10 10 10 10
Mean 13.0 1.275 1.044 0. 701 1. 648 . 0.832
S.D. +4.8 +0.259 +0,011 - 40.356 10.2_46 +0. 365
Female Conirol , N 10 10 10 10 {0 10
Mean 14,2 0.992 1,034 (. 844 1,831 1.134
S.D. +5.7 +0. 280 +0.010 +0. 254 £0.377 £0. 301
4 ng/kg N 10 10 10 10 10 10
Mean 15.1 1. 046 1.037 0. 891 1.930 1.193
_ S.D. 7.3 +0. 469 +0,019 +0.281 +0.372 £0.388
20 mg/ke N 9 9 9 9 9 9
Mean 18.0 0.810 1.028 0.873 - 1.9711 1.229
S.D. +5.7 +0.256 +0. 009 +0.278 +0.410 +0. 369
100 mg/kg N 10 10 10 10 10 10
Mean 13.8 1.158 1.042 0.834 1,927 1,152
S.D. +7.1 +0.417 £0.017 +0.244 £0.416 £0.315

Not.si%nificantly different from- conirol

One male in the 4 mg/k% group died and one male in the 4 mg/kg group was imminently sacrificed when moribund.
Two males and one female in the 20 mg/kg group died.
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Table 5 - continued

Urinary findings

)

Study No.P030098

Male, Female, 52w

Group Number Color pH Protein Glucose
Sex and of

dose animals

PY Y 5.0 5.5 60 6.5 L0 1.5 80 8.5 - t ++ +H+ -

Male Control 10 0 10 0 0 0 0 0 2 7 1 0 6 2 I 10

4 ng/kg 8 0 8 0 0 0 0 0 3 4 ! 0 5 I ! 8

20 mg/kg 8 0 8 0 0 0 1 2 3 2 0% 0 3 4 I 8

100 mg/kg 10 ] 10 0 0 0 0 5 1 4 0 ‘0 1 5 2 10
Female Conirol 10 ) 10 ] ] 0 ] 3 0 4 0 4 ] 2 0 10

4 ng/kg 10 2 8 0 2 0 1 3 1 3 0 2 2 2 0 10

20 mg/kg 9 A 7 2 I 2 2 2 0 0 0 2 2 4 0 9

100 mg/xg 10 28 0 2 0 0 4 0 4 g g 3 1 3 10

4. P<0.05 (significantly different from control
Abbreviation: PY, pale yellow: Y, vellow: YB,

Grade sign: -, none: =,

trace; +, slight:

One male in lhe 4§ mg/kg group died and one

in the 20 mg/kg gr

).

vellowish brown; B; brown.
t+, moderate; +++
male in the 4 mg/kg
oup died.

severe; t+tt, very severe. )
group was imminenily sacrificed when moribund.





