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" Study No.P030097

Incidence of clinical signs

Male

Table 1{-- confinued
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Number of examined
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Table

[ ~ continued

Incidence of clinical signs

Male

D,

Study No.P030097

Group
Sex and
dose

Clinical sign

Days

[
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353 3564 355 356 357 358 359 360 361 362 363
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Male Comirol

Number of examined
No zbnormality

Gorn .
Swelling of limbs

—
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1
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No abmormality
Corn
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Reddish urine
Soiled lower abdemen
Mass
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Swelling of 1imbs
Bradypnea
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Pale skin

Pale eyes
Prone position
Hypothernia
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Study No.P030097

Tabie 2 Incidence of clinical signs
Fenale
Group . . Days
Sex and Clinical sign -
dose r2 8 4 5 6 7T 8 9 W 1 12 13 14 18 16 17 18 18 20 2l
Female Comtro) Number of examined 20 20 20 20 20 2W 20 W W W 2 20 20 2 2W 2 W W W W W
No abnormality 20 20 20 20 20 2 20 20 2 2 20 20 2 20 2 2 20 20 20 20 20
Abnormality of tooth ¢ ¢ o 0 ¢ ¢ 0 o0 0 O 0 ¢ 0 ¢ 0 0 0 0 0 0 0D
Corn ¢. ¢ 0 0 0 © ¢ o0 0 O O 0 ¢ 0 O 0 O 0 0 0 O
Mass ¢ 0 ¢ ¢ 0 o0 ¢ ¢ 0 0 O @& 0 0 O O O 40 O 0 O
0.5 mg/kg Number of examined 20 20 20 20 220 20 20 20 2 20 20 20 220 2 20 20 220 20 0 20 20
No abnormality 20 20 20 20 20 20 2 20 20 2 20 2 20 20 20 20 20 220 20 20 20
Corn g o 0 0o ¢ o0 0 o0 ¢ 0 9 o0 & o O & 0 0 06 0 O
2.5 mg/ke Number of examined 20 20 20 20 20 20 20 20 20 20 20 20 220 20 20 20 20 20 20 20 20
¥o abnormality 20 20 20 20 20 2 20 20 20 2 2 2 20 20 2 2 2 220 2 2 2
Corn ¢ 0 0 o0 ¢ o0 0 © O 0 0 0 & 0 O o0 0O O© O 0 O
. Mass 6 o0 0 9 ¢ o0 0 o 0 0 O o 0 0 O 0O O O 0 0 O
{2.5 mg/kg Number of examined 20 20 20 20 20 20 20 20 20 20 20 20 10 20 20 20 30 20 20 20 20
No abnormality 20 20 20 20 20 2 -200 2 20 20 20 2 2 20 2 20 20 20 20 20 20
Corn 0 0 0 0 9 0 O 0 O 0 0 O O 0 0 o0 0 O 0 O O
Mass ) o ¢ o0 o0 ¢ ¢ 0 o0 ¢ O 0 o ¢ 0 0 09 4 0 O 0 O
Loss of hair o ¢ 0 ¢ o0 o0 0 0 0 0 0 0 0 0 0 Q0 0 0 0 0 D
Hypoactivity 6 ¢ ¢ ¢ 0 ¢ 0 0 0 o0 0 ¢ 0 0o & 0 0 0 0 0 0
Soiled perinaris o o0 ¢ ¢ 0 o0 0 ¢ 0 9 0 0 0 0 0 0 0 0 0 0 0
Torticollis o ¢ ¢ ¢ ¢ ¢ 0 0 ¢ 0 0 0 0 0 0 0 0 0 O O O
Bradypnea ¢ 6 ¢ ¢ ¢ 0. 0 ¢ o0 0 0 0 0 0 ¢ o 4 0 4 0 O
Lateral position 6 ¢ o0 o 0 0 O o 0 o 0 0 0 © 0 0 0O 0 0 O O
Dyspnea . 6 ¢ o6 o 0 ¢ ¢ ¢ ¢ o0 O 0o 0 0 0 0 0 0 0 0 0
Imminently sacrifice 6 o 0 o0 0 o ¢ o 0 0 0 o 0 ® 0 0 0 0 0 0 0
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Table 2 - continued

Incidence of ¢linical signs

)

Study No.P030097

Female
_Group . . Days
Sex and Clinical sign
dose 2223 24 25 86 27 % 29 E0 31 32 33 34 3 36 37T 38 39 40 41 42 4
Female Control Number of examined 20 20 20 20 20 20 20 20 20 26 20 20 20 20 206 20 20 20 20 W 20 )
No abnormalify 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 200 20 20 W 20 20 20
Abnormality of tooth ¢ ¢ o0 0 ¢ 0 0 0o 0 0 O O 0 0O O 0 O 0 0 0 0 D
Corn o ¢ o0 9 ¢ o0 o0 o0 O ¢ O 0 O 0 O 0 O O O O 0 O
Mass ¢ 0 o0 ¢ o0 o0 O o©o O 0 O O 0 6 O O & 0 O O 0 @
0.5 ng/kg Number of examined 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 26 220 20 20 20
_ No abnormaliiy 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 2 20 20 2 22
Corn ¢ o ¢ ¢ 0 o0 O O O O O O O O O 0 O O O O 0 0
2.5 mg/kg Number of cxamined 20 20 20 20 20 20 26 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20
No abmormality 20 20 20 20 20 20 2 2 20 20 20 20 20 20 20 20 20 20 20 20 20 2
Corn g ¢ ¢ o0 O ¢ 0 o0 0O o O & 0 O O O O Q0 O O 0O O
Mass o 0 o .0 0 o0 0 0 0 0 D 0 0 O O O O O O O O @
12.5 me/ke Number of examined 20 20 20 20 20 20 20 2 20 20 20 20 20 20 20 20 20 20 20 2 20 2
No abnormalify 20 20 20 20 20 20 2 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20
Corn o ¢ o0 0 0 0 0 0 0 o0 O & 0 0 o0 0 O 0 0 Q0 0 0
Mass , g o o0 o0 © 0©¢ 0 o0 0 €& O 0o 0 9 0 0 0 0 0 O O 0
Loss of hair o0 ¢ 9% 0 0 0 0 0 0 9 O 0 0 0 ©0 0 O 0 0 O O 0
Hyposclivity ¢ o ¢ O© ¢ 0 O ¢ 0 0 O 0 O O O O O ¢ 0 0 G 0
Soiled perinaris ¢ 0 0 0 o 0 0 0 0 0 0 O O O O 0 & 0 0 0 0 0
Torticollis o 0 o ¢ ¢ 0 0 0 0O # 0 0 O 0 O Q9 0 Q¢ 0 0o 9 ¢
Bradypnea o ¢ o0 0 o0 ¢ 0 90 ©¢ o0 0 ¢ 0 0 0 0 0 0 0 0 0 O
Laleral position 0 0 ] 0 0 0. 0 0 0 0 00 0 0 0 0 0 0 0 1] 0 {0
Dyspnea . ¢ ¢ ¢ 0 0 0 0 0 0 0 0 0 Q0 © 0 0 ¢ 0 ¢ 0 0 O
Imminently sacrifice ¢ ¢ ¢ o0 & 0 0 o0 0 0 0 0o 9 6 0 0 O O 0 0 O O
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Table 2 - continued

Incidence of clinical signs

)

Study No.P030097

Fepzle
Group . . Days
Sex and Clinical sign
dose 44 45 46 47 48 49 50 51 52 53 54 55 56 57 58 5% 60 61 62 63 64 65
Female Control Number of examined 2 20 20 20 20 20 20 20 20 20 20 20 2 20 20 20 20 20 20 20 20 20
No abnormality 20 20 20 20 20 2 20 20 20 20 2 20 2 2 20 20 20 20 220 20 20 20
Abnormalily of toeih o ¢ ¢ o0 0 0 ¢ 0 0 0 0 O 0 0 0 0 0 0 0 0 0 0
Corn o ¢ o o0 0 ¢ 0 0 0 0 O 0 ¢ O 0 O 0 0 0 0 0 O
Mass o0 ¢ ¢ 0 0 ¢ 0 0o 0 ¢ 0 0 0 0 0 0 0 0 C¢ 0 O 0
0.5 mg/ke Number of examined 20 20 20 20 20 20 20 20 20 20 20 2 20 20 20 20 20 20 20 20 20 20
No abnormalily 20 20 20 20 20 20 20 2 20 2 20 20 2 20 20 20 20 20 20 2 20 20
Corn o 0 o 0 ¢ o0 0 ¢ 0 o 0 0 © 0 o0 O O 0 0 0 0 O
2.5 mg/ke Number of examined 20 2020 20 20 20 20 20 20 20 20 20 20 20 20 20 20 2 20 20 20 20
No abnormality M 20 20 W W o220 W oW W 2w 2 W 20 20 20 20 20 20- 20 220 20 2
Corn o 0 0 0 0 0 0 0 0 99 0 0 0 O ¢ O 0 ¢ O 0 0 O
Mass o 0 ¢ ¢ 0 90 0 ¢ ¢ 0 0 6 0 O 0 0 0 0 0 0 0 0
12.5 me/keg Number of examined 20 20 20 20 20 2 20 2 20 20 20 20 2 0 20 20 2 20 20 2 20 20
. No abnormality 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20
Corn o 0 0 o 9o 9 0 0 © 0 O O 0 0 O 0 O O .0 O D O
Mass . g ¢ o0 ¢ o0 o 0 o0 0 09 O 0 0 O O 0O 0 0 O 0 O 0
‘Loss of hair 60 0 0o ¢ ¢ 0 0 0 0 O O 0.0 O 0O 0 0 0 0 0 0.
Hypoactivily . e 0 ¢ ¢ 0 0 O ¢ G o0 0 0 ¢ 0 0 0 0 0 0 0 0 0
Soiled perinaris ¢ 0 0 0 ¢ 0 0 0 O 0 4 ¢ 0 0 0 0 0 0 0 0 ¢ 0
Torticollis o 0-90 0 0 0 O 0 O 6 0 0 0 O O O 0 0 0 0 0 O
Bradypnea 9 ¢ o0 0 0 0 O 0 O 0 0 O .0 O O 0 0O 0O 0 0O 0 O
Lateral position 60 0 o0 o0 ¢ 0 ¢ ¢ 0 O O 0 0 0 O 0 ¢ 00 0 O
Dyspnea . c 0 0 ¢ 0 .0 O 0 0 0 0 & 0 O 0 O 6 0 0 0 0 0
Impinently sacrifice o ¢ o0 o o¢ o0 0 o0 O 9o 0 o 0 0 o0 O 0 0 ©® 0 0 O
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. Study No.PO30097
Table I - continged Incidence of clinical signs

Female
Group , . Days
Sex and Clinical sign
dose 66 67 68 69 T0 M 72 73 T4 7 6 7T 8 79 & 81 82 83 84 & 8% 87
Pemale Control Number of examined 0 20 20 20 20 20 22 2w 20 20 20 20 2 20 20 220 20 20 20 230 20 W
No abnormality 20 20 20 20 20 2 2 20 20 20 20 20 19 19 13 19 19 2 20 20 2 2
Abnormal ity of looth 6 9 0 0 O 0 0 0 0 0 0 0 1 I 1 1 1 0 6 0 0 0
Corn ¢ o 0 ¢ o 0 0 ¢ 0 0 0 O0 ©0©0 0 0 0 ¢ & ¢ 0 O 9B
Hass o ¢ ¢ 0 0 ¢ 0 o0 0 ¢ O O© O 0 O o6 0 0 0 O 0 O
0.5 mg/kg ¥umber of examined 20 20 20 20 20 20 20 2 20 20 20 20 .20 20 20 20 20 20 20 20 20 20
No abnormalify 20 20 20 20 20 20 20 20 0 20 20 20 20 20 220 20 20 20 20 20 20 20
Corn - . ¢ ¢ 0 0 0 O O&.0 ¢ o0 O© 0 O 0 O 0 0 ¢ 0 0 0 0
2.5 mg/ke Number of examined 0 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20
No abnormality 2 20 20 W 20 20 20 20 20 2 20 20 20 20 20 20 20 20 2 20 20 20
Corn ¢ ¢ 0 ¢ 0 o0 0 o 0 o0 0O 0 0 0 0 0 0 6 0 0 0 0
Nass 6 ¢ 0 o o ¢ ¢ o ¢-0 O 0O & 0 0 O 0 0 0 0 O O
12.5 me/ke Number of examined a0 20 20 20 20 20 20 20 2 20 20 2 2 20 20 20 20 20 20 20 20 20
No abnormalify 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 20 w0 20 19 1% 19
Corn o 0o 0 o 0 0 0 0 0 0 0 ¢ 0 o 0 0 0 0 0 0 0 O
Nass ‘ ¢ ¢ o o 0 0 0 ¢ 0 0 O0 0 0 0 0O ©¢ O O 0 0 0 O
Loss of hair 6 o 0 ¢ o0 0 O O ¢ 0 O O 0 0 0 O O 0 O® 1 1 |1
Mypoactivity 6 ¢ ¢ ¢ ¢ -0 0 0 ¢ 0 O 0 6 0 0 O 0 0 0 0 0 0
Soiled perinaris ¢ ¢ ¢ 9 o0 o © o0 ¢ 0 0 o0 © o0 0 0 0 0 0 0 0 O
Torticollis o 0o 0 9o 0O 0 0 0 G 0 0 0 0 0 0 0 0 O 0 0 -0 O
Bradvpmea ¢ ¢ 0 ¢ ¢ 0 0 4 0 0 .0 ¢ 0 @& 0 0 0 0 0 0 90 0
Lateral posiiion e o ¢ ¢ 0 o0 0 0 0 0 O ¢ O 0 0 0 O 0 @& 0 0 0
Dyspnea o g ¢ ¢ o 0 0 0 0 ¢ O O O 0 O 0 0 ¢ 0 0O 0 0 O
Ieminently sacrifice ¢ ¢ 0 9 o0 0 ¢ o 0 9 0 9 0 9o 0 0 0 0 6 0 0 O




Study No. 7030097

Incidence of clinical signs

Female

Table 2 - continued
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Study No.P030097
129 130 131

128

124 125 126 137

Days
(19 120 121 122 123

113 114 115 U6 117 118

112

1331

Incidence of clinical signs
110

Female
Abnormality of tooth

Clinical sign

Bumber of exawined
No abnormality -
Corn

Mass

Group
and
dose
Conirol

Table ~ 2 - coniinued

Sex
Female
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0.5 mg/kg

Number of examined
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Corn
Mass

2.5 mg/ke
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Siudy No.P030097
152 153

150 181

143 148

143 144 145 146 147

Days

142

136 137 138 13% 140 14t

133 134 135

Incidence of clinical signs
132

Female
Abnormality of tooth

No abmormality °
Corn

Number of examined
Mass

Clinical sign

Group
dose
Control

Table 2 - continued

Sex
Female
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No abnormality

Number of examined
Corn

0.5 1g/kg

No abmormality
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2.5 mg/kg
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Study No.P030097

Incidence of clinical signs

Female

Table 2 - confinued

Days
163 164 165 168 167 168 169 170 171 172 173 174 175

162

161

15§ 157 158 159 160

154 1566

Clinical sign

Group
and
dose

- Sex
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Incidence of elinical signs
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Table 2 - confinued
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Tabie. 2 - continued
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