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Table 50 General signs of pups (F,) in combined repeat dose and reproductive/developmental toxicity screeming test
of bumetrizole by oral administration
Group mg/kg |Number of pups Days of lactation
and general signs 0 ] 2 3 4
Control 0 Number of pups 152 150 150 149 149
Normal 150 150 149 149 148
Death 2 0 1 0 1
bumetrizole 62.5 |Number of pups 166 161 160 159 159
Normal 161 160 159 159 157
Death 5 1 1 0 2
250  |Number of pups 168 161 159 159 159
Normal 161 159 159 159 159
Death 7 2 0 0 0
1000 |Number of pups 162 158 157 157 156
Normal 158 157 157 156 156
Death 4 1 0 1 0
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Table 51  Body weights of pups (F,) in combined repeat dose and reproductive/developmental toxicity screening test
of bumetrizole by oral administration
Group Control bumetrizole
mg/kg 0 62.5 250 1000
Number of dams 11 12 12 11
Male weight
Days of lactation
0 69 + 0.5 72 £+ 07 70 £ 06 68 + 04
4 109 + 0.8 112 =+ 08 114 = 1.4 108 + 07
Female weight
Days of lactation
0 64 =+ 0.6 68 £ 06 66 = 07 64 = 07
4 104 =+ 0.8 106 + 0.9 108 + 1.5 103 £+ 09
Mean pups weight
Days of lactation
0 67 = 05 70 = 0.7 69 =+ 06 66 £+ 06
4 106 + 0.8 109 =+ 09 11.1 + 14 106 + 07
Litter weight
Days of lactation
0 905 + 93 938 + 164 913 + 140 948 = 109
4 143.8 + 15.1 1420 + 194 1455 + 20.6 149.6 = 133

Each value shows mean (g) + S.D. per dam.
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Table 52 Necropsy findings of dead pups (F,) in combined repeat dose and reproductive/developmental toxicity screening test

of bumetrizole by oral administration

Study No. 100624

Group Control bumetrizole
mg/kg 0 2. 250 1000
Number of dams 1 4 5 4
Number of dead pups 1 4 6 4
Normal 1 4 5 4
Abnormal 0 0 1 0
Lack of abdominal organs 0 0 1 0




€ag

- €Cl-

Table 53 Necropsy findings of pups (F,) in combined repeat dose and reproductive/developmental toxicity screening test

of bumetrizole by oral administration

Group Control bumetrizole

m, 0 62.5 250 1000

Number of dams 11 12 12 11

Number of male pups 75 84 90 81
Normal 75 84 90 81
Abnormal 0 0 0 0

Number of dams 11 12 12 11

Number of female pups 73 73 69 75
Normal 73 73 69 75
Abnormal 0 0 0 0

Study No. 100624
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-O- Control group
-} bumetrizole group at 62.5 mg/kg
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Fig.2  Body weights of male rats in combined repeat dose and reproductive/developmental toxicity screening test of
bumetrizole by oral administration
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Fig. 3 Body weights of female rats in combined repeat dose and reproductive/developmental toxicity screening test of
bumetrizole by oral administration
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Fig. 4 Body weights of female rats (recovery group) in combined repeat dose and reproductive/developmental toxicity screening test of

bumetrizole by oral administration
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Food consumption (g/day)

Fig. 5
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Fig. 6 Food consumption of female rats in combined repeat dose and reproductive/developmental toxicity screening test of
bumetrizole by oral administration
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Fig. 7 Food consumption of female rats (recovery group) in combined repeat dose and reproductive/developmental toxicity screening test of
bumetrizole by oral administration
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