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Appendix 1 Clinjcal Sign B120716

14 15
a.m. a.m.
Group Sex Animal Clinical Ssign Site
2 f 50201 No Abnormalities Detected X X
50202 No Abnormalities Detected X X
50203 No Abnormalities Detected X X
50204 No Abnormalities Detected X X
50205 No Abnormalities Detected X X
Diarrhea . “

Severity Codes: X = Present

Group 1 - 0 mg/kg Group 2 - 50 mg/kg Group 3 - 150 ma/kg Group 4 - 500 mg/kg

Time 10 : About 0.5 hours after dosing; Time 20 : About 1 hours after dosing; Time 30 : 2 hours after dosing; Time 40 : About 4 hours after dosing; Time 50 : About 8 hours after dosing;



Appendix 1 Clinical Sign B120716

Day numbers relative to Start Date

1 1 1 1 1 1 2 3 4
Before Time 10 Time 20 Time 30 Time 40 Time 50 a.m. a.m. a.m.
Group Sex Animal Clinical Sign Site dosing
3 f 50301 No Abnormalities Detected X X X X . X X X X
Diarrhea . . o - X . “ . .
50302 No Abnormalities Detected X X X X . X X X X
Diarrhea . . . R X . . . .
50303 No Abnormalities Detected X X X X X . X X X
: Diarrhea . . . . . X . . M
50304 No Abnormalities Detected X X X X X . X X X
Diarrhea B . . . X . . .
50305 No Abnormalities Detected X X X X X X X X
]
h
w3
]
Severity Codes: X = Present
Group 1 - DO mg/kg Group 2 - 50 mg/kg Group 3 - 150 mg/kg Group 4 - 500 mg/kg

Time 10 : About 0.5 hours after dosing; Time 20 : About 1 hours after dosing; Time 30 : 2 hours after dosing; Time 40 : About 4 hours after dosing; Time 50 : About 8 hours after dosing;
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Appendix 1 Clinjcal Sign B120716

5 6 7 8 9 10 11 12 13
a.m. a.m. a.m. a.m. a.m. a.m. a.m. a.m. a.m.
Group Sex Animal Clinical Sign Site
3 f 50301 No Abnormalities Detected X X X X X X X X X
Diarrhea . . . . . . . . .
50302 No Abnormalities Detected X X X X X X X X X
Diarrhea N . " R . B . .
50303 No Abnormalities Detected X X X X X X X X X
Diarrhea . . . . . . . . .
50304 No Abnormalities Detected X X X X X X X X X
Diarrhea . . . . . . . . .
50305 No Abnormalities Detected X X X X X
Severity Codes: X = Present
Group 1 - 0 ma/kg Group 2 - 50 mg/kg Group 3 - 150 mg/kg Group 4 - 500 mg/kg

Time 10 : About 0.5 hours after dosing; Time 20 : About 1 hours after dosing; Time 30 : 2 hours after dosing; Time 40 : About 4 hours after dosing; Time 50 : About 8 hours after dosing;
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Appendix 1

Day numbers relative to Start Date
14 15
a.m. a.m.
Group Sex Animal Clinical Sign Site
3 f 50301 No Abnormalities Detected X X
Piarrhea . .
50302 No Abnormalities Detected X X
Diarrhea . .
50303 No Abnormalities Detected X X
bpiarrhea . .
50304 No Abnormalities Detected X
Diarrhea . .
50305 No Abnormalities Detected X X
Severity Codes: X = Present
Group 1 - 0 mg/kg Group 2 - 50 mg/kg Group 3 - 150 mg/kg Group 4 - 500 mg/kg

Clinical Sign

B120716

Time 10 : About 0.5 hours after dosing; Time 20 : About 1 hours after dosing; Time 30 : 2 hours after dosing; Time 40 : About 4 hours after dosing; Time 50 : About 8 hours after dosing;
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Appendix 1 Clinical Sign B120716

Day numbers relative to Start Date

1 1 1 1 1 1 2 3 4
Before Time 10 Time 20 Time 30 Time 40 Time 50 a.m. a.m. a.m.
Group Sex Animal Clinical Sign Site dosing
4 f 50401 No Abnormalities Detected X X X X . B B X X
pDiarrhea . . . . X X X . .
50402 No Abnormalities Detected X X X X . X X X X
Diarrhea . . . . X . . . B
50403 No Abnormalities Detected X X X . X . X X X
Diarrhea . . . X B X . . .
50404 No Abnormalities Detected X X X X . . X X X
Diarrhea . o’ . B X X . . B
50405 No Abnormalities Detected X X . . . . X
Diarrhea . . . X X . .
Severity Codes: X = Present
Group 1 - O mg/kg Group 2 - 50 mg/kg Group 3 - 150 mg/kg Group & - 500 mg/kg

Time 10 : About 0.5 hours after dosing; Time 20 : About 1 hours after dosing; Time 30 : 2 hours after dosing; Time 40 : About 4 hours after dosing; Time 50 : About 8 hours after dosing;
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Appendix 1 Clinjcal Sign B120716

Day numbers relative to Start Date
5 6 7 8 9 10 11 12 13
a.m. a.m. a.m. a.m. a.m. a.m. a.m. a.m. a.m.
Group Sex Animal Clinical Sign Site
4 f 50401 No Abnormalities Detected X X X X X X X X X
Diarrhea . . . . . . . . .
50402 No Abnormalities Detected X X X X X X X X X
Diarrhea . . . . . . . . M
50403 No Abnormalities Detected X X X X X X X X
Diarrhea . . . . . . . .
50404 No Abnormalities Detected X X X X X X X X X
Diarrhea . . . . . . . . .
50405 No Abnormalities Detected X X X X X
Diarrhea . . . . . . . .
Severity Codes: X = Present
Group 1 - 0 mg/kg Group 2 - 50 mg/kg Group 3 - 150 mg/kg Group 4 - 500 mg/kg

Time 10 : About 0.5 hours after dosing; Time 20 : About 1 hours after dosing; Time 30 : 2 hours after dosing; Time 40 : About 4 hours after dosing; Time 50 : About 8 hours after dosing;
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Appendix 1 Clinical Sign B120716

14 15
. ) a.m. a.m.
Group Sex Animal Clinical Sign Site
4 f 50401 No Abnormalities Detected X X
Diarrhea . .
50402 No Abnormalities Detected X X
Diarrhea . .
50403 No Abnormalities Detected X X
Diarrhea B B
50404 No Abnormalities Detected X X
Diarrhea . .
50405 No Abnormalities Detected X
Diarrhea . .
Severity Codes: X = Present
Group 1 - 0 ma/kg Group 2 - 50 mg/kg Group 3 - 150 mg/kg Group 4 - 500 mg/kg

Time 10 : About 0.5 hours after dosing; Time 20 : About 1 hours after dosing; Time 30 : 2 hours after dosing; Time 40 : About 4 hours after dosing; Time 50 : About 8 hours after dosing;
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Appendix 2 Body Weight B120716
Sex: Male Bodyweight (g)
0 mg/kg Day(s) Relative
to Start Date
1 2 4 8 11 15

10101 165.1 197.6 216.8 256.8 288.6 3164
10102 157.9 188.3 207.6 243.4 270.9 307.3
10103 167.7 191.6 213.9 251.7 278.1 313.8
10104 173.2 205.0 2251 261.5 288.7 3209
10105 171.0 199.4 218.3 256.3 284.4 326.0
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Appendix 2 Body Weight B120716
Sex: Male Bodyweight (g)
50 mg/kg Day(s) Relative
to Start Date
1 2 4 8 11 15

10201 168.3 191.7 212.2 2474 273.2 305.5
10202 165.9 183.3 208.3 2504 280.9 310.8
10203 160.1 185.5 204.7 239.1 259.5 288.3
10204 170.9 198.2 220.7 267.1 299.9 339.9
10205 170.4 196.5 221.7 265.6 294.6 329.8
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Appendix 2 Body Weight B120716
Sex: Male Bodyweight (g)
150 mg/kg Day(s) Relative
to Start Date
1 2 4 8 11 15
10301 160.6 177.8 199.2 236.2 264.3 296.8
10302 170.3 187.8 213.0 256.9 292.1 3374
10303 163.3 184.2 208.8 250.6 281.3 316.0
10304 173.7 194.0 225.9 269.1 305.2 343.7
10305 1644 180.5 204.4 2459 272.0 309.2
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Appendix 2 Body Weight B120716
Sex: Male Bodyweight (g)
500 mg/kg Day(s) Relative
to Start Date
1 2 4 8 11 15

10401 162.8 147.9 170.0 217.0 248.6 282.6
10402 167.8 171.2 169.3 223.1 256.6 294.8
10403 173.6 189.9 185.2 240.9 271.7 321.7
10404 163.6 175.3 1711 225.2 254.2 297.6
10405 172.7 185.2 189.5 2373 271.0 313.7
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Appendix 2 Body Weight B120716
Sex: Female Bodyweight (g)
0 mg/kg Day(s) Relative
to Start Date
1 2 4 8 11 15

50101 136.7 162.3 166.0 184.1 199.4 218.7
50102 130.5 151.9 161.4 174.6 184.5 198.0
50103 136.0 160.6 167.2 180.9 200.6 215.1
50104 143.8 173.0 182.7 208.6 2194 242.6
50105 142.8 165.6 175.7 196.6 2125 222.4
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Appendix 2 Body Weight B120716
Sex: Female Bodyweight (g)
50 mg/kg Day(s) Relative
to Start Date
1 2 4 8 11 15
50201 138.7 160.3 173.3 190.1 205.2 219.6
50202 129.2 143.8 155.0 172.2 186.0 195.4
50203 139.5 158.7 1717 195.9 197.7 216.4
50204 1442 164.5 178.1 194.4 203.5 222.9
50205 136.1 150.0 166.8 188.6 201.5 221.6
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Appendix 2 Body Weight B120716
Sex: Female Bodyweight (g)
150 mg/kg Day(s) Relative
to Start Date
1 2 4 8 11 15
50301 137.7 155.4 171.3 192.1 202.0 210.7
50302 146.1 159.0 180.3 2113 240.1 250.3
50303 141.3 158.7 178.7 212.7 236.9 2372 -
50304 132.9 155.7 160.3 179.2 183.8 190.4
50305 130.6 147.4 163.9 181.3 189.4 196.8
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Appendix 2 Body Weight B120716
Sex: Female Bodyweight (g)
500 mg/kg Day(s) Relative
to Start Date
1 2 4 8 11 15

50401 136.9 132.8 142.0 179.9 195.7 211.5
50402 1424 150.3 151.7 190.0 206.1 222.8
50403 132.6 141.0 141.3 175.8 190.0 206.0
50404 137.9 147.9 157.7 181.7 195.5 202.0
50405 149.3 1415 155.9 199.7 224.6 246.4
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Appendix 3

Body Weight Gain B120716
Sex: Male Absolute Weight Gain (g)
0 mg/kg Day(s) Relative
to Start Date

8 11 15
10101 325 19.2 40.0 31.8 27.8
10102 304 19.3 35.8 275 36.4
10103 239 223 37.8 26.4 357
10104 31.8 20.1 36.4 272 322
10105 28.4 18.9 38.0 28.1 41.6
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Appendix 3 Body Weight Gain B120716
Sex: Male Absolute Weight Gain (g)
50 mg/kg Day(s) Relative
to Start Date
8 11 15
10201 234 20.5 352 25.8 323
10202 174 25.0 42.1 30.5 29.9
10203 254 19.2 344 20.4 28.8
10204 273 22.5 46.4 328 40.0
10205 26.1 25.2 43.9 29.0 35.2
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Appendix 3 Body Weight Gain B120716 -
‘Sex: Male Absolute Weight Gain (g)
150 mg/kg Day(s) Relative
to Start Date
8 11 15

10301 17.2 214 37.0 28.1 325
10302 17.5 252 43.9 352 45.3
10303 20.9 24.6 41.8 30.7 34.7
10304 20.3 31.9 43.2 36.1 385
10305 16.1 23.9 41.5 26.1 372
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Appendix 3 Body Weight Gain B120716
Sex: Male Absolute Weight Gain (g)
500 mg/kg Day(s) Relative
to Start Date
2 8 | 11 15
10401 -14.9 22.1 47.0 316 34.0
10402 34 -1.9 53.8 33.5 382
10403 16.3 -4.7 55.7 36.8 44.0
10404 11.7 -4.2 54.1 29.0 43.4
10405 12.5 43 478 33.7 427
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Appendix 3 Body Weight Gain B120716
Sex: Female Absolute Weight Gain (g)
0 mg/kg Day(s) Relative
to Start Date
4 8 11 15
50101 25.6 3.7 18.1 15.3 193
50102 214 9.5 13.2 9.9 13.5
50103 24.6 6.6 13.7 19.7 14.5
50104 29.2 9.7 259 10.8 23.2
50105 22.8 10.1 20.9 15.9 9.9




