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Table 4-1 Urinalysis - Summary B140965
Day: 27 Relative to Start Date
Sex: Male Ketone Bilirubin Qccult Blood Crystal
3+ 1+ 2+ 3+ - +- 1+ 2+ 3+ 1+
0 mgkg N+ve 0 0 0 0 6 0 0 0 0 1
Total . . . . . . . . .
0.5 mgkg N+ve 0 0 0 0 6 0 0 0 0 4
Total . . . . . . . . .
1 mgkg N-+ve 0 0 0 0 6 0 0 0 0 4
Total . . . . . . . . .
10 mg'kg N+ve 0 0 0 0 6 0 0 0 0 0
Total
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Table 4-1 Urinalysis - Summary B140965
Day: 27 Relative to Start Date
Sex: Male Crystal Red Blood Cell White Blood Celf Epithelial Cell
2+ 3+ - 1+ 2+ 3+ 1+ 2+ 3+ - 1+

0 mg/kg N+ve 0 0 6 0 0 0 0 0 0 6 0
Total . . . . . . . . . .

0.5 mghkg N+ve 0 0 B 0 0 0 1 0 0 6 0
Total . . . . . . . . .

1 mgkg N+ve 0 0 8 0 0 0 2 0 0 3 3
Total . . . . . . . . . .

10 mgkg N+ve 0 0 6 0 0 0 2 0 0 5 1
Total |
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Table 4-1 Urinalysis - Summary
Day: 27 Relative to Start Date
Sex: Male Epithelial Cell Cast
2+ | 3+ - 1+ 2+ 3+
0 mgkg N+ve 0 0 6 0 0 0
Total . . . . .
0.5 mgkg N+ve 0 0 8 0 0 0
Total . . . . .
1 mgkg N-+ve 0 0 6 0 0 0
Total . . . . .
10 mg/kg N+ve 0 0 6 0 0 0
Total

B140965



- 999 -

Table 4-1 Urinalysis - Summary B140965
Day: 27 Relative to Start Date
Sex: Female pH Protein
Sampled 5.0 5.5 6.0 6.5 7.0 75 8.0 85 >=90 +-
0 mg/kg N-+ve . ¢ 0 0 0 0 1 0 5 0 4
Total 6 . . . . . . . . . .
0.5 mgkg " N+ve . 0 0 0 0 0 0 1 4 1 3
Total 6 . . . . . . . . . .
1 mgkg N+ve . 0 0 0 1 0 0 1 4 0 1
Total 6 . . . . . . . . . .
10 mgkg N-+ve . 0 0 1 0 1 0 0 4 0 3
Total 6
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Table 4-1 Urinalysis - Summary B140965
Day: 27 Relative to Start Date
Sex: Female. Protein Glucose Ketone
1+ 2+ 3+ 1+ 2+ 3+ 4+ - e 1+ 2+
0 mg/kg N+ve 0 0 0 0 0 0 0 0 6 0 0
Total . . \ . . . . . . . .
0.5 mg/kg N+ve 0 0 0 0 0 0 0 0 6 0 0
Total . . . . . . . . . . .
1 mgkg N-+ve 1 0 0 0 0 0 0 2 2 2 0
Total . . . . . . . . . . .
10 mghkg N+ve 1 0 0 0 0 0 0 0 4 2 0
Total
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B140965

Table 4-1 Urinalysis - Summary
Day: 27 Relative to Start Date
Sex: Female Ketone Bilirubin Occult Blood Crystal
3+ 1+ 24 3+ - +f- 1+ 2+ 3+ 1+
0 mghkg N+ve 0 0 0 0 6 0 0 0 0 4
Total . . . . . . . . .
0.5 mgkg N+ve 0 0 0 0 6 0 0 0 0 3
Total . . . . . . . . .
1 mgkg N+ve 0 1 0 0 6 0 0 0 0 2
Total . . . . . . . . .
10 mgkyg N-+ve 0 1 0 0 6 0 0 0 0 2
Total
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Table 4-1 Urinalysis - Summary B140965
Day: 27 Relative to Start Date
Sex: Female Crystal Red Blood Cell White Blood Cell Epithelial Cell
D 3+ - 1+ 2+ 3+ 1+ 2+ 3+ - 1+
0 mgkg N-+ve 0 0 6 0 0 0 1 0 0 5 1
Total . .. . . . . . . . . .
0.5 mgkg N+ve 0 0 6 0 0 0 2 0 0 2 4
Total . . . . . . . . . . .
1 mgkg N+ve 0 0 6 0 0 0 3 0 0 5 1
Total . . . . . . . . . . .
10 mgrkg N+ve 0 0 6 ] 0 0 5 0 0 4 2
Total
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Table 4-1 Urinalysis - Summary
Day: 27 Relative to Start Date
Sex: Female Epithelial Cell Cast
2+ 3+ - 1+ 2+ 3+
0 mgkg N+ve 0 0 6 0 0 0
Total . . . .
0.5 mgkg N-+ve 0 0 6 0 0 0
Total . . . . .
1 mgkg N+ve 0 0 6 0 0 0
Total . . . . .
10 mg/kg N-+ve 0 0 6 0 0 0
Total

B140965
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Urinalysis - Summary B140965

Table 4-2
Day(s) Relative to Start Date
Sex: Male Urinalysis
Specific Urine Na K Cl
Gravity Volume
{mb) {mmof) {mmol) (mmol)
28 28 28 28 28
0 mgkg Mean | 1.0432 ¥ 1807 L2 | 1473 1' | 3749 ' | 2314 I
SD | 0.0206 10.99 0.354 0.400 0.330
N 6 6 6 6 6
0.5 mgkg Mean | 1.0640 9.17 1.530 3.693 2410
8D | 0.0086 1.41 0.224 0.331 0.360
N 6 6 8 6 6
1 mgkg Mean | 1.0637 1017 1474 3.848 2434
SD | 0.0143 346 0.331 0.397 0.358
N 6 6 6 6 6
10 mg/kg Mean | 1.0597 10.83 1.569 3.818 2379
SD | 0.0145 301 0.262 0.449 0.339
N 6 6 6 8 6

1[I - Automatic Transformation: Identity]

2 [L - Automatic Transformation: Log]
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Table 4-2 Urinalysis - Summary
Day(s) Relative to Start Date
Sex: Female Urinalysis
Specific Urine Na K Cl
Gravity Volume
(mL) (mmol) (mmol) {mmal)
28 28 28 28 28
0 mgkg Mean | 1.0607 17 583 I' | 0840 I' | 2069 1 1371 P
SD | 0.0089 2.05 0.298 0.597 0.407
N 6 6 6 6 6
0.5 mg/kg Mean | 1.0545 8.57 0.971 2418 1.560
SD | 0.0174 5.44 0.211 0476 0.360
N 6 6 6 6 6
1 mgkg Mean | 1.0658 7.00 0.897 2473 1.521
SD | 0.0182 272 0.277 0.357 0.220
N 6 6 8 6 6
10 mg/kg Mean | 1.0610 6.03 0.845 2043 1.302
SD | 0.0160 192 0.162 0.461 0.271
N 6 6 8 6 6

1[I - Automatic Transformation: ldentity]

B140965



Table 5 Hematology - Summary' B140965

Day(s) Relative to Start Date

- €69 -

Sex: Male Hematology
Red Blood | Hemoglobin | Hematocrit MCV MCH MCHC Platelet | Reficulocyte PT APTT | White Blood | Lymphocyte
Cell Count conc. Count Cell Count
(1006/) | (g/dL) (%) {iL) (rg) {gdy) | (10°3/L) (%) (sec) {sec) | (10°3uL) (%)
29 29 29 29 29 29 29 29 29 29 29 29
0 mg/kg Mean | 7.585 I' | 1498 I' | 4445 I' | 5863 I' | 1978 I' | 3370 I' | 11820 I' | 5127 I* | 1272 I' | 2157 I' | 9323 I' | 8117
"~ sD| 0338 0.48 149 1.69 0.54 0.34 1113 0.851 249 2.30 1317 443
N 6 6 6 6 6 6 ) 6 6 6 6 6
0.5 mgkg Mean | 7.753 15.35 4550 58.78 19.82 3373 11143 4193 13.80 2222 9.383 82.08
SD | 0.401 0.60 1.39 224 0.55 0.47 137.2 0.896 1.81 1.38 1.706 287
N 6 6 ) 6 6 6 6 6 ) 6 6 6
1 mgkg Mean | 7.770 15.45 4590 59.10 19.92 3367 1164.5 4413 1130 20,53 8.832 82.00
SD| 0235 0.46 1.38 1.97 0.74 0.34 889 0.590 1.10 1.84 1.266 248
N 6 6 6 6 8 6 6 6 6 6 6 6
10 mgkg Mean | 7.828 1547 46.23 59.10 1977 3345 12585 4237 1177 2017 7.775 78.20
SD| 0445 0.69 1.84 1.65 0.53 0.46 86.1 0.646 1.83 1.64 1.143 376
N 6 6 6 6 6 6 6 6 6 6 6 6

1 [l - Automatic Transformation: Identity]
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Table 5 Hematology - Summary B140965
Day(s) Relative to Stari Date
Sex: Male Hematology
Neutrophil | Eosinophil | Basophil | Monocyte |Lymphocyte| Neutrophil | Eosinophil | Basophil | Monocyte
(%} (%) (%) (%) (1003/uL) | (10°3/uL) | (10°3/uL) | (10%3AL) | (10°3/uL)
29 29 29 29 29 29 29 29 29
0 mg'kg Mean | 1508 I 137 1 002 I 237 1V | 7542 1" | 1422 ' | 0130 I' | 0002 I' | 0228 I
SD| 369 0.49 0.04 0.90 0.937 0.434 0.061 0.004 0.105
N 6 6 8 6 6 6 6 6 6
0.5 mg/kg Mean | 13.90 0.90 0.00 312 7.723 1.287 0.082 0.000 0.292
sSo| 292 0.32 0.00 0.26 1.560 0.262 0.026 0.000 0.044
N 6 6 6 6 6 6 6 6 6
1 mgkg Mean | 1457 1.02 0.00 242 7.247 1.275 0.093 0.000 0.217
SDf 335 0.43 0.00 0.75 1.100 0.261 0.049 0.000 0.074
N 6 6 6 6 6 6 6 6 6
10 mgkg Mean | 17.83 0.97 0.02 298 6.073 1.392 0.075 0.002 0.233
SD| 380 0.24 0.04 1.09 0.860 0.424 0.018 0.004 0.094
N 6 6 6 6 6 6 6 6 6

1 [I - Automatic Transformation: Identity]




Table 5 Hematology - Summary B140965

Day(s) Relative to Start Date

- 669 -

Sex: Female Hematology
Red Blood | Hemoglobin | Hematocrit MCV MCH MCHC Platelet | Reticulocyle PT APTT | White Blood | Lymphocyte
Cell Count conc. Count Cell Count
(oeL) | (g/dl) (%) () (pg) (gl | (10°30L) (%) (sec) (sec) (103/uL) {%)
29 29 29 29 29 29 29 29 29 29 29 29
0 mgkg Mean | 7.825 1' | 1493 I' | 4318 [' | 5527 I' | 1908 I' | 3457 I' | 12577 I' | 3410 P 850 I' | 1532 I' | 5567 I' | 8423 I'
SD| 0.383 0.46 1.14 1.76 0.52 0.29 186.1 0.743 0.26 1.64 1.276 541
N 6 6 6 6 6 6 6 6 6 6 6 6
0.5 mg/kg Mean | 7.703 15.02 4405 5725 19.52 3410 11623 4393 d2 | 847 14.38 6.555 8232
SD| 0.260 0.21 0.73 2,07 0.56 0.41 1011 0.445 0.29 1.93 1.646 4.59
N 6 6 6 6 6 6 6 6 6 6 6 6
1 mykg Mean | 7.685 15.15 4412 5745 1973 3435 11923 3327 8.70 16.17 6.788 83.50
SD | 0423 0.67 1.92 1.52 0.37 0.42 1715 0.856 047 093 1.902 4.90
N 8 6 6 6 6 6 6 6 6 6 6 6
10 mg/kg Mean | 7.897 15.25 4443 56.37 19.35 3432 12477 3.305 8.52 15.53 5.988 87.85
SD | 0.448 0.65 1.70 2.75 097 0.21 96.5 0429 0.31 0.88 2.195 459
N 6 6 6 6 6 6 6 6 6 6 6 6

1[I - Automatic Transformation: ldentity] 2 [d - Test: Dunnett 2 Sided p < 0.05]




Table 5 Hematology - Summary B140965

Day(s) Relative to Start Date

Sex: Female Hematology
Neutrophil | Eosinophil | Basophil | Monocyte |Lymphocyte| Neutrophil | Eosinophil | Basophil | Monocyte

- 969 -

(%) (%) (%) (%) (10°3/L) | (10°3/u) | (10%3/ul) | (10°3/uL) |. (10°3/uL)
29 29 29 29 29 29 29 29 29
0 mgkg Mean | 1345 1 132 1 000 R2| 100 I' | 4688 I' | 0748 I' | 0.073 I' | 0.000 R?| 0.057 U
SD] 522 0.31 0.00 0.99 1.104 0.356 0.026 0.000 0.063
N 6 6 6 6 6 6 6 6 6
0.5 mgkg Mean | 1543 1.17 0.00 n* | 1.08 5.380 1.028 0.077 0.000 n® | 0.070
SD 422 0.31 0.00 0.68 1.320 0423 0.028 0.000 0.041
N 6 6 6 6 6 6 6 6 6
1 mgkg Mean | 1433 1.70 0.00 n3 0.47 5.680 0.963 0.113 d4 | 0000 n® | 0.032
SD| 443 0.35 0.00 0.38 1711 0.330 0.026 0.000 0,023
N 6 6 6 6 6 6 B 6 6
10 mg/kg Mean| 963 1.33 0.00 n*| 1.18 5.262 0.582 0.075 0.000 n* | 0.070
SD| 4.05 0.35 0.00 0.65 2,001 0.262 0.019 0.000 0.045
N 6 6 8 6 6 6 6 6 6
1[I - Automatic Transformation: |dentity] 2 [R - Automatic Transformation: Rank]

3 [n - Data not appropriate for statistical analysis] 4 [d - Test: Dunnetit 2 Sided p < 0.05]



- LS9 -

Table 6 Blood Chemistry - Summary B140965
Day(s) Relative to Start Date
Sex: Male Blood Chemistry
ASAT ALAT LDH Gamma GT ALP Creatine Total Urea Creatinine | Glucose Total  |Phospholipid
Kinase Bilirubin Nitrogen | - Cholesterol
{u) () (UL) (UL} (UL) (UL (mg/dL) {mg/dL) {mg/dL) {mg/dL) {mg/dL) (mg/dL)
29 29 29 29 29 29 29 29 29 29 29 29
0 mgkg Mean| 773 I 27 11727 1 08 B | 5243 I' | 2398 I' 007 I' | 1052 I’ 022 I | 1053 I 742 11 | 1072 I’
SD| 135 45 729 04 1354 436 0.05 1.06 0.04 74 153 16.8
N 6 6 6 6 6 6 6 6 6 6 6 8
0.5 mg/kg Mean | 745 227 145.2 0.5 6227 2735 0.00dd? | 1097 0.20 1158 66.2 103.0
SD 56 1.9 16.8 0.5 1512 908 0.00 0.73 0.00 164 6.1 8.5
N 6 6 6 6 6 6 6 6 6 6 6 6
1 mg/kg Mean | 788 245 1810 0.8 6745 2585 0.00dd? | 1023 0.20 1207 66.2 105.0
SD 58 37 413 0.4 1213 67.3 0.00 1.29 0.00 14.2 123 17.2
N 6 6 6 6 6 6 6 8 6 6 6 6
10 mg'kg Mean | 742 19.0 198.8 0.7 516.2 278.0 0.02 d* | 1015 0.20 1240 d* | 712 110.3
SD 6.0 20 56.7 05 892 431 0.04 1.10 0.00 94 8.5 86
N 6 6 6 6 6 6 6 6 6 6 6 6

1 [I - Automatic Transformation: Identity]
3 [d - Test: Dunnett 2 Sided p < 0.05]

2 [dd - Test: Dunnett 2 Sided p < 0.01]
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Table 6 Blood Chemistry - Summary B140965
Day(s) Relative to Start Date
Sex: Male Blood Chemistry
Triglyceride Total A/GRatio | Albumin Alphat Alpha2 Beta Gamma Albumin Alphat Alpha2 Beta
Protein Globulin | Globulin | Globulin | Globulin Globufin | Globulin | Globulin
(mg/dl) (g/dL) {%) (%) (%) (%) (%) (g/al) (g/dL) (g/dL) (/L)
29 29 29 29 29 29 29 29 29 29 29 29
0 mgkg Mean| 272 I 628 ' | 1.088 I' | 5205 I' | 1935 I' 925 ' | 1338 I 597 1 327 1 122 11 058 1 0.84 I
SD 73 0.21 0.070 1.61 3.05 1.37 167 217 0.10 022 0.08 0.1
N 6 6 6 6 6 6 6 6 6 6 6 6
0.5 mglkg Mean | 387 6.22 1.138 5313 19.83 8.92 13.35 477 3.30 1.23 0.55 0.83
SD| 155 0.18 0.095 212 2.82 1.29 1.40 1.26 019 0.18 0.08 0.08
N 6 6 8 6 6 6 6 6 6 6 8 6
1 mgkg Mean | 412 6.32 1.160 5358 17.82 9.05 1462 493 339 1.13 057 0.92
sD| 223 0.18 0.111 246 250 0.58 0.66 0.98 022 0.16 0.03 0.04
N 6 6 6 6 ] 6 6 6 6 6 6 8
10 mg/kg Mean | 385 6.43 1.153 5340 19.00 8.97 14.45 418 343 1.23 0.58 0.93
sD| 130 0.18 0.146 3.16 2.69 0.88 0.54 0.73 0.13 0.20 0.07 0.06
N 6 6 6 6 6 6 6 6 6 6 6 6

1 [l - Automatic Transformation: |dentity]
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Table 6 Blood Chemistry - Summary
Day(s) Relative to Start Date
Sex: Male Blood Chemistry
Gamma Ca Inorganic Na K Cl
Globulin Phosphorus
(g/dL) {mg/dL) (mgldL) (mmollL) | (mmoll) | (mmollL)
29 29 29 29 29 29
0 mgkg Mean| 037 I' | 10.12 I' 830 I' | 1482 I’ 447 1" | 1055 '
sD| 013 0.64 0.46 15 0.24 23
N 6 6 6 6 6 6
0.5 mgkg Mean 0.29 9.95 8.70 147.2 422 1053
SD| 007 0.45 0.35 13 0.26 16
N 6 6 6 6 6 6
1 mgkg Mean 0.31 10.03 8.37 147.8 425 1065
sD| 006 0.23 0.25 04 0.34 1.2
N 6 6 6 6 6 6
10 mgkg Mean | 027 10.08 8.67 1483 455 105.8
SD| 005 0.26 0.77 038 0.22 17
N 6 6 6 6 6 8

1[I - Automatic Transformation: ldentity]

B140965



Table 6 Blood Chemistry - Summary B140965

Day(s) Relative to Start Date

- 099 -

Sex: Female Blood Chemistry
-~ ASAT ALAT LDH Gamma GT ALP Creatine Total Urea Creatinine | Glucose Total  |Phospholipid
Kinase Bilirubin Nitrogen Cholesterol
(un) (Un) (UnL) (U (UL (U (mg/dL) (mg/dL) (mg/dL) (mg/dL) (mg/dL) (mg/dL)
29 29 29 29 29 29 29 29 29 29 29 29
0 mglkg Mean | 963 I 183 I' | 1050 I 10 11| 3287 1 | 1472 1 002 ' | 1360 I' 027 ' | 1128 I 660 I' | 1113 I
SD| 195 33 36.6 0.0 714 284 0.04 197 - 0.05 75 9.2 14.2
N 6 6 6 6 6 6 6 6 6 6 6 6
0.5 mg/kg Mean | 928 16.2 1312 1.0 3793 1337 0.02 1292 0.25 120.5 60.7 104.8
SD| 235 10 274 0.0 1247 15.3 0.04 1.36 0.05 78 9.0 128
N 8 6 6 6 6 6 6 6 6 6 6 6
1 mgkg Mean | 87.3 16.8 1107 08 3413 1620 0.03 1240 0.25 1112 67.8 1157
SD| 201 26 232 04 757 15.6 0.05 1.53 0.05 6.7 10.0 114
N 6 6 6 6 6 6 6 6 6 6 6 6
10 mg'kg Mean | 815 16.2 1213 1.0 3455 1612 0.03 1237 0.25 117.2 63.7 109.7
SD{ 218 36 218 0.0 87.5 218 0.05 1.01 0.05 6.2 105 155
N 6 6 6 6 6 6 6 6 6 6 6 6

1[I - Automatic Transformation: ldentity]
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Table 6 Blood Chemistry - Summary B140965
Day(s) Relative to Start Date
Sex: Female Blood Chemistry
Triglyceride Total A/GRatio | Albumin Alphal Alpha2 Beta Gamma Albumin Alpha1 Alpha2 Beta
Protein Globulin Globulin Globulin Globulin Globulin Globulin Globulin
(mg/dL) {grdL) (%) (%) (%) (%) (%) (g/dL) (g/dL) (g/dL) (gfdL)
29 29 29 29 29 29 29 29 29 29 29 29
0 mgkg Mean| 127 1 647 I' | 1332 I' | 5680 I' | 1583 I 885 I' | 1303 I’ 548 ' 367 I 1.02 It 057 It 084 I
Sb 25 0.10 0.221 407 160 1.80 1.03 216 0.29 0.10 0.12 0.06
N 6 6 6 6 6 6 6 6 6 6 6 6
0.5 mg/kg Mean | 108 6.80 1.352 57.35 14.92 8.33 13.58 5.82 390 1.02 0.57 0.92
SD 22 0.25 0.144 253 228 1.26 0.79 1.08 0.21 017 0.08 0.06
N 6 6 6 6 6 6 6 6 6 6 6 6
1 mgkg Mean| 145 6.73 1.295 56.33 16.22 8.08 13.88 548 379 1.09 0.54 0.93 d?
sSD 29 0.32 0.108 2.10 1.89 0.70 0.56 1.40 025 0.11 0.05 0.04
N [ 6 6 6 6 6 6 6 6 6 6 6
10 mgrkg Mean | 155 6.65 1292 - | 5612 14.58 8.37 14.37 6.57 374 0.97 0.56 0.95 d?
SD 59 0.28 0.193 3.80 223 0.84 1.19 3.80 0.34 0.15 0.07 0.08
N 6 6 6 6 6 6 6 6 6 6 6 6

1 [I - Automatic Transformation: ldentity]

2 [d - Test: Dunneit 2 Sided p < 0.05]
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Table 6 Blood Chemistry - Summary B140965
Day(s) Relative to Start Date
Sex: Female Blood Chemistry
Gamma Ca Inorganic Na K Cl
Globulin Phosphorus
(g/dL) {mg/dL) (mg/dL) (mmolL) | (mmoliL} | (mmoll)
29 29 29 29 29 29
0 mgkg Mean| 035 I 935 I 787 1' | 1465 I 443 1" | 1083 I
SD 0.14 0.44 1.45 14 0.67 20
N 6 6 6 6 6 6
0.5 mgkg Mean | 0.40 9.60 7.35 146.8 4.08 109.2
§D| 007 0.19 0.38 12 0.23 2.1
N 6 6 6 6 6 6
1 mgkg Mean | 037 9.57 795 1465 437 108.8
SD 0.10 0.29 0.59 0.8 0.23 1.5
N 6 6 6 6 6 6
10 mgkg Mean [ 043 9.80 d2 | 767 147.2 432 109.0
8D 0.23 0.15 0.89 1.2 0.22 0.6
N 6 6 6 6 6 6

1 [l - Automatic Transformation: Identity]

2 [d - Test: Dunnett 2 Sided p < 0.05]



