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Organ Weight - Summary

Table 6
Day(s) Relative to Start Date
Sex: Male Organ Weights (Monkey)
Epididymis | Epididymis | Epididymis |Epididymides|Epididymides
(L)Ratio (R) (R)Ratio Ratio
(*-3%) (@ {*-3%) (@ (*3%)
15 15 15 15 15
0 mgkg Mean | 2117 0.670 20.39 1.367 4157
sD| 597 0.165 432 0.382 1029
N 3 3 3 3 3
50 mgkg Mean | 1831 0610 19.40 1.187 3171
SD{ 169 0.101 1.54 0.192 253
N 3 3 3 3 3

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6

Organ Weight - Summary B120719
Day(s) Relative to Start Date
Sex: Male Organ Weights (Monkey)
Final Brain Brain Pituitary Pituitary Thyroid Thyroid Thyroid Thyroid Thyroids | Thyroids Thymus | . Thymus
Body Weight Ratio Ratio L (L)Ratio (R) (R)Ratio Ratio Ratio
{Kg) ) {%) (mg) {*-3%) (mg) (*-3%) (mg) {*-3%) (mg) {*-3%) (9 (*-3%)
1" 1 1 1 11 1 i 1 1 1 il " 1
500 mgkg Mean 3.00 62.80 21027 64.5 2.156 309.5 10.252 3120 10.346 6215 20.598 0.580 19.62
SD{ 028 0.00 0.1982 21 0.133 700 1.367 636 1.146 - 1336 2513 0127 6.09
N 2 2 2 2 2 2 2 2 2 2 2 2 2

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Organ Weight - Summary

Table 6 B120719
Day(s) Relative to Start Date
Sex: Male : Organ Weights (Monkey)
Submand. GL| Submand. Submand. GL| Submand. | Submand. | Submand. Lungs Lungs Heart Heart Liver Liver Spleen
L Gls R) Gls GLs GlLs Ratio Ratio Ratio
@ (L)Ratio @ (R)Ratio Ratio @ (%) )] (%) (@ {%) (g)
(*-3%) (*-3%) @ (*-3%)
11 1 il 11 1 1" 11 11 11 1 1 11 11
500 mg'kg Mean | 1.125 3797 1130 38.04 2.255 76.00 15.815 0.5298 11355 0.3799 66.80 2.246 2440
SD| 0191 9.94 0.127 783 0.318 17.77 0.163 0.0554 0.177 0.0299 594 0410 0.552
N 2 2 2 2 2 2 2 2 2 2 2 2 2

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6 Organ Weight - Summary B120719
Day(s) Relative to Start Date
Sex: Male Organ Weights (Monkey)
Spleen Pancreas | Pancreas Kidney Kidney Kidney Kidney Kidneys Kidneys Adrenal Adrenal Adrenal Adrenal
Ratio Ratio L (L)Ratio R) (R)Ratio Ratio L (L)Ratio (R) (R)Ratio
(%) @ (%) (@) (%) () (%) ) (%) (mg) (*-3%) (mg) (*-3%)
" 11 11 1 1 11 1 11 " 1 " 1 1
500 mgkg Mean | 0.0808 4790 0.1602 7.400 0.2480 7315 0.2452 14.715 0.4932 499.0 16.692 385.0 12,958
SD ] 0.0108 0.085 0.0123 0.141 0.0281 0.477 0.0290 0.318 0.0571 9.9 1.244 424 2,636
N 2 2 2 2 2 2 2 2 2 2 2 2 2

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6

Organ Weight - Summary B120719
Day(s) Relative to Start Date
Sex: Male Organ Weights (Monkey)
Adrenals | Adrenals Testis Testis Testis Testis Testes Testes Prostate Prostate Seminal | Seminal ves.| Epididymis

Ratio L (L)Ratio (R) (R)Ratio Ratio Ratio vesicle Ratio L

(mg) {"-3%) (@ (*-3%) @ (*-3%) ] {"-3%) ] (*-3%) (@ (*-3%) )]

1 11 il 1 il 1 1 1" 1 1 11 1 11

500 mgkg Mean | 884.0 29.650 0.995 33.01 0.960 3199 1.955 65.00 0.750 2475 1.260 4127 0.560
SD| 325 3.880 0.191 325 0.099 0.28 0.290 3.54 0.226 5.21 0.580 1544 0.113

N 2 2 2 2 2 2 2 2 2 2 2 2 2

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6 Organ Weight - Summary B120719

Day(s) Relative to Start Date

Sex: Male Organ Weights (Monkey)
Epididymis | Epididymis | Epididymis |Epididymides|Epididymides
(L)Ratio R) (R)Ratio Ratio
{*-3%) @ *-3%) | (@ (*-3%)
1 11 1" 1" 11
500 mg'kg Mean | 1857 0.505 16.85 1.065 3542
SD 202 0.035 041 0.148 1.61
N 2 2 2 2 2

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6 Organ Weight - Summary B120719
Day(s) Relative to Start Date
Sex: Male Organ Weights (Monkey)
Final Brain Brain Pituitary Pituitary Thyroid Thyroid Thyroid Thyroid Thyroids | Thyroids Thymus Thymus
Body Weight Ratio Ratio L) (L)Ratio R) (R)Ratio Ratio Ratio
(Kg) ©@ (%) (mg) (*-3%) (mg) (*-3%) (mg) (*-3%) (mg) (*-3%) @ (*-3%)
MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR
150 mgkg Mean | 283 63.80 2.0581 65.0 2.097 2440 7.871 2450 7.903 489.0 16774 0.550 17.74
SD| 025 - - - - - - - - - - -
N 3 1 1 1 1 1 1 1 1 1 1 1 1
500 mgkg Mean | 250 - - - - - - -
SD - - - - - - -
N 1 - - - - - - - -

IMOR : Death or Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6 Organ Weight - Summary B120719
Day(s) Relative to Start Date
Sex: Male Organ Weights (Monkey)
Submand. GL| Submand. Submand. GL| Submand. | Submand. | Submand. Lungs Lungs Heart Heart Liver Liver Spleen
(L) Gls (R) GLs Gls GLs Ratio Ratio Ratio
@ (L)Ratio @ (R)Ratio : Ratio (@ (%) @ (%) @ (%) (@
("-3%) (*-3%) @ (*-3%)
MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR
150 mgkg Mean | 0.960 3097 0.980 3161 1.940 62.58 15.660 0.5052 10.170 0.3281 5840 1.884 1.600
SD - - - - - - - - - . . . -
N 1 1 1 1 1 1 1 1 1 1 1 1 1
500 mgkg Mean - - - - - - - - - - - - -
sD - - . - - . - . - - . - -

[MOR : Death or Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]




- 6€1

Table 6 Organ Weight - Summary B120719
Day(s) Relative fo Start Date
Sex: Male Organ Weights (Monkey)
Spleen Pancreas | Pancreas Kidney Kidney Kidney Kidney Kidneys Kidneys Adrenal Adrenal Adrenal Adrenal
Ratio Ratio L (L)Ratio (R) (R)Ratio Ratio L (L)Ratio (R) (R)Ratio
(%) @ (%) @ (%) (@ (%) () (%) (mg) (*-3%) (mg) (*-3%)
MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR
150 mgkg Mean | 0.0516 3.180 0.1026 6.700 0.2161 7.190 0.2319 13.890 0.4481 365.0 11774 308.0 9.935
SD - - - - - - - - -
N 1 1 1 1 1 1 1 1 1 1 1 1 1
500 mgkg Mean - - - - - - - - - -
SD - - - - - - - - - - -
N . - - - - - - - - -

[MOR : Death or Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Day(s) Relative to Start Date

Table 6

Organ Weight - Summary

B120719

Sex: Male Organ Weights (Monkey)
Adrenals | Adrenals Testis Testis Testis Testis Testes Testes Prostate Prostate Seminal |Seminal ves.| Epididymis
Ratio (L) {L)Ratio (R) (R)Ratio Ratio Ratio vesicle Ratio L
(mg) (*-3%) (@ (*-3%) @ (*3%) (@ (*-3%) @ (*-3%) (@ (*-3%) (@
MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR
150 mgkg Mean | 6730 21710 2.250 7258 2.350 7581 4600 148.39 2.190 7065 3.190 102.90 0.580
SD - - - - - - - - - - - -
N 1 1 1 1 1 1 1 1 1 1 1 1 1
500 mgkg Mean - - - - - - - - - - -
SD - - - - - - - - - -
N - - - - - .

[MOR : Death or Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Day(s) Relative to Start Date
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Sex: Male Organ Weights (Monkey)
Epididymis | Epididymis | Epididymis |Epididymides|Epididymides

(L)Ratio (R) (R)Ratio Ratio

(*-3%) @ (*-3%) @ (*-3%)

MOR MOR MOR MOR MOR
150 mgkg Mean | 18.71 0.620 20.00 1.200 38.71
SD - - - - -
. N 1 1 1 1 1
500 mgkg Mean - - - - -
sD - . . - -
N - - - - -

[MOR : Death or Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6 Organ Weight - Summary B120719
Day(s) Relative to Start Date
Sex: Female Organ Weights (Monkey)
Final Brain Brain Pituitary Pituitary Thyroid Thyroid Thyroid Thyroid Thyroids | Thyroids Thymus Thymus
Body Weight Ratio Ratio (L) (L)Ratio (R) (R)Ratio Ratio Ratio
(K9 (@) (%) {mg) (*-3%) (mg) (*-3%) (mg) (*-3%) (mg) ("-3%) ) (*-3%)
15 15 15 15 15 15 15 15 15 15 15 15 15
0 mgkg Mean 3.07 65.80 2.1687 62.0 2.037 167.3 5.268 138.3 4432 305.7 9.700 2.200 7120
SD 0.38 3.03 0.2946 2.0 0.195 95.3 2.355 526 1.266 146.3 3.529 0.537 10.93
N 3 3 3 3 3 3 3 3 3 3 3 3 3
50 mgkg Mean | 255 58.75 23036 64.5 2531 2340 9223 2315 9.115 4655 18.338 0.270 1067
3D 0.07 2.19 0.0221 0.7 0.098 792 3.361 60.1 2610 139.3 5971 0.141 584
N 2 2 2 2 2 2 2 2 2 2 2 2 2
150 mgkg Mean 245 66.30 2.7186 66.0 2.714 189.5 7.561 1775 7.176 3670 14.737 0.415 17.26
Sb 0.35 5.37 0.1730 28 0.276 856 2401 488 0.956 1344 3.357 0.049 451
N 2 2 2 2 2 2 2 2 2 2 2 2 2

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. |
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Table 6 Organ Weight - Summary B120719
Day(s) Relative to Start Date
Sex: Female Organ Weights (Monkey)
Submand. GL| Submand. [Submand. GL| Submand. | Submand. | Submand. Lungs Lungs Heart Heart Liver Liver Spleen
L Gls (R) GLs Gls Gls Ratio Ratio Ratio
(@ (L)Ratio @ (R)Ratio Ratio @ (%) {@ (%) @ (%) @
(*-3%) (*-3%) (6] (*-3%)
15 15 15 15 15 15 15 15 15 15 15 15 15
0 mgkg Mean | 0.833 26.77 0.843 27.03 1677 53.80 13.777 0.4524 10.310 0.3350 5177 1.684 4.930
SD| 0272 5.69 0.294 6.22 0.565 1189 0.490 0.0382 1.812 0.0241 8.71 0.115 2.846
N 3 3 3 3 3 3 3 3 3 3 3 3 3
50 mgkg Mean | 0.745 29.28 0.750 29.46 1495 58.74 16.650 0.6541 8.825 0.3461 58.35 2.284 1.635
‘ SD| 0.092 442 0.071 359 0.163 8.01 1.598 0.0808 0.205 0.0016 898 0.289 0.643
N 2 2 2 2 2 2 2 2 2 2 2 2 2
150 mgkg Mean | 0.910 36.99 1.030 4202 1.940 79.01 13.405 05510 8.725 0.3580 53.90 2.201 1.830
SD] 0.184 247 0.156 0.29 0.339 245 0.629 0.0538 0.615 0.0266 7.50 0.012 0.354
N 2 2 2 2 2 2 2 2 2 2 2 2 2

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Day(s) Relative to Start Date
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Sex: Female Organ Weights (Monkey)
Spleen Pancreas | Pancreas Kidney Kidney Kidney Kidney Kidneys Kidneys Adrenal Adrenal Adrenal Adrenal
Ratio Ratio L) {L)Ratio R) (R)Ratio Ratio L) {L)Ratio (R) (R)Ratio
(%) ) (%) (@) (%) (@ (%) (9 (%) (mg) (*-3%) (mg) (*-3%)
15 15 15 15 15 15 15 15 15 15 15 15 15
0 mgkg Mean | 0.1556 5.023 0.1637 5.147 0.1677 5.113 0.1663 10.260 0.3340 2723 8.911 235.7 7.704
SD | 0.0755 0.644 0.0007 0.668 0.0010 0.809 0.0058 1476 0.0068 247 0.555 318 0.860
N 3 3 3 3 3 3 3 3 3 3 3 3 3
50 mgkg Mean | 0.0638 4.360 0.1707 6.015 0.2355 6.130 0.2401 12.145 04756 3745 14679 279.0 10.928
SD | 0.0235 0.622 0.0197 0.926 0.0298 0.651 0.0189 1.577 0.0486 233 0.508 311 0.917
: N 2 2 2 2 2 2 2 2 2 2 2 2 2
150 mgkg Mean | 0.0744 5.820 0.2406 4,705 0.1908 4,720 0.1915 9.425 0.3823 298.0 12.657 2265 9.723
SD ] 0.0037 0.184 0.0422 1.082 0.0166 1.075 0.0162 2.157 0.0329 1230 6.848 128.0 6.627
N 2 2 2 2 2 2 2 2 2 2 2 2 2

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6 Organ Weight - Summary B120719

Day(s) Relative to Start Date

Sex: Female Organ Weights (Monkey)
Adrenals | Adrenals Ovary Ovary Ovary Ovary Ovaries Ovaries Uterus Uterus
Ratio L) (L)Ratio R) (R)Ratio Ratio Ratio
(mg) (*-3%) (mg) (*-3%) (mg) (*-3%) {mg) (-3%) @ (*-3%)
15 15 15 15 15 15 15 15 15 15
0 mgkg Mean | 508.0 16614 1723 5.589 199.7 6.268 3720 11858 5.330 168.29
SD| 558 1.381 336 0.441 1200 2.950 153.1 3332 2.898 69.32
N 3 3 3 3 3 3 3 3 3 3
50 mgkg Mean | 6535 25608 1075 4.235 175 4.578 2250 8.812 6.190 243.04
SD| 544 1425 318 1.365 58.7 2.175 26.9 0.809 0.368 2116
N 2 2 2 2 2 2 2 2 2 2
150 mgkg Mean | 5245 22.380 975 4.120 100.0 4272 1975 8.392 3.330 136.51
SD{ 2510 13476 332 1.951 495 2.637 827 4.588 0.283 8.15
N 2 2 2 2 2 2 2 2 2 2

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6

Organ Weight - Summary B120719
Day(s) Relative to Start Date
Sex: Female Organ Weights (Monkey)
Final Brain Brain Pituitary Pituitary Thyroid Thyroid Thyroid Thyroid Thyroids | Thyroids Thymus Thymus
Body Weight Ratio Ratio (L) (L)Ratio R) (R)Ratio Ratio Ratio
(Kg) @ (%) (mg) (*-3%) (mg) ("-3%) (mg) (*-3%) (mg) (*-3%) ) (*-3%)
1 " 1 1 11 11 11 1 1 11 11 " 1
500 mgkg Mean | 290 59.10 2.0379 67.0 2310 2220 7.655 2500 8.621 4720 16.276 0.880 30.34
SD - - - - - - - - - - - - -
N 1 1 1 1 1 1 1 1 1 1 1 1 1

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6

Organ Weight - Summary

B120719
Day(s) Relative to Start Date
Sex: Female Organ Weights (Monkey)
Submand. GL| Submand. Submand GL| Submand. | Submand. | Submand. Lungs Lungs Heart Heart Liver Liver Spleen
L Gls R) Gls Gls Gls Ratio Ratio Ratio
@ (L)Ratio @ (R)Ratio Ratio (@ (%) ()] (%) @ (%) (@
(*-3%) (*-3%) (@ (*-3%)
1 1 1 11 1" 11 " 1" " 1" 1 1" 11
500 mgkg Mean | 1.220 4207 1.200 4138 2420 8345 14.530 0.5010 9.370 0.3231 67.70 2.334 2.670
sD - - - - - . - - . - - . .
N 1 1 1 1 1 1 1 1 1 1 1 1 1

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6

Organ Weight - Summary

B120719
Day(s) Relative to Start Date
Sex: Female Organ Weights (Monkey)
Spleen Pancreas | Pancreas Kidney Kidney Kidney Kidney Kidneys Kidneys Adrenal Adrenal Adrenal Adrenal
Ratio Ratio (L) (L)Ratio (R) (R)Ratio Ratio L {L)Ratio (R) (R)Ratio
(%) (© (%) (9 (%) @ (%) {0 (%) (mg) ("-3%) {mg) (*-3%)
1 1 1" 1" 1 1 1 1 11 1 11 1 1
500 mgkg Mean | 0.0921 5.760 0.1986 5.740 0.1979 6.490 0.2238 12.230 04217 289.0 9.966 267.0 9.207
sD - - - - - - - - - - - - -
N 1 1 1 1 1 1 1 1 1 1 1 1 1

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6

Organ Weight - Summary B120719
Day(s) Relative fo Start Date
Sex: Female Organ Weights (Monkey)

Adrenals | Adrenals Ovaty Ovary Ovary Ovary Ovaries Ovaries Uterus Uterus
Ratio L) (L)Ratio (R) (R)Ratio Ratio Ratio
(mg) (*-3%) (mg) (*-3%) (mg) (*-3%) (mg) (*-3%) (0] (*-3%)

1 11 11 1 1 1 11 1 1 1

500 mgkg Mean | 556.0 19.472 1300 4.483 205.0 7.069 335.0 11552 5.940 204.83

sD - - - - - - - - - .

N 1 1 1 1 1 1 1 1 1 1

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Table 6 Organ Weight - Summary B120719
Day(s) Relative o Start Date
Sex: Female Organ Weights (Monkey)
Final Brain Brain Pituitary Pituitary Thyroid Thyroid Thyroid Thyroid Thyroids | Thyroids Thymus Thymus
Body Weight Ratio Ratio (L) {L)Ratio (R) (R)Ratio Ratio Ratio
(Kg) @ (%) (mg) (*-3%) (mg) (*-3%) (mg) (*-3%) (mg) (*-3%) © ("-3%)
MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR MOR
50 mgkg Mean 2.60 6750 2.5962 59.0 2.269 253.0 9.731 2750 10577 5280 | 20308 0.510 19.62
SD - - - - - - - - - - - - -
N 1 1 1 1 1 1 1 1 1 1 K 1 1
150 mg/kg Mean | 280 - - - - - - - - - - - -
SD - - - - - - - - - - - - -
N 1 - - - - - - - - - - - -
500 mgkg Mean 255 - - - - - - - - - - - -
D} 007 - - - . - - . - - . . -
N 2 - - . - - - . - - -

[MOR : Death or Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]




