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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
50 mgkg Hematology
Reticulocyte | Reticulocyte | Reficulocyte | Reficulocyte | Reticulocyte | Reficulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte
(%) (%) (%) (%) (%) (%) {10°9/L) (10°1) (10°91L) (10°91L) (10%91L) (10%91L)
-46 -4 5 10 1" 14 -46 4 5 10 1 14
50201 1.01 0.93 0.40 . 54.1 53.2 26.8 .
50202 067 0.93 0.32 378 50.3 19.2
50203 145 1.45 047 80.0 776 294

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
50 mgkg Hematology
Platelet Platelet Platelet Platelet Platelet Platelet PT PT PT PT PT PT
Count Count Count Count Count Count
(10°3/ul) | (10°3/ul) | (10°3/ul) | (10°3Mul) | (10*3Mul) | (1073Mul) (sec) (sec) (sec) (sec) (sec) (sec)
-46 4 5 10 1 14 -46 -4 5 10 11 14
50201 399 414 685 . 9.2 9.3 8.7 .
50202 408 404 712 9.1 9.3 8.7
50203 356 308 531 9.2 9.6 8.0

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
50 mgkg Hematology
APTT APTT APTT APTT APTT APTT | White Blood | White Blood | White Blood | White Blood | White Blood | White Blood
Celt Count | Celf Count | Cell Count | Cell Count | Cell Count | Cell Count
(sec) (sec) (sec) (sec) (sec) (sec) (10°3/ul) | (10°3/ul) | (10°3ful) | (10°3/ul) | (10%3/ul) | (10°3/ul)
-46 -4 5 10 " 14 -46 -4 5 10 11 14
50201 | 213 221 26.2 . 8.80 1124 2238 .
50202 | 202 205 216 8.79 1129 14.13
50203 | 244 246 274 7.98 8.03 27.86

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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B120719

Appendix 4 Hematology
Sex: Female Day(s) Relative to Start Date
50 mg/kg Hematology
Lymphocyte | Lymphocyte | Lymphocyte | Lymphacyte | Lymphocyte | Lymphocyte | Neutrophil | Neutrophil | Neutrophil | Neutrophil | Neutrophil | Neutrophil
(%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
-46 4 5 10 1" 14 -46 -4 5 10 1 14
50201 | 748 749 12.8 . 185 172 818 .
50202 | 320 355 265 649 58.7 685
50203 330 50.1 14.1 614 4341 80.9

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
50 mgkg Hematology
Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Basophil | Basophil Basophil Basophil Basophil | Basophil
(%) (%) (%) {%) (%) (%) {%) (%) (%) (%) (%) (%)
-46 -4 5 10 1 14 -46 -4 5 10 i 14
50201 26 28 0.8 . 0.1 0.0 00 .
50202 05 19 0.6 0.1 " 00 0.0
50203 1.1 29 0.2 0.0 0.0 0.0

[Day 5 and 10 : Moribundity.]

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




- 9¢¢

B120719

Appendix 4 Hematology
Sex: Female Day(s) Relative to Start Date
50 mg/kg Hematology
Monocyte | Monocyte | Monocyte | Monocyte | Monocyte | Monocyte |Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte | Lymphacyte
(%) (%) (%) (%) (%) (%) (1073/ul) | (10°3/ul) | (10°3uL) | (10°3ul) | (103Mul) | (10°3/ul)
-46 -4 5 10 11 14 -46 4 5 10 11 14
50201 40 5.1 46 . 6.58 8.42 2.86 .
50202 25 39 44 2.81 4.01 375
50203 45 39 48 263 4,02 394

[Day 5§ and 10 : Moribundity.]

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




Appendix 4 Hematology B120719

Sex: Female Day(s) Relative to Start Date

50 mgkg Hematology
Neutrophil | Neutrophil | Neutrophil | Neutrophil | Neutrophil | Neutrophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil
(10%3/ul) | (10%3ful) | (10°3ful) | (10°3/ul) | (10°3ul) | (10°3ful) | (10°3ful) | (10A3ful) | (10°3Aul) | (10°3ul) | (10°3ful) | (10°3ful)
-46 4 5 10 1" 14 -46 -4 5 10 11 14
50201 1.63 1.94 . 18.32 . . 0.23 0.31 . 0.18 . .
50202 | 5.7 6.63 . . . 9.67 0.04 0.21 . . . 0.09
50203 | 4.90 347 . . . 2253 0.09 0.23 . . . 0.06

[Day 5 and 10 : Moribundity.]

- LSE

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719

Sex: Female Day(s) Relative to Start Date

50 mglkg Hematology

Basophil | Basophil | Basophil | Basophil | Basophil | Basophil | Monocyte | Monocyte | Monocyte | Monocyte | Monocyte | Monocyte

(10%30u) | (10AL) | (103l | (10%AL) | (10°3L) | (10M3l) | (10°Sul) | (10°3Al) | (10°3uL) | (10°3Al) | (10°3ul) | (10°3ful)

-46 4 5 10 1 14 -46 4 5 10 11 14
50201 0.01 0.00 . 0.00 . . 0.35 057 . 1.02 . .
502021 0.01 0.00 . . . 0.00 0.22 044 . . . 0.62
50203 | 0.00 0.00 . . . 0.00 0.38 031 . . . 1.33

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
150 mgkg Hematology
Red Blood | Red Blood | Red Blood | Red Blood | Red Blood | Red Blood | Hemoglobin | Hemoglobin { Hemoglobin | Hemoglobin | Hemoglobin | Hemoglobin
Cell Count | Cell Count | Cell Count | Cell Count | Cell Count | Cell Count conc. conc. conc. - conc. conc. conc.
(10%6/ul) | (10%6/ul) | (10°6/ful) | (10°6/ul) | (10%6/ul) | (10"6/ul) (g/dL) (g/dL) (g/dL) (g/dL) {g/dL) (g/dL)
-46 -4 5 10 1" 14 -46 4 5 10 1 14
50301 | 4.69 5.25 592 13 127 142
50302 ) 5.04 5.35 5.87 125 13.3 143
50303 | 469 483 118 125

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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B120719

Appendix 4 Hematology
Sex: Female Day(s) Relative to Start Date
150 mgkg k Hematology

Hematocrit | Hematocrit | Hematocrit | Hematocrit | Hematocrit | Hematocrit Mcv MCV MCV MCV MCV MCV
(%) (%) (%) (%) (%) (%) (L) (fL) (fL) (L) (L) ()
46 4 5 10 1" 14 -46 4 5 10 1 14
50301 388 430 . . . 432 827 819 . . . 730
50302 | 409 435 . . . 440 812 813 . . . 75.0

50303 396 421 . . . . 844 87.2

[Day 5 and 10 : Moribundity.}

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative fo Start Date
150 mgkg Hematology
MCH MCH MCH MCH MCH MCH MCHC MCHC | MCHC MCHC MCHC MCHC
(r9) {pg) {p9) (pg) {rg) {pg) {gdL) (g/dL) (g/aL) (g/dL) {gfdL) {g/dL)
46 -4 5 10 1 14 -46 4 5 10 1 14
50301 241 242 240 29.1 29.5 329
50302 248 249 244 30.6 30.6 325
50303 252 259 29.8 29.7

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
150 mgkg Hematology
Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticufocyte | Reticulocyte | Reticulocyle | Reticulocyte
(%) (%) (%) (%) (%) (%) (10°a/L) (10%9/L) (1079/L) (10°9IL) {(10M1) (10%91)
-46 -4 5 10 1 14 -46 -4 5° 10 11 14
50301 0.77 0.51 027 36.1 268 16.0
50302 § 092 0.73 049 464 391 288
50303 ] 152 0.73 713 353

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
150 mg'kg Hematology
Piatelet Platelet Platelet Platelet Platelet Platelet PT PT PT PT PT PT
Count Count Count Count Count Count
(10°3/ul) | (10°3/ul) | (10°3al) | (10°3ful) | (10°3/ul) | (10"3/ul) (sec) (sec) (sec) (sec) (sec) (sec)
-46 -4 5 10 11 14 -46 4 5 10 1" 14
50301 494 378 653 88 88 9.3
50302 392 405 655 95 92 8.7
50303 476 418 8.9 94

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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B120719

Appendix 4 Hematology
Sex: Female Day(s) Relative to Start Date
150 mgkg Hematology
APTT APTT APTT APTT APTT APTT | White Blood | White Blood | White Blood | White Blood | White Blood | White Blood
Cell Count | Cell Count | Cell Count | Cell Count | Cell Count | Cell Count
(sec) (sec) (sec) (sec) (sec) (sec) (103ful) | {(10°3/ul) | (10°3ul) | (10°3ful) | (10°3ful) | (10%3/ul)
-46 -4 5 10 i 14 -46 -4 5 10 11 14
50301 207 218 227 5.60 5.37 722
50302 | 204 209 218 5.84 7.02 5.81
503031 212 234 6.93 8.17

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
150 mg’kg Hematology
Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte | Neutrophil | Neutrophil | Neutrophil | Neutrophil | Neutrophif | Neutrophil
(%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
-46 -4 5 10 1 14 -46 4 5 10 1 14
50301 | 595 50.8 539 285 449 40.7
50302 | 396 494 492 57.0 455 46.7
50303 | 374 56.5 515 37

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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B120719

Appendix 4 Hematology
Sex: Female Day(s) Relative to Start Date
150 mgkg Hematology
Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Basophil Basophil | Basophil | Basophil | Basophil | Basophil

(%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)

-48 4 5 10 1 14 -46 4 5 10 11 14
50301 88 11 04 0.2 0.0 0.0
50302 12 2.0 05 0.0 0.0 0.0
50303 03 20 0.0 0.0

[Day 5 and 10 : Moribundity.]

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




Appendix 4 Hematology B120719

Sex: Female Day(s) Relative to Start Date

150 mgkg Hematology
Monocyte | Monocyte | Monocyte | Monocyte | Monocyte | Monocyte |Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte | Lymphacyte
(%) (%) (%) (%) (%) (%) (108L) | (10%3ul) | (10%3ul) | (10°3/ul) | (10°3/ul) | (10°3MuL)
-46 4 5 10 " 14 46 -4 5 10 1 14
50307 30 32 . . . 5.0 3.33 273 . . . 3.89
50302 22 341 . . . 36 2.3 347 . . . 2.86
50303 48 38 259 462 . .

[Day 5 and 10 : Moribundity.}
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[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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B120719

Appendix 4 Hematology
Sex: Female Day(s) Relative to Start Date
150 mgkg Hematology
Neutrophil | Neutrophil | Neutrophil | Neutrophil | Neutrophil | Neutrophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil
(10°3/ul) | (10%3l) | (10°3ful) | (10°3ul) | (10°3l) | (10°3ul) | (10°3/ul) | (10M3ful) | (10°3ful) | (10°3l) | (10A3Mul) | (10°3/ul)
-46 4 5 10 1 14 -46 4 5 10 11 14
50301 1.60 241 2.94 0.49 0.06 0.03
50302 3.33 3.19 27 0.07 0.14 0.03
50303 | 3.99 3.08 0.02 0.16

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
150 mgkg : Hematology
Basophil | Basophil | Basophil | Basophil Basophil | Basophil | Monocyte | Monocyte | Monocyte | Monocyte | Monocyte | Monocyte
(10°3ul) | (1073/ul) | (10M3ful) | (10°3ful) | (10°3ful) | (10°3/ul) | (10%3/ubl) | (1073ul) | (1073/ul) | (10°3/ul) | (10°3/ul) | (10°3Mul)
-46 -4 5 10 1" 14 -46 -4 5 10 11 14
50301 0.01 0.00 0.00 0.17 017 0.36
50302 | 0.0 0.00 0.00 0.13 0.22 0.21
50303 | 0.00 0.00 0.33 0.31

[Day 5 and 10 : Moribundity.]

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
500 mg'kg . Hematology
Red Blood | Red Blood | Red Blood | Red Blood | Red Blood | Red Blood | Hemoglobin | Hemoglobin | Hemoglobin | Hemoglobin | Hemoglobin | Hemoglobin
Cell Count | Cell Count | Cell Count | Cell Count | Cell Count | Cell Count cone. conc. conc. conc. cong. conc.
(10%6/ul) | (10%6/ul) | (10%6/ul) | (10%6/ul) | (10%6/ul) | (1076/ul) (g/dL) (ofdL) {gfdL) (g/dL) (g/dL) (g/dL)
-46 -4 5 10 11 14 -46 4 5 10 11 14
50401 | 544 549 . 125 126 .
504021 5.89 5.50 764 1 . 144 135 201 .
50403 | 4.88 494 472 119 124 115

[Day 5 and 10 : Moribundity.]

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

1 [RC:Re-analysis due to sample outside of the assay range]




