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Appendix 4 Hematology B120719

Sex: Female Day(s) Relative to Start Date

500 mg/kg Hematology
Hematocrit | Hematocrit | Hematocrit | Hematocrit { Hematocrit | Hematocrit MCvV Mcv MCV MCV MCV MCV
(%) (%) (%) (%) (%) (%) (L) (fL) (ft) (L) (L) (L)
46 -4 5 10 11 14 46 4 5 10 11 14
50401 40.9 427 . . . . 75.2 778 .
50402 459 438 614 1 . . . 779 79.6 804 12 . .
50403 40.7 409 . . 393 . 834 82.8 . . 833

[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] 2 [RC:The value was re-calculated due to re-analysis of RBC and HCT after dilution.]
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Appendix 4 Hematology B120719

Sex: Female Day(s) Relative to Start Date

500 mgkg ) Hematology
MCH MCH MCH MCH MCH MCH MCHC MCHC MCHC MCHC MCHC MCHC
P9 (p9) (p9) {pa) (pg) (rg) (g/dL) (gfdL) (gfdL) (g/dL) (g/dL) (ghlL)
-46 -4 5 10 11 14 -46 4 5 10 1" 14
50401 230 230 . . . . 306 295 .
50402 | 244 245 263 U . . . 314 308 327 12 . .
50403 | 244 25.1 . . 244 . 29.2 303 . . 29.3

[Day 5 and 10 : Moribundity.]

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

1 [RC:The value was re-calculated due to re-analysis of RBC after dilution.] 2 [RC:The value was re-calculated due to re-analysis of HCT after dilution.]
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Appendix 4 Hematology B120719
Sex: Female Day(s) Relative to Start Date
500 mgkg Hematology
Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reficulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte | Reticulocyte
(%) (%) (%) (%) (%) (%) (10MI1L) (10°1L) (10791L) (10M91L) (10°91L) (10°g/L)
-46 4 5 10 1 14 -46 -4 5 10 11 14
50401 0.39 0.57 . 212 33 .
50402 | 044 1.31 1.20 . 259 721 917 u .
50403 ] 1.09 042 0.77 532 207 363

[Day 5 and 10 : Moribundity.]

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

1 [RC:The value was re-calculated due to re-analysis of RBC after dilution.]
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Appendix 4 Hematology B120719

Sex: Female Day(s) Relative to Start Date

500 mg'kg Hematology
Platelet Platelet Platelet Platelet Platelet Platelet PT PT PT PT PT PT
Count Count Count Count Count Count
(10%3ful) | (103/ul) | (10°3/ul) | (1073Aul) | (10°3Mul) | (10°3/ul) (sec) (sec) (sec) (sec) {sec) (sec)
-46 -4 5 10 11 14 -46 4 5 10 1 14
50401 502 457 . . . . 8.1 8.6 .
50402 461 376 653 . . . 9.9 96 96 . .
50403 293 252 . . 297 . 85 8.7 . . 8.3

[Day 5 and 10 : Moribundity.]

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



- SLE

B120719

Appendix 4 Hematology
Sex: Female Day(s) Relative to Start Date
500 mg'kg 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) (10°3/ul) | (10°3ful) | (1073/ul) | (10°3ful) | (10°3fl) | (103/ul)
-46 -4 5 10 1 14 -46 -4 5 10 1 14
50401 208 226 . 963 1042 .
50402 192 205 213 . 9.10 7.80 9.23 .
50403 | 20.1 VAR 19.9 527 5.11 7.20

[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 mgkg Hematology
Lymphocyte | Lymphocyte | Lymphacyte | Lymphocyte | Lymphocyte | Lymphocyte | Neutrophil | Neutrophil | Neutrophil | Neutrophil | Neutrophil | Neutrophil
(%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
-46 -4 5 10 1 14 -46 4 5 10 11 14
50401 54.5 535 . 429 436 .
50402 | 647 67.9 341 . 299 270 539 .
50403 | 56.7 59.9 493 405 38.1 46.3

[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 mgkg Hematology
Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Basophil Basophil | Basophil | Basophil Basophil Basophil

(%) {%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
-48 4 5 10 " 14 -46 4 5 10 11 14

50401 03 06 . 0.0 0.0 .

50402 16 15 0.1 . 0.1 0.1 0.1 .

50403 0.0 0.0 0.1 0.0 0.0 0.1

[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
Monocyte | Monocyte | Monocyte | Monocyte | Monocyte | Monocyte |Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte | Lymphocyte
(%) (%) (%) (%) (%) (%) (1003l | (10M3/ul) | (10%3/ul) | (10%3Aul) | (10°3ful) | (10°3/ul)
-46 4 5 10 i 14 -46 4 5 10 1 14
50401 23 23 . 525 5.57 .
50402 37 35 118 . 5.89 5.30 345 .
50403 28 20 42 2.99 3.06 3.55

[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 mgkg Hematology
Neutrophil | Neutrophil | Neutrophil | Neufrophil | Neutrophil | Neutrophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil | Eosinophil
(10%3/ul) | (10%3/uk) | (10°3ful) | (10°3Mul) | (10°3ul) | (10°3ul) | (10°3ul) | (10°3ful) | (10°3ful) | (10°3ful) | (10°3ful) | (10°3fuL)
-46 -4 5 10 1 14 -46 4 5 10 1 14
50401 413 455 . 0.03 0.06 .
50402 2.1 2.10 4.97 . 0.15 0.12 0.01 .
50403 213 1.95 333 0.00 0.00 0.01

[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
500 mgkg Hematology
Basophil Basophil Basophil Basophil Basophil Basophil | Monocyte | Monocyte | Monocyte | Monocyte | Monocyte | Monocyte
(1003/ul) | (10%3/ul) | (1073ful) | (10%3/ul) | (10M3uL) | (10%3ful) | (103/ul) | (10°3Aul) | (10*3ul) | (10°3Ml) | (10°3/ul) | (10°3/ul)
-46 -4 5 10 1 14 46 -4 5 10 1 14
50401 0.00 0.00 . 022 0.24 .
50402 | 0.01 0.01 0.01 . 0.34 027 1.09 .
50403 | 0.0 0.00 0.01 0.15 0.10 0.30

[Day 5 and 10 : Moribundity.]

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




Blood Cﬁemistry

B120719

Appendix 5
Sex: Male Day(s) Relative to Start Date
0 mgkg Blood Chemistry
ASAT ASAT ASAT ASAT ALAT ALAT ALAT ALAT LDH LDH LDH LDH
(Un) (UnL) (UL) (UiL) (Un) (uL) (UL) (UiL) (uL) (Un) (un) (uny
48 -4 1 14 -46 -4 1 14 -46 -4 11 14
10101 27 28 28 18 16 21 224 240 239
10102 44 3 36 41 24 41 221 208 298
10103 80 34 34 57 33 38 512 263 iyl

- 18¢

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




B120719

Appendix 5 Blood Chemistry
Sex:Male Day(s) Relative to Start Date
0 mgkg Blood Chemistry
Gamma GT | Gamma GT | Gamma GT | Gamma GT ALP ALP ALP ALP Creatine Creatine Creatine Creatine
’ Kinase Kinase Kinase Kinase
(UML) (UL) (U (UIL) (UL) (UIL) (U (UL) (UiL) (UnL) (UL (ULL)
-46 4 11 14 -46 -4 11 14 -46 4 11 14
10101 126 118 111 2532 2633 2868 150 273 93
10102 134 19 92 1900 1633 1641 90 98 104
10103 96 128 103 2024 2603 3040 654 77 96

- 8¢

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




Appendix 5 Blood Chemistry B120719
Sex: Male Day(s) Relative to Start Date
0 mgkg Blood Chemistry 4
Total Total Total Total Urea Urea Urea Urea Creafinine | Creatinine | Creafinine | Creatinine
Bilirubin Bilirubin Bilirubin Bilirubin Nitrogen Nitrogen Nitragen Nitrogen ‘
(mgdt) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mg/dl)
-46 4 11 14 -46 -4 1" 14 -46 4 11 14
10101 02 0.1 02 215 19.8 19.7 0.9 09 09
10102 02 0.2 0.1 16.3 189 18.0 038 0.7 0.7
10103 0.2 0.2 0.2 245 228 234 08 0.8 08

- €8¢

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 5 Blood Chemistry B120719
Sex:Male Day(s) Relative to Start Date
0 mgkg Blood Chemistry
Glucose Glucose Glucose Glucose Total Total Total Total  |Phospholipid| Phospholipid| Phospholipid | Phospholipid
Cholesterol | Cholesterol | Cholesterol | Cholestercl
(mgd) | (mgdl) | (mgidl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl) | (mgdl)
-46 4 1 14 -46 -4 11 14 -46 -4 KX 14
10101 80 85 90 157 153 152 203 210 212
10102 99 104 103 139 126 "7 199 185 181
10103 87 80 9 115 112 109 147 160 153

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 5 Blood Chemistry B120719
Sex: Male Day(s) Relative to Start Date

0 mgkg Blood Chemistry

Triglyceride | Triglyceride | Triglyceride | Triglyceride Total Total Total Total Ca Ca Ca Ca
Protein Protein Protein Protein
{mg/dL) (mg/dL) (mg/dL) {mg/dL) (gfdL) (g/dL) (g/dL) (g/dL) (mg/dL) {mg/dL) (mg/dL) (mg/dL)

-48 4 1 14 -46 -4 1 14 -46 4 1 14
10101 15 30 24 78 15 78 114 111 10.1
10102 24 23 3 78 7.6 76 12.3 118 10.9
10103 21 30 31 75 73 74 99 9.7 94

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




Appendix 5 Blood Chemistry B120719
Sex:Male Day(s) Relative to Start Date
0 mgkg Blood Chemistry
Inorganic | Inorganic | Inorganic | Inorganic Na Na Na Na K K K K
Phosphorus | Phosphorus | Phosphorus | Phosphorus
(mg/dL) (mg/dL) (mg/dL) {mg/dL) (mmollL) | (mmollL) | (mmollL) | (mmolL) | (mmobL) | (mmolL) | (mmolL) | {(mmoliL)
-46 -4 11 14 -46 -4 1 14 -48 -4 1 14
10101 6.5 6.7 58 160 157 152 55 5.1 45
10102 64 69 57 165 160 158 6.3 6.2 48
10103 52 6.6 56 152 152 149 46 52 43

- 98¢

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 5 Blood Chemistry B120719
Sex:Male Day(s) Relative to Start Date
0 mgkg Blood Chemistry
cl Cl Cl cl A/GRatio | A/GRatio | A/GRatio | A/=GRatio | Albumin Albumin Albumin Albumin
(mmoll) | (mmollL) | (mmollL) | (mmollL) (%) (%) (%) (%)
-46 -4 1 14 -46 -4 1 14 -46 -4 11 14
10101 113 110 107 146 1.54 148 594 60.7 59.7
10102 114 12 107 148 1.34 142 59.7 57.2 58.6
10103 109 1M1 108 1.74 1.66 1.67 63.5 624 62.6

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




Appendix 5 Blood Chemistry B120719
Sex: Male Day(s) Relative to Start Date
0 mgkg Blood Chemistry

Albumin Albumin Albumin Albumin Alphat Alphat Alphat Alphat Alpha2 Alpha2 Alpha2 Alpha2
Globulin Globulin Globulin Globulin Globulin Globulin Globulin Globulin

(ofdL) {gfdL) (g/dL) {gfdL) (%) (%) (%) (%) (%) (%) (%) (%)

-46 -4 11 14 -46 -4 1 14 -46 -4 11 14

10101 46 45 47 3.1 3.7 34 86 838 85

10102 47 44 45 35 34 35 10.0 10.8 10.1

10103 48 48 46 22 26 32 12.3 1341 131

- 88¢

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




- 68¢

B120719

Appendix 5 Blood Chemistry
Sex:Male Day(s) Relative to Start Date
0 mgkg Blood Chemistry
Beta Beta Beta Beta Gamma Gamma Gamma Gamma Alphat Alphat Alpha1 Alphat
Globulin Globulin Glabulin Globulin Globulin Globulin Globulin Globulin Globulin Globulin Globulin Globulin
(%) (%) (%) (%) (%) (%) (%) (%) (g/dL) (g/dL) (g/dL) {gll)
-46 -4 1 14 -46 -4 1 14 -46 4 1 14
10101 16.9 15.5 14.7 120 113 137 0.2 03 0.3
10102 § 147 15.2 14.2 121 137 136 03 0.2 0.3
10103 | 104 8.8 8.3 116 134 128 0.2 0.2 02

[Dose level was changed from 500 mg/kg to 250 mg/kg on Day 5. ]
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Appendix 5 Blood Chemistry B120719
Sex: Male Day(s) Relative to Start Date
0 mgkg Blood Chemistry
Alpha2 Alpha2 Alpha2 Alpha2 Beta Beta Beta Beta Gamma Gamma Gamma Gamma
Globulin Globulin Globulin Globufin Globulin Globulin Globulin Globulin Globulin Globulin Globulin Globulin
(g/dL) (g/dL) (g/dL) (g/dL) (g/dL) (g/dL) {g/dL) (g/dL) {g/dL) (g/dL) (g/dL) {g/dL)
-46 -4 1" 14 -46 -4 1 14 -48 4 " 14
10101 07 0.7 0.7 13 12 11 09 08 11
10102 08 038 0.8 11 12 1.4 09 10 10
10103 09 10 1.0 0.8 0.6 06 09 10 0.9

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




