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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AR RURBRERFET(B4H) FHAR - KK MICRSOY-20 (MS-20)

Individual Animal Data of Body Weights

’ RIS R T oh § €
Project Code: DV-TA00199 Study No.:  SA00032
Species/Strain: Rats/SD- ‘ ) Sex: Male
s mm?e: #| & (Dose) Body Weight (g)
Group AnimalID mlkg/day  SD1 SD8 SD 15 SD 22 SD 28
1 1010261005 0 205 263 325 380 422
1010261023 0 199 258 318 375 405
1010261017 0 218 291 348 397 437
1010261029 0 213 284 353 412 456
1010261022 0 227 297 361 401 440
1010261034 0 228 294 355 404 440
1010261027 0 245 322 383 428 461
1010261035 0 245 314 371 418 453
1010261015 0 246 314 383 442 483
1010261041 0 235 302 356 399 436
N 10 10 - 10 10 10
Mean 226.1 293.9 3553 405.6 4433
SD 17.0 211 21.6 20.4 21.6
SEM 54 6.7 6.8 6.5 6.8
2 1010261024 1.5 199 263 325 378 416
: 1010261044 1.5 202 273 338 388 430
i 1010261003 1.5 220 283 | 347 394 420
1010261028 1.5 213 280 342 388 426
1010261016 1.5 229 302 367 421 461
1010261037 1.5 230 - 301 359 425 469
1010261010 1.5 230 308 370 423 460
1010261046 1.5 232 303 350 386 418
1010261047 1.5 232 328 401 - 455 492
1010261049 1.5 229 333 402 - 458 500
.N - 10 10 10 10 10
Mean 221.6 297.4 3601 4116 4492
SD 12.6 22.8 25.6 29.1 314
SEM 4.0 7.2 8.1 9.2 9.9
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AB28 RUREAMT (B HH) FHBR - A% MICRSOY-20 (MS-20)

Individual Animal Data of Body Weights

CRIER S T R R E

Project Code: DV-TA00199 ' StudyNo.:  SAQ003
Species/Strain: Rats/SD Sex: Male
a3 Syt A EDose)_ - Body Weight (g)
Group AnimalID mlkg/day  SD 1 SD8 . SDIS SD 22 SD28 4
3 1010261020 5 199 261, 321 367 402 3

1010261030 5 210 277 330 378 414
1010261001 5 218 289 346 392 2
1010261042 5 223 294 356 400 430 4
1010261002 5 232 296 350 392 424 1

1010261013 5 233 306 370 419 465

1010261026 5 252 335 406 468 514

1010261031 5 236 304 361 407 431

1010261011 5 220 301 356 381 410

1010261019 5 234 313 369 416 451

N 10 10’ 10 10 10

Mean 225.7 297.6 356.5 402.0 4363

SD 15.0 20.0 23.4 28.5 33.1

SEM 4.7 6.3 7.4 9.0 10.5

4 1010261004 15 198 262 319 356 390

1010261050 15 201 276 344 395 445

i 1010261045 15 220 295, , 367 415 464

1010261048 15 215 283 301 329 365

1010261038 15 232 297 354 399 435

1010261043 15 227 296 336 386 427

1010261007 15 235 309- 362 422 460

1010261021 15 237 310 375 431 470

1010261012 15 249 325 + " 396 - 442 480

1010261040 15 246 306. 364 - 396 422

N 10 10° 10 10 T 10

Mean 226.0 295.9 351.8 397.1 4358

SD 17.4 18.4 -27.8 343 36.5

SEM 55 5.8 8.8 10.8 115
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AA28 RoREAMT (234) HLAR - K3k MICRSOY-20 (MS-20)

o Individual Animal Data of Body Weights
. CERIREER Ea G

Project Code: DV-TA00199 ( © Study No.: SA00032
Species/Strain: ».  Rats/SD Sex: Female
@3l sk A F(Dose) ___Body Weight (g)
Group Animal ID mlkg/day SD 1 - SD 8 SD 15 - Sh22 - SD 28
1 1010260035 0 130 204 240 243 269
1010264046 0 164 195 219 238 260
1010260004 0 178 208 236 252 258
1010260034 0 186 226 248 270 289
1010260038 0 176 233 262 277 307
1010260042 0 176 225 233 274 293
1010260015 0 178 229 228 243 271
1010260031 0 192 213 244 281 284
1010260013 0 181 224 247 255 285
1010260045 0 © 182 226 244 258 276
N 10 .10 10 10 10
Mean 179.3 218.3 240.1 259.1 279.2
SD 7.3 12.5 11.9 15.5 153
SEM 23 4.0. 3.8 4.9 4.8
{ 2 1010260019 1.5 161 208 227 250 263
i 1010260026 1.5 157 214 ' 237 246 273
1010260008 1.5 166 217 - 238 268 274
1010260027 1.5 162 204 227 243 256
1010260040 1.5 167 ©202 219 229 237
1010260041 1.5 173 209° 223 251 263
1010260020 1.5 185 215, 228 253 264
1010260036 1.5 192 216 % 239 . 267 275
1010260025 15 186 236 253 .7 263 277
1010260033 1.5 190 228 261 278 293
N 10 10 - 10 10 10
Mean 173.9 2149 2352 254.8 267.5
SD 132 10.5- 13.4 14.3 14.8
SEM 42 33 P v 4.5 4.7
“ .
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AR RoBREFHF (B3H) FHAR - KK MICRSOY-20 (MS-20)

Individual Animal Data of Body Weights T
A RB G &
Project Code: DV-TA00199 ) ~ StudyNo..  SA00032
Species/Strain: »  Rats/SD Sex: _ Female -
a3l W&k # F(Dose) _Body Weight (g) A -
Group AnimalID mlkg/day  SD1 SD§ ~ SDI15 ' SD22 SD28
3 1010260009 5 164 201 226 253 2711
1010260044 5 165 207 232 245 264
1010260029 5 182 215 237 247 261
1010260043 5 166 202 218 235 240
1010260016 S 183 203 229 270 267
1010260021 5 180 206 225 253 261
1010260006 S 172 224 249 264 272
1010260023 5 179 230 255 282 289
1010260014 5 178 256 269 255 278
1010260049 5 185 219 263 267 286
N 10 10 10 10 10
Mean 175.4 216.3 240.3 257.1 268.9
SD 8.0 17.1 17.6 13.8 14.1
SEM 2.5 54 5.6 4.4 4.4
4 1010260010 15 166 213 237 258 279
i 1010260017 15 178 206 239 252 273
1010260011 15 184 206 229 239 248
1010260030 15 171 189 196 214 222
1010260012 15 . 177 197 194 223 224
1010260050 15 187 218 235 259 270
1010260024 15 177 212 226 235 245
1010260037 15 181 228 4 % 235 . 254 266
1010260001 15 186 251 281 . 294 311
1010260003 15 180 230 252 272 282
N 10 10 10. 10 10
Mean 178.7 215.0 232.4 250.0 262.0
SD 6.5 179 251 23.5 275
SEM o2l 57 .. 19 7.4 8.7
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AR28 ROMEAAE (Z&H) FHAR - KE MICRSOY-20 (MS-20)

< ~ Individual Animal Data of Body Weight Gains
- BHERGHBER g H

Project Code: DV-TA00199 ‘ Study No.: SA00032
Species/Strain: » Rats/SD . Sex: Male
@5l #Hhw® #F(Dose) Body Weight Gains (g)
Group. Animal ID mlkg/day SD | SD(8-1) SD(15-1) SD(22-1) SD(28-1)
I 1010261005 0 205 58 120 175 217
1010261023 0 199 59 119 176 206
1010261017 0 218 73 130 179 219
1010261029 0 213 71 140 199 243
1010261022 0 227 70 - 134 174 213
1010261034 0 228 66 - 127 176 212
1010261027 0 245 77 138 183 216
1010261035 0 245 69 126 173 208
1010261015 0 246 68 137 196 1237
1010261041 0 - 235 67 121 164 201
N 10 10 - 10 10 10
Mean 226.1 67.8 - 129.2 179.5 2172
SD 17.0 58 - 7.8 10.7 13.2
SEM 5.4 1.8 2.5 34 42
| 2 1010261024 1.5 199 64 126 179 217
11010261044 1.5 202 71 136 186 228
1010261003 1.5 220 63 127 174 200
1010261028 1.5 213 67 - 129 175 213
1010261016 1.5 229 & 138 192 232
1010261037 1.5 230 71 129 195 239
1010261010 1.5 230 78, 140 193 1230
1010261046 1.5 232 71t 118 . 154 186
1010261047 1.5 232 9% . 169 .0 223 260
1010261049 1.5 229 104 . 173 229 271
N V 10 10 10 10 10
Mean 221.6 758 138.5 190.0 227.6
SD 12.6 13.6 18.3 22.5 256
SEM 4.0 43 . 58 7.1 8.1

i
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AR 28 ROMEAAME (25H) #HRE - K3 MICRSOY-20 (MS-20)

Individual Animal Data of Body Weight Gains T
CRIELS T & 8 MET
Project Code: DV-TA00199 .' . StudyNo..  SA0003;
Species/Strain: »  Rats/SD k Sex: _ Male
23, HHRE A FDose) Body Weight Gains (g) -
Group Animal[D mblkg/day  SD1 SD(8-1) - SD(15-1) 'SD(22-1) SD(28-1)
3 1010261020 5 199 62 122 168 203
1010261030 5 210 67 120 168 204
1010261001 5 218 71 128 174 204
1010261042 5 223 71 133 177 207
1010261002 5 232 64 118 160 192
1010261013 5 233 73 137 186 232
1010261026 5 252 8 . 154 216 262
1010261031 5 236 68 . 125 171 195
1010261011 5 220 81 136 161 190
1010261019 5 234 9 13 182 217
N 10 10 10 10 10
Mean 225.7 719 1308 176.3 210.6
SD 15.0 71 107 16.2 21.9
SEM 4.7 23 34 5.1 6.9
4 1010261004 15 198 64 ¢ 121 158 192
i 1010261050 15 201 75 143 194 244
1010261045 15 220 75 147 195 244
1010261048 15 215 68 86 114 150
1010261038 15 232 . 65 ©o122 167 203
1010261043 15 227 6. 109 159 200
1010261007 15 235 74 127 187 225
1010261021 15 237 73 4 % 138 . 194 233
1010261012 15 249 76 Co147 193 231
1010261040 15 246 60 118 150 176
N 10 10 10, 10 10
Mean 226.0 699 - 12538 171.1 209.8
SD 17.4 5.5 192 26.7 312

SEM 5.5 1.8 - 6.l 84 9.9

4
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AR 28 RoOBEARMT (E/H) FHAR - KK MICRSOY-20 (MS-20)

Individual Animal Data of Body Weight Gains

- GRS T & & 2%
Project Code: DV-TAG0199 ) Study No.: SA00032
Species/Strain: &  Rats/SD Sex: Female
a5l BHmR A F(Dose) _Body Weight Gains (g) _
Group Animal ID _mlkg/day SD 1 _SD (8-1) SD(15-1)  SD(22-1) 8D (28-1)
1 1010260035 0 180 24 60 63 89
1010260046 0 164 31 - 55 74 96
1010260004 0 178 30 58 74 80
1010260034 0 186 40 62 84 103
1010260038 0 176 57 - 86 101 131
1010260042 0 176 49 57 98 117
1010260015 0 178 51 50 65 93
1010260031 0 192 21 52 89 92
1010260013 0 . 181 43 66 74 - 104
1010260045 0 182 44 62 76 94
N / 10 10 - 10 10 C 10
Mean 179.3 390 60.8 79.8 99.9
SD 73 12.0 10.1 12.9 14.8
SEM 23 38 32 4.1 47
| 2 1010260019 1.5 161 47 - 66 89 102
- 1010260026 L5 157 57 . 80 89 116
1010260008 1.5 166 51 72 102 108
1010260027 LS 162 42 65 31 94
1010260040 1.5 167 Co35 52 62 70
1010260041 1.5 173 36 50 78 90
1010260020 1.5 185 3 ., , 43 68 79
1010260036 1.5 192 24 4 g 75 83
1010260025 1.5 186 50 67 - 77 " 91
1010260033 1.5 190 38 71 88 103
N 10 10 ¢ RUR 10 10
Mean 173.9 41.0 61.3 80.9 93.6
SD 13.2 103 12.4 11.6 14.0

SEM 42 33 P 3.9 37 4.4

¢
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AR 28 RoREAMT (E44) $HAW - AR MICRSOY-20 (MS-20)

~"Individual Animal Data of Body Weight Gains g
CEIELS T A X R T ;
Project Code: DV-TA00199 ~ StudyNo.: SA00032 4
Species/Strain: # Rats/SD Sex: Female §
myl, Hinsk® #F(Dose) \ Body Weight Gains (g) o
Group AnimalID mlkg/day  SD1 SD(8-1). SD(15-1) SD(22-1) SD(28-1)
3 1010260009 5 164 37 62 89 107
1010260044 5 165 42 67 80 99
1010260029 5 182 33 55 65 79
1010260043 5 166 36 52 69 74
1010260016 5 183 20 46 87 84
1010260021 5 180 26 45 73 81
1010260006 5 172 52 77 92 100
1010260023 5 179 51 76 103 110
1010260014 5 178 78 91 77 100
1010260049 5 185 34 78 82 101
N 10 10 10 10 10
Mean 175.4 409 64.9 81.7 93.5
SD 8.0 164 - 15.5 11.5 12.7
SEM 2.5 5.2 4.9 3.6 4.0
4 1010260010 1S 166 47 71 92 113
i 1010260017 15 178 28 6l 74 95
1010260011 15 184 2 - 45 55 64
1010260030 15 171 18 25 43 51
1010260012 15 177 o020 17 46 47
1010260050 15 187 3t 48 72 83
1010260024 15 177 35 49 58 68
1010260037 15 181 47 4 ' 54 . 73 85
1010260001 15 186 65 - 95 . 108 125
1010260003 15 180, 50 72 92 102
N 10 10 10. 10 10
Mean 178.7 36.3 -33.7 71.3 83.3
SD 6.5 15.4 22.8 21.3 26.0
SEM 2.1 49 . . 712 6.7 8.2

N . 14
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[] Individual Animal Data on Food Consumption
IR S TR R SEER BN E T -




28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS~PRODUCT CODE MICRSOY-20 (MS-20)
AR BRIRERHE (Z&MH) FHAM - K% MICRSOY-20 (MS-20)
Individual Animal Data of Food Consumption

~

- 18 %] X5 S A 4 K He B 3R
Project Code:PV~TAOO 199 ” Study No.:SA00032
Species/Strain:Rats/SD \ N Sex: Male
48 %) #indiik B E(Dose) Food Consumption (g/kg/day)
Group Cage No. mlkg/day Week 1 Week 2 Week 3 Week 4
1 1-1-01 0 165 139 118 101
1-1-02 0 170 136 116 102
1-1-03 0 152 129 104 91
1-1-04 0 152 126 103 91
1-1-05 0 154 S 133 112 98
N 5 5 5 5
Mean 158.6 - 132.6 110.6 96.6
SD 8.4 .52 6.8 5.3
SEM 3.7 23 3.1 2.4
) 2-1-01 1.5 174 137 116 101
2-1-02 1.5 158 C 134 109 96
2-1-03 1.5 163 S 132 114 97
2-1-04 1.5 165 124 106 95
2-1-05 1.5 186 136 105 9]
N 5 5 5 5
Mean 169.2 132.6 110.0 96.0
SD 11.0 52 49 3.6
SEM 49 23 2.2 1.6
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AR BRUBEAHE (Z4HM) HHAR - K% MICRSOY-20 (MS-20)
Individual Animal Data of Food Consumption

B RS B M e T iR
Project Code:DV-TACG0199 Study No.:SA00032
Species/Strain:Rats/SD ' : Male
@3 an ik # & (Dose) Food Consumption (g/kg/day)
Group Cage No. mlkg/day Week | Week 2 Week 3 Week 4
3 3-1-01 5 171 137 110 94
3-1-02 5 158 1129 106 93
3-1-03 5 160 127 105 96
3-1-04 5 163 126 107 92
3-1-05 5 161 122 99 87
N 5 -5 5 5
Mean 162.6 128.2 105.4 92.4
SD 5.0 5.5 4.0 34
SEM 23 25 1.8 1.5
Y4 4-1-01 15 168 127 103 92
4-1-02 15 145 117 101 94 -
4-1-03 15 149 120 99 89
4-1-04 15 160 121 105 89
4-1-05 15 144 119 94 86
N 5 5 5 5
Mean 153.2 120.8 100.4 90.0
SD 10.4 3.8 4.2 3.1
SEM 4.7 1.7 1.9 1.4
Prepared by: /‘% A (Ao Checked by: Tan-F U Yien Mar. 5 )002‘/
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODQCT CODE MICRSOY-20 (MS-20)
AE 28 RUBRERBE (BEM) EMHRR - £ 5 MICRSOY-20 (MS-20) '
Individual Animal Data of Food Consumption

18 3] RSy B K 6 F B
Project Code:DV-TA00199 Study No.:SA00032
Species/Strain:Rats/SD S Sex: Female
Bl #iik  #E(Dose) Food Consumption (g/kg/day)
Group Cage No. mblkg/day Week I Week 2 . Week 3 Week 4
1 1-0-01 0 148 132 113 114
1-0-02 0 149 123 106 98
1-0-03 0 172 124 123 I
1-0-04 0 147 120 119 103
1-0-05 0 158 122 118 112
N 5 5 5 5
Mean 154.8 124.2 115.8 107.6
SD 10.6 4.6 6.5 6.8
SEM 4.7 2.1, 2.9 3.0
T2 2-0-01 1.5 184 119 116 106
2-0-02 1.5 171 127 116 105
2-0-03 1.5 150 121 117 107
2-0-04 1.5 141 128 122 101
2-0-05 1.5 148 119 105 103
N 5 5 5 5
Mean 158.8 122.8 115.2 104.4
SD 18.0 44 6.2 24

SEM 8.1 2.0 ’ 2.8 1.1
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AR BRUBRERME (E&H) FHAM - K% MICRSOY-20 (MS-20)
Individual Animal Data of Food Consumption

-

) 18 5] 5 g B AR A B R
Project Code:DV-TA00199 , Study No.:SA00032
Species/Strain:Rats/SD A o Sex: Female
%) i REDose) Food Consumption (g/kg/day)
Group Cage No. ~ ml’kg/day  Week 1 vW&:vek-Z Week 3 Week 4
3 3-0-01 5 159 133 117 106
| B 3-0-02 5 148 113 111 101
- 3-0-03 5 129 124 119 96
. 3-0-04 5 161 116 105 96
3-0-05 5 179 137 96 103
- N 5 5 5 5
! Mean 155.2 124.6 109.6 100.4
- SD 18.4 10.4 9.4 4.4
: | SEM 8.2 47 42 2.0
- T4 4-0-01 15 154 126 109 105
4-0-02 15 134 118 105 92
- 4-0-03 15 129 103 116 92
‘ 4-0-04 15 144 .99 97 92
] 4-0-05 15 144 103 90 82
i | N 5 5 5 5
S Mean 141.0 1109.8 103.4 92.6
SD 9.8 116 10.2 8.2
- SEM 44 5.2 45 3.7
gl
¢
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AM28% 0 & A B (7L AMII - R 3% MICRSOY-20 (MS-20)
Individual Animal Data of Organ Weights and Organ/Brain Weight Ratios
iR EEE - REARE T L

Project Code: DV-TAG0199 Study No.: SA00032
Day on Test: SD 29 ) Sex: Female
Dose Brain Liver Spleen Kidneys Adrenal Gls. Thymus Heart
Group _ Animal LD. (ml/kg/day) weight (g) weight (g) _ratio® weight (g) ratio® weight(g) ratio® weight (g) ratio® (%) weight (g)  ratio” “weight (g) ratic®
2 1010260019 15 1.79 8.31 4.64 0.65 0.36 1.83 1.02 0.083 4.64 0.669 0.37 0.89 0.50
1010260026 1.5 1.80 9.01 5.0t 0.56 0.31 2.10 1.17 0.067 3.72 0.444 0.25 0.90 0.50
1010260008 1.5 1.80 9.16 5.09. 0.59 0.33 1.98 1.10 0.075 4.17 0.522 0.29 0.90 0.50
1010260027 1.5 1.93 8.02 4.16 0.50 0.26 1.68 0.87 0.055 2.85 0.469 0.24 0.81 0.42
1010260040 L5 1.89 8.58 4.54 0.64 0.34 1.93 1.02 0.090 4.76 0.421 0.22 0.89 0.47
1010260041 1.5 1.85 8.84 478 0.50 0.27 2.01 1.09 0.054 292 0.542 0.29 0.93 0.50
1010260020 1.5 1.94 1.37 3180 0.64 0.33 2.18 1:12 0.084 433 0.436 0.22 0.92 0.47
1010260036 1.5 1.95 8.54 4.38 0.58 0.30 1.94 0.99 0.074 3.79 0.457 0.23 0.90 0.46
1010260025 1.5 2.01 9.37 4.66 0.77 0.38 2.17 1.08 0.091 4.53 0.520 0.26 0.89 0.44
1040260033 1.5 1.90 10.27 5.41 0.64 0.34 2.52 1.33 0.081 4.26 0.562 030 0.98 0.52
N 10 10 10 10 10 10 10 10 10 10 10 10 10
Mean 1.89 8.75 4.65 0.61 0.32 2.03 1.08 0.075 4.00 0.504 0.27 0.90 0.48
Sb 0.07 0.79 0.47 0.08 0.04 0.23 0.12 0.013 0.67 0.075 0.05 0.04 0.03
SEM 0.02 0.25 0.15 0.03 0.01 0.07 0.04 0.004 021 0.024 0.01 0.01 0.01

¢¢—4ad

*:Ratio=Organ weight/Brain weight o
":Ratio=(0rgan weight/Brain weight) x 100
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 {(MS-20)
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
AR28ROMERAIB(E S )£ 4K - K38 MICRSOY-20 (MS-20)

Project Code: DV-TA00199

Individual Animal Data of Organ Weights and Organ/Brain Weight Ratios

EHIREHHRB LR - REMBE I LHHY

Study No.: SA00032

Day on Test: SD 29 Sex: Female.
Dose Brain Liver Spleen Kidneys Adrenal Gls. Thymus Heart
Group _ Animal 1.D. (ml/kg/day) weight (g) weight (g) ratio’ weight (g) ratio' weight (g) ratio® weight (g) ratio” (%) weight (g) ratic® weight (g) ratio®
3 1010260009 5 1.84 9.46 5.14 0.43 0.23 1.83 0.99 0.084 4.57 0.544 0.296 0.84 0.46
1010260044 5 1.79 8.57 4.79 0.57 0.32 1.95 1.09 0.058 3.24 0.508 0.284 0.97 0.54
1010260029 5 1.79 8.73 4.88 0.69 0.39 1.86 1.04 0.071 3.97 0.563 0.315 0.96 0.54
1010260043 5 1.91 7.98 4.18 0.42 0.22 1.89 0.99 0.082 4.29 0.404 0.212 0.78 0.41
1010260016 5 1.84 9.00 4.89 0.65 0.35 1.91 1.04 0.064 348 0.603 0.328 1.05 0.57
1010260021 5 1.90 7.91 4.16 0.46 0.24 1.58 0.83 0.099 5.21 0.439 0.231 0.99 0.52
1010260006 5 1.89 8.52 4.51 0.44 0.23 1.91 1.01 0.055 2.91 0.425 0.225 0.83 0.44
1010260023 5 1.92 9.48 4.94 0.59 0.31 2.24 1.17 0.081 4,22 0.473 0.246 1.06 0.55
1010260014 5 1.91 8.85 4,63 0.71 0.37 1.87 0.98 0.075 3.93 0.487 0.255 1.09 0.57
1010260049 5 1.87 10.03 5.36 0.58 0.31 223 1.19 0.076 4.06 0.419 0.224 0.89 0.48
N 10 10 10 10 10 10 10 10 10 10 10 10 10
Mean 1.87 8.85 4,75 0.55 0.30 1.93 1.03 0.075 399 0.487 0.26 0.95 0.51
SD 0.05 0.67 0.39 0.11 0.06 0.19 0.10 0.013 0.66 0.067 0.04 0.11 0.06
SEM 0.02 0.21 0.12 0.03 0.02 0.06 0.03 0.004 0.21 0.021 0.01 0.03 0.02

*:Ratio=Organ weight/Brain weight
®.Ratio=(Organ weight/Brain weight) x 100 .
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
ARBROMEAAE(D &) H LMK - X1 MICRSOY-20 (MS-20)
Individual Animal Data of Organ Weights and Organ/Brain Weight Ratios
WAL GHMEEE - BB E F bk

Project Code: DV-TA00199 - Study No.: SA00032
Day on Test: SD 29 ' Sex:  Female
Dose Brain Liver Spleen Kidneys Adrenal Gls. Thymus Heart
Group _ Animal 1.D. (mV/kg/day) weight (g) weight (g) ratio® weight (g) ratio’ _weight (g) ratio® weight (g) ratio® (%) weight (g) ratio® weight(g) ratio®

4 1010260010 15 1.81 11.64 6.43 0.55 0.30 2.17 1.20 0.063 348 0.564 0.312 110 0.61

1010260017 15 1.68 9.30 5.54 0.56 0.33 2.13 1.27 0.053 3.15 0.479 0.285 0.94 0.56

1010260011 I5 1.86 8.36 4.49 0.59 0.32 1.96 1.05 0.067 3.60 0.521 0.280 0.95 0.51

1010260030 15 1.89 6.40 339 0.49 0.26 1.49 0.79 0.056 2.96 0.261 0.138 0.77 0.41

1010260012 15 1.87 6.92 3.70 0.54 0.29 1.69 0.90 0.075 4.01 0.390 0.209 0.73 0.39

1010260050 15 1.83 9.41 5.14 0.44 0.24 1.93 1.05 0.085 4.64 0.353 0.193 0.84 0.46

1010260024 15 1.91 722 3.78 0.43 0.23 1.51 0.79 0.049 2.57 0.430 0.225 0.76 0.40

1010260037 15 183 9.37 5.12 0.79 0.43 2.03 1.1l 0.109 5.96 0.606 0.331 0.86 0.47

1010260001 15 1.80 10.46 5.81 0.61 0.34 2.26 1.26 0.066 3.67 0.566 0.314 0.89 0.49

1010260003 15 1.83 9.92 5.42 0.70 0.38 2.03 il 0.079 432 0.531 0.290 0.98 0.54

N 10 10 10 10 10 10 10 10 10 10 10 10 10

Mean 1.83 8.90 4.88 0.57 0.31 1.92 1.05 0.070 3.84 0470 0.26 0.88 0.48

SD 0.06 1.66 1.01 0.11 0.06 0.27 0.18 0.018 0.97 0.110 0.06 0.11 0.07

SEM 0.02 0.53 0.32 0.04 0.02 0.09 0.06 0.006 0.31 0.035 0.02 0.04 0.02

*:Ratio=Organ weight/Brain weight
*:Ratio=(Organ weight/Brain weight) x 100

“x

Prepared by: CQQ@W UQ— fJa’\P MM\ >t , >oD 2

Y, :
Checkedby:__ 770 Do, CRon, Moy 6. o0 20—
7
24




§ ‘ L
[
=
0
=)
S
g &K
A s .
. -}
Z 5
= B
, = & 4
2 %
2z
T R
= B N
; O

e o
T

i G2 o
insitiag Bl o
T3 - . .




28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)

ABBROMERRMB(HEM)H AR - 5% MICRSOY-20 (MS-20)
’ Individual Animal Data on Urinalysis

18 5] SR $h 4 R B B
Project Code: DV-TA00199 ) Study No: SA00032
Days on Test :SD 29 Sex:  Male
Animal LD. Dose Volume Odor SG  Color Clarity Glu Bil Ket pH Pro Uro  _Nit Blo Leu
(mikg/Day)  ml : EU/dI '

1010261005 0 - 26 Normal 1.023 Yellow C(Clear Negative Negative Trace 70 Trace 0.2  Negative Negative Negative
1010261023 0 26 Normal 1019 Yellow Clear Negative Negative Trace 70 Trace 0.2  Negative Negative Negative
1010261017 0 34 Normal 1013 Yellow Clear Negative Negative Trace - 7.0 Negative 0.2  Negative Negative Negative
1010261029 0 28  Nomal 1018 Yellow Clear Negative Negative Trace 70  Negative 02  Negative Negative Negative
1010261022 C 40 Normal 1.012 Yellow Clear Negative Negative Trace 70 Negative 0.2  Negative Negative Negative
1010261034 0 28 Normal 1.020 Yellow Clear Negative Negative 1+ 7.5 Trace 0.2 Negative Negative Negative
1010261027 0 34 Normal 1017 Yellow Clear Negative Negative Trace 70 Negative 02  Negative Negative Negative
1010261035 0 20 Normal 1032 Yellow Clear Negative Negative 1+ 7.0 Trace 0.2  Negative Negdtive Negative
1010261015 0 24 Normal 1022 Yellow Clear Negative Negative Trace 7.0 Negative 0.2  Negative Negative Negative
1010261041 0 24 Normal 1.022 Yellow Clear Negative Negative Trace 7.0  Negative 0.2  Negative Negative Negative

N 10 10 10 .10

Mean 284 1.020 . 7.05 0.20 )

sD -59 0006 016 . - 0.00 ‘ -

SEM 1.9 0.002 . 0.05 000

Key: SG=Specific Gravity

Glu=Glucose

Bil=Bilirubin _ _—

Ket=Ketones Operated by: ’[m-/:;t \ﬁ{é"l Dec. 1,200}
Pro=Protein ’ . 8

Uro=Urobilinogen = Checked by: C@\ . k (“\)' </n (\ Pee. hP' 7‘0\)\
Nit=Nitrate 4

Blo=Blood(hemoglobin)
Leu=Leukocytes

STUDY IN RATS - PRODUCT

+ RO U LW RIS & v\ e o o



R o4 ¢ ‘STUDYclN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
x&z&x amtam!(ﬁgﬁ)ﬁﬁwﬁ 443 MICRSOY-20 (MS-20)

Individual Animal Data on Urinalysis

18 B R ) M SR B B
Project Code: DV-TA00199 Study No: SA00032
Days on Test :SD 29 Sex:  Male
Animal LD. Dese  Volume Odor SG Color Clarity Glu Bil Ket pH Pro Uro Nit Blo Leu
(mifkg/Day) ml : EU/dl’ '
1010261024 1.5 22 Normmal 1.023  Yellow Clear Negative Negative Trace 6.5 Negative 0.2  Negative Negative Negative
1010261044 1.5 30 Normal 1.017 Yellow Clear Negative Negative Trace 6.5 Negative 0.2  Negative Negative Negative
1010261003 1.5 18 Normal 1026 Yellow Clear Negative Negative 1+ 6.5 Trace 0.2  Negative Negative Negative
1010261028 1.5 32 Normal 1.015 Yellow Clear Negative Negative Trace 70 Negative 0.2  Negative Negative Negative
1010261016 1.5 19 Normal 1.027 Yellow Clear Negative Negative . Trace 7.0 Trace 0.2  Negative Negative Negative
1010261037 1.5 19 Nommal 1025 Yellow Clear Negative Negative Trace 70 Negative 02  Negative Negative 1+
1010261010 1.5 27 Normal 1.022 Yellow Clear Negative Negative Trace 6.5 Negative 02  Negative Negative Negative
1010261046 L5 17 Normal 1.027 Yellow Clear Negative Negative Trace 6.5 Trace 0.2  Negative Negative Negative
1010261047 1.5 32 Normal 1016 Yellow Clear Nepative Negative Trace 7.0 Trace 0.2  Negative Negative Negative
1010261049 1.5 28 Normmal 1019  Yellow Clear Negative Negative Trace 8.0 Trace 0.2  Negative Negative Negative
N 10 10 H 10
Mean 244 1.022 6.85 0.20
SD 60 0.005 047 0.00
SEM 1.9 0.001 _0.15 0.00

. Key:.8G=Specific Gravity

Glu=Glucose
Bil=Bilirubin
Ket=Ketones
Pro=Protein
Uro:Urobilinog'en
Nit=Nitrate

Blo=Blood(hemoglobin)

Leu=Leukocytes

[}

Operated by: Tan-~ Fu Yuen pec. ({500}

- Checked by: £ Niew - fiug /\,l Rec if 200 |

7
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18-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY:20 (MS-20)

ARZBAOMETBAF(HSM)EMAR - R MICRSOY-20 (MS-20)
Individual Animal Data on Urinalysis

LERIRER 3 L Y B L T S
Project Code: DV-TA00199 . . Study No: SA00032
Days on Test :SD 29 Sex: Male
Animal LD, Dose  Volume Odor SG Color Clarity Glu Bil Ket pH Pro Uro  _Nit Blo Leu
(mikg/Day)  ml ' EU/dl '

1010261020 5 36 Normal 1011 Yellow Clear Negative Negative Trace 70 Negative 0.2  Negative Negative Negative
1010261030 5 24 Normal 1.023 Yellow Clear Negative Negative Trace 75 Negative 02  Negative Negative Negative -
1010261001 5 29 Normmal 1.019 Yellow Clear Negative Negative Trace 6.5 Trace 0.2  Negative Negative Negative
1010261042 5 34 Nommal 1.017 Yellow Clear Negative Negative Trace 6.5 Negative 0.2  Negative Negative Negative
1010261002 5 38 Normal 1.012 Yellow Clear Negative Negative Trace 7.0 Negative 02  Negative Negative Negative
1010261013 5 22 Normal 1.021  Yeliow Clear Negative Negative Trace 70 Negative 02  Negative Negative Negative
1010261026 5 46 Normal 1012 Yellow Clear Negative Negative Trace 7.0 Negative 0.2  Negative Negative Negative
1010261031 5 17 Nomal 1.027 Yellow Clear Negative Negative Trace 7.0 Trace 0.2  Negative Negative Trace
1010261011 5 24 Normal 1.020 Yellow Clear Negative Negative Trace 7.0 Trace 0.2  Negative Negative Negative
1010261019 5 28 Normal 1.020 Yellow Clear Negative Negative Trace 70 Negative 0.2  Negative Negative Negative

N 10 10 10 10

Mean 29.8 1.018 6.95 0.20 )

SD 8.7 0.005 028 . 0.00 . -

SEM 2.8 0.002 0.09 0.00

Key: SG=Specific Gravity
Glu=Glucose
Bil=Bilirubin _
Ket=Ketones Operated b}’ 7;‘ n- F—L( ﬁ‘e” DeC . I/J dowt
Pro=Protein

Uro=Urobilinogen
Nit=Nitrate
Blo=Blood(hemoglobir‘1)
Leu=Leukocytes

Checked by: C/:.(/,»r M-ﬂ‘( (/\;(\ Pac.f 1)
/

E MICRSOY:20 (MS-20)'
ABIREX UM ERMNBI(T A MVEM B - 48k UICDCNV 90 7ue ann



28-DAY SUBA«

,

(CITY STUDY IN RATS - PRODUCT CODE MICRSOY:20 (MS-

ABR2BR O & AR H(HSM)EM AR - K% MICRSOY-20 (MS-20)

Individual Animal Data on Urinalysis

MBS EREHE
Project Code: DV-TA00199 Study No: SA00032
Days on Test :SD 29 Sex:  Male
Animal LD, Dose . Volume Odor SG Color Clarity Glu Bil Ket pH Pro Uro Nit Blo Leu
(mikg/Day)  ml ' EU/dI '
1010261004 15 - 21 Normal 1.018 Yellow Clear Negative Negative Trace 75 Negative 0.2  Negative Negative Negative
1010261050 15 34 Normal 1016 Yellow Clear Negative Negative Trace 70  Negative 0.2  Negative Negative Negative
1010261045 15 33 Normal 1018 Yellow Clear Negative Negative Trace 7.0  Negative 0.2  Negative Negative Negative
1010261048 15 27 Normal 1.014 Yellow Clear Negative Negative ° Trace 70 Negative 0.2 Negative Negative Negative
1010261038 15 28 Normal 1.018 Yellow Clear Negative Negative Trace 7.5 Negative 0.2  Negative Negative Negative
1010261043 15 27 Normal 1016 Yellow Clear Negative Negative Trace 6.0 Negative 02  Negative Negative Negative
1010261007 15 40 Normal 1013 Yellow Clear Negative Negaive Trace 7.5 Negative 02  Negative Negative Negative
1010261021 15 43 Normal 1.011  Yellow Clear Negative Negative Trace 7.5 Negative 02  Negative Negative Negative
1010261012 15 28 Nomal 1.021 Yellow Clear Negative Negative Trace 7.5 Trace 0.2  Negative Negative Negative
1010261040 15 25 Normal 1.020 Yellow Clear Negative Negative 1+ 80  Negative 02  Negative Negative Negative
N 10 10 10 10
Mean 31.2 1.017 7.25 0.20
SD 6.1 0.003 0.54 0.00
SEM 19 0.001 0.17 0.00

Key: SG=Specific Gravity

Glu=Glucose
Bil=Bilirubin
Ket=Ketones
Pro=Protein |

Uro=Urobilinogen

Nit=Nitrate

Blo=Blood(hemoglobin) "

Leu=Leukocytes

Operated by: 7;11- Fu Yaen Dec 1t,200)

;o3 .
. Checked by: &g, - Ming 5/1:/\ Plf, I,K W |
/
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
ARZBA UM EAMB(ZEM)EHME - AR MICRSOY-20 (MS-20)

Individual Apimal Data on Urinalysis

LERRR e T &
Project Code: DV-TA00199 . Study No: SA00032
Days on Test :SD 29 Sex: Female
Animal LD. Dese  Velume Odor SG Color Clarity Glu Bil Ket pH Pro Uro  _Nit Blo Leu
(mikg/Day) _ ml ‘ A EU/dI '

1010260035 0 15 Normal 1022 DK Yellow Clear Negative Negative Negative 60  Negative 0.2  Negative Negative Negative
1010260046 0 10 Normal 1.031 Yellow Clear Negative Negative Trace 6.5 Negative 02  Negative Negative Nepative
1010260004 0 12 Normal 1.026 Yellow Clear Negative Negative Negative 6.5 Negative 02  Negative Negative Negative
1010260034 0 13 Normal 1026 Yellow Clear Negative Negative Trace 7.0 Negative 0.2  Negative Negative Negative
1010260038 0 27 Normal 1019  Yellow Clear Negative Negative. Negative 7.0 Negative 0.2 Negative. Negative Negative
1010260042 0 13 Normal 1.033  Yellow Clear Negative Negative Negative 7.5 Negative 02  Negative Negative Negative
1010260015 0 24 Normal 1016 Yellow Clear Negative Negative Negative 6.5 Negative 02  Negative Negative -Negative
1010260031 0 6 Normal >1.040 Yellow Clear Negative Negative Trace 6.0 Trace 0.2 Negative Negative Negative
1010260013 0 14 Normal 1027 Yellow Clear Negative Negative Negative 6.5 Negative 02  Negative Negative Negative
1010260045 0 13 Normal 1.028 Yellow Clear Negative Negative Trace 6.5 Negative 02  Negative Negative Negative

N 10 9 10 10

Mean 14.7 1.025 6.60 0.20

SD 6.3 0.005 046 | 0.00 -

SEM 20 0.002 0.15 000

Kéy: SG=Specific Gravity
Glu=Glucose
Bil=Bilirubin _ -
Ket=Ketones Operated by: Taur- Fte Yoen pec, !l 2ve)
Pro=Protein
Uro=Urobilinogen
Nit=Nitrate
Blo=Blood(hemoglobin)

Checked by: (:/M}w AT Q/ﬁ/\ OJC.:, T |
Z [}

Leu=] eukocytes

IN RAT - RODUCT CODE MICRSOY-20
kﬁ.zsk ORERMNE(ZEMFHRR - K% MICRSOY on rue ons




k&ZBi Umiﬁﬂi(ﬁ%&)%—ﬁiﬂﬂ - 4% MICRSOY-20 (MS 20)

Individual Animal Data on Urinalysis

; MR e R BRI
Project Code: DV-TA00199 . Study No: SA00032
Days on Test :SD 29 Sex: Female
Animal IL.D. Dose Volume Odor SG Color Clarity Glu Bil Ket pH Pro Uro Nit Blo Leu
(mlkg/Day)  ml ' ‘ EU/dl
1010260019 1.5 20 Normal 1018 Yellow Clear Negative Negative Negative 6.5 Negative 02  Negative Negative Negative
1010260026 1.5 14 Normal 1.025 Yellow Clear Negative Negative Negative 6.5 Negative 0.2  Negative Negative Negative
1010260008 1.5 16 Nomal 1.025 Yellow Clear Negative Negative Trace 70 Negative 0.2  Negative Negative Negative
1010260027 1.5 12 Normal 1.028 Yellow Clear Negative Negative Negative 7.0  Negative 0.2  Negative Negative Negative
1010260040 1.5 12 Normal 1.026 Yellow Clear Negative Negative- Trace 70 Negative 02  Negative Negative Negative
1010260041 1.5 i1 Normal 1021 Yellow Clear Negative Negative Trace 70 Negative 02  Negative Negative Negative
1010260020 1.5 17 Normal 1021 Yellow Clear Negative Negative Negative 65 Negative 02  Negative Negative Trace
1010260036 1.5 21 Normal 1018 Yellow Clear Negative Negative Negative 7.0 Negative 02  Negative Negative Negative
1010260025 1.5 10 Normal 1031  Yellow Clear Negative Negative Trace 70 Negative 0.2  Negative Negative Negative
1010260033 1.5 14 Normal 1.024  Yellow Clear Negative Negative Trace 6.5 Negative 0.2  Negative Negative Negative
N 10 10 10 10
Mean 14.7 1.024 6.80 0.20
SD 3.7 0.004 0.26 0.00 -
SEM 1.2 0.001 0.08 0.00
" Key: SG=Specific Gravity
Glu=Glucose
Bil=Bilirubin
Ket=Ketones Operated by: Tan- R U Tuen Dec. (1,200
Pro=Protein , .
Uro=Urobilinogen Checked by: ['/\fﬁiix*lb( ;‘\[S/\I (\ Vog l,? 209 )
Nit=Nitrate v '
Blo=Blood(hemoglobin) *

Leu=Leukocytes



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
ARBROMERME(ESM)HMAR - K} MICRSOY-20 (MS-20)

Individual Animal Data on Urinalysis

18 5] R 0k 8 Wik R Sk
Project Code: DV-TA00199 ) Study No: SA00032
Days on Test :SD 29 Sex: Female
Animal LD. Dose Volume Odor SG Color Clarity Glu Bil Ket pH Pro Uro Nit Blo Leu
(mikg/Day)  ml ' EU/dl '
1010260009 5 18 Normal 1.018 Yellow Clear Negative Negative Negative 7.5  Negative 0.2  Negative Negative Negative
1010260044 5 17 Normal 1021  Yellow Clear Negative Negative Negative 7.0  Negative 0.2 Negative Negative Negative
1010260029 5 12 Normal 1.024 Yellow Clear Negative Negative Negative - 7.0  Negative 0.2  Negative Negative Negative
1010260043 5 8 Normal 1033  Yellow Clear Negative Negative Trace 70 Negaive 02  Negative Negative Negative
1010260016 5 21 Normal 1015 Yellow Clear Negative Negative Negative 7.0  Negative 0.2  Negative Negative Negative
1010260021 5 i1 Normal 1.027 Yellow Clear Negative Negative Negative 65  Negative 0.2  Negative Negative Negative
1010260006 5 14 Normal 1024 Yellow Clear Negative Negative Negative 6.5  Negative 0.2  Negative Negative Negative
1010260023 5 13 Normal 1026 Yellow Clear Negative Negative Negative 7.0 - Negative 0.2  Negative Negative Negative
1010260014 5 19 Normal 1.020 Yellow Clear Negative Negative Negative 6.5  Negative 0.2  Negative Negative Negative
1010260049 5 10 Normal 1.031 Yellow Clear Negative Negative Trace 70 Negative 02  Negative Negative Negative
] N 10 10 10 10
) Mean 14.3 1.024 6.90 0.20
> SD 43 0.006 V 0.32 . 0.00
SEM 14 0.002 ‘ 0.10 000

Key: SG=Specific Gravity

Glu=Glucose

Bil=Bilirubin

Ket=Ketones Operated by: Tan- Fu Tuen pec. 11, 200)
Pro=Protein, A

Uro=Urobilinogen - Checked by: him - M N C/ ‘EL Dec (f 20 |
Nit=Nitrate v

Blo=Blood(hemoglobin)
Leu=Leukocytes

S FHME, - &

Yrndicid. ¥ a2 - N

% _MICRSOY-20 (MS-20)



ARBROBREAMNF(BLM)EMRI - A% MICRSOY-20 (MS-20)

Individual Animal Data on Urinalysis

18 B3R # Bl F $ B
Project Code: DV-TA00199 Study No: SA00032
Days on Test :SD 29 Sex: Female
Animal LD. Dose Volume Odor  SG Color Clarity Glu Bil Ket pH Pro Uro Nit Blo Leu
(mlkg/Day)  ml ‘ BU/dI' '
1010260010 15 15 Normal 1.023  Yellow Clear Negative Negative Trace 70 Negative 0.2  Negative Negative Negative
1010260017 15 14 Normal 1.026 Yellow Clear Negative Negative Negative 7.0 Negative 0.2  Negative Negative Negative
1010260011 15 26 Normal 1015 Yellow Clear Negative Negative Negative 7.0 Negative 0.2  Negative Negative Negative
1010260030 15 18 Normal 1014 Yellow Clear Negative Negative Negative 7.5 Negative 0.2  Negative Negative Negative
1010260012 15 28 Normal 1010 Yellow Clear Negative Negative Negative 7.0 Negative 02  Negative Negative Negative
1010260050 15 22 Normal 1016 Yellow Clear Negative Negative Negative 7.5 Negative 0.2  Negative Negative Negative
1010260024 15 19 Normal 1018 Yellow Clear Negative Negative Negative 7.5 Negative 0.2  Negative Negative Negative
1010260037 15 13 Normal 1.023 Yellow Clear Negative Negative Negative 7.5 Negative 02  Negative Negative Negative
1010260001 15 20 Nomal 1.021  Yellow Clear Negative Negative Negative 7.5  Negative 0.2  Negative Negative Negative
1010260003 15 12 Normal 1029 Yellow Clear Negative Negative Trace 7.5 Negative 0.2  Negative Negative Negative
N 10 10 10 10
Mean 18.7 1.020 7.30 0.20
SD 54 0.006 0.26 0.00
SEM 1.7 0.002 0.08 0.00
Key: SG=Specific Gravity
Glu=Glucose
Bil=Bilirubin —
Ket=Ketones Operated by: [~ "t Yien pec.i/, 200
Pro=Protein "
Uro=Urobilinogen Checked by: C/t’,c.(/n M ing C/ 1 (\ Dac. if 10y \
Nit=Nitrate (/ '

Blo=Blood(hemoglobin) '

Leu=Leukocytes



[J Individual Animal Data on Urinalysis -Urine Sediment
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20)

ABRPBROMEFAE(HEM)EHRR - KHEMICRSOY-20 (MS-20)

Project Code : DV-TA00199

Male ~ Group 1-

(Continue)

i. Es:limate average number per high-power field(400 X) and

P11 mbag/day)

Individual Animal Data on Urine Sediment

Study No. : SA00032

E Animal ID

Epitheliat
Cells

1010261029
1010261022
1010261034

1010261035
1010261015
1010261041

1010261005 |
1010261023 |
1010261017 |

1010261027

PEm . mRRER

N

Casts’

Hyaline

Granular

Epithelial

RBC

Others

Animal ID

Crystals!

Uric Acid

Leucine
[Tyrosine

Cystine

Calcium
Oxalate

Hippuric
Acid

Ammonium

Biurate

Triple
Phosphate |

1010261023
1010261017

1010261022
1010261034

1010261035
1010261015
1010261041

1010261005

1010261029 |

1010261027 |

Microbes3

Bacteria

Yeast

Trichomonas

Vaginalis

N

zZzZ2Z2rz2Z22=2

3. Estimate average number per high-power field(400 X) and report in terms of N(negative), L(light), Mo(modcfate), Hheavy).

~: Not detectable

Prepared by: . jllcn

Checked by: % i

report in {erms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to ¢
2. Estimate average number per low-power field(100 X) and report in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count).

ount).

D [\%“",/' Dec, 17 e f

M 71“?/ Pic\/cyww/



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20)

ARBROMBEFME(ZSH) S MM - &K EMICRSOY-20 (MS-20)
Project Code : DV-TA00199 Study No. : SA00032

Individual Animal Data on Urine Sediment

Male - Group 2- 1.5 ml/kg/day
Animal ID Cells' j Casts’ ~ Others
Epithelial RBC | WBC i Hyaline | Granular f Epithelial | RBC "WBC Sperm'

Cel ’ . ‘

1010261024
1010261044
1010261003
1010261028
1010261016
1010261037
1010261010
1010261046
1010261047
1010261049

R
t

s
'

'

t

'

[
'

BRI R R

(Continue) Animal ID | Crystalsl . Microbes3
J . Uric Acid | Leucine ' Cystine Calcium | Hippuric |Ammonium| Triple Bacteria Yeast Trichomonas
[Tyrosine Oxalate Acid Biurate | Phosphate Vaginalis

1010261024 | - - - - -

g 1010261044 S - - - -

1010261003 - - - - -

1010261028 - - . - -
1010261016 - R - - - { .

¥

|

H

H

L
zZ

olo2ero37 | - L L o

H

1010261010 | . - -
lowoeloa6f - . p o - | - -
1010261047 - - - |

1010261049 |~ . 2 - 1. - F
F 1

1. Estimate average number per high-power field(400 X) and report in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count),
2. Estimate average number per tow-power field(100 X) and report in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count).

3. Estimate average number per high-power field(400 X) and report in terms of N(negative), L(light), Mo(moderate), H(heavy).

- : Not detectable
Prepared by: 20 oLl 1Sy
' Checked by:

}

22222222

Pee 17 e/

D Wi T?WJ, Pec, 18 e

28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20)



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20)
ABR2BRoOMREAREF(EEM)EHAMN - /K XMICRSOY-20 (MS-20)

Project Code : DV-TA00199 ) _ Study No. : SA00032

Individual Animal Data on Urine Sediment

Male — Group 3-  § ml/kp/day

Animal ID Cells' ! i Casts” - 4 [ Others
Epithelial RBC ! WBC | Hyaline | Granular | Epithelial { RBC | WBC Sperm'
Cells * ‘: 1
1010261020} R - - ! - P - - - e
1010261030 | R - - - I - - - - R
1010261001 ) - . - ; - - -
1010261042 R - - - ! - - - - -
1010261002 R . - - - - - - .
1010261013 - - - - - - - - -
1010261026 - - - - ! - - - - -
1010261031 ] R - - - ( - - - - e
1010261011 | - - - - ; - - - - e
1010261019 R - - - ] - - - - R
(Continue) Animal ID | Crystals} Miorabes3
Uric Acid | Leucine Cystine Calcium | Hippuric |{Ammonium| Triple Bacteria Yeast | Trichomonas
[Tyrosine Oxalate Acid Biurate | Phosphate Vaginalis
10102610204 - 1 - -] - - - - N - -]
1010261030 - - - - - - N - -
1010261001 - - . - . N N - - 1
1010261042 1 - - - - - - N - e
1010261002 . - N - - - - N - el
0102610838 - o e o b e Coe R N - . N - -
1010261026 | - - - - - - - N - -
1010261031 - . - - . - F N - -
iotozétott [ - 4 . - - - - - N S
1010261019 - - - - - - 0 N - -

, .
1. Estimate average number per high-power fiefd(400 X) and report in terms of R(rare), O(occeasional), F(few), Mo(moderate), M(many), T(too nurherous to count).
2. Estimate average number per low-power field(100 X) and report in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count).
3. Estimate average number per high-power field(400 X) and report in terms of N(negative), L(light), Mo(moderate), H(heavy)

- : Not detectable
Prepared by: 4}u ‘\l)/\ NN
Checked by: ( pec. 17 >/

I M 72%&/ ‘Déc‘((f)\m/
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20)

ARBRAOMBERAE(EAM)F MM - RIEMICRSOY-20 (MS-20)
Project Code : DV-TA00199 ’ Study No. : SA00032

Individual Animal Data on Urine Sediment

Male ~ Group 4- 15 mi/kg/day

; Animal ID Cells' Co i Casts’ - ,L__Others
| Epithelial RBC |, WBC ! Hyaline | Granular | Epithelial | RBC "WBC Sperm!'
? Cells ‘ ‘
1010261004 R - - - - - - - R
1010261050 | R - S - - - R
1010261045 | - R - - - - "
1010261048 - - - b - - - -
1010261038 R - -0 - - - - -
1010261043 - - - -5y - - - -
1010261007 R - R - - - - - S
1010261021 R . - -0 - - - - e
1010261012 R - - - - - - - LR
1010261040 R - R - - - - - R
(Continue) Animal ID | Crystals] . i Microbes3
b ] Uric Acid | Leucine Cystine Calcium | Hippuric |Ammonium| Triple Bacteria Yeast | Trichomonas
{Tyrosine . ! Oxalate Acid Biuratc | Phosphate ! Vaginalis_ |
110261004 | - | . R T - . R N e
4 1010261050 - - - - - - - - N | - -
1010261045 - - - - - . < . N . .
1010261048 - - - - - S - N - e
1010261038 - - - - - b - - N - -
Jloloze1043 . -1 - SRR SIS R S - N o T
1010261007 { - | - - - - - . R LN - T e
w6102 § - - B - - U N
RUITCTITTV R R R - -l - r - I F N e
1010261040 | - : - - . - o N . -

’
1. Estimate averagé number per high-power field(400 X) and report in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count),
2. Estimate average number per low-power field(100 X) and report in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count).
3. Estimate average number per high-power field(400 X) and report in terms of N(negative), L(light), Mo(moderate), H(heavy).
- : Not detectable

Prepared by: .1 (g

Checked by: > Pec 12 >y
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20)
- AR228K 0 R & & & B(BEWEHRRMR - £ HKMICRSOY-20 (MS-20)
Project Code : DV-TA00199 _ Study No. : SA00032
Individual Animal Data on Urine Sediment

Female ~ Group 1- g1 (15 avgitayy

© Animal ID ~ Cells' | j Casts’ Others
! Epithelial RBC WBC | Hyaline r Granular | Epithelial RBC "WBC
:' Cells *‘
1010260035 - - X - 1 - : . - -
1010260046 R - - - - - - - -
1010260004 R - - - - - - - -
1010260034 R - - - - - - - -
1010260038 - - - - - - - - -
1010260042 R - R - 0 - - - - -
10102600157 R - - - - - . - e
- 1010260031 | R - R - - - - - e
1010260013 R - - - - - - - e
1010260045 - - - - - - - - -
(Continue) Animal ID | Crystalsl Microbes3 .
Uric Acid | Leucine | Cystine Caleium | Hippuric |Ammonium Triple |- Bacteria Yeast | Trichomonas
[Tyrosine Oxalate Acid Biurate | Phosphate Vaginalis
1010260035 | - - - - N - - N - -
1010260046 - . - - - - o’ N -
1010260004 - - - - - - o . N - - )
1010260034 . - . - - - - N S
1010260038 - - . - - - - - N - -
1010260042 S - - - - - M N L
1010260031 | - TN S ot - - - - N L
1010260013 f - T - - R - R N e
1010260045 - - - - - - - N - -

1. Estimate average number per high-power field(400 X) and report in terms of Rrare), Ofoccasional), F(few), Mo(mederate), M(many), T(too numerous to count).
2. Estimate average numbet per low-power field{100 X) and report in terms of R(rare), Ofoccasional), F(few), Mo(moderate), M(many), T(too numerous to count).
3. Estimate average number per high-power field(400 X) and report in terms of N(negative), L(light), Mo(moderate), H(heavy).

- : Not detectable

Prepared by: _,. - i,
’ Checked by: /"~ ol e, T ey
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20)

ABR2BROMEFAFT(ELHM) HM MK - K IIMICRSOY-20 (MS-20)
Project Code : DV-TAB0199 Study No. : SA00032

Individual Animal Data on Urine Scediment

Female — Group 2- 1.5 mi/kg/day
Animal ID { Cells' 3
Epithelial RBC ! wBC i
Cells
1010260019 - - ! - : -
1010260026

1010260008
1010260027
1010260040
1010260041 _
1010260020
1010260036
1010260025
1010260033

Casts’ 4 _ Others
Epithelial RBC WwBC

Hyaline { Granular

v
1

o R

f
i
i
|
|
N R R -
|
s

1
0
*
’

RRERRIRIR

(Continue) Animal 1D | Crystalsl Microbes3

Uric Acid | Leucine | Cystine Calcium | Hippuric Ammoniumt Triple Bacteria Yeast | Trichomonas
[Tyrosine Oxalate Acid Biurate ! Phosphate Vaginalis

1010260019 |~ - | - - . "
1010260026 . - - . -
1010260008 - - . . . Mo
1010260027 - . - - . . o
1010260040 .. .. | . .. .. - AU °
1010260041 { - | - . o . .
1010260020 - | - . . i )
1010260036 | - . . . )
1010260025 | - | - - - - - © Mo ’

: 1010260033 - - . . g ~ ~ .

1. Estimate averagé number per high-power field(400 X) and report in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count).
2. Estimate average number per low-power field(100 X) and report in terms of R(rare), Ofoccasional), F(few), Mo(moderate), M(many), T(too numerous to count).

3. Estimate average number per high-power field(400 X) and report in terms of N(negative), L(light), Mo(moderate), H(heavy).
- : Not detectable
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE MICRSOY-20(MS-20)
AB2BROMREHA T (5,

S H AR - 1K IEMICRSOY-20 (MS-20)

Project Code : DV-TA00199

Female ~ Group 3- S mli/kp/day

{Continuc)

1

Individual Animal f)ata on Urine Sediment

Study No. : SA00032

Animat 1D Celis' { Casts® L Others
Epithelial RBC WBC Hyaline ) Granular 2 Epitheliall { RBC | WBC
: Cells ‘ | |
1010260009 R . N . - - - - -
1010260044 R - - - - - - - ]
1010260029 R - - - - - - - T
1010260043 R - - - - - - - -
1010260016 R - - - - - - - -
1010260021 R - - - - - - - -
1010260006 | R - - - - - - - -
1010260023 R - - - - - - S .-
1010260014 | - - . - - - - . T
1010266049 R - - - i - - - - -
Animal ID | Crystalsi Microbes3
Uric Acid | Leucine | Cystine Caleium | Hippuric |Ammonium| Triple Bacteria Yeast | Trichomonas
{Tyrosine Oxalate Acid Biurate ! Phosphate Vaginalis

1010260009 { - - - - - - F N e
1010260044 - - - - - - o N - -
1010260029 - - - - - - F ¢ N - -
1010260043 - - - - - - Mo N - -
1010260016 { - - E - - - - N .. - e e

- 10!026002‘ b RSN . -~ - - v - - F~ o . N PR b e e
1010260006 - - - - - - o LN e e
1010260023 | - - - - - - F_ N - e
1ot0260014 | - 1 . - - - - —_— N S S -]
1010260049 - - - - - - 0 N - -

1. Estimate average number per high-power field(400 X) and report in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count).
2. Estimate average number per low-power field(100 X) and report in terms of R{rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count).
3. Estimate avetage number per high-power field(400 X) and report in terms of N(negative), L{light), Mo(moderate), H(heavy).

- : Not detectable

Prepared by:
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS-PRODUCT CODE M ICRSOY-20(MS-20)
AR2ROBERA T (B SH)FMR - KIBMICRSOY-20 (MS-20)
Project Code : DV-TA00199 - Study No. : SA00032
Individual Animal Data on Urine Sediment

Female —~ Group 4- 15 mi/kg/day

Animal 1D ) Cells' ! Casts® , - Others

Epithelial RBC wBC Hyaline | Granular | Epithelial { RBC } WBC
Cells ;

- - - - - | - - -

1010260010
1010260017
1010260011
1010260030
1010260012
1010260050
1010260024
1010260037
1010260001
1010260003

+
.
i
1
'
¢
1
'

AOAXNRRPIRII
1

'

t

t

'

t

[l

[

'

(Continue) Animal ID | Crystalsl , Microbes3
3 Uric Acid | Leucine Cystine Caicium | Hippuric |Ammonium| Triple Bacteria Yeast | Trichomonas
. {Tyrosine Oxalate Acid Biurate | Phosphate | Vaginalis |
_1ore2600t0f - 4 - b - - - L
1010260017 - ) - - - - - © F
toteze00in | - - - - - - -
lo1e260030§ - - - L. - { - -
L ere2e0012 1 - . b e RERE B AR B
totez60050 | - | - - S S
Jloto2e0024f -} - - - -
1010260037 | TN - b - f oL
roroz60000 { Tl - T L LT T T T o N
: . 11010260003 - - - - - Mo
1. Estimate average number per high-power field(400 X) and report in terms of R(rare), O(occasional), F(few), Mo(moderate), M(many), T{too numerous to count),
2. Estimate average number per low-power field(100 X) and report in terms of R{rare), O(occasional), F(few), Mo(moderate), M(many), T(too numerous to count).
3. Estimate average number per high-power field(400 X) and report in terms of N(riegative), L(light), Mo(moderate), H(heavy).
- : Not detectable -
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN Kk..[S PRODUCT CODE MICRSOQY-20 (MS-20)

ARBKR R E R B F(EAM)HFELAR - A3k MICRSOY-20 (MS-20)

Individual Animal Data on Hematology

8 5] X5 &) A o iR 4 $LAR

Yy

Project Code: DV-TA00199 . Study No: SA00032
Study Day :SD 29 Sex: Male
Group AnimalLD.  Dose WBCs RBCs Hb HCT MCV MCH , MCHC PLT
mikg/day  (10%mm’)  (10%mm’®)  (g/d)) (%) (ym’) (pg) (%) (10*/mm®)
1 1010261005 0 7.7 7.43 15.1 455 . 613 20.3 33.2 938
1010261023 0 8.3 7.25 15.1 44.7 61.7 20.8 33.8 888
1010261017 0 5.4 6.38 14.8 44.0 63.9 21.5 33.6 872
1010261029 0 8.2 7.34 14.7 45.0 61.3 20.0 32.7 1024
1010261022 0 8.2 7.91 15.5 46.8 59.2 19.6 33.1 897
1010261034 0 5.1 7.29 14.2 43.1 59.1 19.5 32.9 827
1010261027 0 5.5 7.43 15.7 46.6 62.7 21.1 33.7 913
1010261035 0 8.1 7.14 14.4 443 62.1 20.2 32.5 943
1010261015 0 6.4 7.75 15.4 47.0 60.7 19.9 32.8 955
I 1010261041 0 6.2 8.39 15.4 47.7 56.9 18.4 32.3 886
N 10 10 10 10 10 10 10 10
Mean 6.91 7.48 15.03 45.47 60.89 £ 20.13 33.06 914.3
SD 1.32 0.43 049 ~ 1.50 2.02 10.88 0.51 54.0
SEM 0.42 0147 016 048 .. 064 028 - - 016 11U

Key: WBCs=White Blood Célls (mm*= 11 1)
RBCs=Red Blood Cells (mm’= 1)
Hb=Hemoglobin'
HCT=Hematocrit -
MCV=Mean Corpuscular Volume
MClH=Mean Corpuscular Hemoglobin N
MCHC=Mean Corpuscular Hemoglobin Concentration Prepared by: T, ¢ ) «wa Checked by: H ¢ ¢
PLT=Platelet . May . 2T .1902.
Moy 9, 79

S1) B AR - I MICRSOY-20 (MS-20)
Indmdual Animal Data on Hematology




Individual Ammal Data on Hematology

18 5] 355 & 4 o 5 B 2LIE
Project Code: DV-TA00199 Study No: SA00032
Study Day :SD 29 Sex: Male
Group Animal LD. Dose WBCs RBCs Hb HCT MCV MCH MCHC ., PLT
mlkg/day  (10%mm*)  (10%mm’®)  (g/dl) (%) (gm’) (pg) (%) (10*/mm?)
2 1010261024 1.5 9.6 7.78 14.9 44.4 57.1 19.2 33.6 931
1010261044 1.5 8.0 7.51 14.7 45.1 . 60.0 19.6 326 852
1010261003 1.5 6.2 7.24 15.0 452 62.4 20.7 33.2 907
1010261028 1.5 6.9 7.53 15.6 47.4 63.0 20.7 329 876
1010261016 1.5 6.2 7.06 14.2 43.1 61.1 20.1 329 819
1010261037 1.5 9.4 7.58 15.1 45.0 59.4 19.9 33.6 938
1010261010 1.5 6.0 7.50 149 44.4 59.2 19.9 33.6 885
1010261046 1.5 4.3 7.76 14.9 46.0 59.3 19.2 324 948
1010261047 1.5 8.8 7.83 14.7 45.1 57.6 18.8 326 989
1010261049 1.5 6.4 7.40 14.3 43.4 58.7 19.3 329 896
N 10 10 10 10 10 10 10 10
Mean 7.18 7.52 14.83 4491 59.78 19.74 33.03 904,1 -
SD 1.7 0.24 0.40 1.23 1.91 0.64 0.45 49.7
0.54 0.08 0.13 0.39 060 . ..020 . --014 157

SEM

Key: WBCs=White Blood Cells (mm*=z1)

RBCs=Red Blood Cells (mm’= x 1)
Hb=Hemoglobin

HCT=Hematocrit

MCV=Mean Corpuscular Volume

MCH=Mean Corpuscular Hemoglobin
MCHC=Mean Corpuscular Hemoglobin Concentration

PLT=Platelet

-6 lo o 1. .
Prepared by: Sl 1 ‘\)7 Checked by: \(L\Jw e
Dﬁ’( . (87/)\‘3\)’
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
ARBROMERAT(H2M)FHAIK - AIX_MICRSOY-20 (MS-20)

Individual Animal Data on Hematology

181 5%) $X5 %) 49 o S S 2K

Project Code: DV-TA00199 Study No: SA00032
Study Day :SD 29 Sex: Male
Group Animal LD. Dose WBCs- RBCs Hb HCT MCV MCH . MCHC PLT
ml/kg/day  (10%mm®)  (10%mm®)  (g/dl) (%) (pm®) (pg) (%) (10°/mm’)
3 1010261020 5 94 7.62 13.7 44.5 58.4 18.0 30.8 960
1010261030 5 8.1 7.81 15.5 474 060.7 19.8 327 1021
1010261001 ) 6.0 6.76 13.9 42.6 63.0 20.6 32.6 962
1010261042 5 5.8 7.36 15.3 464 . 63.1 20.8 33.0 892
1010261002 5 5.9 7.30 14.6 443 60.7 20.0 33.0 854
" 1010261013 5 7.7 7.97 154 47.2 59.2 19.3 32.6 900
1010261026 5 6.8 7.36 15.0 45.6 61.9 204 329 899
1010261031 5 7.5 7.69 15.7 47.7 62.0 20.4 329 911
1010261011 5 6.4 8.13 15.0 46.7 575 18.5 32.1 933
1010261019 5 6.6 7.82 15.1 46.0 58.8 19.3 32.8 862
N 10 10 10 10 10 10 10 10
Mean 7.02 7.58 14.92 45.84 6053 . 19.71 32.54 919.4
SD .. .. .15 040, 067 - 162 198 - 093 067 507
SEM 0.36 0.13 0.21 0.51 0.63 0.29 0.21 16.0
Key: WBCs=White Blood Cells (mm’= g 1)

RBCs=Red Blood Cells (mm’= 1. 1)

Hb=Hemoglobin

HCT=Hematocrit

MCV=Mean Corpuscular Volume

MCH=Mean Corpuscular Hemoglobin

MCHC=Mean Corpuscular Hemoglobin Concentration
PLT=Platelet ’ ) ’

i ’SUNA N
Prepared by: k a Checked by: T o t;f‘w‘(’}/
Pec. 18, reu)
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MEARE(S ﬁ);ﬁ-ﬁimﬁ’. - KR mcasomo (MS-20)

e ma

Individual Animal Data on Hematology ."

CRIER TR B 3
Project Code: DV-TA00199 . Study No: SA00032
Study Day :SD 29 Sex: ' Male
Group AnimallD.  Dose WBCs - RBCs Hb HCT MCV MCH . MCHC PLT
mlkg/day  (10°mm®)  (10%mm®)  (g/dD) (%) (um’) (pg) (%) (10°*/mm’) '
4 1010261004 15 9.5 8.37 154 49.6 59.2 184 31.0 1219
1010261050 15 12.6 7.92 15.7 47.4 59.8 19.8 33.1 916
1010261045 = 15 9.5 7.98 15.7 47.0 58.9 19.7 334 1097
1010261048 I5 6.0 7.41 14.2 43.8 59.1 19.2 324 1157
1010261038 15 S 79 8.09 15.6 484 59.8 19.3 32.2 946
1010261043 15 11.8 177 14.8 46.4 59.7 19.0 319 993
1010261007 15 8.2 8.07 15.2 47.6 59.0 ~ 18.8 319 1128
1010261021 15 8.9 7.62 14.8 45.8 60.1 19.4 323 1090
1010261012 15 8.9 7.62 14.9 46.2 60.6 19.6 323 902
1010261040 15 9.7 7.94 15.5 47.2 59.5 19.5 32.8 947
N 10 10 10 10 10 10 10 10
Mean 9.30 7.88 15.18 46.94 59.57 t19.27 32.33 1039.5
SD 1.88 028 . 0.49 1.56 0.54 0.43 0.68 1122
_SEM o .. D59 .. 0.09 Q16 - - 049 - - 007 © U014 0 021 7 355

4

Key WBCs=White Blood Cells (mm =ul)
RBCs=Red Blood Cells (mm’= nl)
Hb-Hemoglobm
HCT=Hematocrit
MCV=Mean Corpuscular Volume
MCH=Mean Corpuscular Hemoglobin -_q]
MCHC=Mean Corpuscular Hemoglobin Concentration Prepared by: R-S \7’3 1")"‘3‘ Checked by: Yo~y 447 {

PLT=Platelet
o Pec. l(?', >0 | : ) T Pet i.ﬂ«).u/
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20) N
AB2BXOMEFTHE(ZEM)HHRAMR - K% MICRSOY- 20 (MS-20)
Individual Animal Data on Hematology
185 SRR 8y o 3 2 4R |
Project Code: DV-TA00199 . Study No: SA00032 :
Study Day :SD 29 Sex: Female '
Group AnimallD.  Dose WBCs RBCs Hb HCT MCV MCH . MCHC « PLT
mlkg/day  (10%mm®)  (10%mm®)  (g/d) (%) (gm®) (pg) (%) (10%/mm®)
1 1010260035 0 44 7.09 14.9 44,1 62.2 21.0 33.8 928
1010260046 0 3.6 6.63 13.8 40.4 61.0 20.8 342 919
1010260004 0 5.6 7.40 14.8 43.8 59.2 - 200 33.8 992
1010260034 0 33 7.16 14.7 43.2 .. 60.4 20.5 340 - 633
1010260038 0 3.4 7.20 14.6 43.6 60.5 20.3 335 885
" 1010260042 0 34 735 14.4 437 59.4 19.6 33.0 987
1010260015 0 3.6 747 143 438 58.7 19.1 326 928
1010260031 0 3.7 7.37 14.8 43.6 59.2 20.1 339 807
1010260013 0 34 736 14.6 43.0 58.4 19.8 34.0 1023
1010260045 0 33 7.39 14.6 432 58.4 19.8 33.8 966
N 10 10 10 10 10 10 10 10
Mean 3.77 7.24 14.55 43.24 59.74 © 20,10 33.66 906.8
SD 072 025 032 105 125 057 050 1141
SEM 023 0.08 0.10 033 039 018 0.16 36.1
Key: WBCs=White Blood Cells (mm’=pg 1)
RBCs=Red Blood Cells (mm’= g I)
Hb=Hemoglobin
HCT=Hematocrit -
MCV=Mean Corpuscular Volume
MCH=Mean Corpuscular Hemoglobin
MCHC=Mean Corpuscular Hemoglobin Concentration Prepared by: D/\\ S )'\)‘«—Z Checked by \{ -l Yy m/_y
. PLT=Platelet . S - P/‘f‘C ‘ &/ et | Dec 18 300 ’

B(EEM)BEHAIR - X MICRSOY—ZO
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j cn"fsmnvm RATS 2PRODUCT co‘n REC
kﬁ.28k ﬂﬂﬁﬁaﬁlﬁ(fég‘ &)ﬁ'&iﬁ‘liﬁ - %38 MICRSOY-20 (MS—ZO) )

Individual ‘Animal Data on Hematology

A8 5} R85 B 4 ik S $IR
Project Code: DV-TA00199 Study No: SA00032
Study Day :SD 29 Sex: Female
Group Animal LD. Dose WBCs RBCs Hb HCT MCV MCH MCHC , PLT
mlkg/day  (10°/mm®)  (10%mm®)  (g/dl) (%) (gm’) (pg) (%) (10%/mm>)
2 1010260019 1.5 5.1 7.82 15.4 454 58.0 19.7 339 1037
1010260026 1.5 4.6 7.66 15.3 45.3 59.2 20.0 33.8 906
1010260008 1.5 43 7.20 14.7 44.1 61.3 20.4 333 860
*1010260027 1.5 *4.6 *6.87 *13.6 *40.2 *58.5 *19.8 *33.8 *581
1010260040 1.5 34 7.30 14.7 43.4 594 20.1 339 702
1010260041 1.5 3.5 7.07 14.0 414 58.5 19.8 33.8 954
1010260020 1.5 4.0 7.76 14.6 44.8 57.7 18.8 32,6 1019
1010260036 1.5 5.0 7.55 154 442 58.5 204 348 975
1010260025 1.5 44 6.88 14.1 40.4 58.7 20.5 349 780
1010260033 1.5 42 7.21 14.6 43.1 59.8 20.2 339 1143
N 9 9 9 9 9 9 9 9
Mean 4.28 7.38 14.76 43.57 59.01 19.99 33.88 930.7
SD 0.59 0.33 0.52 - 1.72 1.08 .0.52 0.70 135.7
SEM 0.20 0.11 0.17 0.57 0.36 0.17 0.23 452
_ *: Sample.coagulated. - e R S :
Key: WBCs=White Blood Cells (mm’= 1)
RBCs=Red Blood Cells (mm’= u©h
Hb=Hemoglobin
HCT=Hematocrit -
MCV=Mean Corpusculap Volume
MCH=Mean Corpuscular Hemoglobin 3 lom J
MCHC=Mean Corpuscular Hemoglobin Concentration Prepared by: lt’\' Sle (\ t\Je~—y Checked by: L‘ el Gqa ]

PLT=Platelet
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
ARBROBERAFT(RLHM)EMR - K38 MICRSOY-20 (MS-20)

Individual Animal Data on llematology

48 %] 3R 8 4 o 3% 42 BAR
Project Code: DV-TA00199 . Study No: SA00032
Study Day :SD 29 Sex: Female
Group Animal 1.D. Dose WBCs RBCs Hb HCT MCV MCH . MCHC . PLT
mlkg/day  (10%/mm*)  (10%mm’)  (g/dl) (%) (zm) (pg) (%) (10%/mm®)
3 1010260009 5 3.6 7.39 15.0 45.2 61.1 20.3 33.2 948
1010260044 5 4.2 7.09 14.0 42.0 59.2 19.7 333 863
1010260029 5 34 7.43 15.0 45.0 60.6 20.2 33.3 882
1010260043 5 29 7.65 15.4 452 59.1 20.1 34.1 883
1010260016 5 3.6 7.39 14.4 - 437 59.2 19.5 33.0 1092
- 1010260021 5 4.5 7.42 146 43.7 58.9 19.7 334 1136
1010260006 5 25 7.15 139 41.5 58.0 19.4 335 995
1010260023 5 54 7.73 14.7 454 58.7 19.0 324 851
1010260014 5 3.8 7.21 14.6 43.3 60.1 20.2 337 975
1010260049 5 3.6 6.77 14.1 413 61.0 20.8 34.1 789
N 10 10 10 10 10 10 10 10
Mean 3.75 7.32 14.57 43.63 59.59 © 19.89 33.40 941.4
SD 0.81 0.28 048 159 105 053.. . . 051 110.1 .

SEM T 026 0 009 015 0.50 0.33 0.17 0.16 34.8

Key: WBCs=White Blood Cells (mm’= 1)
RBCs=Red Blood Cells (mm’= 4 1)
Hb=Hemoglobin
HCT=Hematocrit ~
MCV=Mean Corpuscular, Volume
MCH=Mean Corpuscular Hemoglobin N
MCHC=Mean Corpuscular Hemoglobin Concentration Prepared by: =S I\“"’a l\) \/3 Checked by: (= b Y
PLT=Platelet . 4

Duc (.S)/ prad A Pec Icf’\>ov/

e = " i i
28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY.20 (MS-zo')%“’ ’
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26.DAY SUBACUTE &

T FOXICTTY STUDY IN RATS - PRODUCT CODE MIGRSO
AR28ROREFHF(HSPE)HHBX ~ K358 MICRSOY-20 (MS-20)

Individual Animal Data on Hematology

1870 3R 8y A ok 4 SR
Project Code; DV-TA00199 Study No: SA00032
Study Day :SD 29 Sex: Female
Group Animal L.D. Dose WBCs RBCs Hb HCT MCV MCH . MCHC « PLT
mlkg/day  (10%mm®)  (10%mm®)  (g/dl) (%) (pm?) (pg) (%) (10%/mm*)
4 1010260010 15 5.0 7.43 15.1 44.7 60.1 20.3 33.8 1080
1010260017 15 3.7 6.84 13.8 41.0 60.0 20.2 33.7 1048
1010260011 15 4.1 7.47 14.3 44.4 594 19.1 322 963
1010260030 15 4.3 7.37 13.9 419 56.9 18.9 33.2 1099
1010260012 15 2.1 7.79 14.2 43.1 553 18.2 329 958
1010260050 15 2.8 7.65 153 46.1 60.3 20.0 33.2 965
1010260024 15 5.0 7.98 15.3 45.6 57.1 19.2 33.6 971
1010260037 i5 49 7.02 14.1 41.3 58.9 20.1 34.1 969
1010260001 I5 42 7.46 15.2 45.4 60.9 20.4 33.5 1122
1010260003 15 4.9 6.85 14.1 41.2 60.2 20.6 34.2 972
N 10 10 10 10 10 10 10 10
Mean 4.10 7.39 14.53 4347 58.91 1970 3344 10147
- ..Sh.. . .. 099 . 038 062 200 185 079 059 65.1
SE 0.31 0.12 0.19 0.63 0.58 0.25 0.19 20.6
key: WBCs=White Bloo:i Cells (mm3= ulb)
RBCs=Red Blood Cells (mm’= ¢ )
Hb=Hemoglobin
HCT=Hematocrit .
MCV=Mean Corpuscular Volume D’\ -5 ) \)A() v \’) l"‘“‘y/
MCH=Mean Cotpuscular Hemoglobin ‘7 ) ey
MCHC=Mean Corpuscular Hemoglobin Concentration Prepared by: 4% R ZV Checked by: [0~ b~ ya g

PLT=Platelet

PP(!S.}W/



[] Individual Animal Data on Hematology—Coagulation Analysis
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'MICRSOY-20 (MS20)

28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRDDUCT CODE

AB28R TR E AME(SEM)ERAIR - A% NICRSOY-20 (MS-20)

Individual Animal Data on Hematology - Coagulation Analysis

B RS o REHE - 0 BRE SH

Project Code: DV-TA00199

Study No: SA00032
' Male

ays on Test :SD 29

ey: PT = Prothrombin time
APTT = Activated partial thromboplastine time

epared by: yu~bos Yo Dee 18- >
Checked by: s _ | \
(DA S M | NG P Y MNaas 1R ‘7/\"0’

Group Animal 1LD. Dose PT APTT
ml/kg/day (sec) (sec)
1 1010261005 0 14.6 21.0
1010261023 0 14.8 214
1010261017 0 15.3 17.1
1010261029 0 14.6 18.9
1010261022 0 15.2 17.3
1010261034 . 0 16.2 16.1
1010261027 0 18.6 25.2
1010261035 0 15.5 22.1
1010261015 0 14.7 20.3
1010261041 0 18.4 2238
, N 10 10
Mean 15.8 20.2
SD 1.5 2.9
SEM 0.5 0.9
2 1010261024 1.5 15.9 18.3
1010261044 1.5 16.0 19.6
1010261003 L5 19.6 25.0
1010261028 1.5 14.9 24.5
1010261016 1.5 16.0 19.1
1010261037 1.5 15.5 20.6
1010261010 1.5 15.2 19.6
1010261046 1.5 15.6 19.1
1010261047 1.5 14.8 21.8
1010261049 1.5 17.1 23.7
N 10 10
Mean 16.1 21.1
SD 1.4 2.5
— SEM 0.5 0.8.
"‘ <CONTINUE>



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE
. MICRSOY-20 (MS20)
' ARBRUBERHF(E ) EMWAM - KB MICRSOY-20 (MS-20)
Individual Animal Data on Hematology - Coagulation Analysis
185 R My R BB - TR E DA

Project Code: DV-TA00199 Study No: SA00032

Days on Test :SD 29 / Male
Group Animal 1LD. Dose PT : APTT
mlkg/day (sec) » (sec)

3 . 1010261020 5 16.2 ; 223
1010261030 5 151 21.6
1010261001 5 170 . 22.1
1010261042 5 17.1 22.1
1010261002 5 16.4 ' 19.7
1010261013 - 5 17.3 : 24.6
1010261026 5 14.3 23.7
1010261031 5 15.5 190
1010261011 5 19.1 1 25.9
1010261019 5 17.1 : 26.8

' N 10 10
Mean 16.5 ) 22.8
SD ' 1.3 : 2.5 ‘
SEM 0.4 : 0.8

4 1010261004 15 14.6 - 21.1
1010261050 15 14.5 ‘ 21.0
1010261045 15 147 19.9
1010261048 15 16.5 ‘ 226
1010261038 15 16.8 : 23.7
1010261043 15 14.8 21.8
1010261007 15 1 18.6 25.9
1010261021 15 14.9 j 19.0
1010261012 15 16.6 , 24.1
1010261040 15 15.6 235 )

N ' 10 10 |
Mean 15.8 : 22.3
SD 1.3 2.1
SEM 0.4 A 0.7.
| <END>

Key: PT = Prothrombin time
APTT = Activated partial thromboplastine time

Prepared by: qu= b ¥l Dec 1. 2|
Checked by: R S VU Viee 1€,




28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE
MICRSOY-20 (MS20)
ABWBAUREARFT(SSMH)EHRAM - /K3 MICRSOY-20 (MS-20)

-

Individual Animal Data on'Hematology - Coagulation Analysis -
B 5 SR 8 4 R P B - RIRRE DM

Project Code: DV-TA00199 Study No: SA00032

] Days on Test :SD 29 \ Female
-~ Group Animal LD. Dose PT = APTT
mlkg/day (sec) : (sec)
1 _ 1010260035 0 15.5 18.3
1010260046 0 14.0 14.8
1010260004 0 143 . 18.1
1010260034 0 17.3 : 15.7
1010260038 0 14.5 i 16.6
1010260042 - 0 14.8 15.2
1010260015 0 14.4 : 17.0
1010260031 0 14.0 ' 17.8
1010260013 -0 15.9 ; 13.1
: 1010260045 0 15.5 : 14.4
, N 10 J 10
Mean 15.0 16.1
SD T ) 1.0 : 1.7
SEM 0.3 : 0.6
2 1010260019 1.5 15.0 . 16.1
1010260026 1.5 14.4 ) 17.0
1010260008 1.5 16.0 5 14.3
1010260027 1.5 20.6* ; 33.4*
1010260040 L5 16.1 : 14.3
1010260041 1.5 13.9 : 20.9
1010260020 1.5 15.5 ; 17.6
1010260036 1.5 15.0 ,; 14.3
1010260025 1.5 15.5 ’ 15.6
1010260033 1.5 14.3 . 17.0
N 9 Z 9 ,
Mean 15.1 \ 16.3 -
SD 0.8 : 2.1
— SEM 0.3 0.7 .
<CONTINUE>

*:Slight Coagulation
Key: PT = Prothrombin time
APTT = Activated partial thromboplastine time
Pcfhepared by: (= A qa—~§ lec (£ >
& k . ~
Tlecked by: D - Shet ~—3 Dec .18, >o0)



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RA’I‘S PR()%DUCT CODE
o MICRSOY-20 (MS20)
1 REZBRORFFRF(ZLM)ERAR - KB MICRSOY—2D (MS-20)
Individual Animal Data on Hematology - Coagulation Analysis

- B R H W o R E R - £BRRE
Project Code: DV-TA00199 Study No: SA00032
= Days on Test :SD 29 1 Female
: Group Animal LD. Dose PT © APTT
. ml/kg/day (sec) . (sec)
o 3 . 1010260009 5 15.6 . 179
f 1010260044 5 14.7 148
1010260029 5 144 . 19.0
= 1010260043 5 15.3 C 155
‘ 1010260016 5 15.0 . 179
1010260021 - 5 16.5 " 14.8
- 1010260006 5 19.1% - 23.8%
s 1010260023 5 14.0 204
1010260014 .5 14.3 187
- 1010260049 5 14.2 184
~ Mean 14.9 17.5
SD : 0.8 .20 ,
SEM 0.3 07
- -
4 1010260010 15 15.3 17.3
- 1010260017 15 16.8 © 195
; 1010260011 15 16.0 172
1010260030 15 16.2 16.6
- 1010260012 15 15.6 167
' 1010260050 15 13.8 ©17.0
1010260024 15 15.6 173
- 1010260037 15 15.6 . 183
’ 1010260001 15 14.1 16.8
1010260003 15 15.5 16.8
- . )
. N 10 10 .
Mean 15.5 ; 17.4
- 'SD 0.9 09

SEM 0.3 - 0.3 .
‘ " <END>
= *:Slight Coagulation

‘ Key: PT = Prothrombin time
e APTT = Activated partial thromboplastine time

l;repalze‘i:y L{v~[-: ey Dec (. 3w
hecked
ecked by: \72-9«»#’» \_()7_..)\ Xicee 1 8,+2)
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(] Individual Animal Data on Hematology—-Wliite Blood Cells Differential Count
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;M!
; ,
28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20)
o AIBROMEANF(SE SR - K1 NICRSOY-20 .(NS-20)
; Individual Animal Data of Hematology - WBC differential count )
: BHRIR G o R L H-6 LK T W ’
oy Code: DV-TA00199 Study No: SA00032
B Male ‘
Group | 0 mi/kg/day .
Animal 1.D. Baixd (%) Neu (%) Eos (%) Baso (%) Mone (%) Lvm (%)} Granulocvies (%) NRBC/100 WBC Remarks
- 1010261005 0 [] 0 [ 5 87 8 0
1010261023 0 7 0 0 1 92 7 ¢
1010261017 O 16 0 0 4 80 16 0
1010261029 0 3 1 0 0 96 4 0
1010261022 0 6 1 0 1 92 7 ¢
g 1010261034 O 7 0 0 3 90 7 0
' 1010261027 O 3 0 0 3 89 8 i}
1010261035 O s 1 ¢ 6 88 6 0
1010261015 0 8 1 0 6 85 9 0
- 1010261041 0 14 0 0 3 83 14 0
N 10 10 10 10 10 10 10 10
Mean 0.0 8.2 0.4 0.0 32 88.2 8.6 0.0
sD 0.0 39 0.5 0.0 2.1 47 37 0.0
m Group 2 1.5 mi/kg/dav Y
: Animal 1.D.  Band (%} Neu (%) Eos (%) . Baso (%) - Mono (%) Lym (%) Granulocvies (%) NRBC/100 WBC Remarks
“ 1010261024 0 3 0 [} 0 535 5 i)
1010261044  © 5 0 0 1 94 5 0
o 1010261003 0 10 1 0 s 84 1 0
! 1010261028 0 13 0 0 3 84 13 0
1010261016 0 4 0 ] 2 94 P 1
P 1010261037 O 2 1 0 2 95 3 0
1010261010 0 9 0 0 3 88 9 0
yon 1010261046 0 5 0 0 4 91 5 0
: 1010261047 0 19 o 0 4 77 19 - 0
1010261049 0 15 0 ! { 84 15 0
N 10 10 10 10 - 10 10 . 10 - 10
Mean 0.0 8.7 0.2 0.0 25 88.6 8.9 . 0.1
e sH 0.0 5.5 0.4 0.0 1.6 6.2 54 0.3
Group 3§ mlkg/dav
‘_ﬁix_nzl I.D. Band (%) Neu (%) Eos (%) Baso (%} Mono (%} Lyvm (%) ’GnM(%l NRBC/100 WBC Remarks
oo 1010261020 0 9 0 0 2 89 9" 0 '
¢ 1010261030 0 11 0 0 3 86 1 0
1010261001 0 12 0 0 8 80 12 0
1010261042 0 6 0 0 0 94 6 ]
- 1010261002 0 5 1 0 3 91 5 0
: 1010261013 0 13 0 0 3 84 13 ¢ 0
’ 1010261026  © 4 0 0 4 92 4 0
’ 1010261031 0 7 0 0 1 92 7 - 0
1010261011 @ 11 0 0 2 87 n’ 0
pn 1010261019 0 6 0 0 0 94 6 - 0
. N 10 10 10 10 10 10 R
. Mean ) 84 0.1 0.0 26 88.9 8.5 0.0
SD 0 32 0.3 0.0 2.3 4.6 a1 0.0
e
{ Group 4 15 mi/kg/dav , .
% Animal 1.D.  Band (%) Neu (%) Eos (%) ¢+ Baso (%) Mono (%) Lym (%) Gunulqcyvi&i(%) NRBC/100 WBC Remarks
1010261004 0 s 0 0 1 94 5 0
1010261050 0 4 0 0 1 95 4 0
L 1010261045 0 7 1 0 3 89 8 0 -
- 1010261048 0 13 2 0 4 81 15 0
“ 1010261038 0 5 1 0 3 9t 6 . -0 -
1010261043 0 6 0 ] 4 50 6 . o '
poon 1010261007 O 21 1 0 1 77 2 0 -
. 1010261021 0 -9 1 0 2 88 10 ¢ 0
: 1010261012 1 7 0 0 4 88 8 0
1010261040 0 9 0 0 2 89 9 0
N 10 10 10 10 10 10 10 10
- Mean 0.1 8.6 06 0.0 2.5 88.2 93 00
: sD 0.3 5.1 0.7 0.0 1.3 55 54 0.0

e Key: WBC=ieukocyte, Band=band cell, Neu phil, E inophil, Baso=basophil, Mon yie, Lym=lymphocyte,

rom  Prepared by /Urngze,‘,.fw-g Fob b >07 5



28-DAY SUBACUTE ORAL TOXICITY STUDY IN'RATS PRODUCT CODE MICRSOY-20 (MS-20)
AEBROBE A H(Z 4 EME - KR NICRSOY-20 (N5-20)

Individual Animal Data of Hematology - WBC differential count
1870 LRk 8 th o WA IR & S IR 3 K :

Code: DV-TA00199 Study No: SA00032
Female .
Group | 0 mVke/dav .
Animal LD, Band (%) Neu (%) E_f':s {%) Bg_so (%) Mono (%) Lvimi (%) Gramalocvies (%) NRBC/100 WBE Remarks
1010260035 O 8 0 0 3 89 8 0
1010260046 0 19 2 0 3 76 a1 0
1010260004 0 12 1 0 4 83 13 0
1010260034 0 7 1 0 0 92 8 0
1010260038 1 4 0 0 0 95 5 0
1010260042 0 2 0 0 0 98 2 0
1010260015 O 16 0 0 4 80 16 ° 0
101026003t O T 10 2 0 2 86 12 0
1010260013 0 6 0 0 2 92 6 0
1010260045 O 5 0 0 2 93 5 . 0
N _10 10 10 10 10 10 10 ¢ 10
Mean 0.t 8.9 0.6 0.0 20 88.4 96 ° 0.0
SD 0.3 54 0.8 0.0 1.6 7.0 5.8 0.0
Group 2 1.5 mi/kg/day .
Animal I.D.  Band (%) Neu (%) Eos (%) Baso (%) Mono (%) Lvn (%) Ggﬂhcmsi%) NRBC/100 WBC Remarks
1010260019 0 1 [} ] 3 96 R )
1010260026 O 7 0 0 0 93 7 0
1010260008 O 5 0 0 5 90 5 0
1010260027 0 14 0 0 2 34 14 0
4 1010260040 0 17 i 0 1 81 18 . 0
™ 4 1010260041 0 15 2 0 2 81 17 0
i B 1010260020 0 5 2 0 3 90 7 0
b 1010260036 0 3 0 0 1 96 3 0
. B8 1010260025 0 5 0 0 3 92 5 ¢
Lok 3 1010260033 0 8 1 0 4 91 9 0
- N 10 10 10 10 10 10 10 ¢ 10
Mean 0.0 8.0 0.6 0.0 2.0 89.4 86 - 0.0
sD, 0.0 5.5 0.8 0.0 1.6 5.6 59, 0.0
Group 3 5 mi/keg/day
Animal LD, Band (%) Neu (%) Eos (%) Baso (%) Mono(%! _ Lym(%) _ Grrulocvies(%) NRBC/100 WBC Remarils
1010260009 0 i1 0 0 1 838 [ 0
1010260044 0 3 0 0 1 93 6 0
1010260029 0 3 0 0 i 96 3 0
1010260043 0 12 2 0 1 8s 14 0
1010260016 O 8 0 0 2 9 g . 0
1010260021 0 6 1 0 1 92 7 0
1010260006  © 2 ¢ 0 0 98 2 0
1010260023 0 7 2 0 5 86 9 0
1010260014 0 10 1 0 1 88 11 0
1010260049 0 1t 1 0 2 8 12 ¢ 0
N 10 10 10 10 10 10 10 10
Mean 0.0 7.6 0.7 0.0 1.5 90.2 83 - 0.0
sD 0.0 3.4 0.8 0.0 14 44 39 . 0.0
Groun4 15 mi/kg/day :
_Asimal [D.  Band (%) Neu (%) Eos (%) Baso (%) Mono {2} Lym (%) Gramuiocvies (%) NRBECH00 WBC Remarks
1010260010 O 4 1 0 0 95 5 . 0
1010260017 0 4 3 0 1 92 7 0
1010260011 0 0 1 0 1 98 1 0 R
1010260030 0 6 0 0 2 92 6 0
1010260012 0 17 2 0 6 75 19 0 '
1010260050 0 1t 0 0 4 85 1 0
1010260024 0 5 2 0 2 91 7 0
1010260037 0 ] 1 0 2 89 9 0 )
1010260001 0 5 0 0 3 92 5 o .
1010260003 © 10 i 0 0 89 1 0
N 10 10 10 10 10 10 10 ; 10
Mean 0.0 7.0 (W] 0.0 2.1 89.8 81 0.0
3] 0.0 4.7 1.0 0.0 1.9 6.3 49 0.0
Key: WBC=leukocyte, Band=band ceil, New phil, Eoy inophil, Basowbasophil, Men yte, Lym=lymphocyte,

Prepared by: ey ;,ZM?;«‘; Fob 3
Shecked by Koo 7 727 b, 37 207 |
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28- DAY SUBACUTE ORAL TOXICITY STUDY rN RATS PRODUCT CODE MICRSOY-ZO  (MS-20)
- 4%.3% MICRSOY-20 (MS-20)

Individual Animal Data on Serum Biochemistry

Project Code: DV-TA00199
Days on Test : SD 29

18 %) X80 85 4y o 55 2k AL 2L B

Study No: SA00032

Sex: Male

Animal ID Dose ALT AST ALP TP ALB

A/G TG CHO LDH

CPK GLU

BUN

UA CRE Ca

P

Na

K

Cl *T-BILD-BIL r-GT

wagdy UA UA- UL gl g/dl mg/dl mg/dl U/l mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Eq/l m Eq/l m B/t mg/dl mg/dl U/
1010261005 O 30 175 219 48 31 18 70 60 2131 1390 168 246 10 08 105 81 145 45 97 001 003 14
1010261023 O 30 159 175 47 32 2.1 49 54 1615 1003 100 178 09 0.7 104 93 146 42 101 001 002 07
1010261017 0 29 190 198 46 3.1 21 59 56 2364 1523 142 195 11 0.7 104 93 145 40 99 0.03 002 0.2
1010261029 0 31 172 166 48 32 20 53 60 1894 1433 89 177 1.0 07 105 86 146 43 100 0.03 002 06
1010261022 0. 20 140 140 44 30 21 27 50 1398 884 75 159 1.6 07 93 7.6 150 4.0 105 0.02 002 06
1010261034 O 31 188 166 47 3.0 1.8 44 55 2300 2260 88 162 1.0 07 104 87 147 40 104 ND. 000 N.D.
1010261027 0 33 155 220 49 31 17 95 73 1522 1078 135 184 09 06 103 9.0 146 4.0 100 0.01 0.02 09
1010261035 O 34 224 129 48 30 17 22 62 2711 2069 87 210 12 08 104 91 149 4.1 104 ND. 001 02
1010261015 0 25 164 101 47 3.1 19 66 67 1878 1216 92 138 1.0 06 101 79 145 44 102 003 000 04
1010261041 0 36 139 204 50 32 1.8 81 60 1350 959 149 153 1.0 0.7 104 88 143 43 97 0.04 0.03 04

N 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 8 10 9
Mean 20.9 170.6 171.8 474 3.10 1.90 56.6 59.7 19163 13815 112.5 1802 1.07 0.70 1027 8.64 146.2 4.18 100.9 0.02 0.02 0.60
8D - 4.6 256 397 -0.16- 0.08 0.16 22.7 . 6.7 455.0466.2 32.6 3.12 021 0.07 036 059 2.0 0.19 28 001 001 038
SEM 1.4 2.1 1439 147.4 103 099 007 002 0.11 019 06 006 09 000 0.00 0.13

8.1

126 005 0.03 005 7.2

N.D. : Not Detectable

Prepared by :

[y

/u,,- ST, 2wV 2

Checked by © [ T ﬁz/ Jfar >l T

Key ¢ ALT=Alanine aminotransferase ; AST-Asparlate aminotransferase : ALP=Alkaline phosphatase ; TP=Total protein ; ALB=Albumin ; A/G=Albumin/Globulin(Calculated) ;
TG=Triglycerides ; CHO=Cholesterol ; LDH=Lactate dehydrogenase : CPK=Creatine phosphokinase ; GLU=Glucose : BUN=Blood urea nitrogen : UA=Uric acid ;
CRE=Creatinine ; Ca=Calcium ; P=Phosphorus ;" Na=Sodium ; K=Potassium ; Cl=Chloride ; T-BIl.=Total bilirubin ; D-BIL=Direct bilitubin : r-GT=r-Glutamy! transferase



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20)
AR28R O MR E A A B (EEME)FIAK - 1858 MICRSOY-20 (MS-20)
Individual Animal Data on Serum Biochemistry '

8 5 35 B A dn 3% 2k AL B3k

roject Code: DV-TA00199 ‘ ~ Study No: SA00032

ays on Test : SD 29 ) Sex: Male

nimal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK GLU BUN UA CRE Ca P Na K Cl T-BILD-BIL r-GT
mingday U/l U/M- UM g/dl g/dl mg/dl mg/dl_ U/l UM mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Eq/l m Eq/l m Eq/l mg/dl mg/dl U/l

no261024 1.5 30 179 170 48 32 20 39 56 1985 1271 89 172 L1 0.7 102 90 146 45 101 0.04 003 0.3
noz61044 1.5 33 179 167 46 3.1 21 56 67 2156 1719 88 159 10 07 103 93 145 44 101 0.02 000 0S5
0261003 1.5 28 123 143 48 3.1 1.8 52 59 1142 799 156 212 09 07 99 86 146 39 103 003 0.02 1.1
no2e6t028 1.5 27 149 189 48 3.1 1.8 41 66 1652 Ll(_)44 82 161 1.0 07 103 88 147 41 103 ND. 001 ND.
noetots 1.5 32 129 168 47 31 19 84 63 1127 802 98 149 09 07 101 7.6 146 3.6 101 003 001 03
0261037 1.5 37 101 205 47 31 19 63 52 693 524 112 160 0.8 0.7 104 86 146 42 103 004 002 03
noz6toto 1.5 29 137 187 46 3.0 1.9 36 57 1280 945 99 164 09 0.7 100 86 146 3.6 101 0.05 0.03 08
noz6to46 1.5 31 192 212 51 32 17 41 79 2415 1540 81 193 1.1 09 101 95 148 4.1 103 0.00 0.00 N.D.
noe6tod7 1.5 27 208 182 51 32 1.7 45 56 2595 1756 8 203 1.1 0.8 101 95 147 41 99 0.03 000 0.7
0261049 1.5 26 121 165 51 33 1.8 92 63 919 638 79 142 08 07 104 9.0 146 4.6 101 0.01 000 0.8

N o 10 10 10 10 10 10 10 10 10 10 10 10 10 1010 10 10 10 9 10. 8
Mean 300 151.8 178.8 4.83 3.14 1.86 549 61.8 15964 1103.8 97.0 17.15 096 0.73 10.18 8.85 146.3 4.11 101.6 0.03 0.01 0.60
SD - - 349355 205020 0.68 0.13 194 7.F 6614 4457 2311 234 °0:12 0.07 017 056 0.8 034 13 0.02 001 030

SEM L1 1.2 65 006 003 004 61 24 209.11409 7.3 074 004 002 005 0.18 03 011 04 0.01 0.00 0.11

.D. : Not Detectable

epared by © APy Liar. wy oo
recked by © )7, T /2‘\  faro e > )

1}

Key : ALT=Alanine aminotransferase ; AST=Aspartate aminotransferase : ALP=Alkaline phosphatase ; TP=Total protein ; ALB=Albumin ; A/G=Albumin/Globulin(Calculated) :
TG=Triglycerides ; CHO=Cholesterol ; LDH=Lactate dehydrogenase ; CPK=Creatine phosphokinase : GLU=Glucose ; BUN=Blood urea nitrogen : UA=Uric acid :
' CRE=Creatinine ; Ca=Calcium : P=Phosphorus : Na=Sodium : K=Potassium ; Cl=Chloride ; T-BIL=Total bilirubin ; D-BIL=Direct bilirubin ; r-GT=r-Glutamy! transferase
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20)
ARBROMBEFAE(ZBEM)HFHAIR - AR MICRSOY-20 (MS-20)
Individual Animal Data on Serum Biochemistry

1B %) R 5h $h 4 o i R AL S Sk

o

Project Code: DV-TA00199 ‘ Study No: SA00032

Days on Test : SD 29 Sex: Male

Animal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK GLU BUN UA CRE Ca P Na 'K Cl' T-BILD-BIL r-GT
magay U/l UM UA g/dl ghdl mg/dl mg/dl U/ U/l _mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Eq/l m Eq/l m Eq/l mg/dl mg/dl U/l

1010261020 5 29 176 149 48 32 20 67 52 2177 1500 72 141 1.0 07 103 97 145 45 100 003 002 1.1

1010261030 5 32 170 217 49 32 19 71 69 1738 1158 95 167 09 07 105 95 146 41 101 0.03 001 0.7
1010261001 5 28 131 183 47 3.0 18 46 60 1298 838 148 214 1.0 0.8 102 9.1 147 44 103 001 001 0.7
1010261042 5 26 120 174 47 30 18 63 65 1145 675 143 181 09 07 102 93 146 39 102 003 002 04
1010261002 S . 28 151 150 47 30 1.8 35 .79 1748 1000 103 200 1.1 08 102 93 149 37 103 0.01 0.02 06
1010261013 5 27 123 149 52 33 17 116 67 978 683 82 159 09 07 103 85 148 40 103 001 001 07
1010261026 5 35 117 199 47 31 19 S7 64 847 553 95 160 09 06 104 81 147 35 102 003 001 06
1010261031 5 26 113 139 49 32 19 28 69 866 635 100 195 09 07 104 83 149 3.6 107 000 001 0.2
1010261011 5 32 126 121 49 31 1.7 35 60 1059 793 103 145 1.0 06 10.1 83 147 43 105 003 003 04
1010261019 5 28 121 182 48 32 20 20 60 1067 720 79 142 1.0 06 99 83 148 41 106 001 0.01 0.6

N 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10

Mean 20.1 134.8 1663 4.83 3.13 1.85 53.8 64.5 12923 855.5 102.0 17.04 0.96 0.69 1025 8.84 147.2 4.01 1032 0.02 0.02 0.60
- SD © 3.0 227 296 0.6 011 0.11 279 9.3 446.6 289.2 252 2.59 0.07 0.07 0.17 060 13 034 22 001 001 024

SEM 09 72 94 005 003 003 88 23 1412 91.5 80 0.82 0.02 002 0.05 019 04 011 07 0.00 0.00 0.08

N.D. : Not Detectable

Prepared by : MFY far. o7 >
Checked by : ), 7 %77 Mar k202 )
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Key : ALT=Alanine aminotransferase ; AST=Aspartate aminotransferase ; ALP=Alkaline phosphatase : TP=Total protein ; ALB=Albumin ; A/G=Albumin/Globulin(Calculated) :
TG=Triglycerides : CHO=Cholesterol : LDH=Lactate dehydrogenase ; CPK=Creatine phosphokinase ; GLU=Glucose ; BUN=Blood urea nitrogen ; UA=Uric acid :
CRE=Creatinine : Ca=Calcium ; P=Phosphorus ; Na=Sodium : K=Potassium : Cl=Chloride : T-BIL=Total bilirubin ; D-BIL=Direct bilirubin ; r-GT=r-Glutamyl transferase



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20)
ARBROMEZA F(ZEM)HFHMIK - 1835 MICRSOY-20 (MS-20)
Individual Animal Data on Serum Biochemistry
18 %) $X.8% B 4 oo 3K A AL SR $0dE

Project Code: DV-TA00199 . Study No: SA00032
Dayson Test: SD29 L B o . o .. .Sex: Male
Animal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK GLU BUN UA CRE Ca P Na K Cl T-BILD-BIL r-GT

mirgdey U/l UM UL g/dl  g/dl mg/dl mg/dl U/l U/l mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Eq/l m Eq/l m Eq/t mg/dl mg/dl U/l

1010261004 15 24 122 155 48 31 18 61 63 1296 770 85 146 ‘1.1 06 98 87 147 40 104 006 0.03 07
1010261050 15 34 194 234 55 35 18 37 66 1925 1239 77 202 1.1 -08 109 94 145 47 100 000 0.01 05
1010261045 15 27 148 159 50 32 18 70 76 1562 1098 89 184 1.0 08 105 98 147 45 102 0.00 001 N.D.
1010261048 15 20 200 165 46 30 19 25 53 2614 1751 58 171 1.2 08 101 9.8 150 47 105 ND. 001 07
1010261038 15 24 124 134 51 32 L7 76 61 974 625 90 152 09 06 106 9.6 147 44 103 004 001 0.1
1010261043 15 22 87 160 47 3.1 1.9 42 62 432 324 94 149 08 06 106 86 146 42 104 003 002 0.1
1010261007 15 22 120 109 52 33 1.7 88 61 1115 1040 100 164 1.2 0.8 105 92 147 49 103 0.00 001 0.7
10102612t 15 22 87 171 49 32 19 73--56 576 444 105 157 09 06 104 83 148 39 105 003 0.02 08

? 1010261012 15 27 96 91 48 31 18 66 65 569 393 106 175 08 07 103 87 147 37 105 0.02 001 1.2
o 1010261040 15 31 151 141 50 33 19 32 60 1444 812 93 134 1.1 07 99 85 147 42 105 001 001 13
TN 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 9 10_ 9
Mean 253 1329 151.9 4.96 3.20 1.82 57.0 623 12507 849.6 89.7 1634 1.01 0.70 1036 9.06 147.1 432 103.6 0.02 0.01 0.68
SD 44 405 386 026 0.14 0.08 214 62 677.8 4434 142 201 0.15 009 034 057 13 039 1.6 002 001 041

SEM 1.4 128 122 008 0.04 002 6.8 2.0 21431402 45 064 0.05 003 011 018 04 0.12 05 001 000 0.14

N.D. : Not Detectable

Prepared by = mFy  Mar r3 -
Checked by : k’tu‘f 7@,\ 747 /v(m,?f, 2t )

Key : ALT=Alanine aminotransferase ; AST=Aspartate aminotransferase : ALP=Alkaline phosphatase ; TP=Total protein i ALB=Albumin : A/G=Albumin/Globulin(Calculated) :
TG=Triglycerides : CHO=Cholesterol : LDIH=Lactate dehydrogenase : CPK=Creatine phosphokinase : GLU=Glucose : BUN=Blood urea nitrogen : UA=Uric acid :
CRE=Creatinine : Ca=Calcium ; P=Phosphorus ; Na=Sodium : K=Potassium ; Cl=Chloride ; T-BIL=Total bilirubin ; D-BIL=Direct bilirubin ; r-GT=r-Glutamy! transferase

E=reay

- 28-pAv SUIiA(‘UT ORAL TOXICITY. STUDIH\J RA’I“Q PRODé JCT COPE MICEC‘.OY z(kfmqazo)i
KH 28K O AR & W H-F (45 2 S0P = 1R 5 MTCRSOY=20 " (MS=207)

B b L
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20)
ARBXaREFEF(EAM)FERR - K3 MICRSOY-20 (MS-20)
Individual Animal Daia on Serum Biochemistry

18 5] X B 8 40 o 4 A2 $0dk

Project Code: DV-TA00199 . Study No: SA00032

Days on Test : SD 29 Sex: Female

Animal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK GLU BUN UA CRE Ca P Na_ K  Cl 'T-BILD-BIL -GT
mikgay U/l U/E UM g/dl g/dl mg/dl mg/dl U/l UL mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Bg/l m Bq/t m Bq/l mg/dl mg/dl U/I

1010260035 0 24 182 126 52 33 1.7 8 82 2205 1502 47 239 19 09 102 64 144 4.0 104 000 0.0t 05

1010260046 O 26 129 97 53 36 21 18 73 1156 1074 111 205 1.2 - 08 105 72 145 39 105 001 0.00 0.7
1010260004 O 18 8 8 50 34 21 20 76 775 566 87 172 08 07 100 7.1 144 39 106 000 0.00 1.2
1010260034 O 25 172 123 50 33 19 10 93 2032 1434 85 226 09 08 105 65 147 33 105 003 0.00 0.7
1010260038 0. 23 100 87 5.0 33 19 9 84 881 601 90 264 09 08 99 69 145 38 105 001 001 02
1010260042 O 23 161 70 54 36 20 12 78 2023 1207 87 312 11 09 100 75 146 3.6 106 0.03 001 05
1010260015 0 31 161 8 50 33 19 11 65 1793 1071 73 189 11 08 99 7.7 148 41 110 001 0.01 0.1
1010260031 O 26 129 126 48 32 20 6 92 1203 895 85 228 1.1 0.8 96 65 148 32 108 0.03 001 1.1
1010260013 0 23 113 8 53 35 19 9 76 1286 885 108 198 1.1 0.7 98 72 146 3.8 105 002 001 06
1010260045 0 31 189 120 51 33 18 9 72 2478 1647 63 272 1.5 0.8 101 81 148 4.1 107 001 001 0.9
" N . 10 10 0 10 10 1 10 0 10 10 10 10 10 10 10 10 10 10 10 10 10 10
Mean 25.0 1423 99.7 5.1 3.38 1.93 112 79.1 15832 10882 83.6 23.05 1.16 0.80 1005 7.11 146.1 3.77 106.1 0.02 0.01 0.65
'SD " 39 356 21.8 0.19 0.14 0.13 44 88 '595.1366.1 19.1 427 032 007 029 056 16 031 1.8 001 000 035

SEM 12 113 69 0.06 004 004 14 2.8 18821158 6.0 135 010 002 009 0.8 05 010 06 0.00 000 0.11

N.D. : Not Detectable

Prepared by : /(477/ /'c/u. B

3

Key : ALT=Alanine aminotransferase ; AST=Aspartate aminofransferase : ALP=Alkaline pliosphatase | TP=Total protein ; ALB=Albumin : A/G=Albumin/Globulin(Calculated) :
TG=Triglycerides : CHO=Cholesterol : LDH=Lactate dehydrogenase : CPK=Creatine phosphokinase ; GLU=Glucose ; BUN=Blood urea nitrogen ;: UA=Uric acid ;
CRE=Creatinine ;: Ca=Calcium ; P=Phosphorus : Na=Sodium : K=Potassium ; Cl=Chloride ; T-BIL=Total bilirubin ; D-BIL=Direct bilirubin :ur-GT=r-Glutamyl transferase



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20)
ARBRoOMERHECEE&M)HFMERE -~ KR MICRSOY-20 (MS-20)
Individual Animal Data on Serum Biochemistry

18 5 1R 55 8 A o EE L2 HdE

roject Code: DV-TAQ0199 . Study No: SA00032

)ays on Test : SD 29 _ Sex: Female

wnimal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK GLU BUN UA CRE Ca P Na K Cl T-BILD-BIL -GT
mingdsy UAd U/ UM g/dl  g/dl mg/dl mg/dl U/l U/ mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Bq/t m Eq/l m Eq/l mg/dl mg/dl U/

010260019 1.5 23 121 96 50 33 1.9 21 81 1515 80 8 219 09 07 101 69 145 37 106 0.00 0.00 0.6
010260026 1.5 22 121 111 51 33 18 32 93 1294 997 90 230 12 07 108 64 146 3.8 105 N.D. ND. 06
010260008 1.5 26 128 149 48 32 20 18 57 1224 727 104 234 08 08 99 65 144 37 106 001 001 07
010260027 1.5 31 173 72 538 38 1.9 11 65 2266 1813 87 208 1.1 08 101 72 146 3.8 105 0.00 000 0.1
oto260040 1.5 21 98 64 59 39 20 14 64 964 830 96 253 13 09 104 59 146 3.1 104 0.02 001 04
otoeo041 1.5 29 87 73 54 35 18 8 61 571 367 92 160 09 08 101 63 147 35 107 001 001 09
no260020 1.5 19 92 114 50 33 19 13 52 998 643 118 200 08 0.7 101 76 146 4.0 107 0.05 0.02 0.9
Mo260036 1.5 30 136 8 50 33 19 16 79 1384 898 81 314 1.0 09 107 8.7 147 45 105 001 ND. 02
no260025 1.5 22 119 107 54 35 1.8 15 71 1465 827 94 241 09 08 102 6.8 148 3.8 106 0.02 001 04
N0260033 1.5 22 123 116 54 35 1.8 27 73 1464 911 162 207 1.1 08 104 79 148 4.1 105 001 000 09 .

N ‘ 10 10 10 10 10 1 1 1 10 10 10 1 16 10 10 10 10 10 10 9 8 10
Mean 245 119.8 98.5 528 3.46 1.88 175 69.6 13145 887.3.101.0 22.66 1.00 079 10.28. 7.02 1463 3.80 105.6-0.01 0.01 0.57 -
SD 42 2477261 036 023 008 74 124 44473702 238 402 0.17 007 029 085 13 037 1.0 002 001 029

SEM 1.3 78 82 0.2 007 002 23 39 1406 117.1 75 127 0.05 002 0.09 027 04 0.12 03 0.01 000 0.09

D. : Not Detectable

eparedby: MFy Ala >f o=
1ecked by : Kfloz‘f‘ﬁ“f May.>L. 2> )

[y

Key 1 ALT=Alanine aminotransferase : AST=Aspartate aminotransferase ; ALP=Alkaline phosphatase ; TP=Total protein ;: ALB=Albumin ; A/G=Albumin/Globulin(Calculated) ;
TG=Triglycerides : ClHHO=Cholesterol : LDH=Lactate dehydrogenase ; CPK=Creatine phosphokinase : GLU=Glucose ;- BUN=Blood urea nitrogen ; UA=Uric acid :
CRE=Creatinine ¢ Ca=Calcium : P=Phosphorus ; Na=Sodium ; K=Potassium ; Cl=Chloride : T-BIL=Total bilirubin ; D-BIL.=Direct bilirubin : r-GT=r-Glutamyl transferase
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20)
ARZBR o R E /A F (RS FHRREK - R3% MICRSOY-20 (MS-20)

Individual Animal Data on Serum Biochemistry

18 %) 3K 5x E 4h fa i 4 14 2R

Project Code: DV-TA00199 . Study No: SA00032

Days on Test : SD 29 Sex: Female

Animal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK GLU BUN UA CRE Ca P Na K Cl * T-BILD-BIL r-GT
magday U/ U/N- UL g/idl  g/dl mg/dl mg/dl U/l UM mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Eg/l m Eq/l m Eq/l mg/dl mg/dl_U/I

1010260009 5 27 176 118 54 35 1.8 15 87 2127 1823 87 27.0 ‘1.5 09 102 7.7 146 4.1 105 N.D. ND. 05

1010260044 5 18 8 105 52 34 19 9 76 686 499 94 274 08 08 102 68 145 3.6 106 N.D. 0.00 0.8
1010260029 5 22 114 92 50 34 21 18 8 1229 731 91 237 08 08 103 66 145 38 106 0.00 0.00 03
1010260043 5 27 187 146 49 33 2.1 11 75 2379 1631 90 236 14 09 104 10.1 151 3.7 108 ND. 000 08
1010260016 5. 22 141 74 5S4 34 17 12 61 1783 1021 90 195 1.0 07 101 61 147 3.6 109 003 002 06
101026002t 5 25 191 92 52 34 19 7 66 2509 1373 8 227 13 09 96 7.6 147 42 106 0.01 000 09
1010260006 5 18 137 87 54 35 1.8 13 101 1515 933 111 239 09 0.8 104 7.6 147 37 106 005 001 08
1010260023 5 26 114 119 50 34 21 14 84 1023 610 97 209 08 08 101 7.4 148 34 107 0.02 000 1.1
1010260014 5 36 125 59 55 34 16 14 81 1275 715 82 209 1.0 08 101 68 148 4.1 110 N.D. 0.00 0.1
1010260049 5 29 9 65 54 36 20 17 84 735 403 102 255 07 0.8 10.8 73 147 34 104 0.02 001 06
N 1o 1 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 6 9 10
Mean 25.0 1364 957 524 343 1.90 13.0 80.4 15261 973.9 93.0 2351 1.02 0.82 1022 7.40 147.1 3.76 106.7 0.02 0.00 0.65
SD 54 375 269 021 0.08 018 34 11.5 654.6486.0 85 262 028 0.06 030.1.08 1.7 029 18 0.02 001 030

- SEM L7 119 85 007 003 006 1.1 3.7 207.0 1537 2.7 083 009 0.02 0.10 034 05 009 0.6 00l 000 0.09

N.D. : Not Detectable

Prepared by . /‘47’}’ /‘/((\ V~. 35, >

Checked by : ;5,‘07(,;71% Mar, >Lore> -

Key : ALT=Alanine aminotransferase : AST=Aspartate aminotransferase ; ALP=Alkaline phosphatase : TP=Total protein ; ALB=Albumin : A/G=Albumin/Globulin(Calculated) ;
TG=Triglycerides : CHHO=Cholesterol ; LDIJ=Lactate dehydrogenase : CPK=Creatine phosphokinase | GLU=Glucose : BUN=Blood urea nitrogen ; UA=Uric acid ;
CRE=Creatinine : Ca=Calcium ; P=Phosphorus ; Na=Sodium : K=Potassium : Cl=Chloride : T-BIL=Total bilirubin ; D-BIL=Direct bilirubin ; r-GT=r-Glutamy! transferasc
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20)
ARBROMEFLAECESM)F IR ~ (K3E MICRSOY-20 (MS-20)
Individual Animal Data on Serum Biochemistry

18 51 33850 B 4 do. K A AL REDE

aject Code: DV-TA00199 . Study No: SA00032

ys on Test : SD 29 Sex: Female

timal ID Dose ALT AST ALP TP ALB A/G TG CHO LDH CPK GLU BUN UA CRE Ca P Na K CiI T-BILD-BIL r-GT
magday U/l U/l - UM g/dl g/dl mg/dl mg/di U/A U/l mg/dl mg/dl mg/dl mg/dl mg/dl mg/dl m Eq/l m Eq/l m Eg/l mg/dl mg/dl U/l

0260010 15 17 9 122 56 35 17 26 123 864 528 110 17.6 08 0.7 11.0 76 146 4.0 104 001 000 038
0260017 15 23 103 130 54 35 1.8 17 93 1125 719 90 220 08 0.7 108 7.2 147 37 105 ND. 000 09
0260011 15 19 94 107 49 33 21 9 78 798 525 87 297 08 0.8 100 61 149 3.6 111 000 000 03
0260030 15 27 141 59 46 32 23 8 58 1480 931 54 216 13 0.7 100 82 146 4.6 108 001 0.00 0.6
0260012 15 . 22 118 83 48 33 22 7 71 1195 757 90 195 08 07 97 6.8 149 35 110 001 002 12
0260050 15 29 118 65 53 35 19 19 94 1234 795 98 293 1.1 09 103 7.1 148 41 107 ND. 000 03
0260024 15 30 164 95 54 35 1.8 21 83 1878 1107 71 262 13 09 100 7.6 146 46 107 0.02 000 0.1
0260037 15 23 137 99 46 29 1.7 27 74 1594 1003 99 234 1.0 0.8 105 6.7 147 44 107 N.D. 0.00 N.D.
0260001 15 18 156 94 51 34 20 23 74 1969 1271 91 242 1.1 09 105 7.8 148 38 108 0.00 0.00 0.7
0260003 15 22 91 91 55 35 1.8 24 107 1080 490 96 245 08 08 102 74 147 4.1 108 0.02 001 04

N 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 7 10 9
Viean 230 121.2 945 512 336 1.93 18.1 855 13217 812.6 88.6 23.80 0.98 0.79 1030 7.25 147.3 4.04 107.5 0.01 0.00 0.59
SO 45 272 223 037 020 021 7.6 19:1 398.9-263.9-157 390 021 0.09 040 061 1.2 040 2.1 0.01 001 035

SEM 14 86 7.0 0.12 0.06 007 24 6.0 1262 8.5 50 1.23 007 0.03 0.13 019 04 0.13 0.7 000 000 0.12

). : Not Detectable

pared by : AVFY fday 7, >
;cked by * )0 T 75‘/ Krsd e )

Key : ALT=Alanine aminotransferase ;: AST=Aspartate aminotransferase ; ALP=Alkaline phosphatase ; TP=Total protein ; ALB=Albumin ; A/G=Albumin/Globulin(Calculated) ;

TG=Triglycerides : CHO=Cholesterol ; LDH=Lactate dehydrogenase ;: CPK=Creatine phosphokinase ; GLU=Glucose ; BUN=Blood urea nitrogen : UA=Uric acid :
CRE=Creatinine ;: Ca=Calcium : P=Phosphorus ; Na=Sodium ; K=Potassium : Cl=Chloride ; T-BIL=Total bilirubin ;: D-BIL=Direct bilirubin ; r-GT=r-Glutamyl transferase
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Pro = Protein

i H i i i i 1 i 1 i o i i 3 i 1
28-Day Subacute Oral Toxicity Study in Rats - Product Code MICRSOY-20 (MS-20)
AR2BA O E R A ¥(Z.5H)H MR - 185 MICRSOY-20 (MS-20)
Project Code : DV-TA00199 ~ Study Number : SAG0032
B in &% B
Quality Control of Urinalysis .
KOVA-Trol 106193 { Expiration Date 11/30/2001 )
Color Clarity Glu Bil Ket SG pH Pro Uro (EU/d)  + Nit Blo ’ Leu
Target Range  Yellow Clear Negative Negative Negative  1.009~1.013 6.0~75 Negative 0.2~1.0 Negative Negative Negative
11/26/01 Yellow Clear Negative Negative Negative 1.011 70 Negative 0.2 Negative Negative Negative
1172701 Yellow Clear Negative Negative Negative 10 7.0 Negative 0.2 Negative Negative Negative
KOVA-Trol 112502 ( Expiration Date 12/31/2002) )
Color Clarity Glu Bil Ket SG pil Pro Uro (EU/d)) Nit Blo Leu
Target Range Yellow~Green  Clear-Slightly Cloudy ~ Trace~2+ 1+~3+ Trace~2+ 1.009~1.013 7.0~8.0 Negative~1+ 02~1.0 Positive  Negative~2+ Trace~3+
11/26/01 Yellow Clear I+ 2+ 1+ 1.010 75 Trace 0.2 Positive 1+ 1+
11/27/01 Yellow Clear 1+ 2+ 2+ 1.010 8.0 Trace 0.2 Positive Trace 2+
KOVA-Tral 109683 ( Expiration Date 5/31/2002 )
Color Clarity _____ Glu.______ Bil Ket 3G Pl Pro__ Uro(CUMD NIt Bio Leu
TargetRange  Yellow . Clear-Slighty Clowdy 2+~ 23+ 2+~3+ 24~2z3+  1.009~1.013  7.0~30  2+~23+ . 02~10 Positive 24~3+ 1+~3%
11£26/01 Yellow Clear 3+ 3+ 3+ do1r 18 . 3+ S VA Positive: 3+ 2+
11127101 Yeilow . Clear..- - - 2% 3t U3 1.011 7.5 3+ 0.2 Positive 3+ 2+
‘Key:  Gla=Glucose Uro = Urobilinogen
Bil = Bilirubin Nit = Nitrate
Ket = Ketone B Blo = Blood (hemoglobin)
SG = Specific Gravity Leu = Leukocytes

Prepared by - Tm:- /7( ﬁl‘?'l Dec. 11, 100/
Checked by : CK/(A —~ IV{MY Sll-‘/\ P"C ]{}, 2"‘)]
/

e



28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS-20)
ABBROMEAMNI(Z2)EMAK - K% MICRSOY-20 (MS-20)

Cbbhhh g e e e R R e D T A N XTI £ vt S < ib Ay i, g SR Rl Y YT P P e ey SR

QC Data on Hematology
) BRPLEHE
Project Code: DV-TA00199 Study NO: SA00032
§BAKER K-DIFF QC of Norm ( Expiration Date: Dec. 19, 2001 ) ) Lot No: 114
3 WBC RBC HGB HCT MCY MCH MCHC PLT
100/mm® _ 10%mm’  g/dl % pum'  Pg % 10°/mm’
Target Mean 9.1 . 410 12.5 353 86 305 355 242
Range + 0.8 0.20 0.5 2.2 4 2.0 2.5 30 -
Nov. 26, 2001 8.6 4.14 12.5 36.3 878 . 302 344 214
Nov. 27, 2001 8.5 4.22 12.4 37.2 88.1 - 294 33.3 224
BAKER K-DIFF QC of Low ( Expiration Date: Dec. 19, 2001 }- - Lot No: 114
WBC RBC  HGB HCT MCV ~MCH MCHC PLT
10°mm®  10%mm® g/dl % um' . Pg % 109 /mm®
Target Mean 3.1 2.36 6.1 177 75 - 258 345 63
Range + 0.4 0.15 0.4 1.5 4 20 3.0 15
- Nov. 26, 2001 2.9 2.34 6.1 18.3 784 . 26.1 33.3 67
Nov. 27, 2001 2.9 2.37 5.9 18.7 789 249 31.6 60
BAKER K-DIFF QC of High ( Expiration Date: Dec. 19, 2001 ) ) Lot No: 114
WBC RBC HGB HCT MCY "MCH MCHC ' PLT
10/mm’  109mm’ _ gal % pm'  Pg % 10%/mm’
Target Mean 26.5 5.28 179 50.2 95 ' 339 35.7 431
Range + 24 0.28 0.5 2.8 4 20 25 60
Nov. 26, 2001 24.1 5.37 17.8 52.1 97 <331 34.2 395

Nov. 27, 2001 24.9 5.29 18.0 51.6 97.5 - 34.0 34.9 403

Key: WBCs=White Blood Cells (mm’= y b
RBCs=Red Blood Cells (mm®= 4 1)
Hb=Hemoglobin
HCT=Hematocrit
MCV=Mean Corpuscular Volume'
MCH=Mean Corpuscular Hemoglobin
MCHC=Mean Corpuscular Hemoglobin Concentration
PLT=Platelet

Prepared by: P,l'ﬁ\sfv-‘& t\}%—ﬂ Checked by: é(uf[v\\ g
pec 1 &, o) Pec (&. 3
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28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS - PRODUCT CODE MICRSOY-20 (MS20)

AEBAOBEAMNE(ELH)EENY - R MICRSOV-20 (MS-20)

Project Code: DV-TA00199 \ Study No: SA00032

Quahty Control of Hematology - Coagulation. Analysm
B R E 5 B

QC:-Dade Ci-Trol Control Level 1 (Lot. NO.: 528146/ Exp.: May 16, 2003)

ac Date: __Nov. 26, 2001] _ Dawet _ Nov. 27, 2001
LD.No. PT APTT PT | APIT
(sec) (sec) {(sec) : {sec)
1 11.4 31.8 15 | 310
2 11.4 317 1.6 | 310
3 115 . 319 116. |, 310
4 ns | 312 15 | 302
5 115 | 314 | us. | 306
' 6 114 30.8 11.5 298
7 11.4 30.9 115 299 .
Mean 11.4 314 15 . 305
SD 0.1 04 | o0 0S
ov (%) 0.5 1.4 04  } 17

Key: PT = Prothrombin time
APTT = Activated partial thromboplastine time

}g:pal:eg :y V\*b\v ﬂ\%?ec f- >0 | ‘

CCKe Yy V ’
AT S:(\,k.»? }7 C g ) -

<. < ( ),JC/




28-DAY SUBACUTE ORAL TOXICITY STUDY IN RATS PRODUCT CODE MICRSOY-20 (MS-20)
AR2BROME AMF(2EH)HEHIX - K] MICRSOY-20 (MS-20)

Study Number : $A00032

Project Code ® DV-TA00199 -
bk b BE R
Quality Controf on Serum Biochemistry \
Test Date : " Nov. 28,2001
ALT AST ALP r-GT T-Bil D-Bil 1P ALB TG CHO LDH CPK GLU BUN UA CRE Ca P
U/L U/L u/L U mg/di mg/dl g/dl g/di mg/dl mg/dl U/L U/L mg/dl mg/dl  *mg/dl mg/dl ‘mg/di mg/dt
Control Serum 1 )
Expected Values 13~21 19~27 43~55 12~24 0.58-098 02~04 59~65 27~35 84-96 140~158 129~169 154~194 84~96 11.7~145 52~58 09~13 9.1~105 28~36
Actual Values 18 24 52 18.5 0.85 0.26 6.3 32 92 156 151 184 92 13.9 5.8 1.1 10.0 33

Control Serum It
Expected Values  123~133  114~130 130~162 58.2-80.2 6.86~7.86 0.91~1 51 42-46 22-28 174~182 233-245 415~463 629-709 286~308 484~540 87~10.1 7.3~79 ]2.2~13.8 6.9~7.7

Actual Values 127 120 147 67.8 7.58 1.37 42 25 176 238 .. 430 657 293 518 9.2 76 12.8 73
Na K Cl
mEYL mEgL mEqgL
ISE-L . .
Expected Values 121~129  24~32  83-91
Actual Values 125 28 86
ISE-H
Expected Values 157~165 62~7.0 125~133
Actual Values 163 6.7 132 ’ ' . . ‘ -
Controf Serum 1 | Wako ( Lot No : HM411/ Expiration Date 5/2002 ) 7 8 i ISE A 4% E 4k -Low ( Lot No. : 032RCW / Expiration Date 3/2002 )
Control Serum il : Wako ( Lot No : 1iM412 / Expiration Date 5/2002 ) 8 3 ISE M 4% 3% -High ( Lot No. : 03{RCW / Expiration Date 3/2002 ) -

[

Key ' ALT=Alaninic aminotransferase i AST=Aspartate aminotransferase : ALP=Alkaline phosphatase i TP=Total protein i ALB=Albumin ; A/G=Albumin/Globulin(Calculated) :
TG=Triglycerides | CHO=Chol { ; LDH=Lactate dehydrogenase : CPK=Creatine phosphokinase | GLU=Glucose : BUN=Blood urea nitrogen : UA=Uric acid ;
CRE=Creatinine : Ca=Calcitm i P=Phospl ¢ Na=Sodium : K=Potassium ! Cl=Chloride ; T-BlL=Total bilirubin : D-BIL=Direct bilirubin : --GT=r-Glutamyl transferase

Preparedby: LV flar, >\ v 1
Checked by : -
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Kevs to the abbreviations used in “Histopathologv Evaluation’

Animal fate:
T = Terminal sacrifice
D = Found dead
E = Sacrificed in extremis
Tissue count:
X = Not remarkable
N = No section
M = Missing one paired ;rgm
[ = Incomplate
Lesion severity grading:
- = No observation
1 = Minimal
2 = Mild / Light
3 = Moderate
4 = Moderately severe
5 = Severe / high | -

P = Lesion present, severity not graded
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HISTOPATHOLOGY INCIDENCE TABLE

{ GROUP 4)
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XIXIXIXIX|XiXIXiXix

XX XIXIXi XIXIX|xXixX

XIXIXIXIXIXINIXIX(X

XIXIXIXIX[XIXIX|X|X

XIXIX I XIX XX X|X|X

XIXIXIXIXIXi X[ XXX

O OO~ O W —

- D e DN D e O e W

XX
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( GROUP 1)

O e O N O N

— D DO DN

O O N O

- e O N O N

— D e QN = OO W

IXIXIXIXIXIXEXIX X X}

XIXIXIXIXIXIxIxix|x

XIXIxIxXixIxixIxgxlx

xIxtxtxix|Ixixixixix
XIXIXIXIXIXIX| XXX

XIXIXIXIXIXIXiX

XIXI XXX XX XXX
XX XIX XX XIXEX][X
XXX X XIXIX|xix|x

<zZ—S<a =-Q

i

tCode : DV-TA00199
Study No. : SAD0032
Male RavSD

1y

NECROPSIED AT STUDY DAY (SD){29 |29 {29 |29 129 |29 |29 |29 |29 |29

TISSUE / LESIONS| ANIMAL FATE| T T{ TITIT|TITITITI T}

SPINAL CORD, THORACIC

SPLEEN

STOMACH
TESTIS

THYMUS
THYROID

TONGUE

TRACHEA

URINARY BLADDER

-(lfwv'-j
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- HISTOPATHOLOGY INCIDENCE TABLE

(GROUP 4)
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tCode : DV-TA00199

Stdy No. : SA00032
Female RavSD

i

NECROPSIED AT STUDY DAY (SD){29 |29 {29 129 |29 {29 {29 {29 {29 |29

TISSUE /LESIONS | ANIMALFATE| TI T{T{TITITI{T|TIT|{T

ADRENAL GLAND

AORTA

BONE, FEMUR

BONE MARROW, FEMUR

BRAIN, FORE BRAIN
BRAIN, MID BRAIN

BRAIN, CEREBELLUM AND PONS | X | X | X | XIX|X|X[X|IX|X

CERVIX

ESOPHAGUS

EYE

HADERIAN GLAND

HEART

i

T

.STINE-LARGE, CECUM
INTESTINE-LARGE, COLON

INTESTINE-LARGE, RECTUM

INTESTINE-SMALL, DUODENUM | X | XIXIXIXIXIX{XIX|X

INTESTINE-SMALL, ILEUM

INTESTINE-SMALL, JEJUNUM

KIDNEY

Mineralization, renal tubules
LARYNX

LIVER
LUNG

LYMPH NODE, MESENTERIC

LYMPH NODE, SUBMANDIBULAR | X | X XI X[ XI XIX]|X|X]| X%

MAMMARY GLAND

OPTIC NERVE

QOVARY

OVIDUCT

PANCREAS

PARATHYROID

PHARYNX

PITUITARY GLAND

SALIVARY GLAND, PAROTID

SATIVARY GLAND,SUBMANDIBUI X | X | XX | X[ XX XXX

vTIC NERVE

SKELETAL MUSCLE
SKIN

~

SPINAL CORD, CERVICAL

PR RS WIS L GO TR

7
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HISTOPATHOLOGY INCIDENCE TABLE
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PATHOLOGIST / DATE jfu . 54

—-O O N O D .

—~O O NY O OOt

- O NWY OO Y O

O MO N OO N
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XIXIXIXIX|x|xIx|Xix
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CZ-IT <A =0

1

tCode : DV-TA00199

Study No. : SA00032
Female Rat/SD

1

NECROPSIED AT STUDY DAY (SD){29 129 |29 |29 129 {29 {29 {2929 |29

TISSUE /LESIONS | ANMALFATE{ T{T|TIT|T|TITIT|T|T

SPINAL CORD, LUMBAR

SPINAL CORD, THORACIC

SPLEEN

STOMACH

THYMUS

THYROID

TONGUE

TRACHEA

URINARY BLADDER

UTERUS

VAGINA




HISTOPATHOLOGY INCIDENCE TABLE

. ject Code : DV-TAD0199 INERERE
Study No. : SA00032 Nlojo]o
Male Rav/SD 11111 1
M{O]O]O
' ) Al2]2]2
Ll6|6]s ;
111711
) 1{0]0}0
Dj41213
110141
NECROPSIED AT RECOVERY DAY (RD}29 {29 |29
TISSUE / LESIONS | ANIMALFATE| T|T| T
SPLEEN
Tissue detached, focal 1
THYMUS
Hemorrhage, focal 1
URINARY BLADDER
Adipose tissue 1
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) HISTOPATHOLOGY :INCIBENCE TABLE
1
1 Ject Code : DV-TA00199 Af1}1
J. Study No, : SA00032 ~Nlolo
Female Rat/SD
- {141
¢ . Mlo|o
§ ' Al2]f2
- Li6}6
’ 010
i 1fojo
ot pl1]2
J 515
J NECROPSIED AT RECOVERY DAY (RD}29 {29
J TISSUE / LESIONS | ANIMAL FATE TIT
4 UTERUS )
1 Dilatation 112
1
b
o w L
~ .
i
-
-_M ’
11
-
-

PATHOLOGIST / DATE: fsu. $bim —jfirg
11 Mach (9 402




