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TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0007
SEX DOSE LEVEL  ANIMALS TIME AFTER ADMINISTRATION SURVIVAL RATE *
(MG/KG) INITIALLY  HOURS DAYS
IN STUDY 1 2 4 6 1 2 3 4 5 6 7 8 9 10
MALE CONTROL 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710
96 10 10 10 '10 10 10 10 10 10 10 10 10 10 10 10 10/10
163 10 10 10 10 10 10 10 10 10 10 10 10 ~ 10 10 10 10710
277 10 10 10 10 10 -10 10 10 9 9. 9 9 9 9 9 9/10
471 10 10 10 10 10 8 8 1 1 1 1 1 1 1 1 1710
800 10 10 10 10 10 0 0 0 (] o _ o 0 0 0 0 0/10
‘FEMALE CONTROL 10 10. 10 10 10 10 10 10 10 10 10 10 10 10 10 10710
96 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710
163 10 10 10 10 10 10 10 9 9 9 9 9 9 9 9 9/10
277 10 10 10 10 10 9 9 9 5 5 5 5. 5 5 5 5/10
471 10 10 10 10 10 3 1 0 0 0 0 0 0 0 0 0/10
800 10 10 10 10 10 1 (o 0 0 0 0 0 0 0 () 0/10
* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS
(A100) BAIS



TABLE SURVIVAL ANIMAL NUMBERS : v STUDY NO. : 0007

SEX DOSE LEVEL ANIMALS TIME AFTER ADMINISTRATIO SURVIVAL RATE =*
(MG/XG) INITIALLY DAYS . .
IN STUDY 11 12 13 14

MALE CONTROL 10 10 10 10 10 T, o 10710
96 10 10 10 10 10 ‘ 10/10

163 10 10 10 10 10 ‘ . 10/10

277 10 9 9 9 9 9/10

471 10 1 1 1 1 1710

800 10 0 0 0 0 _ ) 0/10

FEMALE CONTROL 10 10 10 10 10 10710
96 10 10 10 10 10 - . 10/10

163 10 9 9 9 9 ' 9/10

277 10 5 '5 5 5 5710

471 10 0 0 0 0 ‘ ‘ 0710

800 10 0 0 0 0 0/10

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(A100) ' BAIS
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TABLE BODY WEIGHT CHANGES (G) STUDY NO. 0007

SEX DOSE LEVEL DAYS AFTER ADMINISTRATION
(MG/KG) | 0 1 2 3 4 7 10

MALE CONTROL 102 + 116 + 3 122 + 3 127 + 4 132 + 5 148 + 7 165 + 8
96 102 + 109 + 4%k % 116 + 5% % 120 + &%k ok 126 + 5% 141 + 7% 158 + 8
163 102 + 106 + 5 ok k 110 * 5wk 111 * 6% % % 116 * 6 % % % 132 +  T*xx 148 + Q%%
277 103 + 102 '+ 5% % % 103 + 6% %% 105 + 8 % % % 111 + T %% % 131 + 8%k % 149 =+ 9 %k %
471 103 + 99 + AT 97 + 4 %ok % 106 + 0 110 + 0 131 + 0 151 + 0
800 103 +

FEMALE CONTROL 87 + 94 * 8 . 99 + 5 102 + 4 105 + 3 114 4 123 + 4
96 87 + 92 * 4 94 + bx 95 #* bokokok 100 =+ 4ok % 110 + 4 120 * 4
163 87 + 87 + 3% 88 + kokok 88 * 4 %k x 92 + 6 %% % 106 #* 4% %k 115 + Jokk ok
277 87 * 83 +  3xx 83 +  3Ikwx 82 +  hxxx 87 +  S#kx 101 +  3%xx 114 +  3kxx
471 87 + 80 + 1 %k %k ok 80 + 0
800 87 + 83 + 0

(A150) BAIS



TABLE BODY WEIGHT CHANGES (G)

STUDY NO. : 0007

SEX DOSE LEVEL

DAYS AFTER ADMINISTRATION

(MG/KG) 14
MALE CONTROL 188 + 9
96 178 + 10%
163 169 + 11%%x%
277 173 + @ %%
471 177 + 0
800
FEMALE CONTROL 134 £ 5
96 129 + 4%
163 127 + box%
A 277 126 +  3*x
471
800

(A150)

BAIS
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TABLE SURVIVAL ANIMAL NUMBERS ; STUDY NO. : 0026

SEX DOSE LEVEL ANIMALS ADMINISTRATION SURVIVAL RATE =

(PPM) INITIALLY DAYS
IN STUDY 1 2 3 4 5 6 7 8 9 10 11 12 13 14
MALE CONTROL 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10
278 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10
833 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710
2500 10 10 10 10 10 10 10 10 10 10 10 10 10‘ 10 10 10/10
7500 10 10 10 10 10 10 10 10 10 10 10 9 3 0 0 0/10
22500 10 10 10 10 10 10 10 10 10 10 10 8 3 0 0 0/10
FEMALE CONTROL 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10
278 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10
833 10 10 10 10 10 10 | 10 10 10 10 10 10 10 10 10 10/10
2500 10 10 10 10 10 10 10 9 8 8 6 4 2 2 1 A 1/10
7500 10 10 10 10 10 10 10 9 8 5 3 0 0 0 0 0/10
22500 10 10 10 10 10 10 10 10 9 2 1 0 ‘ 0 0 0 0/10

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(A100) , BAIS
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SURVIVAL ANIMAL NUMBERS

TABLE STUDY NO. : 0038
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS) ==-—--momm e m e e e e e e e e e e SURVIVAL RATE x
(PPM) INITIALLY 1 2 3 4 5 6 7 8 9 10 11 12 13
IN STUDY

MALE 0 10 10 10 10 10 10 10 10 10 10 10 10 10‘ 10 10710

62.5 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

125 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

250 10 10 -10 10 10 10 10 10 10 10 10 10 10 10 10/10

500 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710

1000 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10
FEMALE 0 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

62.5 10 10 10 10 10 10 10 10 10 10 10 - 10 10 10 10710

125 10 10 10 10 10 10 10 10 10 16 10 10 10 10 10710

250 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710

500 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

1000 10 10/10

10 10 10 10 10 10 10 10 10 10 10 10 10

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100)

BAIS



x7 HEE (v 13ERRAR)



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0038

SEX DOSE LEVEL ADMINISTRATION (WEEKS)
(PPM) 0 1 2 3 4 5 6

MALE 0 135 + 1724 + 7 208 + 8 240 + 10 264 + 11 284 + 13 300 + 14
62.5 135 % 175 + 7 209 - 7 238 + 9 261 + 11 279 + 11 295 + 13
125 135 + 176 * 7 207 + 8 234 + 8 258 8 278 + 9 293 + 8
250 135 + 175 + 6 206 + 8 235 + 8 259 + 9 279 * 9 296 + 10
500 135 + 166 + 6% 195 + 10%x% 218 +  13%x*x 238 +  14¥x%x 258 + 15%%x 274 & 15%%x%
1000 135 + 148 + T %% % 171 £+ 11%%x% 191 +  13%%x 207 +  15%%xx 220 +  17%%x% 233 +  18%%x*

FEMALE O 103 + 122 + 4 136 + 5 146 + 6 157 + 7 167 + 7 175 + 8.
62.5 103 + 122 + 3 136 + 3 146 + 3 158 + 4 165 + 4 173 + S
125 103 + 123 + 5 137 + 5 147 * 5 158 + ? 166 + 9 174 + 10
250 103 * 121 * 4 135 + 5 146 + 5 156 * 6 166 + 8 171 = 7
500 103 + 111 % Skkx 124 + 6% % % 136 + 6% % 147 + 8% x% 153 + LEE RS 158 + Bk
1000 103 + 88 + 6% %% 100 + Q% ¥k 113 + 8% %% 121 + 8%k % % 126 + 8%k % 129 + 8%k k

(C200) BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0038

SEX DOSE LEVEL ADMINISTRATION (WEEKS)_

(PPM) 7 8 9 10 1 12 13

MALE 0 316 + 13 332 + 15 345 + 15 355 + 15 365 + 15 371 + 15 380 + 15
62.5 : 311 + 14 325 + 14 336 + 15 345 + 14 355 + 15 362 + 14 371 + 16
125 309 + 9 323 + 9 .‘33.4 + 10 343 + 12 351 + 12=% 359 + 13 368 + 13
250 312 + 10 326 + 10 339 '+ :1‘1 ) 348 + 11 357 + 13 365 + 13 375 + 14
500 | 288 + 15%%xx% 301 + 17%%x% 312 +  17%%x% 320 £+ 17x%%x 325 +  19%%x 331 +  18%x%x* 340 £+ 19%%x
1000 245 +  19%%x 255 &+ 21%*x 265 +  271%*x 270 + 23%x%x 276 + 23%x%x 281 + 24%x%x 287 + 24%*x%

FEMALE O 181 + 8 188 + 9 192 + 10 198 + 10 201 + 11 202 + 11 206 + 11
62.5 180 + 6 186 + 7 i91 + 7 196 + 8 199 + 8 200 + 8 203 + 6
125 180 + 9 186 + 11 191 + 11 196 + 10 200 + 10 199 + 10 204 * 9
250 177 + 9 183 + 9 188 + 11 191 + 10 195 + 10 194 + 11 199 + 11
500 162 + 10%%x% 166 + 10%%x% 170 +  11%%x% 173 + 13;** 175 +  11%%xx% 177 +  10%%x% 179 +  11%x%xx
1000 132 + T *k% 136 =+ 7k Kk 137 1" 7%k % 140 + 8% % % 142 + 9 % * % 143 + 8% % % 144 + 8%k k%

(C200) BAIS
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TABLE

SURVIVAL ANIMAL NUMBERS

STUDY NO.

0059

ANIMALS

SEX DOSE LEVEL ADMINISTRATION (WEEKS)-----—--—mmmmmmm e e e e SURVIVAL RATE =
(PPM) INITIALLY 1 2 3 4 5 ] 7 8 9 10 11 12 13
IN STUDY
MALE CONTROL 50 50 50 50 50 50 50 50 50 50 S0 50 50 50 50/50
64 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
160 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
400 50 50 50 50 50 50 50 50 50 S0 50 50 50 50 50/50
FEMALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
64 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
160 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
400 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS
(C100) BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0059

SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)-----=mommm e e e e e e SURVIVAL RATE =*

(PPM) INITIALLY 14 15 16 17 18 19 20 21 22 23 24 25 26
IN STUDY '
MALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
64 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
160 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
.400 50 50 50 50 50 50 50 50 50 ’50 50 50 50 50 50/50
FEMALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
64 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
160 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
400 50 50 50 50 50 50 50 50 50 50 50 50 50 50' 50/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(€C100) : BAIS



TABLE SURVIVAL ANIMAL NUMBERS ‘ STUDY NO. : 0059

SEX DOSE LEVEL ANIMALS ADMINiSTRATION (WEEKS) -=—=——-mm e e SURVIVAL RATE =*

(PPM) INITIALLY 27 28 29 30 31 32 33 34 35 36 37 38 39
IN STUDY
|
MALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
64 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
160 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
400 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
FEMALE CONTﬁOL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
64 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
160 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
400 50 50 50 50 50 50 50 50 50 50 50 50 A 50 50 50/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100) BAIS




TABLE SURVIVAL ANIMAL NUMBERS STUDY NO., : 0059
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)-=-=--om—om e e e e e SURVIVAL RATE *
(PPM) INITIALLY 40 41 42 43 44 45 46 47 48 49 50 51 52
IN STUDY :

MALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

64 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

160 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

400 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
FEMALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

64 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

160 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

400 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100)

BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0059
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)-=----=mmmmm o c e e e e e e SURVIVAL RATE =*
(PPM) INITIALLY 53 54 55 56 57 58 59 60 61 62 63 64 65
IN STUDY

MALE CONTROL 50 50 50 50 - 50 50 50 50 50 50 50 50 50 50 50/50

64 50 50 50 50 50 50 50 50 50 50 50 50 S0 50 50/50

160 50 50 50 50 49 49 49 49 49 49 49 49 49 49 49/50

400 50 50 50 49 49 49 49 49 49 49 49 49 49 49 49/50
FEMALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

64 50 50 50 50 50 50 50 49 49 49 49 49 49 49 49/50

160 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

400 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100)

BAIS



TABLE SURVIVAL ANIMAL NUMBERS ‘ STUDY NO. : 0059

SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)-=------—mmm e m e e e SURVIVAL RATE *

(PPM) INITIALLY 66 67 68 69 70 71 72 73 74 75 76 77 78
IN STUDY
MALE CONTROL 50 50 49 49 49 49 49 49 49 49 49 49 49 49 49750
64 50 50 50 50 50 50 50 50 50 50 50 50 49 49 49/50
160 50 49 49 49 49 49 49 49 49 49 49 49 49 49 49/50
400 50 49 49 49 49 49 49A 49 49 49 49 49 49 48 48/50
FEMALE CONTROL 50 50 50 49 49 49 49 49 49 49 49 49 49 49 49/50
64 50 49 49 49 49 49 49 49 48 48 48 48 48 48 48/50
160 50 50 50 50 50 50 50 50 50 50 50 50 49 49 49/50
400 50 50 50 .50 50 50 50 50 50 50 50 50 49 49 49/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100) BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0059
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)--------—-mommm o c e SURVIVAL RATE =
(PPM) INITIALLY 79 80 81 82 83 84 85 86 87 88 89 90 921
IN STUDY

MALE CONTROL 50 48 48 48 . 48 48 48 47 46 45 45 45 45 44 44/50

64 50 49 49 49 48 48 48 48 48 48 48 47 47 46 46/50

160 50 49 49 49 49 49 49 49 49 49 49 49 49 49 49/50

400 50 48 48 47 47 47 46 46 45 45 44 43 42 42 42/50
FEMALE CONTROL 50 49 49 49 49 47 47 47 46 46 46 46 46 46 46/50

64 50 48 48 48 48 48 47 46 45 45 44 44 44 42 42/50

160 50 49 49 49 49 49 49 49 49 49 49 49 48 48 48/50

400 50 49 49 49 49 49 49 49 48 48 48 48 47 47 47/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100)

BAIS



TABLE SURVIVAL ANIMAL NUMBERS : STUDY NO. : 0059

SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS) —---—mm s e e e e e e s e SURVIVAL RATE x

(PPM) INITIALLY 92 93 94 95 96 97 98 99 100 101 102 103 104
IN STUDY
MALE CONTROL 50 44 44 44 44 43 43 43 43 43 42 42 42 41 41/50
64 50 46 46 46 46 46 45 45 44 43 43 43 43 43 43/50
160 50 49 49 49 49 49 48 48 47 46 45 44 42 42 42/50
400 50 42 42 42 42 41 41 40 40 40 39 39 37 37 37/50
FEMALE CONTROL - 50 45 45 45 45 44 44 44 43 42 42 41 41 41 41/50
64 50 42 41 41 41 41 40 40 40 40 39 39 39 39 39/50
160 50 48 47 47 47 47 47 47 47 46 42 | 42 41 40 40/50
400 50 47 47 47 47 47 47 47 47 47 47 47 46 42 42/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100) BAIS
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TABLE BODY WEIGHT CHANGES (G) STUDY NO. ¢ 0059
SEX DOSE LEVEL ADMINISTRATION (WEEKS)
(PPM) 0 1 2 3 4 5 6
MALE CONTROL 131 + 5 169 + 7 203 + 10 231 + 10 251 + 11 268 + 11 284 + 13
64 132 + 5 169 + 7 204 + 10 232 + 10 252 + 10 270 + 11 286 + 11
160 131 % 5 168 + [ 202 + 9 229 * 9 249 + 10 266 + 10 282 + 11
400 131 + S 163 + 7k ko 196 + Texx 224 + 8k ¥ 243 + B %k 261 + Q% k% 276 * ' FY
FEMALE CONTROL 103 + 3 122 + 4 138 + 5 150 + 5 158 + S 167 + 6 173 + 7
64 103 + 3 123 + 4 139 + 5 152 + 2] 160 + 5% 170 + 6% 178 + 6% %k
160 103 + 3 122 + 4 138 + 5 150 + [ 158 * () 167 + 7 173 + 8
400 103 + 3 117 + 4%k k 132 + 5 ook % 144 =+ 6% %% 150 + 6% %% 158 + T k¥ 164 =+ 7%k %
(C200 BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. ¢ 0059

SEX DOSE LEVEL ADMINISTRATION (WEEKS)

(PPM) 7 8 9 10 11 12 13
MALE CONTROL 297 + 13 310 + 14 320 + 14 328 + 14 336 + 14 343 + 14 349 + 14
64 299 + 12 312 + 13 323 + 13 332 + 13 341 + 14 347 + 14 354 + 14
160 295 + 11 308 + 12 319 + 13 327 + 13 335 + 13 342 + 14 348 + 15
400 288 + 10%*x% 300 + 11%x%x% 311 £+ 12%x 319 + 12x%x% 327 +  12%x% 333 +  13x%x 340 +  13x%x
FEMALE CONTROL 179 + 8 184 + 9 190 + 10 193 + 10 198 + 10 200 + 11 203 + 11
64 184 + T %% 189;1 7% 194 + 7% 198 + B x 203 + B*x% 206 + B**x 209 + 8% %
160 179 * 9 184 + 10 190 + 10 193 + 10 198 + 10 202 + 11 204 + 11
400 168 + LEE RS 173 + Q ok ok 177 * Q% k% 180 + 10%%xx% 185 + 10%%x% 187 + 10%%x 189 + 10%x%x%

(C200) ) : BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0059
SEX DOSE LEVEL ADMINISTRATION (WEEKS)
(PPM) 14 16 18 20 22 24 26
MALE CONTROL 354 + 14 364 + 15 372 + 16 380 + 15 389 + 17 397 + 17 403 + 18
64 359 + 15 369 + 16 378 + 17 387 + 17x% 396 + 18 463 +* 17 409 + 18
160 352 + 15 361 + 17 370 + 17 379 + 18 388 + 19 394 + 20 401 + 20
400 345 +  13%% 355 +  14x%x 364 + 14% 373 * 15% 382 + 16+% 389 + 16% 395 + 17=%
FEMALE CONTROL 205 + 11 208 + 12 212 + 12 216 + 12 220 + 13 223 + 14 226 + 15
64 210 + Bk *x 215 + Q% * 219 + Q % ¥k 223 + 9% % 229 + Q% Kk 231 +  10%x 235 +  11%%xx
160 206 + 10 210.1 11 214 + 11 217 + 12 223 + 12 225 + 12 229 + 12
400 192 + 10%*x% 196 + 11%*%% 200 + 11%%x% 203 + 11%xx% 207 +  11*%x%xx% 209 +  11%x%xx 212 &+ 12%%x%
(C200) BAIS



TABLE BODY WEIGHT CHANGES (G) STUBY NO. ¢ 0059
SEX DOSE LEVEL ADMINISTRATION (WEEKS)
(PPM) 28 30 32 34 . 36 38 40
MALE CONTROL 410 + 18 416 + 18 420 + 18 426 + 19 429 + 20 433 + 20 437 + 23
64 416 + 18 422 + 19 426 + 18 431 + 19 436 + 19 439 + 20 444 + 20
160 408 + 21 414 + 22 418 + 22 423 + 22 428 + 23 431 + 23 436 + 24
400 402 + 17=% 407 + 18x 413 + 17 418 + 17x% 422 + 18 425 + 19 431 + 19
FEMALE CONTROL 230 + 15 233 + 15 236 + 18 238 + 18 241 + 18 243 + 19 245 + 18
64 238 +  11%% 242 +  12%% 245 &+ 11x%x% 248 +  12%x% 250 +  12x%x% 251 +  13x%x 254 +  14x%x
160 231 + 13 235+ 14 239 + 14 241 + 14 244 + 15 246 + 16 248 + 17
400 215 +  13%%x% 217 +  13%%x% 221 +  13%*%x% 223 +  1hx%x 226 * 14%xx 227 +  1hxxx 230 +  1h*xx
C200) BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0059

SEX DOSE LEVEL ADMINISTRATION (WEEKS)

(PPM) 42 44 46 48 50 52 54
MALE CONTROL 440 + 21 445 + 22 448 + 22 453 + 22 454 + 23 457 + 23 461 + 22
64 447 + 20 452 + 20 454 + 20', 459 + - 21 461 + 20 464 + 21 467 + 22
160 438 + 24 443 + 24 446 + 24 451 + 24 454 + 24 457 + 25 461 + 33
400 434 + 19 438 + 20 441 + 20 445 + 21 447 + 21 448 + 21% 449 +  21=%
FEMALE CONTROL 248 + 19 252 + 19 255 + 19 258 + 20 261 + 20 263 + 21 266 + 22
64 257 &  14%x 261 + 15% 264 + 15x%x 268 + 16x%x 270 + 16% 273 + 17x 276 + 19x
160 251 + 17 254 + 17 256 + 17 260 + 18 263 + 19 266 + 20 268 + 20
400 232 +  14%*x 235 +  15%%% 237 +  15%%x* 240 +  15%%x* 241 +  15%%x 242 + .16*** 244+  16%%x%

(€C200) . : BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. ¢ 0059
SEX DOSE LEVEL ADMINISTRATION C(WEEKS)
(PPM) 56° 58 60 62 64 66 68
MALE CONTROL L4 + 24 469 + 25 472 + 27 476 + 25 478 + 26 482 + 26 486 + 26
64 471 + 22 477 + 22 478 + 21 482 + 22 484 + 22 486 + 23 489 + 22
160 462 + 26 L66 + 26 468 + 26 470 + 25 472 + 25 474 + 24 476 + 25
400 453 + 22% 457 + 22% 461 + 23 462 + 24%x% 462 +  24%x% 463 + 23%xx 465 + 24%%x
FEMALE CONTROL 270 + 23 276 + 25 280 + - 26 286 + 27 . 292 + 28 295 + 31 300 + 38
64 279 + 22% 284 + 26 290 + 23x 296 + 25 301 + 25 305 + 25 312 = 26
160 271 + 22 278 + 23 282 + 24 287 + 25 293 + 25 297 + 27 304 + 27
400 247 & A1 T7xk*xx% 253 +  17%x%xx% 259 +  18%%x% 261 +  19%x%x 264 + 20%x%xx 266 + 21%%x% 272 +  22%x%x%
(C200> BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0059
SEX DOSE LEVEL ADMINISTRATION (WEEKS)
C(PPM) 70 72 74 76 78 80 82
MALE CONTROL 488 + 26 490 + 26 491 + 26 493 + 27 492 + 28 493 + 29 492 + 28
64 489 + 23 492 + 23 493 + 23 493 + 26 493 + 26 491 + 27 491 & 26
160 477 + 25 480 + 26% - 480 + 25% 482 + 25% 480 + 25% 478 + 25%% 476 + 26%%
400 464 + 2hxxx  L6L +  2hxxx 464 2hwkx 462 + 26%x%x 460 +  27%kkx 453 +  32%x% 448 + 37kxx
FEMALE CONTROL 308 + 31 313 + 31 317 + 32 321 + 33 324 + 33 324 & 32 326 + 34
64 316 + 25 319 + 28 323 + 26 327 + 25 329 + 25 331 + 26 331 + 26
160 308 + 28 314 + 28 317 &+ 29 320 + 32 324 + 30 325 + 31 328 + 31
400 274 +  23%xx 278 + 23%kkk 280 + 24xk%k 282 + 25%kx 286 + 26%k% 287 + 27+kx 287 + 27+%*
(C200)

BAIS



TABLE

BODY WEIGHT CHANGES (G)

STUDY NO.

0059

DOSE LEVEL ADMINISTRATION (WEEKS)

SEX
(PPM) 98 100 102 104
MALE CONTROL 468 + 32 457 + 37 451 + 44 440 + 50
64 465 + 32 456 + 40 448 + 57 436 + 73
160 444 + 26%%x 434 *  29%x% 428 + 38% 421 + 35
400 404 +  39%xx% 397 + 39%k%kx% 389 + 41%kxx 377 +  bLbhxxx
FEMALE CONTROL 338 + 36 340 + 42 338 + 45 335 + 47
64 331 + 33 329 + 36 327 + 42 320 + 46
160 328 + 42 323 + 51 331 + 38 328 + 44
400 275 +  33xxx% 268 + 35%x%x 258 + 42%%x 258 + 37%%x%
(C200) BAIS




TABLE BODY WEIGHT CHANGES (G) STUDY NO. ¢ 0059
SEX DOSE LEVEL ADMINISTRATION C(WEEKS)
(PPM) 84 86 88 90 92 94 96
MALE CONTROL 489 + 28 485 + 28 483 + 33 480 + 36 481 + 27 475 + 36 474 + 29
64 490 + 28 486 + 30 483 + 34 480 + 39 482 + 29 477 + 30 468 + 32
160 473 + 26%x% 470 + 26%x 468 + 25% b4 + 26% 461 + 25%%xx% 455 + 25x%x% 448 + 27%%x%
400 439 + 50%%x% 440 +  43%kxx% 436 +  ALbxxx 437 _+_. 27%%%x 430 + 29%%x% 422 +  3hxxx 416 + 29%%x
FEMALE CONTROL 328 + 34 330 + 34 333 + 35 333 + 38 339 + 31 340 + 31 339 + 34
64 330 + 29 332 + 28 331 + 31 327 + 35 330 + 37 331 + 34 328 + 39
160 331 + 32 331 + 32 332 + 34 333 + 35 332 + 39 334 + 35 332 + 37
400 288 + 28%x%xx 287 + 27%%x% 288 + 28%xx% 287 + 28%xx% 285 + 30%*x% 283 + 30*x%xx% 279 +  31xxx
(C200) BAIS
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£10 BEEMERERYE (RE/EH) RUEEHYE
(v b« BEERR)

TABLF MO, NF TUMOKS (REMIGN/HMALTGNAMT)
AND MO, OF ANTMALS WITH THHARS (SINGLE/MULTIPLE)

(Po6h) B A TS

STUDY NO. & 0059

- e e e - - 4 s T = = - e = " 5 - e " - - e € " - Ge e = - 0% e S - . -

126

117

40

50

e e o e e et 2= e et e o vt = = = e e B b = e - = e -+ s = - A = - = e T G e = S e = e n = e S e e - " " = " S = - - S - - = = = = - = - - — —

A 8
MO. NF BAFNIGN TUMORS . 110 124
NQO. OF MALTIGNAMT THMORS 13 13
MOL. OF TOTAL TUMNRS 123 137
NO. OF AMIMALS WITH A STNGLE THMNOR 7 3
MO. OF AMIMALS WiTH MULTIPLE TUMOR 43 47
NO. OF EXAMINED ANTHALS 50 50
A 0(PPI) ' B A4CPEM) Ci 160(PPN)

400(PPM)



(F86B) BATS

TARLF NN, OF TUMORS (REMIGN/MAL [GHAMT) STUDY NO., : 0059
AND MY, OF ANIMALS MITH THUMORS (SINGLF/MULTIPLE)

SEX ! FERALE

SUMHARY | e rmcmcme——————— cmccmecmcececec—————— —————

SUMMARY 0OF THMORS

A 8 C D
N;. OF BFNIGM T;MURS 70 63 73 74
NO, OF MALIGMANMT THMOARS 14 14 12 9
NO, 0OF TOTAL TUMARS a8 - 77 Ha 83
M. OF AMIMALS WITH A STMGLE TUMOR ~ 17 ) 25 10 19 |
NQ, OF AMIMALS WITH MULTIPLE TUMNR 29 22 31 27l
NO. OF EXAHINED ARTHALS 50 50 ' 50 50

Al O(PPH) B: ~4(PPM) Ci 160(PPM) D2 400(PPM)



£11 EENHRE (REHE) —23% - 20K -
(5w b - BARERER)



JEIE MR (FREMHE) —2£8W - 2WR -

(v b« BEREERR

NFOPLASTIC FIWDIMGS -

INCIDFNCE (%) (ALL ANIMALS)

(PB5E)

STUDY

NO.

BALS

.
.

nos59

11
TARLF
SEX ¢ MALE
NRGAN_____
HRAIN

SPINAL CORD

LUNG

THYROID

LIVER

coLon

NOSE LFVFL (PPHE)
NF EXAMINED ANJMALS

TYPE OF TuHor___ A,

WAL TONA

HGLTUMA

+ALVENLAR/BPOMCHINLAR ADENOMA
HALVEDLAR/RPOHCHINLAR CARCINQOMA

+ADENNMA
HADENNCARCINONA
+C=CELL ANERUOMA
HC-CELL CARCJINAOMA

+ADENOEA
HHEPATOCELLULAR CARCINOMA

HHAL JGHMANT SCHWANNOMA

HRINARY RLADDER

TESTIS
SPLEEN

LYHMPH MODES

PANCREATIC

+PAP[LLUMA

FINTEPSTITIAL CFLL TUMGP

RLEUKFMIA
+HEMANG L ONA
HANGINSARCONMA

HSARCHMA

ISLET

+ADENNHA
KADENOCARC THMOMA

EXOCRIHE PANCRFAS

MAMMARY GLAND

SKIN

REHMION

+ADENNMA
+ADENNMA

+F THROANERDMA
+PAPTLLIMA
+ADFNOMA
+TRICHOEP I THEL 1AMA

0 MALTGNANT

50

47

>

4

0.0)

2.0)
0.0)

4.0)
4,0)
He0)
0.0)

600)
0.0)

0.0)

0.0)
94.0)

10.0)
0.0)
0.0)

o N -

—-—3 DWW

> W

=

47

k=4

(
(

X
50
2,0) 1
2.0) 0
4,0) 2
0.0) ?
6,0) 0
0.0) 2
12.0) 5
2.0) 1
6.,0) 4]
0.0) 1
0.0) 1
2.0) n
94,0) 47
16,0) )
0.0) 0
0.0) 1
0.0) (]
A,0) Q
0.0) 1
2.0) 0
2.0) [1}
2.0) 0
0.0) n
0.,0) 0
0,0) 0

(
(
(

(
(

0.0)

4.0)
4.0)

0.0)
4,0)
10.0)
2.0)

0.0)
2.0)

2.0)

0.0)
94.,0)
10.0)

0.0)
2.0)

- NND D 292

(=

(
(

0.0)

0.0)
0.0)

0.0)
0.0)

14.0)

4.0)

4.,0)
2.0)

0.0)

0.0)
94.0)
2.0)

2.0)
0.0)

2.0)



(PB5E)

STUDY

NO.

BATS

0059

o n n o ma = = = e e = o = e e e g o= w - en =% e > 3 b= & S = e s = = e e s = = % - = - ae - . = = o om S vn G e e T G e e T n e . s e . S 4 = e e - e - e " . T e o " T - . - o= e -

TABLF NEQPLASTIC FIMDINGS = JHCIDFNCE (%) (ALL AMIMALS)
SEX : MALE
DOSE LEVEL (PPM)

ORGAM_ ____ TYPE OF TUHDR_._ HO. OF EXAHINEQ AN TMALS 50
SKIN +KERATOACAMTHNMA 1
SUBSCHTANFOUS TISSUK

HSARCHIMA 0

+FIRRNHA 4

+L1PUNA 1]

+HEMANG [ (IMA 1

HHAL IGNAMT SCHWAMMOMA 0
PITUITARY +ADENOMA 27
ADREMAL +ADF HNMA 0

+PHEQCHROMACYTOHA A

JMAL TGHANT PHFOCHROMOCYTOMA 3
RONE #OSTEDGENIC SARCONA 1
PERITONFUM HMESOTHFL TOMA 2

HMAL [GNARNT SCHUANNGHA 0
PREPUTIAL GLAND >

+ADFHOMA 1
ZYMBAL Gl AMD

+PAP L LOMA 0

(

4

\J

DNV~

23

209

(

o~~~

(

2.0)
4,0)
4.,0)
4,0)
0.0)

46.0)
0.0)
18.0)
0.0)
0.0)

0.0)
0.0)

-2 =N D

26

=3 S20N

=N

o~~~

§

0.0
4.0)
2.0)
0.0)
2.0)

52.0)
4.0)
18.0)
0.0)

0.0)

4,0)
2.0)

o e e o 8 = e o A= 4 e o = e et e o = = e - o e S At o tn e o e e o - e - = " " - . = - . —n - - - " = o > - - = " " ™ o " = P> = o " an " - > - - = - = . - - - -

+ : BEMIGHN # HALTAMANT



TARLF NFOPLASTIC FIMDINGS = INCIDFNCE(%) (ALL AMIHALS)
SEX ¢ FEMALE

NOSE LFVFL (PPH)

(P85E)

STUDY

NO.

B

.
.

Al S

0059

NRGAM_ ____ TYPE OF TUMOR_ .. MO+ OF EXAMINED ANJHALS 50
LUNG +ALVEQLAR/ZBRONCHNLAR ADEMDMA n
WALVEDNLAR/HPUHCHTINLAR CARCIMOMA 0
THYROID +ADENIIMA 0
+C-CELL AMENQOMA A
#C=-CELL CARCIMOMA ?
LIVER +ADFNOMA 1
HSARCOMA 1
KINDNFY +ANEMNHA N 0
UMEPHRORLASTOMA 1
COLOM +EPTDFRMAL CYST 1
LARGF IMTFSTINF
KLETONYNSARCOMA ) 0
URINARY RLADDER
+PAPTLLAMA . 1
UTERUS +PAPJLLAMA 0
+PNLYPR 10
HADFNNCARC | HIIMA n
HSARCAMA 1
SPLEFN HLEUKFMIA 5
HANG INSARCIDMA 0
PAMCREATIC ISLFT
+ADFNOMA 2
HADENNCARCIMOMA 0
MAMMARY GLAMD .
+ADFNNMA 7
HADFNNCAQC TMONA 1
+F TRROADFHOMA 3
_SK1IN +PAPIL LUMA 0
+KERATUACANTHIIMA i
SURCUTANFQUS TISSUF
HSARCNMA 1

+ ¢ BENIGN it HALTGNANT

==} Pl SWwW S

N

0
0

0
0

n.0)
2.0)

0.0)
6.0)
0.0)

0.0}
0.0)

0.0)
0.0)

0.0)

D -

>N 2

0

=

2.00
0.0)

0.0)
4.0
0.0)

2.0)
0.0)

2.0)
0.0)

0.0)
2.0)

0.0)

0.0)
22.0)
2.0)
0.0)

18.0)
2.0)

n,0)
0,0)

16,0)
0.0)
0.0)

0.0)
2.0)

DN -

=3

DV = DN D

D

0.0)
0.0)

2.0)
4.0)
0.0)

2.0)
0.0)

0.0)
0.0)

0.0)



TARLF

SEX ! FEMALE

NFOPLASTIC FIHDINGS = IMCIDFMCE (%) (ALL AMIMALS)

(PH5E)

g Al S

o e e o = e e = e a e e = e = e S e e e e = e e T e e e O o e e T e e P G e - e e TS - = e e - . - - - - = - - - = ——

NOSE LFVFL (PPI) 0 Y3 140 400

NRGAN_____ TYPE OF TuMDR._. NO. OF EXAMINED AMIHALS 50 50 50 50
SURCUTANFOUS TISSUF _

+F JRROMA 0« 0.0) 1 ¢ 2.0) 1 ¢ 2.0 0 (¢ 0,0)
MUSCLE ROSTENGENTC SARCOMA 0 ¢« 0.0) 0 C 0,0 0« 0.0) 1 ¢ 2,0)
PITUITARY +ADFNOIA ) 27 ( 54.0) 31 ( A2.0) 34 ( 6H,0) 32 ( 64.0)
ADRENAL +ADFUOMA 4 ( 8.0) 5 (.10,0) 5 ( 10.0) 2 ( 4.0)

+PHFOCHROMOCYTOMA S (10.,0) 3¢ 6.0) 7 ( 14.0) 7 € 14.0)

+GANGL TONFUROMA 0 ¢ 0.,0) 1 ¢ 2.0) 0o« 0.0) n ¢ 0.0)

HHAL TGHNANT PHENCHROMAOCYTOMA 2 C 4,0) 1 ¢ 2.,0) 0« 0.,0) 1 ¢ 2.0)
NVARY WHAL TG, GRAMULNSA=THECA CELL TUMDR 0 ¢ 0.0) 1 ¢ 2.0) 0« 0.0) 0 ¢ 0.0)
TOOTH +AMFLORLASTNMA 0 ¢ 0.0) 0« 0,0 1 ¢ 2.0) 0 ¢ 0.,0)
AQNE HOSTENGFM]IC SARCQOMA 1. ¢ 2.0) n ¢« 0.0) 0 ¢ 0.0) 0 ¢ 0.0)
CLITORAL GLAND . )

+ADFNNMA ' 2 ( 6.0) 2.0 4.0 0o 0,0) 2 4.0)
ZYMBAL Gl AND

#SQAUAMOUS CFLL CARCINNMA _ 3 ( 6.0) 0 0.0) o 0.0) 0o« 0.0)

+ 3 REMIGM

i 1 MALIGNANT
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TABLE "SURVIVAL ANIMAL NUMBERS : STUDY NO. : 0008

SEX DOSE LEVEL  ANIMALS TIME AFTER ADMINISTRATION SURVIVAL RATE *
(MG/KG) INITIALLY HOURS_____________ DAYS
IN STUDY 1 2 4 6 1 2 3 4 5 6 7 8 9 10
MALE CONTROL 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710
68 10 10 10 10 40 10 10 10 10 10 10 10 10 10 10 10710
102 10 10 10 10 10 10 10 9 8 8 8 8 8 8 8 8/10
153 10 10 10 10 10 10 8 5 5 5 4 3 3 3 3 3/10
230 10 10 10 10 9 8 2 1 1 0 0o o0 0 0 0 0/10
345 BT 10 10 10 8 2 1 0 0 0 0 0 0 0 0 0710
FEMALE CONTROL 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710
68 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 . 10710
102 10 10 10 10 10 10 10 9 9 9 9 9 9 9 9 9/10
153 10 10 10 10 10 10 7 4 P 4 4 4 4 4 4/10
230 10 10 10 10 10 8 L1 1 1 1 1 1 1 1 1710
345 10 10 10 10 7 1 0 0~ 0 0 0 0 0 0 0 0/10

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE_ANIMALS

(A100) _ BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0008
SEX DOSE LEVEL  ANIMALS TIME AFTER ADMINISTRAT&ON SURVIVAL RATE *
- (MG/KG) INITIALLY  DAYS :
IN STUDY 1. 12 13 14
MALE CONTROL 10 10 10 10 10 10710
68 10 10 10 10 10 10/10
102 10 8 8 8 8 8/10
153 10 3 3 3 3 3/10
230 10 0 0 0 ()} 0/10
345 10 0 d 0 0 0/10
FEMALE CONTROL 10 10 10 10 10 10710
68 10 10 10 10 10 10710
102 10 9 9 9 9 9/10
153 10 4 4 4 4 4710
230 10 1 1 1 1 1/10
345 10 0o 0 0 0 0/10
* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS
(A100) BAIS



%13 HEE(ITRX-AHERAR)




TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0008

SEX DOSE LEVEL DAYS AFTER ADMINISTRATION ‘
(MG/KG) 0 1 2 3 4 7 10

MALE CONTROL 20.8 + 0.7 24.1 + 0.8 24.5 * 0.9 25.0 + 1.2 24.8 + 1.5 25.5 * 1.6 25.9 + 1.5
68 20.8 + 0.7 20.8 + 0.9%%*% 21.7 * O0.6%%% 22.7 + O0.6%%*% 23,7 + 0.7 24,6 + 0.7 25.1 + 0.7
102 20.8 + 0,7 20.4 + 0.8%%%x 20,3 + fT.1%%x 21,2 + 1.0%%x 22,5 + 1,0%x% 23.6 + 1.5x% 24 .6 + 1.4
153 20.8 + 0.7 20.0 + 0.7%%x%x 19,2 + 1.2%%%x 18.9 + 2.3%%x%x 19,7 + 2,.7%%x 23,1 + 0.4x% 23.6 + 0,5«
230 20.8 + 0,7 20.3 + 0.8%%%x 19,7 + 0.3%*xx 18.9 + 0.0 18.1 + 0.0
345 20.8 + 0.7 20.1 + O.h**x 19.0 + 0.0

FEMALE CONTROL 15.7 + 0.8 18.2 + 1.2 18.5 + 1.2 18.9 + 1.2 18.7 + 1.4 18.5 + 1.0 18.6 + 1.0
68 15.7 + 0.8 14.8 + 0.8%%%x 14.8 + 1.4%%xx 15,6 + 1.,2%%x% 16.9 + 1.1%x% 17.5 + 0.9% 18.4 + 0.9
102 15.7 + 0.8 14.9 & 0.9%%x%x 14,4 + 1.,2%%%x 14,7 + 1.6%x%¥%x 15,7 + 1.7%%xx 17,6 + 1.0 18.5 + 1.0
153 15.7 + 0.8 14,7 + 0.9%%%  14.0 + 0.9%%% 14.9 + 0.8%%*x 15,7 + 1.0%x% 18.7 + 0.3 18.8 + 0.4
230 15.7 + 0.8 15.0 £ 0.8%%% 14.3 &+ 0.9%%* 16.2 + 0.0 17.3 + 0.0 17.7 + 0.0 19.5 + 0.0
345 15.7 + 0.8 14.6 + 0.0

(A150) BAIS



TABLE BODY WEIGHT CHANGES (G) ' STUDY NO. : 0008

SEX DOSE LEVEL DAYS AFTER ADMINISTRATION

(MG/XG) 14
MALE CONTROL 26,7 + 1.4
68 25.7 + 0.7
102 25.4 + 1.8
153 24.7 + 0.7%
230
345
FEMALE CONTROL 19.3 + 1.2
68 19.2 + 1.0
102 19.2 + 1.1
153 19.9 *+ 0.5
230 20.3 + 0.0
345

(A150) BAIS



#14 EFHYHR (XTI X - 2EFRAR)




TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0027
SEX DOSE LEVEL ANIMALS ADMINISTRATION SURVIVAL RATE x
(PPM) INITIALLY DAYS
IN STUDY 1 2 3 4 5 6 7 8 9 10 11 12 13 14

MALE CONTROL 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

111 10 10 10 10 10 10 io 10 10 10 10 10 10 10 10 10/10

333 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710

1000 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

3000 10 10 10 10 10 10 10 10 10 9 9 8 8 8 6 6/10

9000 10 10 10 10 10 10 9 9 8 7 6 3 2 1 0 0/10
FEMALE CONTROL 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

11 10 10 10 . 10 10 10 10 10 10 10 10 10 10 10 10 10/10

333 10 10 10 10 10 10 10 10 10 10 iO 10 10 10 10 10710

1000 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

3000 10 10 10 10 10 10 10 9 9 6 5 4 3 0 0 0/10

9000 10 10 10 10 10 10 10 9 8 2 1 0 0 0 0 0/10

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(A100)

BAIS



%15 HEE(IVX - 2EBMAR)




TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0027
SEX DOSE LEVEL ADMINISTRATION (DAYS)
(PPM) 0 1 2 4 7 10 14

MALE CONTROL 25.1 + 0.8 25.1 + 0.8 25.5 + 0.8 26,0 + 0.8 26.7 + 0.7 27.1 + 1.2 27.1 + 1.1
111 25.1 + 0.8 25.0 + 0.9 25.3 + 0.7 25.8 + 0.6 26.5 * 0.6 26,9 + 0.8 27.0 + 0.6
333 25.1 + 0.8 24.2 + 0.6% 24,2 + 0.7%x% 24 .9 * 0,7%x% 25.8 + 0,6%x% 26.3 + 0.7 26.5 + 0.8
1000 25.1 + 0.8 22.5 + 0.8%%x 21,6 + O0.8x%xx 20,6 + 1.2%%%x 20,0 + 1.7%%x%x 20.6 + 1.8%xxx 21,6 + 2,0%xx
3000 25.1 + 0.8 22,1 + 0.7#%% 20.9 + 0.8B%x%*x 19,1 + 0.8%%x*x 16.6 + 0.9%%* 15,3 + 0.8%%x* 13.5 + 0.6%%xx
9000 25.1 + 0.8 22.0 + 0.8%%*x 20,8 + 0.9%%*%x 18,5 + 1,0%%%x 15,8 + O0.7**% 14,2 + 0,7%%x%

FEMALE CONTROL 19.5 + 0.7 19.1 + 0.7 19.3 + 0.9 19.9 + 1.2 20.2 + 0.9 20.7 + 0.9 20.8 + 0.8
111 19.5 + 0.7 19.0 + 0.8 19.1 + 0.8 19.8 + 0.9 20.1 + 0.7 21.0 + 0.7 21.0 + 0.7
333 19.5 + 0.7 18.2 + 0.9% 18.0 + 1,3x% 18.9 + 1.3 19.6 + 1.7 20.3 + 0.8 20.5 + 1.0
1000 19.5 + 0.7 17.3 &+ 0. 7%%% 16.6 + 0.8B%*x*x 15,9 + O0,8%%x*x 15,8 + 0,9%%%x 16,5 + 1.3%%*x 18.0 + 1,6%%x%
3000 19.5 + 0.7 17.2 + 0.8%%xx 15,8 + 0.8%%*%x 13,8 + 0.8%%% 12,2 + 0.8%%*x 11,4 + 0.3%%x%
9000 19.5 + 0.7 17.4 + 0.7%%% 16,0 + 0,6%*%x 13,9 + 0.6%xx 11.7 + 0,.5%%*x 10.9 + 0.0

(A150) BAIS
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TABLE SURVIVAL ANIMAL NUMBERS STUDY ND. : 0039
SEX DOSE LEVEL  ANIMALS ADMINISTRATION (WEEKS)—---mm-—m-mmmmm——mm—-mm——mmmmmmmmmm—mme SURVIVAL RATE *
CPPM) INITIALLY 1 2. 3 4 5 6 7 8 9 10 11 12 13
IN. STUDY

MALE 0 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

24.7 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

74,1 10 10 10 10 10 10 10 10 10- 10 10 10 10 10 10710

222 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710

667 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710

12000 10 10 10 10 7 6 6 6 6 6 6 6 6 6 6710
FEMALE 0 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710

24.7 10 10 10. 10 10 10 10 10 10 10 10 10 10 10 10/10

74.1 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710

222 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10710

667 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10/10

2000 10 10 8 4 4 4 & 4 4 2 2 2 2 2 2/ 8

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100)

BAIS



#17 HBEE(IIZX-13FHAR)



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0039

SEX DOSE LEVEL ADMINISTRATION (WEEKS)

(PPM) 0 1 2 3 4 5 6
MALE 0 24.8 + 0.7 26.1 + 0.9 27.3 + 0.7 28.0 + 0.9 28.9 + 0.9 30.0 + 1.1 31.1 + 1.3
24.7 24.8 + 0.7 26.5 + 1.0 27.2 + 1.2 28.5 + 1.3 29.7 + 1.7 30.8 + 1.9 31.7 + 2.2
74.1 24.8 + 0.7 26.1 + 0.7 27.0 + 0.7 28.2 + 0.9 29.4 + 1.1 31.0 + 1.4 32.1 £ 1.5
222 24.8 + 0.7 25.9 + 1.4 26.4 + 1.4 27.7 + 1.5 28.9 + 2.1 30.4 + 2.2 31.3 + 2.6
667 24.8 + 0.7 22.7 * 1.4*xx 24,1 + 1.2%%% 25,8 + 1.1%%%x 26,3 + 0.,9%%*x 27,2 + 1.,2%%k% 27.9 + 1.3%*xx%
2000 24.8 + 0.7 17.8 + 0.7%%%x 15,7 + 0.8%%* 15,9 + 2,6%%%x 19.3 + 3,8%%% 22,1 + &.1%x 22.9 * 4.5%%
FEMALE O 19.0 + 0.6 20.0 + 0.9 20.4 * 0.7 21.4 + 0.8 22.0 + 1.1 22.3 + 0.8 22.5 + 1.0
24.7 19.0 + 0.6 20.1 + 1.0 20.6 + 0.7 21.2 + 0.8 21.8 + 0.7 22.7 + 1.2 22.8 + 0.8
74 .1 19.0 + 0.7 19.5 + 1.0 20.2 + 0.5 20.9 + 0.5 21.4 + 0.8 21.9 + 0.8 22.0 + 0.8
222 19.0 + 0.7 19.1 + 0.7%  19.5 + 0.6%xx  20.3 + 0.6% 20,7 & 0.7%%  21.3 & 0.6%% 21.5 + 0.6%
667 19.0 + 0.7 17.2 + 0.7%%% 19,0 + O.4%%x%x 19,7 + 0.5%%% 20.0 + O.4%*x 20,6 + O0.4%%x 20.8 + O0,7%%*
2000 19.0 + 0.7 12,6 + 0. 7%%% 10,9 + O, 7%*%%x 11,7 + 1,3%%x% 16,0 + 3.0%xx 17,7 + 1.8%*%*x 18.8 + 1.4%%x

(C200) BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0039
SEX DOSE LEVEL ADMINISTRATION C(WEEKS)
(PPMD v 7 8 9 10 11 12 13

MALE 0 32.2 + 1.4 33.6 + 1.4 34.3 + 1.6 35.0 + 1.9 35.9 + 1.6 37.2 + 1.9 38.0 + 2.1
24.7 32.9 + 2.3 33.8 + 2.4 34.8 + 2.5 35.6 + 2.7 36;4 * 2.9 37.6 + 3.1 38.4 + 3.2
741 33.3 + 1.6 346.4 + 1.7 35.3 + 2.0 36,0 + 2,0 36.7 + 2.1 38.1 + 2.6 38.4 + 2.7
222 32.5 + 2.7 33.6 + 3.0 34,4 + 3.2 35.1 + 3.6 34,7 * 4.4 36.0 + 4.0 37.4 + 3.8
667 28.9 & 1.2%%% 29.6 + 1.5%%x 29,9 + T1.4%%x 30,6 + 1.3%%x 30.7 + 1.6%xx 31.9 + 1.4xxx 32,5 + 1,3%%x
2000 23.9 + 3.9%x% 24,9 * 2,7%x% 25,3 + 2.3%%% 25,8 + 2.1%%x 25,9 + 1,9%%* 26,2 + 2,0%%% 26,6 + 1.8%%*

FEMALE O 23.1 + 1.0 23.5 + 1.2 23.3 + 1.0 24,1 + 0.9 24,6 * 1.7 25.1 + 1.1 24.5 * 2.5
24.7 23.4 + 0.9 23.5 + 0.9 23.8 + 1.0 24.5 + 1.6 24.7 + 1.0 25.4 + 1.2 25.9 + 2.3
74.1 22.1 + 0.8% 22.8 + 1.0 23.3 + 1.2 23.8 + 1.6 23.9 + 1.1 24,5 + 1.3 24.7 + 1.3
222 22.2 + 0.7 22.4 + 1.1 22.4 * 0.8% 23.0 + 0.8x% 23.4 + 0.9 23.2 + 1.3%x% 23.7 + 1.9
667 21.3 + 0.7%%%x 21,4 + O.4%%%x 21,7 + 0,6%%%x 21,4 + 1,.4%%xkx 22,4 + 0,.6%% 22.6 + 0.5%%x 22.9 + 0.5
2000 19.7 + 1.2%%%x 20,7 + 1.0%x 19.1 £ 1.2%%% 19,7 + 1.3%%x% 20}0 + 2.1%x 20.3 + 1.2%%%x 20.4 + 1.7

(€C200) BAIS



x18 HEFHYE (XITRX - BARHERAR)



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. 0060
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)-------c-—-mmom e e SURVIVAL RATE =*
(PPM) INITIALLY 1 2 3 4 5 6 4 8 9 10 11 12 13
IN STUDY

MALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

20 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

60 50 50 50 50 50 50 50 50 50 49 49 49 49 49 49/50

180 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
FEMALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

20 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

60 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

180 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100> BAIS




TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0060
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)---—---mmmmmm e e e e e SURVIVAL RATE =*
(PPM) INITIALLY 14 15 16 17 18 19 20 21 22 23 24 25 26
IN sTUDY

MALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

20 50 50 50 50 50 50 49 49 49 49 49 49 49 49 49750

60 50 49 49 49 49 49 49 49 49 49 49 49 49 49 49/50

180 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
FEMALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

20 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

60 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

180 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100)

BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0060
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS) ~=-=—mmmm e e e e e e e e e e e e e SURVIVAL RATE =*
(PPMO INITIALLY 27 28 29 30 31 32 33 34 35 36 37 38 39
IN STUDY

MALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 49 49/50

20 50 49 49 49 49 49 49 49 49 49 49 49 49 49 49/50

60 50 49 49 49 49 49 49 49 49 49 49 49 49 49 49/50

180 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50
FEMALE CONTROL 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

20 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

60 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

180 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100)

BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0060
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)----==m-ommm e m e e c e o SURVIVAL RATE *
(PPM) INITIALLY 40 41 42 43 44 45 46 47 48 49 50 51 52
IN STUDY

MALE .CONTROL 50 49 49 48 48 48 48 48 48 48 48 48 48 48 48/50

20 50 49 49 49 49 49 49 49 49 49 49 48 48 48 48/50

60 50 49 49 49 49 49 49 49 49 49 49 49 49 49 49/50

180 50 49 49 49 49 49 49 49 49 49 49 49 49 49 49/50
FEMALE CONTROL 50 50 50 49 49 49 49 49 49 49 49 49 49 49 49/50

20 50 50 50 50 50 50 50 50 50 50 50 49 49 49 49/50

60 50 50 50 50 49 49 49 49 49 49 49 49 49 49 49/50

180 50 50 50 50 50 50 50 50 50 50 50 50 50 50 50/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100>

BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0060
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)-=---—=-—momm o m e e SURVIVAL RATE *
PPMO INITIALLY 53 54 55 56 57 58 59 60 61 62 63 64 65
IN STUDY

MALE CONTROL 50 48 48 48 48 48 48 48 48 48 48 48 48 48 48/50

20 50 48 48 48 48 48 47 46 46 46 45 45 45 45 45/50

60 50 49 49 49 49 49 49 49 49 49 49 49 49 49 49/50

180 50 49 49 49 48 48 48 48 48 48 48 48 48 48 48/50
FEMALE CONTROL 50 49 49 49 49 49 49 49 49 49 49 49 49 48 48/50

20 50 49 49 48 48 47 47 47 47 47 47 47 47 47 47/50

60 50 49 48 48 48 48 48 48 48 48 48 48 48 48 48/50

180 50 50 50 50 50 50 50 50 50 50 49 49 49 49 49/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100> BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0060
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)-—--------ommmm e e SURVIVAL RATE x
(PPM) INITIALLY 66 67 68 69 70 71 72 73 74 75 76 77 78
IN STUDY '

MALE CONTROL 50 48 47 46 46 46 45 45 45 45 45 44 43 43 43/50

20 50 45 45 44 44 44 44 43 43 43 43 43 43 43 43/50

60 50 48 48 48 48 48 48 47 47 47 47 47 47 47 47/50

180 50 48 48 48 48 48 48 47 46 45 45 45 45 45 45/50
FEMALE CONTROL 50 48 47 47 47 47 47 46 46 46 46 46 45 45 45/50

20 50 47 47 47 46 45 45 44 44 44 43 42 42 42 42/49

60 50 48 48 48 48 47 47 47 47 47 47 47 47 47 47/50

180 50 49 48 48 48 48 48 48 47 47 47 47 47 47 47/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(€100 BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0060
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)---=---ommmm e e e SURVIVAL RATE =
(PPM) INITIALLY 79 80 81 82 83 84 85 86 87 88 89 90 91
IN STUDY

MALE CONTROL 50 43 43 43 43 42 42 42 41 40 40 40 39 39 39/50

20 50 43 42 42 41 40 39 39 39 39 38 38 38 37 37/50

60 50 46 45 45 45 44 43 43 43 42 41 40 39 39 39/50

180 50 45 45 44 43 42 42 42 41 40 40 39 38 38 38/50
FEMALE CONTROL 50 45 45 44 44 44 43 . 42 42 41 41 40 39 36 36/50

20 50 42 41 41 40 39 39 39 39 37 36 35 32 32 32749

60 50 47 46 46 46 45 45 44 44 - 43 . 42 42 39 36 36/50

180 50 47 46 45 45 45 45 45 45 45 45 45 45 44 44/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100)

BAIS



TABLE SURVIVAL ANIMAL NUMBERS STUDY NO. : 0060
SEX DOSE LEVEL ANIMALS ADMINISTRATION (WEEKS)----———-——cmm e e e SURVIVAL RATE =
i (PPM) INITIALLY 92 93 94 95 9?6 97 98 99 100 101 102 103 104
IN STUDY

MALE CONTROL 50 39 38 38 37 36 35 35 34 34 34 33 33 33 33/50

20 50 36 36 36 34 34 34 34 33 32 30 30 30 30 30/50

60 50 39 39 39 37 37 36 33 32 29 28 28 27 26 26/47

180 50 38 38 37 37 36 36 35 35 32 29 29 29 29 29/50
FEMALE CONTROL 50 35 35 35 34 33 33 32 32 39 29 28 26 21 21/50

20 50 32 30 30 29 29 27 26 25 25 25 23 22 20 20/49

60 50 36 35 34 32 32 32 31 31 30 29 29 28 26 26/50

180 50 43 41 39 38 37 35 35 35 34 34 34 33 31 31/50

* NUMBER OF SURVIVAL / NUMBER OF EFFECTIVE ANIMALS

(C100)

BAIS



#19 HKEE(XITVR- - BAEERER)



TABLE BODY WEIGHT CHANGES (G)- STUDY NO. : 0060

SEX DOSE LEVEL ADMINISTRATION (WEEKS)

(PPM) 0 1 2 3 4 5 6

MALE CONTROL 24.1 + 0.9 25.7 + 1.1 26.6 + 1.1 28.0 + 1.2 28.8 + 1.4 29.3 + 1.4 30.6 + 1.6
20 24.1 + 0.9 25.6 + 1.1 26.3 + 1.3 27.8 + 1.4 28.1 + 1.5% 29.0 + 1.7 30.1 + 2.0
60 24.1 + 0.9 25.5 + 1.0 26.2 + 1.5 27.7 * 1.9 28.3 + 1.8 28.9 + 2.3 30.1 + 2.3
180 24.1 + 0.9 25.4 + 1.0 26.0 + 1.1% 27.4 * 1.4% 27.8 + 1.5%% 28.7 + 1.6 29.46 * 1,9%%%

FEMALE CONTROL 19.7 + 0.7 20.3 + 1.0 21.3 + 0.8 22.1 + 1.1 23.4 + 1.0 23.5 + 1.2 24.1 + 1.3
20 19.7 + 0.7 20.5 + 0.8 21.2 + 0.8 22.2 + 1.1 22.9 + 1.3% 23.3 + 1.4 23.9 + 1.4
60 19.7 + 0.7 20.0 + 0.7 20.8 + 0.8%x 21.7 + 0.8% 22.6 + 1.0%xxx 22,9 + 1.0%xx 23.8 + 1.1
180 19.7 + 0.7 19.7 + 0.9%x% 20.4 + 0.9%%x 21.4 + 1.0%%x%x 22,1 + 1.,0%%x%x 22,5 + 1.1%%xx 23,4 + 1.1%x%

(cz200) BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0060

SEX DOSE LEVEL ADMINISTRATION (WEEKS)
(PPMD 7 8 9 10 11 12 13

MALE CONTROL 31.2 + 1.6 32.2 + 1.9 32.7 + 2.0 33.9 + 2.1 34.5 + 2.2 35.5 + 2.4 35.8 *+ 2.5
20 31.0 + 2.1 31.5 + 2.1 32.4 + 2.2 33.6 + 2.5 34.4 + 2.7 35.1 + 2.8 35.9 + 2.9
60 30.9 + 2.5 31.5 + 2.8 32.5 + 2.4 33.5 + 2.8 34.2 + 2.9 34.9 + 3.1 35.9 + 3.3
180 30.4 & 2.0% 31.0 + 2.1%x% 32.0 + 2.3 32.9 + 2.5% 33.6 + 2.6 34.6 + 2.7 35.7 + 2.8

FEMALE CONTROL 24.2 * 1.2 25.1 + 1.5 25.6 + 1.3 26.4 + 1.4 26.0 + 1.8 27.0 + 1.8 27.3 + 1.7
20 24.3 + 1.6 24.9 +1.6 25.3 + 1.8 26.3 + 2.0 26.3 + 2.1 26.8 + 2.2 27.3 + 2.3
60 24.0 + 1.1 24.7 + 1.3 25.3 + 1.3 25.8 + 1.4x% 25.9 + 1.6 26.7 + 1.9 27.2 + 2.0
180 23.6 * 1.3% 246.0 + 1.5x%xx 25.1 + 1.5 25.3 + 1.9%x 25.7 + 2.0 26.0 + 2.1% 26.3 + 1.9%x

(C200) , BAIS



TABLE BODY WEIGHT CHANGES (G) ' STUDY NO. ¢ 0060

SEX DOSE LEVEL ADMINISTRATION (WEEKS)

(PPM) 14 16 18 20 - 22 24 26

MALE CONTROL 37.2 + 2.5 38.7 + 2.8 40.3 + 3.0 41.8 + 3.2 43.6 * 3.2 44,5 + 3.4 46.1 + 3.4
20 36.6 + 3.0 37.9 + 3.6 39.1 + 4.0 40.8 + 3.9 42.6 + 4,0 43.4 + 4.1 44,8 + 4.1
60 36.7 + 3.5 38.1 + 3.8 39.4 * 4.0 40.7 + 4.3 42.2 * 4.4 42.9 + 4,5 4,2 * 4,.4%
180 36.3 + 2.9 37.7 + 3.3 39.2 + 3.6 40.6 + 3.8 42,2 + 3.9 43.3 + 4.0 L4, 2 + 4,2%

FEMALE CONTROL 27.9 + 2.1 28.7 + 2.4 29.5 + 2.2 30.5 + 2.8 1.4 + 2.8 32.5 + 3.0 32.2 * 3.1
20 27.8 + 2.6 28.5 + 2.8 29.6 + 2.7 30.4 + 3.0 31.2 £+ 3.0 32.1 + 3.3 32.7 + 3.3
60 27.6 * 2.1 28.0 + 2.2 29.2 + 2.3 30.0 + 2.5 30.8 + 2.8 3.7 + 2.4 32.3 + 3.0
180 27.0 + 2.1% 27.3 + 2.5%x% 28.2 * 2.6%% 29.7 + 3.0 30.5 + 3.2 30.4 * 2.9%%xx 31,4 + 3.3

(C200) , BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0060
SEX DOSE LEVEL ADMINISTRATION (WEEKS)
(PPM) 28 30 32 34 36 38 40
MALE CONTROL 47.0 + 3.3 47.0 + 3.2 47.5 + 3.2 47.6 + 3.8 48.7 + 4.7 48.3 + 4.3 49.4 + 3.0
20 46.0 + 3.9 45.9 + 3.9 6.2 + 4.0 46.6 + 3.7 48.1 + 3.9 47.7 + 3.7 48.2 + 3.7
60 45.4 * 4. 4x* 45.7 + 4.3 46.2 + 4.2 46.8 + 4.0 47.8 + 4.1 47.6 * 3.9 48.1 + 3.7
180 45.7 *+ 4.4 45.8 *+ 4.6 46.1 + 4.9 46.8 + 5.1 47.7 + 5.4 7.6 + 5.0 48.6 * 3.6
FEMALE CONTROL 33.7 + 3.1 33.6 + 3.1 33.5 + 3.2 34.2 + 3.2 34.4 * 3.5 34.6 + 3.5 34.5 + 3.9
20 34.5 + 3.4 33.7 + 3.6 33.5 + 3.6 34.4 + 3.7 34.6 + 4.1 35.0 + 3.9 34.9 + 4.0
60 33.7 + 3.2 33.4 + 3.5 33.6 + 2.9 34.0 + 3.0 34.4 + 3.6 34.6 + 3.1 34.8 + 3.1
180 32.8 + 3.3 32.7 + 3.3 33.0 + 3.1 33.4 + 3.1 33.9 + 3.6 33.9 + 3.5 34.0 + 3.4
(€200 BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0060
SEX DOSE LEVEL ADMINISTRATION (WEEKS)
. (PPMD 42 44 46 48 50 52 54
MALE CONTROL 49.4 + 2.7 50.2 + 2.8 50.3 + 2.8 50.3 + 2.9 50.6 + 3.0 50.9 + 3.1 51.8 + 3.2
20 48.9 + 3.7 49.7 + 3.5 49.5 + 3.4 49.7 + 3.5 49.7 + 3.3 50.3 + 3.2 50.8 + 4.0
60 48.6 + 3.7 49.4 + 3.6 49.0 + 3.4% 49.5 + 3.4 49.8 + 3.5 50.2 + 3.6 51.2 + 3.3
180 49.0 + 3.8 49.6 + 3.9 49.5 + 4.3 49.5 + 4.5 49.6 + 4.7 50.2 + 4.6 51.0 + 3.8
FEMALE CONTROL 35.7 + 3.8 35.4 + 3.9 36.0 + 3.6 35.8 + 3.9 36.2 + 3.7 36.1 + 4.2 36.7 + 3.7
20 35.3 + 3.9 35.6 + 4.0 - 35.3 + 4.0 35.9 + 3.9 36.3 + 3.7 35.7 + 3.9 37.0 + 3.9
60 35.2 + 3.1 35.2 + 3.3 “35.4 + 2.9 35.5 + 3.2 35.6 + 3.3 35.7 + 3.4 36.4 + 3.8
180 34.4 + 3.5 34.6 + 3.9 34.5 + 3.8% 34.8 + 3.8 34.7 + 3.7 34.6 + 3.9 35.5 + 3.8
(C200) BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0060
SEX DOSE LEVEL ADMINISTRATION (WEEKS)
(PPM) 56 58 60 62 64 66 68
MALE CONTROL 52.1 * 3.2 52.3 + 3.1 52.3 + 3.5 52.2 + 3.4 52.8 + 3.4 52.4 * 4.7 53.3 %+ 4.1
20 50.5 + 4.7 51.5 + 3.7 51.6 + 3.6 51.5 + 3.6 52.1 + 3.7 52.2 + 3.5 52.5 + 3.7
60 51.6 + 3.5 52.0 + 3.4 52.0 + 3.1 51.9 + 3.3 52.4 + 3.3 52.7 + 3.1 53.5 + 3.3
180 51.5 + 3.7 52.2 + 3.6 52.3 + 3.6 52.1 + 3.6 52.8 + 3.9 53.0 + 3.9 53.6 + 4.1
FEMALE CONTROL 36.4 + 3.9 37.6 + 3.9 37.9 + 4.1 38.2 + 3.9 39.2 + 4.3 39.4 + 4.1 39.7 + 4.2
20 36.4 * 4.3 37.4 + 4.3 37.8 + 4.8 38,1 + 4.7 38.7 + 5.0 8.8 + 5.0 39.0 + 5.2
60 36.5 + 3.4 37.3 + 3.9 37.3 + 4.0 38.2 + 4.0 38.9 + 4.1 39.0 + 4.2 39.5 + 4.4
180 35.7 £ 4.0 36.6 + 4.0 36.5 + 4.3 36.5 + 4.2% 36.8 + 4L.9% 36.9 + 4.9%x 37.3 & 4.7*
(C200) BAIS



TABLE BODY WEIGHT CHANGES (G> STUDY NO. : 0060
SEX DOSE LEVEL ADMINISTRATION (WEEKS)
(PPM) 70 72 74 76 78 80 82

MALE CONTROL 53.0 + 4.9 53.4 + 5.0 53.7 ¥ 5.2 53.7 + 5.5 54.5 + 4.2 54.4 + 5.0 54.0 + 6.0
20 53.1 + 3.8 53.0 + 4.2 53.4 + 4.0 53.6 + 4.1 53.6 + 4.4 53.8 + 4.8 53.3 + 4.9
60 53.7 + 3.4 53.9 + 3.4 54.5 + 3.5 54.6 + 3.7 54.4 + 4.0 54.3 + 5.1 54.3 + 4.9
180 53.6 * 4.4 53.3 + 5.4 54.7 + 4.8 54.4 + 5.2 54.4 + 5.7 54.4 + 6.2 54.0 + 6.3

FEMALE CONTROL 40.0 + 4.3 40.3 + 4.6 40.3 + 4.8 40.2 + 5.3 40.2 + 5.5 40.5 + 5.5 40.0 + 4.9
20 39.8 + 5.1 40.0 + 5.4 40.7 + 5.2 40.6 + 5.5 40.5 + 5.8 40.7 + 5.3 40.3 + 5.7
60 40.0 *+ 4.4 40.2 + 4.2 40.8 + 4.5 40.9 + 4.3 41.1 ¢ 4.6 1.4 + 4.7 1.4 + 4.7
180 37.7 £ 5.1% 37.5 + 5.3%x 38.7 * 4.4 38.9 + 4.3 39.0 + 4.5 39.0 + 4.7 38.8 + 4.6

(C200> BAIS



TABLE BODY WEIGHT CHANGES (G) ' ' STUDY NO. : 0060

SEX DOSE LEVEL ADMINISTRATION (WEEKS).

(PPM) 84 86 88 90 92 94 96

MALE CONTROL 54.0 + 6.9 54.6 + 5.8 54.2 + 6.7 54.1 + 6.0 53.5 + 7.0 53.7 + 6.7 53.6 + 7.3
20 53.6 + 5.4 53.1 + 5,9 52.5 + 6.6 52.0 + 7.5 52.2 + 6.9 51.4 + 8.8 52.1 + 7.8
60 55.2 + 3.7 54.6 + 3.9 53.9 + 5.1 53.9 + 5.1 53.1 + 5.9 52.5 + 7.2 51.9 + 7.1
180 54.1 + 6.9 53.7 + 7.3 53.1 + 7.8 53.5 + 6.6 52.3 + 7.5 51.7 + 8.3 51.2 + 7.9

FEMALE CONTROL 40.7 + 5.6 40.5 + 5.4 40.3 + 5.8 39.4 + 5.7 40.3 + 5.1 40.1 + 5.6 40.5 + 4.8
20 40.7 * 4.3 40.9 + 4.5 40.0 *+ 5.3 40.9 * 4.8 42.1 + 7.8 40.1 + 5.8 39.6 + 4.9
60 41.3 + 4.7 41.4 + 4.8 40.9 + 5.6 40.4 * 5.6 39.8 + 5.9 39.8 + 5.6 39.1 £ 5.9
180 38.6 + 4.9 38.7 +-4.7 38.3 + 4.9 37.3 + 5.3 37.4 *+ 5,6% 38.1 + 4.8 37.7 + 4.6%

(C200) ‘ BAIS



TABLE BODY WEIGHT CHANGES (G) STUDY NO. : 0060
SEX DOSE LEVEL ADMINISTRATION (WEEKS)
- (PPM) 98 100 102 104
MALE CONTROL 51.8 + 7.9 52.0 + 7.0 52.1 + 7.2 51.1 + 7.7
20 51.4 + 7.3 51.0 + 7.8 51.7 + 6.7 50.7 + 6.8
60 51.0 * 6.6 50.7 + 5.2 49.2 + 6.5 48.4 + 6.9
180 49.7 + 8.5 49.3 + 9.0 49.7 + 8.2 48.4 + 8.4
FEMALE CONTROL 39.9 + 4.7 39.6 + 5.9 39.1 + 6.1 39.7 + 5.7
20 40.1 + 4.2 39.4 + 4.3 38.8 + 5.8 39.0 + 5.0
60 38.7 &+ 5.1 39.0 + 5.6 39.3 + 5.4 38.8 + 5.3
180 37.4 + 4.3% 37.3 + 4.6 37.1 + 4.8 37.1 + 5.3
(C200) BAIS
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X20 JEEMRTAK (RE/EHN) SXUHEEDIVEHK
(YR« EEERR)

TARLE N, OF TUMUKS (REWTAMZ4AL TGRANT) STUDY MO, : 0nQAD
AMD M0, OF ATHALS WITH TUMNHRS (STMGLF/MULTIPLF)

SEX ¢ MALF
"""""""""""""""""""""""""""" SWmnARY T I
SUHMARY OF TUnARS
A 1] C D
N, OF DBEMNIGN TUMORS 44) 35 27 35
NQ, OF MNALIGHAHT TOMORS 3h 30 43 4l
NO. OF TUOTAL TUMORS 78 65 70 76
NO. NF AMIMALS WITH A STMGLE TURDR 17 24 17 25
MO, OF AMIMALS len SULTIPLE TUMNDR 24 18 21 21
MO, NF EXAMIRED AsIMALS 50 50 07 50

AL O(PP) B: 20(pPhm) C: 60(PPM) D: 180(PPM)



(P8nB) RALS

TARLF NI OF TUROKS (KREMTGN/MALTGHANT) ' . STUDY MO, : 0060
AND M, OF AMIMALS YITH TUMORS (SINGLE/MULTIPLE)

SEX ¢ FEMALE

SUMIAARY e —————— e ————— e o e e e e o e e = o e e

SUMMARY NF THNMORS

A B ¢ D
NO. NF BENIGNM TUHOLS 23 ' 29 31 36
MO, OF MALIGHAMT TUHNKS 40 29 33 “ily
NO. NF TOTAL THMORS 63 58 ‘ 64 'ao
MO. OF AMIMALS WITI & SIBGLE TUMAR 29 20 25 23
MO. OF ARTMALS WITH SULTIPLE TUMOR 16 16 18 24
N, OF EXARTINEN aM[mMALS 50 50 ) 50 50
AT oppty T PRSTTI ci saqppyy 0T n: 1sacppry T
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AN

F£21 JEEWERE (REHE) —2BY - 200 -
(TR BEERK)

TARLF HEOPLASTIC FIMODINGS - INCIDINCE (%) (ALLL ANTPALS)

NO,

B A

s

a0As0

DOSE LFVFL (PPH)

NRGAN_ ___ TYPE OF TUdn___ N, NF FEXASTTNEDR AnTMALS 50
ARAIN HEPENDYIONA 1
LUNG FALVENLARZRROVCHTOLAR ADEMOHA 4,
HALVEDLAR/BRPOHCHINLAR CARCI! 1A 10
LIVER +ADFEHNOMA 14
HSARCNKA ’ 4
AHFPATOCEL LULAR CARCIMAOMA 13
HHEMANG I NSARCOHA 0
HHEPATONLASTHHA 0
HRFTFR +PuLyp 0
STAMACH HANFANCARC ] RMA n
+KERATOACANTHAMA 1
HLETOHYNSARCHHA 0

‘LARGF THTESTIMF

+HEDAGI A . 0

HAHGINSARCOMA 0
TESTIS +INTERSTITIAL CFLL TuMak ’ 0
FPINDIDYKIS +XAMTHIMA . 1
SEMIMAL VESICLF

HLEIORYNSARCANS 0
PRASTATE +ADFMOHA 0

FRHARDONYNSARCONA 0
SPLEFN HMAL TGHANT | YMPHOMA 5

+HEHARMG A 5
LYMPH MODES

JAAL TGHANT L YHIPHOMA 3

PANCREATIC ISLFT
+ADFHOMA 0

MAMHMARY GLAMI
+ADFHNMA 1

(

2.0)

8.0)
20.0)
28.0)

8.0)
26.0)

0.0)

0.0)

0.0)

0.0)
2.0)
0.0)

0.0)
0.0)
0.0)

2.0)

‘).0)

0.0)
0.0)

10.0)
10.0)

(PRSE)
STUDY
20 AD 110

50 47 50
nCo0.m o000 nC o 0,0)
30 6.0) 1 ¢ 2. 2 4.0)
30 6.0) o 19.1) R ( 16.0)
13 ¢ 26.0) 11 ¢ 23.4) 18 ( 36.0)
2 ¢ 4,0) 1 ¢ 2.1 S (¢ 10.0)
10 ( 20,0) 14 ( 29,8) 14 ¢ 28.0)
1 ¢ 2.0 1 ¢ 2,1) nC 0.0)
o C 0.0) 0 C 0.0) 1 ¢ 2.0)
0 ¢ u.0) 2 4.3 0¢ 0.0
1 ¢ 2.0 60 C 0.0 nC 0.0)
« 2.0) 0 C 0,0 0o ¢ 0.0)
0 0,0) 1 ¢ 2.1) 0o« 0.0)
noe 0,0 10 2.1) 5 C 0.0
0 C 0,0) 1 ¢ 2.1) 0 C 0.0
0 C 0,0) 1 ¢ 2.1 0 C 0.0)
1 (¢ 2.0) 1 ¢ 2.1) o C 0.0)
e 0.0) 1 2.1) 0 C 0.0
0t d.0) 0o 0. 1 ¢ 2.00
nC 0.0 1 ¢ 2.1 nC 0.0)
2 ( 4.0) 1 ¢ 2.1) 2 ¢ 4.0
1¢C 2.0 6 (12.8) 0 6,00
0 ( 18.0) 13 ¢ 27,7 L0 (18,0)
1¢ 2.0) 0 ¢ 0,0) 0 ¢ 0.0)
0 0,0) 0 ¢ 0.0) o 0.0)



(185E) B aAlS

TARLF WEDPLASTIC FIMDINGS = [hCIUENCECS) (ALL AMIMALS) STUDY NO. : 00AOQ

SEX ¢ HALFE

NOSE LFVFL (PPI) 0 20 AQ 170

NRGAN_____ TYPE OF Tunaw___ MO, NEFYAMIMED ANTMALS 50 50 47 50
SKIN HFRITDFRHAL CYST 6 ¢ 0.0 1 ¢ 2.0 nC 0.0 fC 0.0)
SURCHTANEDUS TISSUr .

+HEFRANG (1144 s 1 ¢ 2.0 1 ¢ 2.0) nC 0,0 1 € 2.0)

+HFBANGIDINNOQTHEL TONA 0 ¢ 0.,0) 1 ¢ 2.0 0o 0.0 nc 0.0

HHAL JEMART FIRRNUS HISTIOCYTOMA 1 ¢ 2.0) 1O 2.0) o ¢ 0.0) 0 ¢ 0.0)
MUSCLE HUEHANG INSAKCNMA 1 ¢ 2.0) 0 ¢ 0.0 0 ¢ 0.0) 0 0.0)
PERIPHFRAL MERVES y

HHAL JGNANT SCHYANNOMA S0 0.0) 0 C 0.0) fneo0.0) 1 ¢ 2.0)
PITUTTARY +ANENNKA 6 ¢ 12.0) 1 ¢ 2.0 0C 0.0 0 0.0
ADREMAL +ANF PIMA 4 ¢ 4.0 4 ( B.o) 0 C 0.0) 20 4,0)

+PHFOCHROHANCYTORA o 0.0 1 2.¢) nC 0.0 2 C 4,0)
"HARDERTAM GLAND

+ADF A ' 1 ¢ 2.0) 30 AL0) 30 6.4) 4 (8.0
TONTH +TUNOR/ZREM TGN N 2 C 4.0) 2 C 4,0) 1 ¢ 2.1 2 ( 4.0)
RONE MARP()

HLFUKEMIA S0 ¢ 0.0) 0 ¢ 0.0) 6 C 0.0 1.¢ 2.0
PERTTOHELM +HEMANG INFNODTHELTUMA N 0.0) L¢ 2.0 cC 0,0 o ¢ 0.0

HRHARDONAYNS ARCA“A 0« 0.0) 1.¢ 2,0 nC 0.0) 0 0.0)

+ : REM]IGHN it 2 MALIGMANT



il oa

IS

(Peok)
TABLF NFDPLASTIC FINDINGS - IMCIDENCE(A) (ALL AMIBALS) . STUDY
SEX ¢ FEMALE
""""""""""""""""""""" DOSE LFVEL (PR) e T T e T R T T T T T T TR0 T
ORGAN _ ____ TYPE OF Tump___ M. OF EXAMIMED AMTHMALS 50 S 50 50
LUNG FALVEQLAR/BRANCHINLAR ADEMNQYA 2 C 4,0) n¢ 0,0) 1 ¢ 2.0) 1 ¢ 2,0)
WALVENLAR/BEOHMCHINLAR CARCTCIMA 3 6.0) 2 ( 4,0) 2 C 4,0) 1 ¢ 2.0)
THYRNDID +C=CELL ANEMQUIA ) n 0.0) n ¢ 0,0) 1 ¢ 2.0) 0O ¢ 0.0)
ILIVER +ADIFNNMA 5 (¢ 10.0) 6 ( 12,0) 7 € 14,0) a8 ( 16.0)
RSARCNMA 2 0 4.,0) a (. 0,0) 4 ( R,0) 0o« 0,0)
HHFPATOCEN LOLAR CARCIHOMA 1 ¢ 2.0) 1 ¢ 2.0) 2 4,0) 1 2.0
HHEMANGIOSANCNMA 0 C 0.0) 0 ¢ 0,0 0 ¢ 0.0) 1 ¢ 2.0)
TURETFR +PQL YP : 0 ¢ 0.0 0 ¢ 0.0) 1 ¢ 2.0 D 0.0)
URINARY RLADPER
+PAPTLLNMA 1 2.0) 10 2.0 0« 0.0) 0O ¢ 0.0)
UTFRUS +POLYP 2 ( 4.0) 1 ¢ 2.0 2 ( 4,0) 0 ¢ 0.0)
HSARCONMA : 11 ¢ 22.0) 7 C 14,0) 7 (14,0) 11 ¢ 22.0)
+HEMANG [1)HA 0o« 0,0 0 C 0.,0) 1 ¢ 2.0) n ¢ 0.0)
SPLEFN JMAL TGHAMT LYHPHOMA 2 ( 4.0) 6 (12.0) 3( 6,0) 3 ( 6.0)
+HEMANG [1NA - 1 ¢ 2.0 0« 0,0) 0o 0.0) 1 ¢ 2.0)
HANGASARCONA 0 0.0 [C 0.0) 1 ¢ 2.0) nC 0.0)
LYMPH NUDES _
HMAL JGNANMT | YMIHOMA ‘ 20 ( 40.0) 11 ( 22.0) 12 ¢ 24,0 19 ( 38,0)
HHMASTOCYTOMA 0 ¢ 0.0) 0 ¢ 0,0) 0 0.0) 1 2,00
PANCREATIC ISLET .
+ADFENNHA 0o C 0.0 nC 0,0) n ¢ 0.0) 1 ¢ 2.0)
MAMMARY GLAMD
RADERNCARCTIMIHA 0« 0.,0) 1 ¢ 2.0) 1 C 2.0) 2 ( 4,0)
SURCUTANFOUS TISSUF .
’ HHUASTOCYTNMA 1 ¢ 2,0 0o ¢ 0,0 0o« 0,0 0 ¢ 0.0)
HUSCLE FHEMAMGTOFNDOTHEL TOMA 1 ¢ 2.0) 0« 0,0) 0 0,0) 0 ¢ 0.0)
PERIPHFRAL tit RVES
WMAL [GMANT SCHWARMOMA 0 ( 0.0) 0O« 0.0) a ¢ 0.0) 1 ¢ 2.0)
PITUITARY +ADFNNMA A ( 16.0) 17 ( 34,0 15 ¢ 30,00 - 20 ( 40.0)
HADF MOCAHC [ HIMA N C 0.0) 1 ¢ 2.,0) 0o ( 0.,0) n¢C o.M

+ 3 REM]GN 1 MAL IGNAaNT



(PBSE) R a1l S

TARLF HEOPLASTIC FINDINGS = JHCIDFNCE (%) (ALL ANIMALS) STUDY ND, : nQpAQ
SEX ¢ FEMALE
"""""""""""""""""""""" TTTROSE LFVEL (pRM) TR T T T T Ty T T T T T T T T T T ke T T T T T T e T
NRGAM . TYPE OF TuHne___ N, NF EXAMIMED ANIMALS 50 50 50 S0
ADREMAL +ADENDMA 0t 0.0 1 ¢ 2.0) o C 0.0) 0 0.0)
OVARY +CYSTADENMA 3 ( 6.0) 2 ( 4,0) 2 4,0 1 ¢ 2.0)
HARDFR A GLAND ‘

+AOFMOMA 0« 0.0) 0 0,0) 1 ¢ 2.0 4 ( A,0)

HADFNOCARC [NOMA 0 ¢ 0,0) n (¢ 0,0 1 ¢ 2,0) 1 ¢ 2.0)
ARONE HNSTENGEMTC SARCOHA n ¢ 0.0) 0 ¢« 0,0) 0 0,0) 1 ¢ 2.0)
PERJTONEUM +HFHAMGIN"A n«C 0.,0) 1 ¢ 2.0 0« 0.,0) 0 ¢ 0.,0)

RAMG I NSARCINA 0« 0.0) « o.M o« 0.0) 1 ¢ 2.0)

WMASTNCYTNAA a  0,0) 0« 0,0) 0 ( 0,0) 1 ¢ 2.0)

+ ¢ BENM]GN 0 MAL [GANANT
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(3) (3)

500 t MALE 150C
400 } 0\\\\\ {400
300} {300
200} 1200
100} {100
0 : : ' : : : : - 0
0 13 26 39 52 65 78 91 104 (WEEKS)
(3) (3)
400 } ~ . 1400
300} 1300
200} 1200
100} {100
0 ; - . ; : - . . 0
0 13 26 39 52 65 78 91 104 (WEEKS)
STUDY N@. 0059 DOSE LEVEL (PPM)

TEST SUB. M-PD.2HCL

—FF— CONTROL
ANIMAL RAT F344

—&— 64

—s—— 160

—&—— 400

BODY WEIGHT
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20t 120
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35. FEMALE ,35
30t ‘ 430

25 % 125
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10 ¢ _ 410
S5t 5
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0 13 26 38 52 65 78 91 104 (WEEKS)
STUDY N@. 0053 DOSE LEVEL (PPM)
TEST SUB. M-PD.2HCL — @ CONTROL
ANIMAL RAT F344 —@—— 64
—a— 160
—&—— 400

WATER CONSUMPTION
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ol MALE len

50

{40

130

20} j20

10} 110
% 13 26 39 52 85 78 81 104 (EERS) °
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ol - FEMALE leo
50 | | 150
40

20

120

10} {10
% 13 26 38 52 &5 18 91 104 REERS) ©

STUDY NO. 0060 DOSE LEVEL (PFM)

TEST SUB. M-PD.2HCL

CONTROL
ANIMAL  MOUSE BDFI B oHiw
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