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APPENDIX E 1

CHEMICAL INTAKE CHANGES : SUMMARY, RAT : MALE

(2-YEAR STUDY)



STUDY NO. & 0162

CHEMICAL INTAKE CHENGES  (SUMMARY)
ANINAL T RAT 1344 ALL ANTHALS
UNIT tgske/day
REPORT TYPE : Al 104
SEX @ MALE PAGE ¢+ 1
Group Name Administration (weeks)
1 2 3 4 5 6 7
Controt 0.000+ 0,000 0,000 0,000 0,000+ 0,000 0.0004  0.000 0.000£ 0.000 0.000E£ 0.000 0.000%  0.000
400 ppm 0.0484 0,007 0.045% 0,010 0.038% 0.005 0.032& 0.002 0,029+ 0,001 0.036 0.002 0,032+ 0.005
2000 ppm 0.226 0.015 0.2234+ 0.074 0.185+ 0.026 0.1534+ 0.009 0.146+ 0.009 0.173+ 0.013 0.149% 0.011
10000 ppm 0,950+ 0.057 0.885+ 0,085 0.768% 0,053 0.669+ 0.041 0.664+ 0.066 0.774% 0.106 0.639+ 0.045
(11AN300)

BAIS2



STUDY NO. : 0162 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTHAL ¢ RAT F344 ALL ANIMALS
UNIT cg/k8/day
REPORT TYPE @ Al 104
SEX ¢ MALE PAGE : 2
Group Name Administration {(weeks)
8 9 10 11 12 13 14
Controt 0.0004 0.000 0,000+ 0.000 0,000 0.000 0.0004& 0,000 0.000£ 0.000 0.000%& 0.000 0,000+ 0.000
400 ppm 0.032+ 0.005 0.029% 0.004 0,029+ 0.007 0.0256E 0.003 0,021+ 0.001 0.021& 0.001 0,022+  0.001
2000 ppm 0.146+ 0.012 0.139+ 0.015 0.1364&  0.012 0.1174  0.009 0.103%  0.007 0,104 0.008 0.106+ 0.008
10000 ppm 0.605+ 0.038 0.576% 0,037 0.575+ 0.034 0.504+ 0,079 0.454+ 0,053 0.452+ 0,026 0.459+ 0.027

(11AN300)

BAIS 2



STUDY NO. : 0162 CHEMICAL INTAKE CHENGES  (SUMMARY)

ANTMAL ¢ RAT F344 ALL ANIMALS
UNIT P gske/day
REPORT TYPE : Al 104
SEX : MALE PAGE + 3
Group Name Administration (weeks)
16 18 20 22 24 26 28
Controt 0.000%£ 0.000 0.000£  0.000 0.000% 0.000 0.000% 0,000 0.000%£ 0.000 0.000%& 0.000 0,000 0.000
400 ppm 0.023%  0.002 0.021£ 0.002 0.021+ 0.002 0.021% 0.002 0.020%  0.002 0,020+ 0.002 0.018%& 0,001
2000 pom 0.112+ 0,008 0.1044% 0,011 0,101+ 0.010 0.100%£ 0.009 0.098% 0.008 0.0974 0,010 0,096k 0,009
10000 ppm 0.476+  0.024 0.454+ 0.021 0.438% 0,026 0.432+  0.026 0.426& 0.021 0,422+ 0.026 0.420+ 0,024
(HAN300) BAIS2



STUBY NO. : 0162 CHEMICAL INTAKE CHENGES  (SUKMARY)
ANIMAL © RAT F344 ALL ANIMALS
UNIT tgske/day
REPORT TYPE : Al 104
SEX + MALE PAGE ¢ 4
Group Name Administration (weeks)
30 32 34 36 38 40 42
Control 0,000 0.000 0.000% 0.000 0.000%f 0.000 0.000 0,000 0,000k 0.000 0,000+ 0.000 0.000% 0.000
400 ppm 0,020 0.005 0,018+ 0.001 0.018+ 0,003 0,018 0.003 0.018%  0.003 0,018+ 0.001 0,018+ 0.003
2000 ppm 0.092+ 0.005 0.089% 0.005 0.084+ 0.004 0.090% 0,005 0,080t 0.008 0,088+ 0,008 0.089% 0,007
10000 ppm 0.408+ 0.025 0,398 0.023 0,376+ 0.038 0.412+ 0.025 0,427+ 0.062 0,413+ 0.028 0.407L 0,024
(HAN300) BAIS2



STUDY NO. : 0162

CHEMICAL INTAKE CHENGES  (SUMMARY)

ANTHAL * RAT F344 ALL ANIMALS
UNIT tg/ke/day
REPORT TYPE : Al 104
SEX ¢+ MALE PAGE ¢+ b
Group Name Administration (weeks)
44 46 48 50 52 54 56
Gontrol 0.0004  0.000 0,000+ 0.000 0,000t 0.000 0,000 0.000 0,000 0.000 0.000t  0.000 0.000E£ 0,000
400 ppm 0.016%+ 0,002 0.018+ 0,003 0,017+ 0,003 0.0184+ 0,002 0.017& 0,002 0.017%f 0.002 0.016+& 0.001
2000 ppm 0.075%t 0,006 0.086% 0.005 0.080%+ 0,006 0,084+ 0,008 0,079+ 0.009 0,083t 0.005 0,079+ 0,006
10000 ppm 0.364+ 0.020 0.406+ 0.053 0.381%& 0.026 0.403% 0.025 0.388+ 0,025 0,393+ 0.024 0,378 0.026
(HAN300) BAIS2



STUDY NO. : 0162 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTHAL : RAT F344 ALL ANTMALS
UNIT g%/ day
REPORT TYPE : Al 104
SEX @ MALE PAGE ¢ 8
Group Name Administration (weeks)
58 60 62 64 66 88 70
Control 0.000+ 0.000 0.000E& 0.000 0,000 0.000 0.000% 0,000 0.000% 0.000 0,000+ 0,000 0.000+ 0.000
400 ppm 0,017+ 0.002 0.017+ 0.001 0,017+ 0.001 0.0164+" 0.001 0.017+ 0.001 0.017% 0,002 0.017& 0,001
2000 ppm 0.082% 0.007 0.082+ 0.011 0.082Et 0.006 0.076+ 0.007 0.0814  0.011 0,081+ 0.006 0.081+ 0.007
16600 ppm 0.380% 0.027 0.385+ 0.032 0.394+ 0.030 0.372+  0.035 0.388% 0.037 0.388+ 0.045 0.381+ 0.047
(11AN300) BAIS2



STUDY NO. : 0162 CHENICAL INTAKE CHENGES  (SUMMARY)

ANTMAL ¢ RAT F344 ALL ANIMALS
UNIT gk day
REPORT TYPE : Al 104
SEX © MALE PAGE ¢+ 7
Group Name Administration (weeks)
72 74 76 78 80 82 81
Contrat 0,000+ 0.000 0.0004& 0.000 0.0004:  0.000 0.0001%  0.000 0,000 0.000 0.000+ 0.000 0.000% 0,000
400 ppm 0.017+ 0.002 0.018% 0.002 0.018% 0,002 0,018+ 0.002 0.018+ 0,002 0,018+  0.002 0.018% 0.002
2000 pom 0.0824+ 0.007 0.084k& 0,010 0.083+ 0.010 0.082+ 0.014 0.083% 0.018 0.087% 0.015 0.084+ 0.013
10000 pom 0.393+ 0.046 0.410+ 0,091 0.4331 0.116 0.397+ 0.064 0.404% 0,079 0.401% 0,098 0.388% 0.088

(HAN300) BAIS2



STUDY NO. : Q162 CUENICAL INTAKE CHENGES  (SUMMARY)

ANTMAL ¢ RAT F344 ALL ANIMALS
UNIT rg/kg/day
REPORT TYPE : Al 104
SEX ¢ MALE PAGE: 8
Group Name Administration (weeks)
86 88 90 92 94 96 98
Control 0.000k 0,000 0.000£ 0,000 0,000 0.000 0,000+ 0.000 0,000 0,000 0.000% 0.000 0.000+  0.000
400 ppm 0.020+  0.004 0.021+ 0,003 0.0224%  0.005 0.0224  0.004 0.023E 0,004 0.0224  0.004 0,023+ 0.005
2000 ppm 0,089+ 0.022 0.094% 0.022 0.086% 0.028 0,097+ 0,020 0.100%£ 0,020 0.101%+ 0.026 0.1044+  0.029
10000 ppm 0.417% 0.106 0.423+ 0,135 0.452% 0,138 0.458t 0,133 0.456% 0.185 0,430 0,079 0.440%+ 0,077
(11AN300)

BAIS2



STUDY NO. : 0162 CHEMICAL, INTAKE CHENGES  (SUMNARY)
ANTHAL : RAT 1344 ALL ANIMALS
UNIT tg/kg/day
REPORT TYPE : Al 104
SEX : NALE PAGE 9
Group Name Administration (weeks)
100 102 104
Control 0.000£ 0.000 0.000E  0.000 0.000%  0.000
400 ppm 0.023+  0.006 0,024+ 0.006 0.026% 0,008
2000 pom 0.103% 0.026 0.106+£ 0.029 0,107+ 0.035
18000 ppm 0.448% 0,088 0.4504 0.082 0.461& 0.123
(HAN300)

BAIS2



APPENDIX D 2

CHEMICAL INTAKE CHANGES : SUMMARY, RAT : FEMALE

(2-YEAR STUDY)



STUDY NO. : 0162 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTHAL ¢ RAT 1344 ALL ANIMALS
UNIT P g/kg day
REPORT TYPE ¢ Al 104
SEX : FEMALE PAGE ¢ 10
Group Name Administration (weeks)
1 2 3 4 5 6 7
Control 0.000&  0.000 0,000 0,000 0.000+  0.000 0.000L  0.000 0.000+ 0.000 0.0004+  0.000 0.000%  0.000
400 ppn 0.060+ 0.016 0.058+ 0.019 0.066+ 0.018 0.0524  0.012 0.057%& 0,023 0.0654  0.021 0.040  0.009
2000 ppm 0.266+ 0.018 0.257% 0.050 0.236+ 0.026 0.240%f 0,032 0,229+ 0.034 0.2251%  0.045 0.184%  0.041
10000 ppm 1,062+ 0.084 0.980Ef 0.069 0.921+ 0.055 0.902+ 0.056 0.845+t 0,082 0.8014& 0.071 0.730%& 0.050
(1IAN300) BAIS2




STUDY NO. : 0182 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTHMAL T RAT F344 ALL ANIMALS
UNIT P gs/kg/day
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢+ 11
Group Name Administration (weeks)
8 9 10 11 12 13 14
Contral 0.000% 0.000 0.0004&  0.000 0,000 0.000 0.0004 0,000 0,000+ 0.000 0.000+ 0.000 0.000L ©0.000
400 ppm 0.038+ 0.011 0.036+ 0.011 0,038+ 0.014 0.0294+  0.009 0.027+ 0.008 0.0274  0.006 0,030+ 0.015
2000 ppm 0.172+ 0.039 0.161%f 0,036 0.166+ 0.031 0.140+ 0.018 0.135+ 0.016 0.136% 0.022 0.130+ 0.013
10000 pom 0.678% 0.042 0.676 0.040 0.689+ 0.045 0.571x 0.033 0.520+ 0.027 0.543+  0.041 0.548+ 0.096
(HAN300) BAIS2



STUDY NO. : 0162 CIEMICAL INTAKE CIENGES  (SUMMARY)
ANTMAL ¢ RAT F344 ALL ANIMALS
UNIT tg/kg/day
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢ 12
Group Name Administration (weeks)
16 18 20 22 24 26 28
Cantrol 0.000 0,000 0.000+ 0.000 0,000+ 0.000 0.000+  0.000 0,000% 0.000 0.000+  0.000 0.000+  0.000
400 ppm 0.043+  0.016 0.042+  0.019 0.039+ 0.017 0.040% 0,018 0.0414+ 0.019 0.038%+ 0.015 0.0354 0.010
2000 ppm 0.181+ 0.045 0.180+ 0.056 0.170+ 0.051 0.173+ 0.049 0.172+ 0.058 0.171+ 0.058 0.156+ 0.031
10000 ppm 0.655+ 0.048 0.617+ 0.042 0.665+ 0.048 0.566+ 0.072 0.565+& 0.037 0.557+ 0.037 0.578+% 0.052
(HAN300) BAIS2



STUDY NO. : 0162 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTMAL ¢ RAT F344 ALL ANTMALS
UNIT P g/kg/day
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢ 13
Group Name Administration (weeks)
30 32 34 36 38 40 42
Cantrol 0.000+ 0.000 0,000 0,000 0.000% 0.000 0.000% 0.000 0.000£ 0,000 0.000+  0.000 0.000L 0.000
400 ppm 0.033+  0.010 0.036+ 0.014 0.030+ 0,011 0.0371 0.014 0,033+ 0,008 0.034% 0.012 0,032+ 0.012
2000 ppm 0.164+ 0,050 0,155+ 0,034 0.144% 0,039 0.173+  0.073 0.152+ 0.040 0.156+ 0,056 0.162% 0.047
10000 ppm 0.562+ 0.043 0.654+  0.041 0,512+ 0.032 0.5774 0.044 0.5674  0.040 0.600+  0.094 0.555+  0.046
(IIAN300) BAIS2




STUDY NO. : 0162 CHEMICAL INTAKE CHENGES — (SUMMARY)
ANTHAL © RAT F344 ALL ANIMALS
UNIT P gSkg/day
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢ 14
Group Name Administration (weeks)
44 46 48 50 52 54 56
Control 0.000+ 0,000 0.000E£ 0.000 0.000£ 0.000 0.000% 0.000 0.000£ 0,000 0,000+  0.000 0.000% 0,000
400 ppm 0.028%+ 0.006 0.030+ 0.009 0.031£ 0.010 0.027+ 0,006 0.0234=  0.007 0,028+ 0,009 0,027+ 0.006
2000 ppm 0.137L£ 0.028 0.143% 0.041 0.142+ 0,045 0.141% 0,034 0.1094% 0.014 0.136% 0.021 0.128+ 0.023
10000 ppm 0.542+ 0.042 0.535+t  0.044 0.545%+ 0,067 0.5424+ 0,045 0.501%& 0.040 0.547+ 0.061 0.537+ 0.059
(1IAN300) BAIS2



STUDY NO. : 0162 CHEMICAL INTAKE CHENGES  (SUMMARY) .
ANTMAL © RAT F344 ALL ANTMALS
UNIT rg/k/day
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢ 15
Group Name Administration (weeks)
58 60 62 64 66 68 70
Control 0.000L 0.000 0,000t 0,000 0.000£ 0.000 0.000%+ 0.000 0.000%+  0.000 0,000 0.000 0.0004  0.000
400 ppm 0,026+ 0.006 0,025+ 0.003 0.026% 0,007 0.023Lt 0.006 0,026+t 0,006 0.027+ 0,009 0.024% 0,007
2000 ppm 0.135% 0.041 0.131£ 0.032 0.1264 0.020 0.117+ 0.021 0.134% 0.042 0,139+ 0.045 0.123+ 0,028
10000 ppm 0.534+ 0,053 0.533+ 0,064 0.5281+ 0.084 0.501% 0.077 0.537+ 0.072 0.561d 0.077 0.497+ 0.072
(11AN300)

BAIS2



STUDY NO. : 0162 CHEMICAL INTAKE CHENGES  (SUNMARY)
ANTHAL + RAT F344 ALL ANIMALS

UNIT cg/kg/day

REPORT TYPE : Al 104

SEX @ FLEMALE

PAGE 16
Group Name - Administration (weeks)
72 74 76 78 80 82 84

Controt 0.000Ef 0.000 0.000% 0.000 0.000x 0.000 0,000 0.000 0,000 0.000 0.000% 0.000 0,000 0.000

400 ppm 0.022% 0.004 0.026%  0.007 0.0254 0,005 0.0244+  0.004 0,023+ 0.003 0.024%+ 0.004 0.022+ 0.004

2000 ppm 0,118+ 0.045 0.135+  0.043 0.132% 0.026 0.126+ 0,027 0.124% 0.036 0.123+ 0.031 0.118+ 0,024

10000 ppm 0,478+ 0.081 0.544+ 0.092 0.568+ 0,090 0.554% 0.103 0.5444 0.129 0,546+ 0,116 0.515+F 0.134
(HAN300)

BAIS2



STUBY NO. ¢ 0162 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTHAL © RAT F344 ALL ANTMALS
UNIT v gskg/day
REPORT TYPE : Al 104
SEX : FEMALE PAGE + 17
Group Nams Administration (weeks)
86 88 90 92 94 96 98
Control 0.000% 0.000 0.000% 0,000 0.000£ 0.000 0.000k 0.000 0.000f 0.000 0.000% 0.000 0.000% 0.000
400 ppm 0.024Lt 0.004 0,025t 0.004 0,023+ 0.008 0.0264+ 0.005 0.025+ 0.005 0,026+ 0,005 0.024+ 0.006
2000 ppm 0.1256& 0.035 0.131+ 0.030 0.128+ 0.027 0.1294 0.028 0.130+f 0.029 0.127+  0.027 0.126+ 0,025
10000 ppm 0.554+ 0.162 0.574+ 0.168 0.573+ 0.183 0.5634 0.183 0.568+ 0.171 0.652+ 0,164 0.557+ 0,167
(1IAN300)

BAIS2



STUDY NO. : 0162

CHEMECAL INTAKE CHENGES

(SUMMARY)

ANTHAL ¢ RAT F344 ALL ANIMALS
uNIT P g/kgSday
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 18
Group Name Administration (weeks)
100 102 104
Control 0.000+ 0.000 0,000 0.000 0,000+ 0.000
400 ppm 0.026+ 0.005 0.028% 0.008 0.027£ 0.008
2000 ppm 0,128+ 0.029 0.130f 0.034 0,133+ 0.037
10000 ppm 0.583+£ 0.204 0.5824+ 0.131 0.6574+ 0,146
(11AN300) BAIS2



APPENDIX E 3

CHEMICAL INTAKE CHANGES : SUMMARY, MOSUE : MALE

(2-YEAR STUDY)



STUDY NO. : 0163 CUEMICAL INTAKE CHENGES  (SUMMARY)
ANTHAL 1 MOUSE BDF1 ALL ANIMALS
UNIT tg/kg/day
REPORT TYPE : Al 104
SEX ¢ MALE 1
Group Name Administration (weeks)
1 2 3 4 5 [¢] 7
Cantrot 0.000%£ 0.000 0.0004  0.000 0.000E£ 0.000 0.000%£ 0.000 0,000  0.000 0.000%&  0.000 0.000%+ 0.000
400 ppm 0.085t 0.017 0.071%£ 0.012 0,066+ 0,011 0.064+ 0,012 0.058% 0.008 0.052+ 0.007 0.050+ 0,007
2000 ppm 0.406 0,064 0.3621 0,048 0.342+t 0.045 0,314 0.037 0.297+ 0.041 0.2664& 0.034 0,255+ 0.034
10000 ppm 2.081+ 0.336 1.868+ 0.272 1.688+ 0.214 1.701+ 0.616 1.484+ 0,174 1.327+ 0.122 1.280% 0.148
(HAN300)

BAIS2



STUDY NO. : 0163

CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTMAL ¢ NOUSE BDFI ALL ANIMALS
UNIT v gSke/day
REPORT TYPE : Al 104
SEX + MALE PAGE 2
Group Name Administration (weeks)
8 9 10 11 12 13 14
Control 0.000% 0.000 0,000 0.000 0,000 0.000 0.000%£ 0.000 0,000+ 0,000 0.0004&  0.000 0.000£ 0.000
400 ppm 0.052+ 0.009 0,046+  0.007 0.0464+ 0.007 0.045+ 0,006 0.044% 0.006 0.044%+ 0.005 0,047+ 0.015
2000 ppm 0.269% 0.069 0.2404  90.031 0.2284% 0.030 0.2284+ 0,033 0.221+  0.050 0.219+ 0.022 0,223  0.037
10000 ppm 1.444% 1.161 1.1214+ 0,121 1.182% 0.161 1.148% 0.103 1.058%+ 0.115 1.1064 0.127 1.104% 0.176
(1AN300)

BAIS 2



STUDY NO. : 0163 CHEMICAL INTAKE CUENGES  (SUMMARY)
ANTHAL : MOUSE BDF1 ALL ANIMALS
UNIT P gSke/day
REPORT TYPE : Al 104
SEX ¢ MALE PAGE ¢ 3
Group Name Administration (weeks)
16 18 20 22 24 26 28
Comtrol 0,000 0.000 0,000+ 0.000 0,000+ 0.000 0.000+  0.000 0.000£ 0.000 0.000%x 0,000 0.000+ 0.000
400 ppm 0.045+ 0.014 0,047+ 0.016 0.043%& 0.007 0.0424+ 0.012 0.040+£ 0,006 0.038% 0.006 0.041 L& 0.017
2000 ppm 0.216+ 0,031 0,228+ 0.051 0.198+ 0.019 0.193+ 0,021 0.206& 0.021 0,189+ 0.021 0.183% 0.021
10000 ppm 1.039+ 0.137 1.1104 0,166 1.054+ 0.161 1.024%+ 0.190 1.059+ 0,179 1.006+ 0.210 1,0184: 0.194
(HAN300) BAIS2



STUDY NO. : 0163 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTHAL ¢ MOUSE BDF! ALL ANIMALS
UNIT P gske/day
REPORT TYPE : Al 104
SEX @ MALE PAGE ¢ 4
Group Name Administration (weeks)
30 ) 32 34 36 38 40 42
Control 0,000+ 0,000 0.000%+ 0,000 0.000% 0,000 0,000 0,000 0.000+ 0,000 0,000+ 0.000 0.000+  0.000
400 ppm 0.037+£ 0.007 0.039+ 0.011 0.040+ 0.004 0.0364 0.003 0,032+ 0,004 0.036%+ 0.004 0,039+ 0.006
2000 ppm 0.183% 0.026 0.194+ 0,043 0.180% 0,020 0.1754+ 0,020 0.248% 0,430 0.182+ 0.029 0.184% 0.024
10000 opm 0.962+ 0.19 1.017+ 0.181 1.024+ 0.211 0.911+ 0.211 0,832+ 0.156 0.974+ 0,251 0,910+ 0.140
(11AN300) BAIS2



STUDY NO. @ 0163 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANIMAL ¢ MOUSE BDF1 ALL ANINALS
UNIT tg/skg/day
REPORT TYPE : Al 104
SEX : MALE PAGE ¢+ 5
Group Name Administration (weeks)
44 46 48 50 52 54 56
Conmtrot 0,000 0.000 0.000%  0.000 0,000+ 0.000 0.000&  0.000 0,000+ 0.000 0,000 0.000 0,000 0.000
400 ppm 0.036+ 0.005 0.037+ 0,003 0.037+£ 0.005 0.0354 0,004 0.034+ 0,003 0.036% 0.009 0.035% 0.004
2000 ppm 0.167% 0.017 0.1824 0.016 0.176& 0.016 0.168+ 0.015 0,177+ 0.014 0.1854+ ©.019 0.179+ 0.027
10000 ppm 0.813+ 0.162 0.943% 0.166 0.857+ 0.134 0.861+ 0,133 0.848% 0,135 0.8794 0,137 0.845+ 0.126
(HANS00) BAIS2



STUDY NO. : 0183 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTMAL © MOUSE BDF1 ALL ANIMALS
UNIT gk /day
REPORT TYPE : Al 104
SEX + MALE PAGE : 6
Group Name Administration (weeks)
58 60 62 64 66 68 70
Controt 0.000E  0.000 0.000  0.000 0.000  0.000 0.000+ 0.000 0,000 0,000 0.000% 0,000 0.000%& 0.000
400 ppm 0.045+ 0,052 0.036% 0.008 0.036+ 0.005 0,036+ 0.006 0.035+t 0.008 0.037+£  0.010 0.038+ 0.013
2000 ppm 0.1771+  0.018 0.169% 0.014 0.1734%  0.017 0.170% 0.018 0.170+& 0.015 0.173%  0.014 0.170&  0.015
10000 pem 0.818+ 0.143 0.808+ 0.101 0.827% 0.105 (.808+ 0.10b 0.826+ 0.114 0.845+ 0.148 0.800x 0.112
(HAN300)

BAIS 2



STUDY NO, : 0163 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTMAL + MOUSE BDF1 ALL ANINALS
UNIT g/ day
REPORT TYPE : A1 104
SEX ¢ HALE PAGE ¢ 7
Group Name Administration (weeks)
72 74 76 78 80 82 84
Conmtrol 0.000%£ 0.000 0.000%  0.000 0.000% 0,000 0.0004+  0.000 0.000  0.000 0.000& 0.000 0.0004+  0.000
400 ppm 0.040+ 0.015 0.038+ 0.017 0.041+ 0.020 0.044+ 0.020 0.040%£ 0.015 0.0404+  0.013 0.040% 0,012
2000 pom 0.1754  0.021 0.176x 0.021 0,182+ 0.024 0.183+ 0.024 0.180+ 0.024 0.1944  0.025 0.189: 0,049
10000 pom 0.83%b+ 0.179 0,841 0.194 0.888+ 0.187 0.965+ 0.388 0.914% 0.365 0.944+ 0.370 0.915+ 0.459
(HAN300)

BAIS 2



STUDY NO. : 0163

CHEMICAL INTAKE CHENGES  (SUMMARY)

ANTHAL + MOUSE BDF1 ALL ANIMALS
UNIT P g/kgSday
REPORT TYPE @ Al 104
SEX : MALE PAGE ¢+ 8
Group Name Administration (weeks)
86 88 90 92 94 96 98
Cantrol 0.000%  0.000 0.000+  0.000 0.000%  0.000 0.000+  0.000 0.000+ 0.000 0,000 0.000 0.000+  0.000
400 ppm 0.041& 0.011 0.0414 0.012 0.0424  0.013 0.0444 0,013 0.042+ 0.013 0.046+ 0.015 0.0474% 0,022
2000 pom 0,188+ 0.050 0.1954+ 0.082 0.197%  0.078 0.209% 0,078 0.205+ 0.078 0.211+ 0.083 0.218% 0.090
10000 ppm 0.912% 0.482 0,941+ 0.487 0.946% 0,450 0,979% 0,201 1.004% 0.184 1,038+ 0.194 1,016 0.192
(11AN300)

BAIS2



STUPY NO. : 0183 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTMAL + MOUSE BDEH ALL ANTHMALS
UNTT P g/kg/day
REPORT TYPE ¢ Al 104
SEX @ MALE PAGE ¢ 9
Group Name Administration {(weeks)
100 162 104
Control 0.000E£ 0.000 0.000E  0.000 0,000 0.000
400 ppm 0.050Ef 0.026 0,049% 0,027 0.069% 0.038
2000 ppm 0.225+ 0.094 0.231% 0.104 0,257+ 0,140
10000 ppm 1,134+ 0.406 1.043%  0.242 1.070+ 0,246
(AN300)

BAIS2



APPENDIX E 4

CHEMICAL INTAKE CHANGES : SUMMARY, MOSUE @ FEMALE

(2-YEAR STUDY)



STUDY NO. : 0163 CHENIGAL INTAKE CHENGES  (SUMMARY)
ANTHMAL ¢ MOUSE BDF1L ALL ANIMALS
UNIT v gske/day
REPORT TYPE ¢ Al 104
SEX : FEMALE PAGE @ 10
Group Name Administration (weeks)
1 2 3 4 5 6 7
Cantrol 0.000+£ 0.000 0.000+ 0.000 0.000+ 0,000 0.000%  0.000 0,000+  0.000 0,000+ 0,000 0.000& 0.000
400 ppm 0.092+ 0.010 0.081+& 0,008 0.081+ 0.013 0.083+ 0.016 0.077+ 0.012 0.081% 0,023 0.076% 0.026
2000 ppm 0.483+ 0.188 0,421 0.044 0.403£t 0.037 0.403+&  0.070 0.371%&  0.073 0,376 0.085 0.374+  0.080
10000 ppm 2.185+%t 0.231 2.078+ 0.214 2.003% 0.148 2.067%£ 0,207 1.850% 0,207 1.850+ 0.240 1.929% 0.246
(HAN300)

BAIS 2



STUDY NO. @ 0163 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTMAL + MOUSE BDF1 ALL ANIMALS
UNIT cg/k8/day
REPORT TYPE : Al 104
SEX : FEMALE PAGE ¢ 11
Group Name Administration (weeks)
8 g 10 11 12 13 14
Control 0,000+  0.000 0,000+ 0.000 0.000% 0,000 0.000  0.000 0.000E 0,000 0.000% 0.000 0.000£ 0.000
400 ppm 0.088%+ 0.032 0.081+ 0.033 0,083+ 0.036 0.081% 0.037 0.102+ 0.077 0.112+ 0.076 0.125%+ 0,132
2000 ppm 0.3784% 0,066 0.363+ 0.070 0.363+ 0,049 0.360+ 0.055 0.402+ 0.159 0.464+ 0,183 0,458+ 0.195
10000 ppm 1.978%+  0.307 1,776+ 0,234 1.803+ 0,300 1,938+ 0,263 1.902% 0.352 1,963+ 0.301 2.047+ 0.320
(1IAN300) BAIS2



STUBY NO. @ 0163 CHEMICAL INTAKE CHENGES  (SUKMARY)
ANTMAL + HOUSE BDF1 ALL ANIMALS
UNIT t g/kg/day
REPORT TYPE @ Al 104
SEX & FEMALE PAGE + 12
Group Name Adninistration {weeks)
16 18 20 22 24 26 28
Control 0,000+  0.000 0,000 0,000 0.000% 0.000 0,000+  0.000 0.000+£ 0.000 0.000% 0,000 0.000%  0.000
400 ppm 0,094+ 0.061 0.1074 0,099 0,082+ 0,045 0.082+ 0.040 0,075+ 0,021 0,077+ 0.037 0.073+ 0,032
2000 ppm 0,375+ 0.051 0,463+ 0.466 0,377+ 0.083 0.349+ 0,103 0,353+ 0.120 0.337+ 0,096 0,334+ 0.055
10000 ppm 1.8294+  0.203 1,832+ 0.229 1.695x 0,225 1.607+ 0,204 1,736+ 0.232 1.627+ 0.218 1.6724+  0.281
(HAN300) BAIS2



STUDY NO. : 0163 CHEMICAL INTAKE GHENGES  (SUMMARY)
ANTMAL ¢ NOUSE BDF1 ALL ANIMALS
UNIT P gske/day
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 13
Group Name Administration (weeks)
30 32 34 36 38 40 42
Controt 0.000£ 0.000 0.0004+ 0,000 0,000+ 0.000 0.0004&  0.000 0,000+ 0,000 0.000£ 0.000 0.000£ 0.000
400 ppm 0.070+ 0.027 0.070%t 0,025 0,077t 0.030 0.070%  0.026 0.059+ 0.022 0.059+ 0.018 0.071+ 0.028
2000 ppm 0.3194+ 0.052 0.322+t 0.066 0.358+  0.203 0.303+ 0.098 0,296t 0.176 0.281%f 0.055 0.339+ 0.210
10000 ppm 1.529+ 0.206 1.604+ 0.266 1.631%& 0.260 1.462+ 0.224 1.397+ 0.234 1.476k  0.249 1.662%+ 0,260
(11AN300) BAISZ



STUDY NO. : 0163 CHEMICAL INTAKE CHENGES  (SUMMARY)
ANTMAL v NOUSE BDF1 ALL ANINALS
UNIT P g/ day
REPORT TYPE + Al 104
SEX : FEMALE PAGE ¢+ 14
Group Name Administration (weeks)
44 46 48 50 b2 b4 56
Cantrol 0.000%  0.000 0,000+ 0.000 0.000%  0.000 0.0004&  0.000 0.000% 0.000 0.000+£  0.000 0,000t  0.000
400 ppm 0.059+ 0.015 0.059% 0,014 0.066+ 0,019 0,060+ 0.041 0.061% 0.014 0.052% 0.017 0.046%+ 0,012
2000 ppm 0.306+ 0.214 0.2831+ 0.093 0.306+ 0.111 0.287+ 0.121 0,261 0.090 0,281+ 0.145 0.268+ 0.194
10000 ppm 1.297+  0.237 1.490+ 0.248 1.412% 0.317 1.3594 0.213 1.273+ 0.216 1,308+ 0,215 1,227+ 0.201

(1AN300)

BAIS 2



STUDY NO. : 0183 CHEMICAL INTAKE CHENGES  (SUMMARY)

ANTHAL © MOUSE BDF1 ALL ANTMALS
uNIT P g/kg/day
REPORT TYPE : Al 104
SEX : FEMALE PAGE : 15
Group Name Administration (weeks) -
58 60 62 64 66 68 70
Control 0,000+ 0,000 0.000% 0.000 0,000 0.000 0,000+ 0.000 0.000%£ 0.000 0,000+ 0.000 0,000+ 0.000
400 ppm 0.0484 0,011 0.0474+  0.009 0.049+t 0.013 0,047+ 0,010 0.045%+ 0,009 0,063+ 0,015 0.050+ 0.013
2000 ppm 0.269+ 0.134 0.266+ 0,117 0.2561+ 0,131 0.2304- 0.044 0,234+ 0.048 0.242+ 0.062 0.236%= 0,060
10000 ppm 1.217  0.190 1.158% 0.176 1,197+ 0.211 1.098%+ 0.161 1.106% 0.189 1,137+ 0,197 1.150+ 0.182
(HHAN300)

BAIS 2



STUDY NO. : 0163 CHEMICAL INTAKE CHENGES  (SUMMARY)

ANTHAL : MOUSE BDFI ALL ANIMALS
UNTT P gskg/day
REPORT TYPE : Al 104
SEX ¢ FEMALE PAGE ¢ 16
Group Name Administration - (weeks)
72 74 76 78 80 82 84
Control 0.0004 0,000 0,0004 0,000 0,000+ 0,000 0,000+ 0.000 0,000+ 0,000 0.000% 0,000 0,000+  0.000
400 ppm 0.062% 0.014 0.062+ 0,012 0.052+ 0.012 0.054+ 0.010 0,051+ 0.014 0.052+ 0.012 0.053% 0.012
2000 ppm 0.235+ 0.058 0.252+ 0.073 0.2504 0,052 0.263: 0,054 0.249+ 0,087 0.333+ 0.449 0.2686+ 0.100
10000 pem 1.024% 0,158 1.191+ 0.183 1.112+ 0.185 1.208% 0.232 1.131& 0.161 1,170+ 0,217 1.117% 0,158
(HAN300)

BAIS2



STUDY NO. : 0183 CHEXICAL INTAKE CHENGES  (SUMMARY)
ANIMAL © MOUSE BDF! ALL ANIMALS '
UNIT g8/ day
REPORT TYPE : Al 104 .
SEX ¢ FEMALE PAGE ¢+ 17
Group Name Administration (weeks)
86 88 90 92 94 96 g8
Cantrol 0.000%£  0.000 0.000+  0.000 0.000£ 0.000 0.000&  0.000 0.000+ 0.000 0,000 0.000 0.0004 0,000
400 ppm 0.055+ 0.008 0.0544  0.008 0.0524 0.008 0.055+ 0.008 0.0524  0.012 0.0644 0.008 0.0h44  0.008
2000 ppm 0.270%  0.056 0.254:1 0.049 0.2614 0.055 0.274%  0.067 0,267+ 0.072 0.281+ 0.092 0.292+ 0.084
10000 ppm 1.191% 0.179 1.181%£ 0,211 1.147%  0.304 1.2484+ 0.309 1.228+ 0.197 1,270+ 0.302 1.332%+  0.264
(HAN300)

BAIS2



STUDY NO. : 0163 CHEMICAL INTAKE CHENGES  (SUNMARY)

ANTMAL ¢ NOUSE BDF1 ALL ANINALS
UNIT P gSke/day
REPORT TYPE : Al 104 ,
SEX ¢ FEMALE PAGE ¢ 18
Group Name Administration (weeks)
100 102 104

Caontrol 0.000E  0.000 0.000&  0.000 0.000% 0.000

400 ppm 0.055+ 0.015 0.062+ 0,010 0,054+ 0.013

2000 ppm 0.270L  0.062 0.271L£ 0.068 0.260F 0.063

10000 ppm 1.3874  0.357 1,408+ 0.649 1,306+ 0.615

(I1AN300) BAIS2




APPENDIX F 1

HEMATOLOGY @ SUMMARY, RAT : MALE

(2-YEAR STUDY)



STUDY NO. @ 0162

HEMATOLOGY (1) (SUNMARY)

ANTMAL ¢ RAT 1344 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX : MALE PAGE ¢ |
Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT NCV HCH NCHC PLATELET
Animals 108,/ g g/ d8 % re Pg g/t 103/
Control 44 8,291k 1.44 14.9% 2.5 42,4t 6.4 51.8% 5.6 18,1k 1.7 34,9k 1.6 904+ 177
400 ppm 39 8.23+ 1.01 15.0% 1.6 42,3k 4.1 51,7k 2.7 18,2% 0.9 35,3+ 0.8 9364 138
2000 ppm 36 8.20+ 1.71 14,54 3.0 41,5+ 8.0 52,1k 9.4 18,1+ 2.8 34,9+ 1.5 878+ 306
10000 ppm 39 8.3+ 1.26 14,8% 2.6 42.4+ 5.9 50.94 2.5 17.6% 1.7 34,7+ 3.1 867% 208
Significant difference 5 * : P < 0.05 ¥x 1 P = 0.01 Test of Dumnett

(ICLO70)

BAIS2




STUDY NO. @ 0162 HEMATOLOGY (2)  (SUNNARY)

ANTMAL ¢ RAT F344 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX @ MALE PAGE ¢ 1
Group Name NO. of WBC Differential WBC (%)
Mnimals 103/u2 N-BAND N-SEG EOSINO BASO MONO LYMPIO OTHERS
Contral 44 5.78k 2.67 1+ 1 b1t g 2k 1 0t 0 4% 2 3BE 7 5+ 6
400 ppm 35 6.38+ 3.06 1+ i 53+% 10 2% 1 0t 0 44 2 34k 7 7k 11
2000 ppm 36 7.25% 7.22 1+ 1 524 i2 I+ 1 04 0 5% 2 istn 8 [ 12
10000 pom 39 7.27+ 12.60 0t 1 51k 12 2+ 1 0t ¢ 5t 2 36+ 9 54 13
Sionificant difference ; * : P = 0.0b x 1 P £ 0,01 Test of Dunnett
(1ICLO71)

BAIS2



APPENDIX F 2

HEMATOLOGY : SUMMARY, RAT : FEMALE

(2-YEAR STUDY)



STUDY NO. @ 0162

HEMATOLOGY (1) (SUMMARY)

ANTMAL s RAT F344 SURVIVAL ANIMALS (105)
REPORT TYPE : AL
SEX ¢ FEMALE PAGE : 2
Group Name NO. of RED BLOOD CELL HEXOGLOBIN IIEMATOCRIT MOV HCH HCIIC PLATELET
Aninals 108/ 14 g /dt % fe PE g/ de 103/12
Cantrol 36 7.41% 1.40 13.8% 2.6 39.5+ 6.1 53,8+ 5.0 18.7% 1.8 3.8+ 2.9 682+% 135
400 ppm 38 7.94% 0,88 15,1+ 1.5% 42,4 % 4.0 53,5+ 2.8 19,14 0.8% 3B, 7% 1.1 706+ 146
2000 ppm 39 7.98+ 0.73 15,04 1.4 41,7+ 3.5 52.3% 2.8 18.8+% 1.4 36.0% 1.8% 675+ 121
10000 ppm 36 7.56+ 1,32 13.9+% 2.6 39.4% 6.5 652.3% 4.1 18.3% 1.8 34,9+ 2.0 694+ 161
Significant difference 5 * : P = 0.05 w1 P S 0,01 Test of Dumnett

(NCLO70)

BAIS 2



STUDY NO. : 0162

ANTHAL s RAT F344

REPORT TYPE : Al
SEX 3 FEMALE

HEMATOLOGY (2)  (SUNMARY)
SURVIVAL ANIMALS (105)

PAGE ¢+ 2
Group Name NO. of WBC Differential WBC (%)
Animals 10%/12 N-BAND N-SEG EOSING BASO HONO LYNPHO OTHERS
Control 36 5,30 9.90 1 1 a4+ 15 2+ 0+ 4+ 43+ 14 6+ 12
400 ppm 39 3.2+  1.48 1+ 1 47+ 11 2+ 0t 4+ 42+ 10 4t 3
2000 ppm 39 4,38+t  4.22 1+ 1 49+ 12 1+ 0t 5% a1k 12 3t 2
10000 ppm 36 3,184+ 1.52 1+ 2 49+ 10 2% 0t 4t 40+ 10 5+ 4
Significant difference i+ * : P = 0.05 ¥ 1 P = 0.01 Test of Dumnett

(1icLo71)

BAIS 2



APPENDIX F 3

HEMATOLOGY : SUMMARY, MOSUE : MALE

(2-YEAR STUDY)



STUDY NO. : 01863

HEMATOLOGY (1) (SUMMARY)

ANTMAL : MOUSE BDF1 SURVIVAL ANIMALS (105)
REPORT TYPE 5 Al
SEX : MALE PAGE : 1
Group Name NO. of RED BLOOD CELL HNEMOGLOBIN HEMATOCRIT MG MCH MCHC PLATELET
Animals 108/118 g/ de % fe PE g/ dd 103,/18
Controt 35 9,48+ 0,87 13,56% 1.3 40,81 3.8 43.1% 1.3 14,2+ 0.5 33,0+ 0.7 1901+ 311
400 ppm 40 8.86+ 1,65 12.5% 2.1 38.4+% 5.9 43.8+ 3.8 14.2% 1.1 32.5% 1.2 1899+ 372
2000 ppm 38 9.06+ 0.91 12.7+£ 1.5 39.0% 3.8 43,1+ 2.6 4.1 0.9 32.7% 1.3 18954 502
10000 ppm 32 9.24+ 1,27 12.9+ 1.6 39,1k 5.0 42.5% 1.5 14.0% 0.7 33.0% 0.8 2140k 424%%
Siognificant difference 5 * : P < 0.05 *x 1 P £ 0,01 Test of Dunnett

(HCLOT0)

BAIS2



STUDY NO. @ 0163

ANIMAL ¢ MOUSE BDF1

REPORT TYPE = A
SEX @ MALE

HEMATOLOGY (2) (SUMMARY)
SURVIVAL ANIMALS (105)

PAGE ¢ 1
Group Name NO. of WBC Differential WBC

Animals 103/ 18 N-BAND EOSING BASO HONO LYNPHO OTHERS

Cantrol 35 3.36+  2.03 2+ 2 33+ 16 2+ 2 0k 0 3+ 2 58+ 17 2+ 2

400 ppm 40 4.41+  8.41 2+ 2 34+ 14 1+ 1 0k 0 3 1 56+ 16 (% 5

2000 ppm 38 4,05t  7.92 2% 2 29+ 13 14+ 1 0t 0 4k 2 61+ 13 4% 6

10000 ppm 32 2.41+  1.30 2+ 2 43+ 18% 1+ 1 0t 0 3% 2 481 18% 2+ 2

Significant difference * 1 P = 0,06 ¥ : P £ 0,01 Test of Dunett

(HCLO71)

BAIS2






STUDY NO. : 0163
ANTMAL : MOUSE BDF1
REPORT TYPE : Al

HEMATOLOGY (1) (SUMNARY)
SURVIVAL ANINALS (105)

SEX : FEMALE PAGE : 2
Group Name NO. of RED BLOOD CELL HENOGLOBIN HEMATOCRIT NC MCH MCHC PLATELET
Animals 108/u8 g /de % fe PE g /di 103/ 114
Cantrol 25 9.04+ 1,11 13.3% 1.7 38.5% 4.4 43,8+ 2.0 14,7+ 0.6 33.5+ 0.8 1248+ 299
400 ppm 24 9.27%  0.76 13.6% 1.2 40.2+ 3.2 43.4% 1.6 4.7+ 0.8 33.8+ 1.2 1157+ 317
2000 pom 25 8.956+ 1,46 13,1 2.1 39.1%£ 5.7 43,9+ 1.9 14,7+ 0.8 33.5% 1.4 1136t 344
10000 ppm 23 8.42+ 1.49 12.2% 1.7 37.5% 4.4 45,34 5.5 14,7+ 1.2 32.5+¢ 1.5% 1149+ 391
Significant difference : % : P = 0,05 *% 1 P S 0,01 Test of Dunnett

(HCLO70)

BAIS2



STUDY NO. : 0163

ANTHAL + MOUSE BDF1

REPORT TYPE : Al

HEMATOLOGY (2) (SUMMARY)
SURVIVAL ANIMALS (105)

SEX : FEMALE PAGE : 2
Group Name NO. of WBC Differential WBC (%)
Animals 103/118 N~-BAND N-SEG FEOSING BASO MONO LYNPIO OTHERS
Cantrol 25 1.61& 1.08 3% 3 31t 12 1+ 1 04 0 4+ 564 16 5% 5
400 ppm 24 24.10% 103.12 2+ 1 27+ 14 1% 1 0t 0 3+ 604 15 7+ 12
2000 ppm 25 5.10+ 14,57 2+ 2 3Bt 18 I+ 1 0k 0 4+ 504& 18 64 12
10000 ppm 23 .62+ (.20 1+ 4 42+ 8 0t 1 0 0 3+ 44t 21 5+ 8
Significant difference 5 * : P £ 0.05 x* 1 P = 0.01 Test of Dumnett

(BCLO71)

BAIS2



APPENDIX G 1

BIOCHEMISTRY @ SUMMARY, RAT : MALE

(2-YEAR STUDY)



STUDY NO. : 01682 - BIOCHEMISTRY (SUMMARY)

ANTHAL © RAT F344 SURVIVAL ANTMALS (105)
REPORT TYPE : Al
SEX : MALE PAGE ¢+ 1
Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE
Animals g/ de g/ de mg,/de mg/ <t wg,/ e wg,/ 8
Control 44 7.0+ 0.5 3.3 0.3 0.9+ 0.1 0.27+  0.07 186+ 25 195% 50 203+ 143
400 ppm 39 7.0t 0.4 3.2% 0.3 0.9+ 0.1 0.27+ 0.06 149+ 24 211+ 49 265 156
2000 ppm 36 6.9+ 0.5 3.2+ 0.3 0.9+ 0.1 0.69%+ 2,51 159+ 23 188k 63 219+ 173
10000 ppm 39 6.9+ 0.4 3.3t 0.2 1.0+ 0,2% 0,27+ 0,10 167+ 30 1584 48%% 1564 112
Significant difference 5 * ! P .S 0.05 ** 1 P = 0,01 Test of Dunnett
(11c1.074)

BAIS2



STUDY NO. : 0162

BIOCHENISTRY (SUMMARY)

ANINAL © RAT F344 SURVIVAL ANTMALS (105)
REPORT TYPE : Al
SEX : MALE PAGE ¢+ 2
Group Name NO. of PHOSPHOLIPID GOT GPT LDH ALP G-GTP CPK
Animals ng,/ d8 1u/¢ Iu/¢ 1u/¢ 1U/¢ 1u/¢ 1U/¢
Control 44 314+ 98 623k 23 20+ 10 169+ 51 1784 69 6k 78+ 21
400 ppm 33 342t 92 65k 31 21+ 12 180+ 60 174+ 78 6t 77x 19
2000 ppm 36 305+ 130 9%+ 130 244 19 203% 140 228+ 144 7+ 76+ 24
10000 ppm 39 255+ 92x 70k 37 18+ 6 195+ 114 207+ 81 4+ 83k 27
Significant difference ;7 * : P = 0.05 x* 1 P 5 0,01 Test of Dunnett

(HCLO74)

BAIS 2



STUDY NO. : 0162

BIOCHEMISTRY (SUMMARY)

ANTHAL ¢ RAT F344 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX : MALE PAGE 3
Group Name NO. of UREA NITROGEN CREATININE SODIUN POTASSIUN CHLORIDE CALCIUM INORGANIC PHOSPHORUS
Animals g,/ 44 mg,/df mBq/ £ mEq,/ ¢ mEq,/ ¢ mg,/ df ng,/ <
Control 44 23.3% 8.0 0.7t 0.3 144+£ 3.5+ 0.3 107+ 10,94 0.6 4.5 1.2
400 pem 39 25.5% 8.2 0.7 0.2 143+ 3.5k 0.3 106k 10,9+ 0.4 4.4% 1.0
2000 ppm 36 23.8+ 12.9 0.7+ 0.2 143+ 3.5+ 0.4 1074 10.84: 0.4 4.4+ 1.1
10000 ppm 39 20.6% 4.7 0.6+ 0.1 143% 3.54 0.4 1074 10.6% 0.3% 4.1+ 0.8
Significant difference ;1 * : P = 0,05 ** 1 P S 0.01 Test of Dunnett

(HOLO74)

BAISZ2



APPENDIX G 2

BIOCHEMISTRY @ SUMMARY, RAT : FEMALE

(2-YEAR STUDY)



STUDY NO. : 0162

BIOCHEMISTRY (SUMMARY)

ANTMAL ¢ RAT F344 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE 3+ 4
Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE
Animals g/ df g/ d2 ng,/ d2 g,/ d4 g,/ d2 g,/ df
Control 37 7.1% 0.6 3.7+ 0.4 1.1 0.1 0.23+ 0,06 165+ 19 136+ 44 1004 54
400 ppm 39 7.2+ 0.4 3.8% 0.3 1.1 0.1 0.25%+ 0,06 160+ 27 1424 35 119+ 79
2000 ppm 40 7.1+ 0.4 3.7 0.3 L.1x 0.1 0.24+ 0,04 157+ 22 141t 40 131£ 125
10000 ppm 36 7.0 0.7 3.84 0.4 1.2+ 0.1 0,30+  0.33 148+ 23 127+ 33 1144 85
Significant difference 5+ * : P = 0.0b % 1 P = 0.01 Test of Dunnett

(IcLO74)

BAIS2



STUDY NO. : 0162 BIOCHEMISTRY (SUNNARY)

ANTHAL ¢ RAT F344 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX : FEMALE PAGE: 5
Group Name NO. of PHOSPHOLIPID GOT GPT Lol ALP G-GTP CPK
Mimals ng /<8 1u/¢ 1U/¢ Tu/¢ 1u/¢ TU//¢ 1U/¢
Control 37 254% 83 138% 121 32+ 18 275+ 262 158+ a2 2+ 1 84+ 28
400 ppm 39 269+ 73 125+ 81 34+ 22 326k 402 187k 55 3+ 3 931+ 59
2000 ppm 40 267+ 38 119+ 74 31k 15 2394 101 162k 142 24 1 81t 14
10000 ppm 36 240+ 63 158+ 156 28% 14 2384 112 141+ 66 2+ 1 76 16
Significant difference : *: P = 0.05 ¥ I P = 0.01 Test of Dunnett
(ICLO74)

BAIS2



STUDY NO, : 0162 BIOGHEMISTRY (SUMMARY)

ANINAL ¢ RAT F'344 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX @ FEMALE PAGE: 6
Group Name NO. of UREA NITROGEN CREATININE SODIUM POTASSIUN CHLORIDE - CALCIUM INORGANIC PHOSPHORUS
Animals mg,/ <8 mg/ d¢ mEq,/ ¢ mbEq,/ ¢ mEq/ ¢ ng,/ df ng,/ d4
Control 37 17.1+ - 2.9 0.6 0.1 143% 2 3.5k 0.4 1064 2 10,54 0,4 3.9+ 0.7
400 ppm 39 16.7% 2.1 0.5+ 0.1 143+£ 2 3,6+ 0.4 106 2 10.6% 0.4 3.8% 1.1
2000 ppm 40 16.2% 1.8 0.5% 0.1 142+ 2 3.6+ 0.3 106+ 2 10,6+ 0.3 3.6+ 0.7
10000 ppm 36 16.2% 4.7 0.5% 0.1 142+ 2 3.6+ 0.4 106k 2 10.6% 0.4 3.8+ 0.8
Significant difference ; * : P < 0.05 * 1 P S 0,01 Test of Dunnett

(liCLO74) BAIS2



APPENDIX G 3

BIOCHEMISTRY : SUMMARY, MOSUE : MALE

(2-YEAR STUDY)



STUDY NO. : 0163

BIOCHEMISTRY (SUMMARY)

ANTHAL © MOUSE BDFI SURVIVAL ANIMALS (105)
REPORT TYPE @ Al
SEX : MALE PAGE 1
Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE
Animals g/ dt g/ d2 ng,/ d4 ng,/ d2 wg,/ d8 mg,/ de
Controt 35 5.4+ 0.4 2.7+ 0.2 1.0+ 0.1 0,26+ 0.09 1904 40 108k 22 75k 18
400 ppm 40 5.4+ 0.7 2.7% 0.4 1.0+ 0.1 0,26+ 0,10 i62% 56% 1% 44 68+ 24
2000 ppm 38 5.4% 0.6 2.7 0.3 1.1% 0.1 0.27£  0.08 177% 45 106k 33 70+ 22
10000 ppm 32 5.1% 0.7 2.7+ 0.4 1.1 0, 2% 0.25+  0.07 168+ b2% 90+ 20%x 48+ 18%x
Significant difference ; * : P = 0.05 % ! P = 0.01 Test of Dunnett

(HCLO74)

BAIS2



STUDY NO. : 0163

ANINAL : MOUSE BDF1

REPORT TYPE : Al

BIOCHEMISIRY (SUMMARY)
SURVIVAL ANIMALS (105)

SEX & MALE PAGE : 2
Group Name NO. of GOT GPT LDH ALP GPK UREA NITROGEN SODIuN
Animals 1u/¢ 1U/¢ 1U/¢ 11U/ ¢ 1U/¢ ng/ 2 méq,/ ¢
Control 35 994 105 31k 30 327k 152 165+ 57 42+ 21 23.8% 7.2 1564 2
400 ppm 40 142+ 190 48k 75 578k 832 158+ 68 51+ 46 27.0+ 11,1 185+ 2
2000 ppm 38 168+& 267 80t 167 720 1156 228+ 377 45t 18 25.6% 7.9 155+ 2
10000 ppm 32 38t 1668 1274 612 1488+ 6854 184+ 30% 66 87 29,2+ 35.4 156+ 2
Significant difference ; P = 0,05 % 1 P = 0,01 Test of Dunnett

(ficLo74)

BAIS2



STUDY NO. : 0163

ANTMAL ¢ MOUSE BDIF1

REPORT TYPE : Al
SEX & MALE

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (105)

PAGE ¢ 3
Group Name NO. of POTASSIUN CHLORIDE CALCTUM INORGANIC PHOSPHORUS
Animals mEq,/ ¢ mEq,” ¢ mg/d2 mg/ <2

Control 35 4.4k 0.5 1224 9.0% 0.4 6.4+ 0.9

400 pom 40 4,5+ 0.6 123+ 9.0% 0.6 6.3+ 1.0

2000 ppm 38 4,4+ 0.5 122+ 8.9+ 0.3 6.1+ 0.7

10000 ppm 32 4.4k 0.7 122+ 8.6k 0.6%x 6.2% 1.5
Significant difference ;7 * : P < 0.05 #* 1 P = 0,01 Test of Dumnett

(HCLOT4)

BAIS2



APPENDIX G 4

BIOCHEMISTRY @ SUMMARY, MOSUE : FEMALE

(2-YEAR STUDY)



STUDY NO. : 0163

ANTHAL ¢ HOUSE BDF1

REPORT TYPE : Al
SEX : FEMALE

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS (105)

PAGE ¢ 4
Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE
Animals g/de g/ dg mg,/ de mg,/ de ng,/ df mg,/ de

Controt 24 5.3% 0.7 2.7+ 0.4 1.1+ 0.2 0,24  0.09 145+ 26 85k 51 65+ 12

400 ppm 25 5.2+ 0.4 2.7+ 0.2 1.1+ 0.2 0.28% 0,14 139% 30 69k 13 62+ 9

2000 ppm 25 5.4+ 0.7 2.8+ 0.2 1.1+ 0.3 0.28%+ 0,11 121% 38 97+ 101 87+ 28

10000 ppm 23 5.1+ 0.9 2.7+ 0.4 1.2+ 0,2 0,274+  0.09 1064 42%x 76+ 45 b6t 31

Significant difference + * : P < 0.05 ¥ 1 P £ 0.01 Test of Dunnett

(1iCLO74)

BAIS2



STUDY NO. : 0163

ANTHAL : MOUST BDF1

REPORT TYPE : A1
SEX @ FEMALE

BIOCHENISTRY (SUMMARY)
SUBVIVAL ANIMALS (105)

PAGE ¢ 5
Group Name NO. of GOT GPT LDl ALP CPK UREA NITROGEN SODIUN
Animats Iuse Tu/¢ 1U/¢ 1U/¢ 1u/¢ mg/ df mEq,/ £
Controt 24 102+ 73 26+ 14 348+ 248 287+ 112 62k 38 17.0% 3.6 154+ 2
400 ppm 25 175+ 386 43+ 101 981+ 2624 293+ 109 72+ 76 17.74 6.0 163+ 3
2000 ppm 25 107% 67 294 23 638+ 838 248k 112 1114 209 20.6% 9.8 154% 3
10000 ppm 23 1354 109 30k 22 710+ 728 293k 145 107% 105 24.3% 15,6 154+ 3
Significant difference ;7 * : P £ 0,05 ¥ : P S 0,01 Test of Dunnett

(HCLO74)

BAIS2



STUDY NO. : 0163

ANIMAL : MOUSE BDF1

REPORT TYPE : Al

BIOCHENISTRY (SUMMARY)
SURVIVAL ANIMALS (105)

SEX : FEMALE PAGE : 6
Group Name NO. of POTASSIUN CHLORIDE CALCIUN INORGANIC PHOSPIIORUS
Animals mEq,/ ¢ mEq, 2 mg,/ d¢ ng,/ <2
Contral 24 4,24 0.4 121% 8.9% 0.7 6.3t 0.9
400 ppm 25 4,3+ 0.5 121% 9.1+ 0.6 6,5+ 1.3
2000 ppm 25 4.3+ 0.5 121+ 9.2+ 0.8 6.7% 1.2
10000 ppm 23 4.3+ 0.6 1224 9.0& 0.7 6.5% 1.1
Stonificant difference 1+ * : P £ 0.0 ¥ 1 P S 0,01 Test of Dunnett
(1CLO74) BAIS2



APPENDIX H 1

URINALYSIS : SUMMARY, RAT @ MALE

(2-YEAR STUDY)



STUBY NO. : 0162

URINALYSIS
ANTHAL ¢ RAT F344
SAMPLING DATE : 104-2
SEX @ MALE REPORT TYPE : Al PAGE ¢ 1
Group Name NO. of pH, Pratein Glucose, Ketone body Bilirubin
Animals 5.0 6.0 6.5 7.0 7.6 8.0 8.5 CHI — £ + 2+ 3+ 4+ ClI — + + 2+ 3+ 4+ CHI — % + 2+ 3+ 4+ ClI — + 2+ 3+ Cill
Cantrol 44 0 3 1 8 21 1 0 0 0 0 11528 4 0 0 0 0 0 43 1 0 0 0 0 4 0 0 0
400 ppm 41 0 1 g 14 12 5 0 %k 0 0 0 01228 41 0 0 0 0 0 39 2 0 0 0 0 4 0 0 0
2000 ppm 36 0 2 2 15 11 8 0 0 0 0 01128 3B 00 0 0 0 3B 1 06 0 06 ¢ 3B 0 0 1
10000 ppm 39 0 1 9 9 13 17 0 * 0 0 0 01227 38 0 0 0 0 0 336 00 0 0 = 33 0 0 0

Significent difference 3 ¥ 1 P = 0,08 *x ¢ P < 0,01

Test of CHI SQUARE

(JoLio1)

BAIS 2



STUDY NO. : 0182 URINALYSIS
ANIHAL © RAT 344
SAMPLING DATE : 104-2
SEX ¢ HALE REPORT TYPE : Al PAGE ¢+ 2
Group Name NO. of Occult blood Urabi Linogen
Animals - & + 243+ Clll + -+ 2+ 3+ 4+ Clil
Control 44 43 0 0 1 ¢ 4 0 0 0 0
400 ppm 41 41 0 0 0 0 4 0 0 0 0
2000 ppm 36 3% 0 0 0 0 3B 0100
10000 ppm 39 331122 33 00 00
Significent difference ¥ 1 P = 0,06 ** : PPZ 0,01 Test of CHI SQUARE

(Jerion)

BAIS2



APPENDIX H 2

URINALYSIS : SUMMARY, RAT : FEMALE

(2-YEAR STUDY)



STUDY NO. : 0182 URINALYSIS
ANTMAL * RAT F344
SAMPLING DATE : 104-2
SEX : FEMALE REPORT TYPE : AL PAGE ¢+ 3
Group Name NO. of pH Protein Glucoss Ketone body. Bilirubin
Animals 5.0 6.0 6.5 7.0 7.5 8.0 8.5 CHl — & + 24+ 3+ 4+ ClI — £ + 2+ 3+ 4+ CHI — & + 2+ 3+ 4+ Cll — 4+ 2+ 3+ Clil
Convtrot 41 0 0 2 3 15 16 5 0 0 3 71318 41 ¢ 0 0 0 ¢ 830 3 0 0 0 a1 0 0 0
400 ppm 40 0 1 3 3 16 12 b 00 0 8 724 40 0 0 0 0 0 1028 2 0 0 0 0 0 0 0
2000 ppm 41 0 0 3 9 13 15 1 0 0 2 31422 41 0 0 0 0 ¢ 1428 1 0 0 ¢ 41 0 0 0
10000 pem 38 0 1 2 5 17 9 4 0 0 1 61021 38 0 0 0 0 0 23 2 0 0 0 38 0 0 0
Significent difference 3 ¥ 1 P S 0.06 ¥ 1 P = 0,01 Test of Glil SQUARE
(JoLion)

BAIS2



STUDY NO, : 0162

ANTHAL © RAT F344

SAMPLING DATE = 104-2

URINALYSIS

SEX ¢ FEMALE REPORT TYPE : Al PAGE : 4
Group Name NO. of Occult blood Urebi Linogen
Aninals — & + 2+ 3t CHI £+ 2+ 3+ 4+ CHI
Cantrol 41 38 1 0 1 1 41 0 0 0 ¢
400 ppm 40 3% 3100 40 0 0 0 90
2000 ppm 41 0 1 0 0 0 a4 0 0 0 0
10000 ppm 38 33 2111 38 0 0 0 0
Significent difference x 1P = 0.0 xx 1 P = 0.01 Test of CHI SQUARE

(JoL1o1)

BAIS 2



APPENDIX H 3

URINALYSIS : SUMMARY, MOSUE @ MALE

(2-YEAR STUDY)



STUDY NO. : 0163 URINALYSIS

ANTMAL + MOUSE BDF1
SANPLING DATE : 104-3
SEX : MALE REPORT TYPE : Al PAGE : 1
Group Name NO. of pli Protein Glucose Ketone body. Ocoult bloogd
Animals 5.0 6.0 6.5 7.0 7.5 8.0 8.5 CHI — & + 2+ 3+ 4+ CHI — & -+ 2+ 3+ 4+ CHl — & + 2+ 3+ 4+ Gl - £ 4+ 2+ 3+ CHI
Control 35 0 4 8 12 g 1 1 0 12410 0 0 3 00 0 00 2114 0 0 0 0 29 3 2 01
400 ppm 40 0 5 18 14 2 0 1 0 12612 1 ¢ 40 0 0 0 0 0 32 8 0 0 0 0 32 2 2 1 3
2000 ppm 37 0 5 b 12 5 0 0 0 02611 0 O 37 00 0 0 0 2314 0 0 0 0 32 4 01 90
10000 ppm 32 0 13 16 3 4] 0 0 *% 0 0 923 0 0 *xx 32 0 00 00 1414 4 0 0 0 27 1 01 8
Significent difference ¥ P =0.05 xx 1 P = 0.01 Test of CHI SQUARE
(JeLion)

BAIS2



STUDY NO. : 0163

ANIMAL * HOUSE BDF1

SAMPLING DATE @ 104-3

SEX : MALE REPORT TYPE : Al

URINALYSIS

PAGE ¢ 2
Group Name NO. of Urobi Linogen
Animals + + 2+ 3+ 4+ CHI
Control 35 3% 0 0 0 0
400 ppm 40 40 0 0 0 ¢
2000 ppm 37 37 0 0 0 0
10000 ppm 32 32 00 0 0
Significent difference ¥ 1 P = 0,05 #x 1 P S 0,01 Test of CHI SQUARE
(Jerion)

BAIS 2



APPENDIX H 4

URINALYSIS : SUMMARY, MOSUE @ FEMALE

(2-YEAR STUDY)



STUDY NO. : 0183 URINALYSIS
ANTHAL + MOUSE BDF1
SAMPLING DATE : 104-3
SEX : FEMALE REPORT TYPE : Al PAGE : 3
Group Name NO. of pll Protein Glucose Ketone body Occult blood
Animals 50 6.0 6.5 7.0 7.5 8.0 85 CHI — & 4+ 2+ 3+ 4+ CllI — £ -+ 2+ 3+ 4+ CHl - & + 2+ 3+ 4+ ClI — X 4+ 24 3+ CHl
Control 26 0 0 3 9 7 5 2 0 119 4 2 0 26 0 0 0 0 0 318 41 ¢ 19 1 4 1 1
400 ppm 27 0 0 1 10 12 4 0 0 414 9 0 ¢ 27 0 0 0 0 0 41211 0 ¢ 23 4 0 0 0
2000 ppm 25 0 0 5 8 7 5 0 0 117 6 1 0 25 0 0 0 0 0 31011 1 0 17 5 2 0 1
10000 ppm 24 0 2 3 8 7 3 1 0 0 712 5 0 240 0 0 0 0 1 314 8 ¢ *% 22 0 2 0 0

Significent difference 3 x ! P = 0.0 ** . P = 0,01

Test of CHI SQUARE

(JcL1o1)

BAIS2



STUDY NO. : 0163

ANTHAL * MOUSE BDF1
SAMPLING DATE : 104-3

URINALYSIS

SEX : FEMALE REPORT TYPE : Al PAGE : 4
Group Name NO. of Urabilinogen
Animals t -+ 2+ 3+ 4+ CHI
Control 26 26
400 ppm 27 27
2000 ppm 25 25
10000 ppm 24 24
Significent difference ¥ P 50,05 *x 1 P £ 0,01 Test of CHI SQUARE

(JcLiot)

BAIS 2



APPENDIX I 1

GROSS FINDINGS : SUMMARY, RAT : MALE : DEAD AND MORIBUND ANIMALS

(2-YEAR STUDY)



STUDY NO.  : 0162 GROSS FINDINGS (SUMMARY)

ANTHAL : RAT F344 DEAD AND MORIBUND ANIMALS (0-105W)
REPORT TYPE : Al
SEX : MALE PAGE : 1
Graup Name Control 400 ppm 2000 ppm 10000 ppm
Organ Findings NO. of Animals 6 (%) 10 (%) 14 (%) 11 (%)
skin/app nodule 0 (0 6 (0 1 (n 1 (9
scab 0 (0 1 (10) 0 (0 00
subcutis jaundice 0 (0 0 (0 1 (n 1 (9
mass 1 (1) 3 (30 3 (2D I (9
Larynx nodule 0 (0 0 (0 | 0 (0 1 (9
lung red 0 (0 0 (0 1 (M 0 (o0
white zone 0 (0 I (10 1 (7 00
red zane 6 (0 1 (10)- 1 (7 1 (9
nodute 0 (0 1 (10 0 (0 1 (9
voluminus 1 (17 0 (0 00 1 (9
tymoh node enlarged 0 (M 1 (10 00 1 (9
thymus nadute 0 (0 0 (0 1 (7D 0 (0
spleen enlarged 1 (1 2 (20) 3 (21 4 (38)
nodule 0 (0 0 (0 1 (" 1 (9
forestomach ulcer 0 (0 1 (10 1 (" 0 (0
gl stomach ulcer 0 (0 0 (0 0 (0 1 (9
stomach gas 0 (0 0 (0 00 1 (9
small intes  nodule 0 (0 0w 1 (N 0 C®
gas ) 0 (0 0 (0 1 (9
Liver enlarged 1 (1 0 (0 0 (0 1 (9
pale 0 (0 0 (0 1 (DN 0 (0

nodule 1 (1m 0 (0 1 {7 0 (0




STUDY NO.  : 0162 GROSS FINDINGS (SUMMARY)

ANTHAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-105W)
REPORT TYPE : Al
SEX 7 MALE PAGE ¢ 2
Group Name Control 400 ppm 2000 ppm 10000 ppm
Organ____ Findings NO. of Aninals 6 (%) 10 (%) 14 (%) 11 (%)
Liver cyst 0 (0 1 (10 0 (0 0 (0
rough 0 (0 1 (10) 1 (7D 1 (9
accentuation of lobular structure 0 (0 1 (10} 0 (0 00
pancreas nocule 0 ( 0 0 (0 1 (" 0 (0
kidney nodule 0 (0 0 (0 1 (7 00
cyst (1D 0 (0 0 (0 00
granular 3 ( 50) 0 (0 1 (D 0 (0
urin bladd urine:marked retention 0 (0 0 (0 1 (7D 0 (0
pituitary enlarged 2 (33) 3 (30 4 (29 1 (9
nodule ' 0 (O 1 (10) 0 (0 0 C0
adrenal enlarged 1 (1 0 (0 1 (7 1 (9
nodule 0 (0 0 (0 1 (7 0 (0
testis atrophic - L (1n 1 (10) 3 (21) 5 (45)
nodule 1 (1n 2 (20) 7 (50) 6 (55
brain black zone 0 (0 0 (0 1 (7 0 (0
hemorrhage 0 (0 1 (10 0 (0 0 (0
spinal cord broun zone 0 (0 0 (0 1 (N 0 (0
black zane 0 (0 0 (0 RG] 0 (0
hemarrhage 0 (0 1 (10) 0 (0 0 (0
eye white INEEY) 1 (10 0 (0 0 (0
red 1 (17 0 (0 (O] 0 (0

Zymbal gl nadule 0o (0 1 (10) L (N 0 (0




STUDY NO. @ 0162 GROSS FINDINGS (SUKMARY)
ANTHAL ¢ RAT I'344 DEAD AND MORIBUND ANIMALS (0-105W)
REPORT TYPE : Al
SEX ¢ MALE PAGE : 3
Group Name Contraol 400 ppm 2000 ppm 10000 ppm
Organ_____ Findings NO. of Animals (%) 10 (%) 14 (%) 11 (%)
muscle nodule (0 1 (10 0 (0 1 (9
vertebra nodute (0 0 (0 17 0 (0
pleursa rodute (0 0 (0 1 (M 0 (0
per i toneun nadule (0 0 (0 1 (7 0 (0
retroperit mass (0 1 (10 0 (0 0 (0
abdominal ¢ hemorrhage (0 0 (0 0 (0 1 (9
ascites (0 1 (10 1 (N 1 (9
thoracic ca pleural fluid (0 1 (109) 2 (14 3 (27
other lower jaw:nodule ()] 0 (0 0 (0 2 (18)
whole body anemic o ¢ (0 1 (7 0 (0
(HPT080) BAIS2



APPENDIX I 2

GROSS FINDINGS : SUMMARY, RAT : FEMALE : DEAD AND MORIBUND ANIMALS

(2-YEAR STUDY)



STUDY NO.  : 0162 GROSS FINDINGS (SUMMARY)

ANIMAL : RAT F344 DEAD AND MORIBUND ANINALS (0-105W)
REPORT TYPE : Al
SEX + FEMALE PAGE ¢ 4
Group Name Control 400 ppm 2000 ppm 10000 ppm
Organ____ Findings NO. of Animals 8 (%) 10 (%) g (%) 13 (%)
stbcutis Jjaundice 1 (1D 0 (0 2 (22 1 ( 8)
mass 4 (44) 2 (20 3 (33) 3 (23
lung red 1 (1D 0 (0 0 (0 00
red patch/zone 0 (0 0 (0 1 (11) 0 (0
nodule 0 (0 1 (10 1 (1 1 (8
Lymph nade enlarged 0 (0 0 (0 0 (0 2 (15)
spleen enlarged 2 (22) 3 (30 3 (33) 4 (31)
white zone 0 ( 0) 0 (0 0o (0 1 (8
heart white zone () 0 (0 1 (1) 0 (0
fluid:red 0 (0 1 (10) 0 Co 00
esophagus infarct 0 (0 0 (0 0 (0 1 (8
forestomach ulcer 0 (0 2 (20 0 (0 ¢ (0
gl stomach hemorrhage 0 (0 1 (10 Q)] 0 (0
ulcer (1 0 (0 1 (1) 0 (o0
Liver pale 0 (0 1 (10) 0 (0 0 (0
red zone 0 ( 0 0 (0 1 (1) o (0
nodule 0w 2 (20 2 (22 0 (0
rough 1 (1D 0 (0 1 (11 1 (8
herniation 0 (0 0 (0 1 (1) 0 (0
pancreas nodule 1 (1 0 (0 0 (0 0 (0
kidney white zone ) o (0 0o (0 1 (8

nodule 0 (0 0 (0 0 (0 1 (8




STUDY NO. & 0182 GROSS FINDINGS (SUMMARY)

ANTMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-105W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE: b
Group Name Cantrot 400 ppm 2000 ppm 10000 ppm
Organ Findings NO. of Animals 9 (%) 10 (%) 8 (%) 13 (%)
urin bladd urinesmarked retention | ¢ (0 0 (0 (1 0 (0
urinetred 0 (0 1 (10 0 (0 0 (0
pituitary entarged 1 (1) 6 (60) 2 (22) 2 (15)
red zone 0 (0 1 (10 2 (22) 1 (8
nodule () 0 (0 1 (1) 1 (8
adrenal enlarged . 0 (0 0 (0 0 (0 1 (8
ovary cyst 0 (0 0 (0 0 (0 1 (8
uterus enlarged 0 (0 ) 2 (22 ¢ (0
nodute 3 (33 2 (20) 2 (22) 2 (18)
dilated Lumen o (0 0 (0 0 ( 0 1 (8
invagination 0 (0 0 (0 1 (1 0 (0
prep/cti gl nadule 0 (0 0 (0 1 (1) [ Q)]
spinal cord hemorrhage 6 (0 1 (10 0 (0 0 (0
ove red 0 (0 0 (0 0 (0 2 (15)
vertebra mass () 0 (0 0 (0 1 {8
mediastinum mass 11 0 (0 0 (0 0 (0
peritoneun nadute 1 (1D 0 (0 0 (0 0 (0
nodutar 1 (1) 0 (0 0 (0 0 (0
retroperit mass (1) 0 (0 2 (22) 0 (0
abdominal ¢ ascites 1 (1) 0 (0 0 (0 0 (0
mesenter ium mass 1 (1) o (0 )] 0 ( 0)

adipose nodule 1 (1 0 (0 00 0 (0




STUDY NO. @ 0162

GROSS FINDINGS (SUMMARY)

ANTMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0-105W)

REPORT TYPE : Al

SEX : FEMALE PAGE: 6

Group Name Cantrol 400 ppm 2000 ppm 10000 ppm

Organ Findings N0. of Animals 9 (%) 10 (%) 9 (%) 13 (%)

thoracic ca pteural fluid 2 (22 1 (10) 0 (0 2 (15)

other forelimb:nodule 1 (1) 0 (0 0 (0 0 (0
hindLimb:nodule 0 ( 0) 1 (10 0 (0 0 (0
lower jaw:nodule 0 (0 0 (0 0 (0 1 ( 8)

whole body anemic 0 (0 0 (0 2 (22) 1 (8

(1IPT080)

BAIS2



APPENDIX I 3

GROSS FINDINGS : SUMMARY, RAT : MALE : SACRIFICED ANIMALS

(2-YEAR STUDY)



STUDY NO. @ 0162 GROSS FINDINGS (SUMMARY)

ANTHAL : RAT F'344 SACRIFICED ANIMALS (105HW)
REPORT TYPE : Al
SEX : MALE PAGE : 1
Group Name Controt 400 ppm 2000 ppm 10000 ppm
Organ___ Findings NO. of Animals 4 (%) 40 (%) 36 (%) 39 (%)
skin/app nodule 3 (7N 5 (13) 7 (189) 5 (13)
subcutis jaundice 0 (0 0 (0 1 (3 ¢ (0
nadule 1 (2 0 (0 0 (0 0 (0
mass 9 (20 6 (15 13 ( 36) 3 (8
lung white zone 0 (0 2 ( b) 1 (3 S0 0
nodule 5 (11) 1 ( 3) 1 (3 1 (3
Lymph node enlarged 0 (0 0 (0 1 (3 0 (0
spleen enlarged 1 (2 - 2 ( 5) 4 (11) 2 (B
deformed 1 (2 1 (3 2 (6 0 (0
heart white zone 0 (0 2 (B ¢ (0 0 (0
tongue nadule 0 (0 0 (0 0 (0 1 (3
salivary gl nadule 1 (2 1 (3 0 (0 0 (0
forestomach nodule 0 (0 0 (0 0 (0 1 (3
ulcer 0 (0 1 (3 1 (3 1 (3
thick 2 (5 0 (0 0 (0 0 (0
gl stomach nodule G 0 (o 1 (3 0 (0
ulcer 0 (0 1 (3 1 (3 1 (3
thick 00 0 (0 00 1 (3
small intes nodute 0 ( 0) 0 (0 1 (3 0 (0
Liver black zone 1 (2 0 (0 0 (0 0 (0
nodule 1 (2 1 (3 0 (0 1 (93

roush 2 ( 5) 0 (0 3 (8 0 (0




STUDY NO.  : 0162 GROSS FINDINGS (SUMMARY)
ANTHAL © RAT F344 SACRIFICED ANIMALS (105W)
REPORT TYPE : Al
SEX ¢ MALE PAGE @ 2
Group Name Control 400 ppm 2000 ppm 10000 ppm
Organ____ Findings NO. of Animals 44 (%) 40 (%) 36 (%) 38 (%)
Liver herniation 3 (7 0 C 0 4 (11 1 (3
pancreas nodule 0 ( 0) 1 (3 0 (0 0 (0
kidney granular 13 (30 18 ( 45) 10 (28) 6 (15)
pituitary enlarged 4 (9 2 ( 5) 1 (3 0 (0
red 1 (2 0 (0 0 (0 0 (0
red zane 2 (9 3 (8 4 (11) 2 (5
nodule 2 ( 5) 4 (10) 4 (11 4 (10)
thyroid enlarged 2 ( B 7 (18) 1 (3 1 (3
nodule 0 (0 0 (0 0 (0 1 (3
adrenal enlarged 1 (2 1 (3 0 (0 0 (0
testis nadule 38 ( 86) 32 ( 80) 30 (83) 36 (92)
absence 1 (2 0 (0 o (0 0 (0
epididymis absence 1 (2 0 (0 0 (0 0 (0
spinal cord red zone 0 (0 0 (0 1 (3 0 (0
eye white 2 ( 5) 7 (18) 5 (14) 2 (5
red 0 (0 1 (3 0 (0 0 ( 0)
per i toneum naodule 0 (0 0 (0 1 (3 1 (3
thoracic ca pleural fluid 0 (0 0 (0 1 (3 0 (0
other lower jaw:nodule 0 (0 0 (0 0 (0 1 {3
(HPT080)

BAIS 2



APPENDIX I 4

GROSS FINDINGS : SUMMARY, RAT : FEMALE @ SACRIFICED ANIMALS

(2-YEAR STUDY)



STUDY NO.  : 0162 GROSS FINDINGS (SUMMARY)
ANTHAL ¢ RAT F344 SACRIFICED ANIMALS (105W)
REPORT TYPE : Al
SEX : FEMALE PAGE ¢ 3
Group Name Control 400 ppm 2000 ppm 10000 ppm
Organ____ Findings ¥O. of Animals 41 (%) 40 (%) (%) 37 (%)
skin/app rodule 0 (0 0 (o (5 0 (0
scab 0 (0 1 C3 () 1 (3
subeutis mass 10 (249) g9 (23 (17 15 ( 41)
lung nodute 2 {5 1 (3 (2 1 (3
Lymeh node enlarged 0 (0 0 (0 (2 0 (0
spleen enlarged 3(M 00 ( 5) 1 (3
nodule 1 (2 0 (0 (o0 00
deformed 0 (0 1 (3 (0 0 (0
heart nodule ¢ (0 0 (0 ()] 1 (3
tooth white 0 Co0 ) (Y 1 (3)
salivary ol nadute (U GV)] 0 (0 (2 0 (0
gl stamach nodule 0 (0 1 {3 (2 0 €0
Liver white zone 00 2 (9 ) 0 €0
red zare 1 (2 0 (®» (0 0 (0
nodule 0 (0 1 (3 (5 2 ( 5)
rough 1 (2 0 C 0 (2 2 (8
herniation 2 (5 2 ( 5) (2 3 (8
Kidney white zone 0 (0 0 (0 (0 1 (3
cyst 0 (0 1 (3 (0 0 (0
deformed 0 (0 1 (3 0 0 (0
granular 3 (D 3 (8 (5 1 (3
pituitary enlarged 3 (7D 3 (8 N 5 (14)




STUDY NO. : 0162 GROSS FINDINGS (SUMMARY)
ANTHAL : RAT F344 SACRIFICED ANIMALS (105W)
REPORT TYPE : Al
SEX : FEMALE PAGE ¢+ 4
Group Name Control 400 ppm 2000 ppm 10000 ppm
Organ______ Findings NO. of Animals 41 (%) 40 (%) 41 (%) 37 (%)
pituitary red 00 1 (3 00 0 (o
red zone 5 (12) 2 ( 5 7 (17) 2 ( 5)
nodule 3 (N 2 ( 5) 3 (D 2 ( 5)
thyraid enlarged 0 (0 0 (0 1 (2 1 (3
red 1 (2 0 (0 0 (o 0o
adrenal enlarged 0 (0 0 (0 1 (2 2 ( 5)
ovary cyst 3 (M 4 (10 3 (7D 4 (11)
uterus nodule 7 (17) 6 (15) 8 (20) 5 (14)
prep/cli gl nodule 2 ( 5) 1 (3 2 { 5) 0 (0
eye uwhite 4 (10) 6 (15) 6 (15) 4 (1)
red 1 (2 0 (0 0 (0 0 (0
Zymbal gl nodule 0 (0 0 (o 1 (2 0 (0
other Lower jaw:nodule 0 (0 1 (3 0 (0 0 (0
(1IPT080)

BAIS2



APPENDIX J 1

ORGAN WEIGHT, ABSOLUTE : SUMMARY, RAT : MALE

(2-YEAR STUDY)



STUDY NO. : 0162

ORGAN WEIGHT:ABSOLUTE (SUNMARY)

ANTHAL ¢ RAT F344 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX : MALE
UNIT: g PAGE : |
Group Name NO. of Body Weight ADRENALS TESTES HEART LUNGS KIDNEYS
Animals
Control 44 424+ 53 0.091+ 0.025 3.770+  1.422 1.238% 0,127 1.496+  0.264 2.976t  0.435
400 ppm 40 424+ 44 0.089% 0,014 3.618+ 1.196 1.2624+ 0,111 1.505+  0.201 3.167%  0.443
2000 ppm 36 433+ 40 0.087+ 0.014 3.484%  1.334 1,266+  0.104 1.5474+  0.312 2,917+ 0.308
10000 ppm 39 397+ 3dxx 0.085+ 0,018 3.770+  1.359 1,195+ 0,107 1.4454  0.257 2,743+ 0.272%x
Significant difference ; ¥ P = 0,05 ¥ 1 P < 0.01 Test of Dunnett

(1CL.040)

BAIS 2



STUDY NO. : 0162
ANTNAL © RAT F344
REPORT TYPE : Al

ORGAN WEIGHT: ABSOLUTE (SUMMARY)
SURVIVAL ANINALS (105)

SEX 1 MALE
UNIT: g PAGE + 2
Group Name NO. of SPLEEN LIVER BRAIN
Animals
Controt 44 1,162+  0.376 12,795+ 2.081 2.034+  0.058
400 ppm 40 1.280+  0.909 13.479%  1.931 2.037+  0.084
2000 ppm 36 1,412+ 1.115 12,699+ 1.5%5 2.018%  0.074
10000 ppm 39 1.148%  0.602 11500+ 1,799 2,018+ 0.055
Significant difference ; P S 0.05 *>*x 1 P S 0,01 Test of Dunnett

(1CLO40)

BAIS2

—



APPENDIX J 2

ORGAN WEIGHT, ABSOLUTE : SUMMARY, RAT : FEMALE

(2-YEAR STUDY)



STUBY NO. : 0162

ORGAN WEIGHT:ABSOLUTE (SUMMARY)

ANIMAL : RAT F344 SURVIVAL ANIMALS (105)
REPORT TYPE @ Al
SEX & FENALE
UNIT: g 3
Group Name NO, of Bady Weight ADRENALS OVARIES HEART LUNGS KIDNEYS
Animals
Control 41 2090+ 40 0.085+ 0.017 0,192+  0.284 0,957+ 0,107 1.118+  0.151 2.003+ 0,190
400 ppm 40 298k 37 0.083%f  0.014 0.1684  0.142 0.845%&  0.08% 1.120 0,241 1.974+ 0,183
2000 ppm 41 300 34 0.081+  0.017 0.141%  0.060 0,955+ 0,085 1,077+ 0.110 1.881%  0.227
10000 ppm 37 284+ 50 0.637+ 3.142 0.152% 0.154 0,932+ 0.116 1.066%  0.183 2,042+ 0.210
Significant difference ; * 1P = 0.0 xx 1 P = 0,01 Test of Dunnett

(lICLO40)

BAIS2



STUDY NO. : 0162
ANIMAL * RAT F344
REPORT TYPE @ Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS (105)

SEX : FEMALE
UNIT: g PAGE ¢ 4
Group Name NO. of SPLEEN LIVER BRAIN
Animals
Cantrot 41 1.457+  3.350 8.049+ 1,363 1.868+  0.049
400 ppm 40 0.624+ 0,224 7.616%+ 1.123 1.862t  0.049
2000 ppm 41 0.753+ 0,623 7.679%  1.066 1.868%+ 0,053
10000 pem 37 0.667+t  0.415 7.616+ 1.744 1.862+  0.066
Significant difference : ¥ P = 0,06 ** 3 P < 0,01 Test of Dunnett

(lICLOA0)

BAIS2



APPENDIX J 3

ORGAN WEIGHT, ABSOLUTE : SUMMARY, MOSUE : MALE

(2-YEAR STUDY)



STUDY NO. : 0163

ANTHAL © MOUSE BDF1

REPORT TYPE : Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS (105)

SEX : MALE
UNIT: g PAGE + 1
Group Name NO. of Body Weight ADRENALS TESTES HEART LUNGS KIDNEYS
Animals
Control 35 47,5+ 5.7 0.016%  0.005 0.217+  0.034 0,222+  0.023 0.238%+ 0,053 0.652+  0.051
400 ppm 42 4.8+ 7.4 0.0174+  0.008 0.216%&  0.042 0,226 0.025 0.235% 0,082 0.664x 0,060
2000 ppm 38 46.4+ 6.9 0.062+  0.225 0.2234&  0.028 0.227+  0.022 0.231+  0.038 0.684L& 0,058
10000 ppm 33 33.2+ B.7xx 0.014%  0.005 0.215£  0.026 0,190  0.025%x 0.212%  0.048%x 0.569%+  0.072%x
Significant difference ; * 1 P = 0.05 ** 1 P = 0.01 Test of Dunnett

(licLO40)Y

BAIS2



STUDY NO. : 0163

ANINAL + MOUSE BDF1

REPORT TYPE : Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANTMALS (105)

SEX : MALE
UNIT: g PAGE ¢ 2
Group Name NO. of SPLEEN LIVER BRAIN
Animals
Controt 35 0.107% 0,106 1.747  0.692 0,450t  0.015
400 ppm 42 0.138+ 0.195 1.885+&  1.327 0.443%  0.016
2000 ppm 38 0.141+  0.187 1.899+  0.642 0.450+  0.012
10000 ppm 33 0.087+  0.103 1.403%  0.598%x 0.444%  0.012
Significant difference ; * P = 0,05 x»* 1 P = 0,01 Test of Dunpett

(HCLO40)

BAIS 2



APPENDIX J 4

ORGAN WEIGHT, ABSOLUTE : SUMMARY, MOSUE : FEMALE

(2-YEAR STUDY)



STUDY NO. & 0163

ORGAN WEIGHT:ABSOLUTE (SUMMARY)

ANTHAL ¢ MOUSE BDF1 SURVIVAL ANIMALS (105)
REPORT TYPE ¢ Al
SEX : FEMALE -
UNIT: g PAGE ¢+ 3
Group Name NO. of Body Weight ADRENALS OVARIES HEART LUNGS KIDNEYS
Animals
Control 26 31,9+ 4.3 0.016  0.004 0,097+ 0,144 0.176+ 0,028 0.204%f  0.021 0.450% 0,083
400 ppm 27 32.1&x 3.4 0.018%  0.004 0,084+  0.140 0.184+  0.039 0,220+  0.047 0.454+  0.065
2000 ppm 25 33.34% 5.8 0.0174+  0.005 0,065k  0.057 0.178%  0.028 0.226% 0,064 0.4651+  0.068
10000 ppm 23 26.2+ 4.3 0.014%  0.004 0.148+  0.410 0.162+  0.028 0,223+ 0,097 0.463% 0,094
Significant difference ; * 1P =5 0.05 = 1P < 0,01 Test of Dunnett

(HCLOAO)

BAIS2



STUDY NO. : 01863

ORGAN WEIGHT:ABSOLUTE (SUMMARY)

ANTHMAL ¢ MOUSE BDF1 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX ¢ FEMALE
UNIT: g PAGE + 4
Group Name NO. of SPLEEN LIVER BRAIN
Animals
Control 26 0.198+  0.349 1.444+  0.371 0.480%f 0.034
400 ppm 27 0.247+  0.351 1.541 0,503 0.473%  0.022
2000 ppm 25 0.2731+  0.520 1,521  0.349 0.476  0.016
10000 ppm 23 0.150%+ 0.132 1.254+  0.298 0.475%  0.041
Significant difference : * 1 P < 0.0 ¥x 1 P = 0,01 Test of Dunnett

(HCLO40)

BAIS2



APPENDIX I 5

GROSS FINDINGS : SUMMARY, MOSUE : MALE : DEAD AND MORIBUND ANIMALS

(2-YEAR STUDY)



STUDY NO. @ 0163 GROSS FINDINGS (SUMMARY)

ANTMAL + MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-105W)
REPORT TYPE 3 Al
SEX ¢ HALE ’ PAGE : 1
Group Name Cantrol 400 ppm 2000 ppm 10000 ppm
Organ Findings NO. of Animals 15 (%) 8 (%) 12 (%) 17 (%)
skin/app ulcer 1 (N 0 (0 ¢ (0 0 (0
erosion 1 (T 0 (0 0 (0 0 (0
subcutis dry (N G)] 0 (0 1 (8 0 (0
mass 00 1 (13) 0 (0 3 (18
larynx nodule 0 (0 0 (0 0 (0 1 (8
lung radule 2 (13) 0 (0 3 (25 5 (29
Lymph node enlarged 1 4 (50) 2 (17 1 (8
thymus mass 0 (0 o (0 0 (0 1 (8
spleen enlarged 3 (20 1 (13) 6 (0 0 (0
black -zone 1 (D 0 (0 0 (0 1 (8
nadule A ¢ (0 0 (0 3 (25) ¢ (0
heart white 0 (o 0 (0 0 (0 1 (86
oral cavity mass 0 (0 0 (0 (NG 1 (8
salivary gl nodule 0 (0 0 (0 0 (0 1 (8
esophagus dilated 0 (0 0 (0 1 (8 0 (o0
farestomach nodule 0 (0 0 (0 1 (8 0 (0
gl stomach noduls 0 (0 1 (13 0 (0 1 ( 6)
ulcer 0 ( 0 0 (0 1.0 8 0 (0
thick 1 (N 0 (0 1 (8 0 (0
small intes nodule 0 ( 0 1 (13) 0 (0 0 (0
Liver vellow o (0 0 (0 1 ( 8 0 (0

white zone 1 (7D 0 (0 1 (8 0 (0

PITENRN

mIca



STUDY NO. ¢ 0163 GROSS FINDINGS (SUMMARY)

ANTHMAL + MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-105W)
REPORT TYPE : Al
SEX * MALE PAGE : 2
Group Name Control 400 ppm 2000 ppm 10000 ppm
Organ______ Findings NO, of Animals 18 (%) 8 (%) 12 (%) 17 (%)
Liver nadute 4 (27 3 (38) 4 (33) 4 (24)
gall bladd dilated 0 (0 0 (0 0 0 1 (8
pancreas nadule 0 (0 2 (25) 1 (8 0 (0
kidney white zone 1 (7 0 (0 0 (0 00
nodute 0 (0 0 (0 1 (8 1 ( 6)
hydronephrosis 2 (13) 0 (0 0 (0 1 (8
ureter dilated 1 (7 0 (0 0 (0 0 (0
urin bladd nodule 0 (0 0 (0 1 (8 0 (0
urinetmarked retention 4 (27 1 (13) 1 ( 8) 2 (12)
pituitary enlarged 2 (13) 0 (0 ¢ (0 0 (0
adrenat enlarged ' 0 (0 B )] 0 (0 1 (8
testis nodute 1 (7 0 (0 0 (0 0 (0
semin ues nodule 0 (0 0 (0 1 (8 0 (0
prep/cti gl enlarged _ 0 (0 0 (0 0 (0 1 (8
naodule 1 (7 )] 1 (8 2 (12)
brain red zane 0 (0 0 (0 1 { 8 0 (0
periph nerv nodute 1 (D 0 (0 0 (0 0 (0
Harder ot nadute » 0 (0 1 (13) 2 (17) 0 (0
vertebra broun 0 (0 0 (0 1 (8 0 (0
mediastinum nadule 1 (7 0 (0 1 (8 1 (8
per i taneum rodule 1 (7 0 (0 0 (0 ¢ (0

retraperit mass : 1 (7 0 ( 0) 1 ( 8) 0 (0




STUDY NO.  : 0163 GROSS FINDINGS (SUMMARY)

ANTHAL + MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-105%)

REPORT TYPE : Al

SEX ¢ MALE PAGE ¢ 3

Group Name Control 400 ppm 2000 ppm 10000 ppm

Organ_____ Findings NO. of Animals 15 (%) 8 (%) 12 (%) 17 (%)

abdominal ¢ hemorrhage 2 (13) 0 (0 1 (8 0 (0
nass 0 (0 1 (19 0 (0 0 (0
pleural fluid 0 (0 1 (13) 0 (0 0 (0
ascites 4 (27) 1 (13) 3 (25 3 (18)

tharacic ca hemarrhage 0 (0 0 (0 0 (0 1 (6
pleural fluid L em 2 (25) 3 ( 25) 1 (8

other hindlimb:nodule Q) 0 (0 1 (8 0 (0
Upper jawinodule 0 (0 0 (0 0 (0 3 (18)
lower jaw:nadule ¢ (0 0 (0 0 (0 2 (12)

whole body anemic 1 (7 0 (0 0 (0 00

(HPT080) BAIS2



APPENDIX I 6

GROSS FINDINGS : SUMMARY, MOSUE : FEMALE : DEAD AND MORIBUND ANIMALS

(2-YEAR STUDY)



STUDY NO.  : 0163 GROSS FINDINGS (SUMMARY)

ANTHAL : HOUSE BDF1 DEAD AND HORIBUND ANINALS (0~105W)
REPORT TYPE : Al
SEX : FEMALE : PAGE : 4
Group Name Control 400 ppm 2000 ppm 10000 ppm
Organ_____ Findings NO. of Animals 24 (%) 23 (%) 25 (%) 26 (%)
subcutis anemic 1 (4 0 (0 0 (0 0 (0
edema ‘ 4 (1 7 (30 5 (20) 3 (12)
jaundice 0 (0 0 (0 1 (49 0 (0
nodule 0 (0 0 (0 0 (0 1 (4
mass 3 (13 5 (22) 1 (o 2 (8
lung red 1 (8 00 3 (12) 2 (8
red zone 1 (a 1 (4 0 (0 2 (8
edema 1 0 (0 1 (8 0 (0
nodute 2 (8 2 (9 0 o (4
Lymeh nade enlarged 7 (29 5 (22 9 (38 4 (18)
thymus enlarged 1 (9 1 (4 0 (0 ¢ (0
spleen enlarged 5 (21 9 (39 5 (20) 5 (19)
white zane 0 (0 1 (4 0 (0 6 (0
heart di lated 0 (0 0 (0 1 (4 0 Co
‘tongus nadute 1 (@ 0 (0 0 (0 (N G)]
forestomach nodule 0 (0 1 (4 0 (0 0 (0
ulcer 0 (0 (N G)) 0 (0 1 (4
thick 0 (0 0 (0 0 (0 2 (8
gl stomach red patch/zane 0 ( 0 0 (0 1 (4 0 (0
hemorrhage o (0 0 (0 0 (0 1 (9
thick Q) 00 0 (0 1.

stomach gas 0 (0 0 (0 0 (0 1 (4




STUDY NO. @ 0163 GROSS FINDINGS (SUMMARY)

ANTMAL ¢ MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0-105W)
REPORT TYPE @ Al
SEX ¢ FEMALE PAGE ¢+ &
Group Name Control 400 ppm 2000 ppm 16000 ppm
Organ_____ Findings NO. of Animals 24 (%) 23 (%) 25 (%) 26 (%)
small intes gas () 0 (0 0 (0 1 (4
large intes gas ¢ (0 0 (0 0 (0 1 (4
Liver enlarged 1 (4 4 (17 3 (12) 1 (&
pale ‘ 0 (0 0 (0 0o T Q)
uhite zone ' 7 (29 6 (26 5 ( 20) 4 (15
red zone ' 1 (@ 1 (9 0 (0 2 (8
black zane 0 (0 1 {4 0 (0 0 (0
nodule 1 (4 2 (9 0 (0 3 (12)
raugh 1 (4 0 (0 0 ¢ 0 1 (49
gall bladd dilated 6 (0 1 (4 0 (0 o (0
pancreas nodule 0 (0 1 (4 1 (4 2 (8
kidney enlarged 0 (0 0 (0 1 (8 ¢ (0
pale 2 (8 0 (0 0 (0 1 (9
white zane 0 (0 0 (0 I Ca 0 (0
nadute 2 ( 8 1 (4 0 (0 1 (8
hydranephrosis 2 ( 8 0 (0 2 (8 3 (12)
urin bladd urinesmarked retention 1 (9 0 (0 2 (8 0 C0
pituitary enlarged 4 (17 1 (9 1 (8 1 (4
nodute 2 (8 0 (0 0 (0 0 (0
ouary enlarged 4 (17) 2 (9 4 (16) 4 (15)
red 0 (0 1 (4 0 (0 0 0

nodule 1 (4 1 (4 0 (0 0 (0




STUDY NO.  : 0163 GROSS FINDINGS (SUMMARY)
ANIHAL * MOUSE BDF1 DEAD AND NORIBUND ANIMALS (0-105W)
REPORT TYPE : Al
SEX v FEMALE PAGE :+ 6
Group Name Cantrol 400 ppm 2000 ppm 10000 ppm
Organ_____ Findings NO. of Animals 24 (%) 23 (%) 25 (%) 26 (%)
ovary cyst o (0 2 (9 2 ( 8) 3 (12)
uterus rodule g (38) 10 ( 43) 8 (32) 7 (27m)
mass 0 (0 1 (9 0 (0 0 (0
di lated lumen ¢ (0 ¢ (0 0 (0 1 (4
brain red zone 1 (@ 0 (0 0 (0 0 (0
hemarrhage 1 (4 0 (0 0 (0 1 (4
periph nerv rodule 0 (0 0 (0 1 (4 0 (0
muscle mass 0 (0 0 (0 1 (4 0 (0
mediastinum nodule 0 (0 1 (4 0 (0 0 (0
mass 0 (0 1 (4 2 (8 2 (8
peritoneum nodule 0 (0 1 (4 1 (4 0 (0
abdominal ¢ hemorrhage 1 (4 1 (4 1 (9 1 (4
ascites ' 7 (29 11 ( 48) 8 (24) 8 (31
thoracic ca hemarrhage 0 (0 0 (0 1 (4 0 (0
mass ¢ (0 1 (& 0 0 0 (0
pleural fluid 10 (42) 8 (35) 12 { 48) 11 ( 42)
other hemorrhage 0w 0 (0 6 €0 1 (4@
ear:nadule L (9 0 (0 0 (0 0 (9
Lower jaw:nﬁdute 0 (0 0 (0 0 (0 3 (12)
whole bady anemic 1 (4 1 (4 0 (0 0 (0
(1IPT080) BAIS 2



APPENDIX I 7

GROSS FINDINGS : SUMMARY, MOSUE : MALE @ SACRIFICED ANIMALS

(2-YEAR STUDY)



STUDY NO. : 0183 GROSS FINDINGS (SUMMARY)

ANTHAL : HOUSE BDF1 SACRIFICED ANTHALS (105H)
REPORT TYPE : Al
SEX 3 HALE PAGE : 1
Group Name Control 400 ppm 2000 ppm 10000 ppm
Organ_____ Findings NO. of Animals 35 (%) 42 (%) 38 (%) 33 (%)
skin/app nodute 0 (0 0 (0 1 (3 0 (0
ulcer 0 (0 1 (2 i (3 6 (0
erosion 0 (0w 3.(M 0 (0 0 (0
scab 0 (0 1 (2 0 (0 0 (o
subcutis mass 2 ( B) 1 (2 3 (8 1 (3
Larynx nadule - 0 (0 0 (0 0 (0 1 (3
lung rodule _ 7 (20 7 (17 8 (21 4 (12)
Lymeh node enlarged 3 (9 1 (2 3 (8 5 (15)
thymus entarged 0 (0 0 (0 1 (93 0 (0
spleen enlarged 0 (0 0 (0 2 (B 1 (3
black zone 0 (0 0 (0 2 (5 2 (8
nodule 1 (3 2 ( 5) 0 (0 0 (®
accentuation of uhite pulp 1 (3 0 (0 0 (o o (0
forestomach  nodule 1 (3 0 (0 0 (0 s (9
thin 0 (0 0 (0 00 1 (3
thick 0 (0 0 (0 0 (0 2 ( B)
gl stomach nadule 0 (0 0 (0 0 €0 1 (3
uleer 1 (3 0 (0 0 (0 0 (0
thick 11 (31 19 ( 45) 14 (37 3 (9
Liver white zone 0 (0 3 (D 1 (3 1 (3
red zone 13 2 ( 5) o (0 2 ( 8)

nodule 22 (63) 20 ( 48) 17 ( 45) 12 (36)

Frrmereamay

DATC O



STUDY NO.  : 0163 GROSS FINDINGS (SUMMARY)

ANTHAL : MOUSE BDF1 SACRIFICED ANINALS (105W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 2
Group Name Control 400 ppm 2000 ppm 10000 ppm
Organ____ Findings NO. of Animals 35 (%) 42 (%) 38 (%) 33 (%)
pancreas rodule 2 ( 8 1 (2 0 (0 0 (0
kidney white zone 1 (3 0 (0 0 (0 0 (0
cyst 1 (3 1 (2 1 (3 0 ( 0)
ureter dilated ) 1 (2 0 (0 0 (0
urin bladd urinesmarked retention 2 {( 8) 8 (19 4 (11) 0 ( 0)
urine:turbid . 1 (3 0 (0 0 (0 0 (0
pituitary nodule 0 (0 1 (2 00 0 (0
thyroid enlarged 0 (0 0 (o 1 (3 . 0 (0
parathyroid nodute 1 (3 0 (0 0 (0 . 0 (0
testis red zone 0 (0 ¢ (0 1 (3 6 (0
nodule 0 (0 1 (2 0 (0 00
semin ves  nodule 0 (0 0 (0 1 (3 0 (0
prostate nodule 0 (0 1 (2 0 (0 0 (0
prep/cli gl nodule 15 ( 43) 12 ( 29) 19 ( 50) g (27
eve turbid 1 (3 1 (2 0 (0 0 (0
white 0 (0 1 (2 0 (0 0 (0
Harder ol enlarged 2 (6 2 (5 (3 1 (3
nodule 1 (3 0 (0 1 (3 0 0
abdominal ¢ ascites 0 (0 0 (0 0 (0 1 (3
mesenter ium red zone 0 (0 1 (2 0 (0 0 (0
adipose nodule 1 (3 0 (0 o (0 0 (0

other taiLinodule 0 (0 0 (0 0 (0 1 (3




STUDY 8O, ¢ 0163 GROSS FINDINGS (SUNKARY)

ANIMAL + MOUSE BDF1 SACRIFICED ANIMALS (105W)

REPORT TYPE : Al

SEX s MALE PAGE : 3

Group Name Control 400 ppm 2000 ppm 10000 ppm

Organ Findings NO. of Animals 3B (%) 42 (%) 38 (%) 33 (%)

other Liptnodule 0 (0 0 ( 0) 0 (0 1 (3
ear:nodule 6 (0 1 (2 0 (0 0 (0

(11PT080) BAIS 2



APPENDIX I 8

GROSS FINDINGS : SUMMARY, MOSUE : FEMALE @ SACRIFICED ANIMALS

(2-YEAR STUDY)



STUDY NO.

¢ 0163

GROSS FINDINGS (SUNMARY)

ANTHMAL + MOUSE BDF1 SACRIFICED ANIMALS (105W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE + 4
Group Name Gontrol 400 ppm 2000 ppm 10000 ppm
Organ_____ Findings NO. of Animals 28 (%) 27 (%) 25 (%) 23 (%)
skin/app nodule 0 (0 0 (0 0 (0 (9
subcutis mass (9 0o 1 (4 (9
tung uhite zone ¢ (0 1 (4 0 (0 o
nodule 1 ( 4) 3 (11 3 (12) (9
Lymph nade enlarged 3 (12) 3 (1) 3 (12) (9
spleen enlarged (4 4 (18) 1 (4 (9
nodule ) o (0 2 (9 )
nodular 0 (0 0 (0 0 (0 (9
forestomach  thick 0 (0 0 (0 0 (0 Y
gl stamach ulcer 0 (0 0 (0 1 (4 (0
thick 5 (18) 5 (19) 2 (8 (9
Liver white patch/zone 0 (0 0 (0 1 (4 0
red zone 0 (0 2 (7 0 (0 (26)
nodule 8 (31) 8 (30 7 (28) (9
cyst 0 (” 1 (4 0 (0 (0
pancreas nodule 1 (4 0 (0 0 (0 (9
Kidney atrophic 0w 0 €0 : 1 (49 o0
red zone 0 (0 1 (48 0 (0 0
oyst 0 (0 1 (4 0 (0 (o0
rough 0 (0 1 (8 0 (0 o
hydronechrosis 0 (0 0 (0 1 (4 (9
pituitary enlarged (4 14 3 (12 (13)



STUDY NO. : 0163 GROSS FINDINGS (SUMMARY)

ANTHAL © MOUSE BDF1 SACRIFICED ANIMALS (105W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE ¢ 5
Group Name Cantrol 400 ppm 2000 ppm 10000 ppm
Organ__ Findings NO. of Animals 2 (%) 27 (%) 2% (%) 23 (%)
pituitary red zone 1 (4 1 (4 0 (0 0 (0
nodute 1 (D 0 (0 1 (4 3 (13
mass 0 (0 1 (4 0 ( 0) 0 (0
thyraid enlarged 0 (0 0 (0 (9 0 (0
ovary enlarged 0 (0 1 (4 0 (0 3 (13)
nodule 0 (0 0 (0 1 (4 1 (4
oyst 9 ( 35) 8 (22 4 (16) 1 (a9
deformed » 0 (0 0 (€0 1 (4 0 (o0
uterus nodule 2 (8 ' 2 (7N 0 (0 5 (22)
vagina nodule . 0 (0 0 (0 1 (4 0 (0
Harder gt enlarged 0 (0 0 (0 0 (0 1 (8
nodule 0 C 0 3 (1Y 1 (9 0 (0
bone nodule 0 (0 1 (4 0 (0 0 (0
mediastinum nadule 0 (0 2 (D 0 (0 0 (0
retroperit cyst 0 (0 ¢ (0 1 (4 0 (0
abdominal ¢ ascites 1 (9 2 (" 4 (18) 1 (49
adipose nodule 0 (0 1 (48 0 (0 0 (0
tharacic ca pleural fluid 1 (8 3 (11 1 (4 0 (0
other Upper jawinadule 0 (0 0 (0 0 (0 1 (4
lower jaw:nodule 0 (0 0 (0 0 (0 2 (9

(1IPT080) BAIS2



APPENDIX K 2

ORGAN WEIGHT, RELATIVE : SUMMARY, RAT : FEMALE

(2-YEAR STUDY)



STUDY NO. : 0162

ANTHAL ¢ RAT F344

REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)
SURVIVAL ANINALS (105)

SEX : FEMALE
UNIT: % PAGE ¢+ 3
Group Name NO. of Body Weight ADRENALS OVARIES HEART LUNGS KIDNEYS
inimals (g)
Control 41 288+ 40 0.0294 0.007 0,064+ 0,084 0.326+ 0,061 0.381£ 0,078 0,683+ 0,120
400 ppm 40 298+ 37 0.028+ 0,007 0.053+% 0,044 0.320+ 0,038 0.381+% 0,093 0.671% 0.109
2000 ppm 41 300+ 34 0.027+ 0.007 0.048+ 0,024 0,323+ 0,045 0.363% 0.041 0.669% 0,104
10000 ppm 37 284+ 50 0.301% 1.564 0.055% 0.060 0.335% 0.070 0.387+ 0.124 0.736% 0.155
Significant difference i * 1 P = 0,05 ** 3 P = 0,01 Test of Dunnett

(licLo42)

BAIS2



STUDY NO. : 0162 ORGAN WEIGHT:RELATIVE (SUMMARY)

ANTHAL t RAT F344 SURVIVAL ANINALS (105)
REPORT TYPE : Al
SEX : FEMALE
UNIT: % PAGE ¢+ 4
Group Name NO. of SPLIEN LIVER BRAIN
Animals
Control 41 0.528+% 1.237 2,736+ 0.559 0.637% 0,090
400 ppm 40 0.211+ 0.079 2.562+ 0.303 0.633+ 0.080
2000 ppm 41 0.257+ 0.221 2.581% 0.376 0.632L 0.077
10000 ppm 37 0.246:£ 0,183 2,689+ 0.583 0.670 0,095
Significant difference ; ¥ 1P = 0,00 % P = 0.01 Test of Dumnett

(lCL042) BAIS2



APPENDIX K 3

ORGAN WEIGHT, RELATIVE : SUMMARY, MOSUE @ MALE

(2-YEAR STUDY)



STUDY NO. : 0163

ANIMAL : MOUSE BDF1

REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)
SURVIVAL ANIMALS (105)

SEX : MALE
UNIT: % PAGE : 1
Group Name NO. of Body Weight ADRENALS TESTES HEART LUNGS KIDNEYS
Animals (g)
Control 35 47.5+ 5.7 0.035% 0.011 0.458+ 0,069 0,473k 0,074 0.506+ 0.121 1.394:+ 0.231
400 ppm 42 44,8+ 7.4 0.037£ 0.012 0,487% 0.095 0.518% 0.096 0,537+ 0.185 1.632+ 0.354
2000 ppm 38 46.4% 6.9 0.1154& 0.498 0.490+% 0.096 0,499+ 0.090 0.509:+ 0.125 1.511% 0,302
10000 ppm 33 33.2% 6.7%x 0.042+ 0.014 0.669:k 0.150%x 0,582 0.077+x 0.664+ 0,220%x 1.7394 0.166%x
Significant difference P = 0.05 ¥ : P S 0.01 Test of Dunnett

(licLo42)

BAIS 2



STUDY NO. : 0163

ORGAN WEIGHT:RELATIVE (SUMMARY)

ANTHAL : MOUSE BDF1 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX : HALE
UNIT: % PAGE ¢+ 2
Group Name NO. of SPLEEN LIVER BRAIN
Animals
Control 35 0.228+ 0.216 3.745+ 1,671 0,963+ 0.143
400 ppm 42 0.322+ 0.441 4,374+ 3.508 1.033% 0.195
2000 ppm 38 0.305+ 0.396 4,209+ 1.797 0.992+ 0.168
10000 ppm 33 0,275+ 0,369 4,253+ 1,622%x 1,385k 0.266%x
Significant difference ; * 1P = 0,05 ** 1 P £ 0,01 Test of Dunnett

(HCLO42)

BAIS2



APPENDIX K 1

ORGAN WEIGHT, RELATIVE : SUMMARY, RAT : MALE

(2-YEAR STUDY)



STUDY NO, © 0162 ORGAN WEIGHT:RELATIVE (SUNMARY)

ANTMAL ¢ RAT F344 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX : MALE
UNIT: % PAGE @ 1
Group Name NO. of Body Weight ADRENALS TESTES HEART LUNGS KIDNEYS
Animals (g)
Control 44 424+ 53 0.022+ 0.006 0.894+ 0.355 0,285+ 0.043 0.358+ 0.086 0,717+ 0.184
400 ppm 40 424+ 44 0.021% 0.004 0.860L 0.287 0.300+ 0.036 0.359% 0.058 0,760+ 0.166
2000 ppm 36 433+ 40 0.020% 0.004 0.806% 0.302 0.285% 0.041 0.3621 0.095 0.680% 0.103
10000 ppm 39 397+ 34xx 0.022% 0.005 0.944% 0,324 0.302+ 0.032 0.366+ 0.066 0.693% 0.071
Significant difference ; ¥ I P = 0.0 ¥ 1 P S 0,01 Test of Dunnett

(HCLO42) BAIS2



STUDY NO. : 0162 ORGAN WEIGHT:RELATIVE (SUNMARY)

ANTMAL : RAT F344 SURVIVAL ANIMALS (105)
REPORT TYPE : Al
SEX : MALE
UNIT: % PAGE ¢ 2
Group Name NO. of SPLEEN LIVER BRAIN
Animals
Control 44 0.272% 0.087 3.033% 0.444 0,486 0.057
400 ppm 40 0.308+ 0.224 3.225% 0,627 0.486% 0.057
2000 ppm 36 0.340+ 0.305 2.955+ 0,470 0.470% 0.051
10000 ppm 39 0,288+ 0.145 2.896+% 0.404 0.512% 0,047
Significant difference ¥ ! P = 0,05 ** ;P = 0,01 Test of Dumnett
(HCLo42)

BAIS2



APPENDIX K 4

ORGAN WEIGHT, RELATIVE : SUMMARY, MOSUE : FEMALE

(2-YEAR STUDY)



STUDY NO. : 0163
ANTHAL ¢ HOUSE BDF1
REPORT TYPE : M

ORGAN WEIGHT:RELATIVE (SUNMARY)
SURVIVAL ANIMALS (105)

SEX : FEMALE
UNIT: % PAGE ¢ 3
Group Name NO. of Body Weight ADRENALS OVARIES HEART LUNGS KIDNEYS
Animals (g)
Control 26 31.9+ 4.3 0,049+ 0.012 0.312+ 0,470 0.561% 0.115 0.652% 0,120 1.428% 0,267
400 ppm 27 32.1+ 3.4 0,055+ 0.014 0,279+ 0,530 0.573+ 0.109 0.695+ 0,173 1.424+ 0.231
2000 ppm 25 33,3+ 5.8 0.051+ 0.018 0,189+ 0,141 0.5649+ 0.134 0.695+ 0,225 1,427+ 0.307
10000 ppm 23 26.2% 4.3 0.055+ 0.013 0,510+ 1.375 0,627+ 0.097 0.865% 0.337%x 1.8064 0.441*x
Significant difference : ¥ 3 P < 0,05 *x : P £ 0,01 Test of Dunnett

(1cLoA2)

BAIS2



STUDY NO. : 0163

ORGAN WEIGHT:RELATIVE (SUNMARY)

ANTHAL © MOUSE BDF1 SURVIVAL ANIMALS (105)
REPORT TYPE @ Al
SEX : FEMALE
UNIT: % PAGE : 4
Group Name NO. of SPLIEEN LIVER BRAIN
Animals
Cantrol 26 0.608% 1.064 4.535% 1.028 1.534+ 0.259
400 ppm 27 0,747+ 1,019 4,780+ 1.390 1,489k 0.172
2000 ppm 25 0.799% 1.459 4,641 1.077 1.466% 0.248
10000 ppm 23 0.549+ 0.441 4.799% 0.876 1.888+ 0.509%x
Significant difference ; x 1 P = 0.05 *x ; P £ 0,01 Test of Durnett

(HCLO42)

BAIS2



