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APPENDIX C 1-1

CLINICAL OBSERVATION (THIRTEEN-WEEK STUDIES:SUMMARY)

RAT :MALE
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APPENDIX C 1-2

CLINICAL OBSERVATION (THIRTEEN-WEEK STUDIES:SUMMARY)

RAT: FEMALE
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STUDY NO. : 0055
ANTHAL * RAT F344
REPORT TYPE : A1 13

CLINICAL OBSERVATION (SUMMARY)

ALL ANTHMALS

SEX : FEMALE PAGE : 4
Clinical sion Group Name Administration Week-day
0-0 1-7 2-7 37 4-7 5-7 6-7 7-7 8-7 9-7 10-7 11-7 12-7 13-7
1 1 1 1 1 1 1 1 1 1 1 1 1 1
EYE HEMORRHAGIC DISCHA Control 0 0 0 0 0 0 0 0 0 1 0 0 0 0
20 ppm 0 0 0 0 0 0 0 0 0 Q 0 0 0 0
40 ppm 0 0 0 0 ¢ 0 0 0 0 0 0 0 0 1
80  pem 0 0 0 0 ¢ 0 0 0 0 0 ¢ 0 0 1
160 ppm 0 0 0 Q 0 0 0 0 0 0 0 0 0 0
320  ppm 0 - - - - - - - - - - - - -
SORE QOF SOLE Control 0 0 0 0 0 0 0 0 0 0 0 0 1 2
20 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 1
40 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
80 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
160 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
320 pem 0 - - - - - - - - - - - - -
NOSE HEMORRHAGIC DISCHA Control 0 0 0 0 0 0 0 0 ¢ 0 0 0 0 0
20 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
40 ppm 0 0 0 0 0 0 0 0 1 0 0 0 0 0
80  ppm 0 0 0 0 0 ¢ ] 0 0 0 0 0 0 0
160 ppm 0 0 0 0 ¢ 0 0 0 0 0 0 0 0 0
320 ppm 0 - - - - - - - - - - - - -
L.OOSE STOOL Controt 0 0 0 0 0 0 0 0 0 0 0 0 0 0
20 ppm 0 1 0 0 0 0 0 0 0 0 0 0 0 0
40 ppm 0 0 0 0 0 - 0 0 0 0 0 0 0 0 0
80 ppm 0 0 0 0 0 0 0 ¢ 0 0 0 0 0 0
160 ppm 0 0 0 0 0 0 0 0 ¢ 0 0 0 0 0
320 ppm 0 - - - - - - - ~ - - - - -

(HAN1SD)

BAIS2



APPENDIX C 1-3

CLINICAL OBSERVATION (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE:MALE
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APPENDIX C 1-4

CLINICAL OBSERVATION (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE:FEMALE



CLINICAL OBSERVATION (SUMMARY)

ALL ANIMALS

: 0056

STUDY NO.
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STUDY NO. : 0056
ANTHAL : MOUSE BDF1
REPORT TYPE : Al 13

SEX @ FEMALE

CLINICAL OBSERVATION (SUMMARY)
ALL ANIMALS

PAGE : 3
Clinical sign Group Name Administration Week—day
0-0 1-7 2-7 3-7 4-7 5-7 6-7 77 8-7 9-7 10-7 11-7 12-7 13-7
1 1 1 1 1 1 1 1 1 1 1 1 1 1
NOSE HEMORRHAGIC DISCHA Contral 0 0 0 0 0 0 0 0 0 0 0 0 0 0
10 ppm 0 0 0 ¢ 0 0 ¢ 0 0 0 0 0 0 0
20 pem 0 0 0 0 0 0 0 0 0 0 0 0 0 0
40 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
80  pem 0 0 0 0 0 0 0 0 0 0 0 0 0 0
160  ppm 0 0 1 0 0 0 0 0 0 0 0 0 0 0

(HAN190)

BAIS2



APPENDIX C 2-1

BODY WEIGHT CHANGES (THIRTEEN-WEEK STUDIES:SUMMARY)

RAT:MALE



STUDY NO, : 0055

BODY WEIGHT CHANGES (SUMMARY)

ANIHAL ¢ RAT F344 ALL ANIMALS

UNIT i g

REPORT TYPE : Al 13

SEX : FEMALE PAGE : 3

Group Name Administration week-day.

0-0 1-7 2-7 3-7 4-7 5-7 6-7
Cantrol 101+ 3 116 180+ 5 142+ 152 162 7 1704 6
20 pem 1014 3 116+ 181+ 5 141+ 153+ 161 10 170+ 11
40 ppm 101+ 4 1156% 1294 4 140% 149+ 1574 7 165k 7
80  ppm 1014 4 1174 134+ 7 145+ 154+ 165+ 12 174+ 12
160 ppm 101% 4 117+ 1294 6 142x 150+ 158+ 10 67+ 10
320 ppm 101+ 4 - - - - - -
Significant difference ; * 1 P = 0.05 % P < 0,01 Test of Dunnett
(HAN260)

BAIS2



STUDY NO. : 0055

BODY WEIGHT CHANGES (SUMMARY)

ANINAL : RAT F344 ALL ANIHALS

UNIT

REPORT TYPE : Al

SEX : FEMALE PAGE : 4

Group Name Administration week-day,

77 8-7 9-7 10-7 11-7 12-7 13-7
Control 1784 6 182+ 7 187+ 5 191%& 7 196 5 199+ 7 2054 8
20 ppm 175+ 11 182+ 9 187+ 11 191+ 11 197+ 13 202 12 206+ 14
40 ppm 171+ 8 177+ 8 180% 8 187% 8 188% 8 193 9 1%+ 10
80 pem 182x 16 183+ 18 192+ 16 200+ 17 201+ 17 208+ 19 211+ 20
160 ppm 174+ 12 180+ 13 186+ 13 190+ 13 1964+ 13 200 14 206 14
320 ppm - - - - - - -
Significant difference ; ¥ 1 P = 0.05 ** 1 P = 0,01 Test of Dumnett

(HAN280)

BAIS2



APPENDIX C 2-2

BODY WEIGHT CHANGES

(THIRTEEN-WEEK STUDIES:SUMMARY)

RAT: FEMALE



STUDY NO. : 0055

BODY WEIGHT CHANGES (SUMMARY)

ANTMAL ¢ RAT F344 ALL ANIMALS

UNIT g

REPORT TYPE : A1 13

SEX ¢ MALE PAGE ¢ 1

Group Name Administration week-day.

0-0 1-7 2-7 37 4-7 =7 6-7
Contral 18t 4 147+ 8 178+ 8 204t 11 227+ 13 247+ 15 262+ 15
20 ‘pem 118+ 4 147+ 8 178 13 206+ 16 229+ 18 249+ 22 266k 25
40 pem 18+ 4 145+ 6 177 8 206t 8 230 8 251+ 8§ 270f 8
80  ppm 118+ 4 146+ 5 181+ 6 210 7 235+ 7 258+ 8 217t 8
160 pem st 4 44t 8 176+ 11 204t 12 229+ 12 251+ 14 269 12
320 ppm 118 5 17+ 0 - - - - -
Significant difference i % : P = 0.05 ** 1P = 0.01 Test of Dumnett
(11AN260)

BAIS2



STUDY NO. : 0055

BODY WEIGHT CHANGES (SUMMARY)

ANIMAL © RAT F344 ALL ANINALS

UNIT P g

REPORT TYPE : Al 13

SEX + MALE PAGE : 2

Group Name Administration week-day

7-1 8-7 9-7 10-7 11-7 12~-7 13-7
Contral 280 17 294+ 17 305+ 18 313+ 18 325 18 334+ 18 343+ 20
20 ppm 282+ 26 299+ 27 313 29 323+ 29 331+ 31 Al 29 3Bl 29
40 ppm 286+ g 301+ 10 316k ] 327% g 334+ 9 343% 9 31k 10
80  ppm 293+ 8 308+ 9 322+ 10 332+ 11 341+ 11 349% 11 355+ 12
160 ppm 286+ 13 302 12 317+ 12 328+ 13 337+ 18 47+ 13 397+ 12
320 ppm - - - - - - -
Significant difference ¢ P=0.05 xx 1 P £ 0,01 Test of Dunnett

(HAN260)

BAIS2



APPENDIX C 2-3

BODY WEIGHT CHANGES (THIRTEEN-WEEK STUDIES: SUMMARY)

MOUSE : MALE



STUDY NO. : 0056

BODY WEIGHT CHANGES (SUMMARY)

ANINAL ¢ HOUSE BDF1 ALL ANTMALS

UNIT :

REPORT TYPE : Al

SEX : MALE PAGE : 1

Group Name Administration week-day

0-0 1-7 2-7 3-7 4-7 57 6-7
Control 23.8% 1.0 25.0+ 0.9 26.2x 1.0 27.2+ 1.3 28.1% 1.6 28.71 1.6 29.8% 1.8
10 ppm 23.8% 0.9 25.1% 1.1 26,0 1.0 26.5+ 1.3 27.3x 1.3 27,9+ 1.6 28.0% 1.7
20 ppm 23.8+ 0.9 24.9+ 1.0 26,0+ 1.0 27.1+& 1.3 271.8% 1.4 28.5% 1.6 29,1+ 1.7
40 pem 23.8+ 0.9 24.8% 1.2 25.4+ 1.2 26.0+ 1.0 26.7% 1.2 27.4+ 1.0 28.3+ 1.1
80 ppm 23.8%+ 0.9 24,7+ 0.8 26,4+ 0.8 26.4%+ 1,2 27.2+ 1.3 28.0% 1.5 28,6+ 1.6
160 ppm 23.8% 0.9 24.1%+ 1.1 25.1x 1.1 26.2+ 1.4 26.9+ 1.3 27.6% 1.5 28,1 1.6
Significant difference ; * 1 P = 0.05 P =001 Test of Dunett

(HAN260)

BAIS2




STUDY NO. : 0056 BODY WEIGHT CHANGES (SUMHARY)

ANIMAL + MOUSE BDF1 ALL ANIMALS

UNIT g

REPORT TYPE : Al 13

SEX : MALE PAGE : 2

Group Name Administration week-day

-7 8-7 9-7 10-7 11-7 12-7 13-7
Cantrol 30,7+ 2,3 31.6& 2.2 32.2& 2.4 33.1+ 2.4 34,0+ 2.3 3.2+ 2.6 35,2+ 3.0
10 ppm 28.4% 1.9 30.3+ 1.6 30.84+ 1.8 31,71 2.1 32.6+ 2.4 34.0% 2.5 33.5% 2.4
20 pom 30,1+ 1.9 31.3+ 2.2 31.8% 2.4 32.9% 2.5 33.4+ 2.8 34.7+ 2.9 34,7+ 2.8
40 pem 28,4 1.6 29.7 1.8 29.8+ 1.7x 30.5& 2.0% 31.2+ 2.3 32.2+ 2.4¢ 31,94+ 2.7x
80  ppm 29.1+ 1.8 30.5& 2.0 30.6+ 2.0 31.3% 2.0 3.8+ 2.1 32.8% 2.4 32.1% 2.4
160  ppm 28,54+ 1.5 28.9x 1.8 29.8+ 1.7% 30.7+ 1.8 31.4% 2.4 32,0+ 2.5% 31.6% 3.0%
Significant difference * 1P = 0.05 ¥x ¢ P < 0.01 Test of Dunnett
(HAN260)

BAIS2



APPENDIX C 2-—4

BODY WEIGHT CHANGES (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE: FEMALE



STUDY NO. : 0056

BODY WEIGHT CHANGES (SUMMARY)

ANTYAL : MOUSE BDF1 ALL ANIMALS

UNIT g

REPORT TYPE : Al 13

SEX : FEMALE PAGE : 3

Group Name Administration week-day,

0-0 1-7 2-7 37 4-7 5-7 6-7
Cantrol 18.94+ 0.6 20.0% 0.7 20.3+& 0.3 21.5% 0.6 22.0x 1.0 22.8% 1.1 23.5+ 1.0
10 pom 18.8+ 0.8 19.8+ 1.1 20.9+ 1.2 21.34+ 0.9 22.5+ 1.2 22.4+ 1.0 23.7+ 1.5
20 ppm 18.9+ 0.7 20,0+ 0.7 20,9 0.7 21.1% 0.8 22.4% 0.9 22.7% 0.8 23.4%+ 0.8
40 ppm 18.9+ 0.7 19.9+ 0.8 20.6+ 0.7 21.14+ 0.6 22,1+ 1.0 22.3+ 0.5 23.3% 0.8
80  ppm 18.8% 0.7 18.6t 0.4 20.1% 0.8 20.64+ 0.6 21.64+ 0.8 22,5 0.9 22.84 0.8
160 ppm 18.9+ 0.7 189.6%+ 0.5 20.2+ 2.3 21.9+ 1.0 22.2+ 0.8 23.1%+ 0.7 23.0%& 0.8
Significant difference *: P 5 0.05 ¥ 1 P = 0,01 Test of Dunnett
(HAN260)

BAIS 2



STUDY NO. : 0056

BODY WEIGHT CHANGES (SUMMARY)

ANTHAL : MOUSE BDF1 ALL ANIMALS

UNIT P g

REPORT TYPE : A1 13

SEX : FEMALE PAGE : 4

Group Name Administration week-day,

7-7 8-7 9-7 10-7 11-7 12-7 13-7
Control 23.8+ 0.6 24.1% 1.2 24,3+ 1.4 25.0+ 1.4 25.6+ 1.5 26.64 1.6 25.9%+ 1.9
10 pem 24,2+ 1.2 24.83+ 1.6 24,5+ 1.8 25.4+ 2.0 26,04+ 2.0 28.6+ 1.7 25,7+ 2.0
20 ppm 23.7 0.7 24,5+ 1.1 24,0+ 1.1 24,6+ 0.9 24,8+ 0.8 25,7+ 1.1 25.24+ 1.3
40 ppm 23.7+ 1.1 24,4+ 1.1 2.2 1.0 24.1% 0.8 25,6+ 1.1 25.3%+ 1.0 24.6x 1.2
80  ppm 23.5+ 1.0 24.3% 1.1 24.4+ 1.7 24.6+ 1.1 25.04& 0.8 25.24¢ 1.3 24,1+ 0.9%
160 ppm 23.9+ 0.5 24.24+ 0.8 24.6% 0.5 28,7+ 0.6 25.3% 1.1% 25.9% 1.2%x 24.7% 0.8x%x
Significant difference ; * 1P = 0.05 #x 1 P = 0,01 Test of Dunnett

(HAN260)

BAIS2



APPENDIX C 3-1

FOOD CONSUMPTION CHANGES (THIRTEEN-WEEK STUDIES: SUMMARY)

RAT:MALE



STUDY NO. : 0035

FOOD CONSUMPTION CHANGES (SUMMARY)

ANIMAL ¢ RAT F344 ALL ANIMALS

UNIT :

REPORT TYPE : Al 13

SEX  MALE PAGE : 1

Group Name Administration week-day{effective)

1-7(7) 2-7(7) 3-7(7) 4-7(7) 5-7(7) 6-7(7) 7-7(T)
Control 14.1 0.7 16.3+ 1.3 17.0+ 1.8 17.4% 1.9 17.3+ 1.6 17.14+ 1.2 17.3+ 1.2
20 ppm 14.7+ 1.1 6.4+ 1.5 17.1 2.0 17,4+ 2.1 17.0+£ 2.1 17.3% 2.1 17.4+ 1.9
40 ppm 14,8+ 1.1 6.7+ 1.5 17,2+ 1.1 17,9+ 1.5 17.8+ 1.3 18.1+ 1.1 18.0+ 1.3
80  ppm 15.24+ 1.1 16.8+ 1.1 18.2+ 1.5 18.6% 1.6 18,7+ 1.2 18,8+ 1.2x 8.1+ 1.1
160 ppm 15.0+ 0.9 17.5L£ 0.9 18.4% 1.2 18.4+ 1.2 18,14+ 0.8x 19.44  1.0%x 18.6 1.5
320 ppm 10.6%+ 0.0 - - - - - -
Significant difference *x 1 P = 0.05 *x 1 P < 0,01 Test of Dunnett

(1AN260)

BAIS2



%

STUDY NO. : 0055
ANTHAL © RAT F344
UNIT ‘g
REPORT TYPE : A1 13

CSEX : MALE

FOOD CONSUMPTION CHIANGES (SUMMARY)
ALL ANIMALS

PAGE + 2
Graup Name Administration wesk-day(effective)

8-7(7) 9-7(7) 10-7(7) 11-7(7) 12-7(7) 13-7(7)
Control 17.3% 1.3 6.9+ 1.1 7.8t 1.3 16.8% 1.1 6.6 1.3 7.2 1.4
20 pem 7.6 1.9 17.22 1.8 17.6+ 1.8 7.2+ 1.6 7.1 1.4 17.3% 1.5
40 ppm 18.2+ 1.3 18.0£ 1.2 18.1f 1.0 17.2£ 1.0 17.1£ 0.6 7.1 1.1
80  ppm 18.0% 0.9 17.9% 1.1 17.9% 1.2 17.0x 0.9 17.3% 1.1 16.8% 0.9
160 ppm 18.5+ 1.5 8.5+ 1.3 18.9+ 1.5 18.1% 1.2 17.8% 0.8 17.8+ 0.9
320 ppm - - - - - -

Significant difference : *x 3 P = 0.05 ** 1 P = 0.01 Test of Dunnett

(HAN260)

BAIS2



APPENDIX C 3-2

FOOD CONSUMPTION CHANGES (THIRTEEN-WEEK STUDIES:SUMMARY)

RAT:FEMALE



STUDY NO. : 0055
ANTHAL : RAT F344

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANIMALS

UNIT g

REPORT TYPE : A1 13

SEX : FEMALE PAGE : 3

Group Name Administration week-day(effective)

1=7(7) 2-7(7) 3-7(7) 4-7(7) 5-7(7) 6-7(7) 7-7(7)
Control 12.3% 0.7 12.3t 0.5 12,2+ 0.7 11.9+ 0.8 1.7 0.9 11.6x 0.6 12.0% 0.6
20 ppm 12.0+& 1.1 12.2% 0.8 12.24+ 1.1 11.8+ 0.8 11.5+ 1.0 11.8+ 0.9 11.3% 1.0
40 pom 12,24+ 1.0 12,44+ 1.3 12.2+ 0.8 1.8+ 0.7 1.4+ 0.9 11.6% 0.8 11.4% 1.0
80  ppm 12,24+ 0.8 12.4+ 0.9 12.6+ 1.8 12.3+ 1.1 12.3+ 1.6 12.5+ 1.4 12.5+ 1.8
180  ppm 12,1+ 1.2 11,8+ 1.2 12.2+ 1.2 1.6+ 1.3 11.5% 1.2 11.5+ 1.4 12,1 1.5
326 pem - - - - - - -
Significant difference ¥ 1P = 0.05 > 1 P S 0.01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0055 FOOD CONSUMPTION CHANGES (SUMMARY)

ANINAL ¢ RAT F344 ALL ANIMALS

UNIT g

REPORT TYPE : A1 13

SEX : FEMALE PAGE : 4

Group Name Administration week-day(effective)

8-7(7) g-7(7) 10-7(7) 11-7(7) 12-7(7) 13-7(7)

Control 11.3+ 0.5 11.5+ 0.9 1.0+ 0.7 11.6£ 0.7 11.4+ 0.6 11.8% 0.8
20 ppm 11,1+ 0.8 11.5+& 1.3 11.4+ 0.9 1144 1.1 11.9+ 1.1 11.54& 1.5
40 ppm 1.3+ 0.9 11.0£ 0.6 11.6+ 0.9 10.8+ 0.6 11.0x 0.9 1.1+ 0.8
80  ppm 2.6+ 1.7 12.0+ 1.6 12,3 1.4 11.7£ 1.4 12,1+ 1.8 12.4f 1.4
160 ppm 11.5+ 1.5 12.0+ 1.1 11.6% 1.0 2.2+ 1.1 11.6% 1.4 12.4% 1.2
320 pem - - - ~ - -
Significant difference ; * 1 P = 0.0 ¥ : P = 0.01 Test of Dunnett

(11AN260)

BAIS2



APPENDIX C 3-3

FOOD CONSUMPTION CHANGES (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE :MALE



STUDY NO. : 0056 FOOD CONSUMPTION CHANGES (SUMMARY)

ANIMAL : MOUSE BDF1 ALL ANTMALS

UNIT g

REPORT TYPE : Al 13

SEX ¢ MALE PAGE : 1

Group Name Administration week-day(effective)

1-7(7) 2-7(7) 3-7(7) 4~7(7) 5-7(7) 6-7(7) 7-7(7)

Conmtrol 4.3+ 0.3 4.2+ 0.3 4.3+ 0.3 4.0£ 0.3 4.0% 0.3 4.2 0.3 4.1+ 0.4
10 ppm 4.2+ 0.3 4.1+ 0.4 4.1+ 0.3 3.8+ 0.3 4.0+ 0.3 4.1+ 0.3 4.0+ 0.3
20 ppm 4.2+ 0.2 4.2 0.2 4.3+ 0.2 4.0+ 0.3 4.1+ 0.2 4.1+& 0.3 4.2% 0.3
40 ppm 4.3+ 0.4 4.1 0.2 4.4+ 0.3 4.1+ 0.3 4,2+ 0.2 4.3+ 0.3 4.0+ 0.3
80  ppm 4.2+ 0.3 4.1+ 0.3 4.2+ 0.3 3.9+ 0.3 4.1+ 0.4 4.1+ 0.4 4.1 0.4
160 ppm 4,0+ 0.3 4.4+ 0.4 4.5+ 0.4 4.1+ 0.4 4.3% 0.4 4.5+ 0.5 4.4+ 0.7
Significant difference ¥ 1 P = 0.0 xx 1 P = 0.01 Test of Dunnett

(HAN260)

BAIS2




STUDY NO.

© 0056

FOOD CONSUMPTION CHANGES (SUMMARY)

ANIMAL + MOUSE BDF1 ALL ANIHALS

UNIT :

REPORT TYPE : Al

SEX : MALE PAGE : 2

Group Name Administration week-day(effectiuve)

8-7(7) 8-7(7) 10-7(7) 11-7(7) 12-7(7) 13-7(7)
Control 4.1% 0.3 4,2 0.3 4.2+ 0.3 4.3+ 0.3 4.4+ 0.3 4.4+ 0.2
10 ppm 4.0+ 0.3 4,24+ 0.4 4.1+ 0.4 4,24 0.3 4,24 0.4 4,44 0.4
20 ppm 4.3+ 0.3 4.3+ 0.3 4.3+ 0.2 4.3+ 0.2 4.4 0.3 4,5+ 0.3
40 ppm 4.1+ 0.2 4.2+ 0.3 4.2+ 0.3 4.2+ 0.3 4.2+ 0.2 4.5+ 0.4
80 ppm 4.1+ 0.3 4,0+ 0.2 4.1+ 0.2 4.1+ 0.2 4.3+ 0.4 4.3+ 0.4
180 ppm 4.5+ 0.6 4.4+ 0.5 4.5 0.5 4.6 0.5 4.5 0.5 4.6+ 0.6
Significant difference * i P = 0.06 # 1 P S 0,01 Test of Dunnett

(HAN260)

BAIS2



APPENDIX C 3-—4

FOOD CONSUMPTION CHANGES (THIRTEEN-WEEK STUDIES: SUMMARY)

MOUSE : FEMALE



STUDY NO. : 0056 FOOD CONSUMPTION CHANGES (SUMMARY)

ANTMAL © MOUSE BDF1 ALL ANIMALS

UNIT i g

REPORT TYPE : Al 13

SEX & FEMALE PAGE : 3

Group Name Administration week-day(effective)

1-7(7) 2-7(7) 3-7(7) 4-7(7) 5-7(7) 8-7(7) 7-7(7)

Control 3.6+ 0.3 3.7 0.2 3.9+ 0.2 3.8+ 0.2 3.8 0.3 4.0+ 0.2 3.9+ 0.3
10 pem 3.5 0.4 3.7 0.3 3.7+t 0.3 3.9+ 0.3 3.9+ 0.2 4.1+ 0.2 3.9+ 0.3
20 ppm 3.6+ 0.2 3.8 0.2 3.8% 0.2 3.84 0.2 3.9+ 0.2 3.9 0.2 4.1+ 0.3
40 ppm 3.4+ 0.4 3.5+ 0.3 3.84 0.3 3.8 0.3 3.8k 0.2 4.0+ 0.3 4.0 0.3
80  ppm 3.4Lf 0.3 3.5+ 0.2 3.9+ 0.3 3.7 0.2 3.9+ 0.3 3.8+ 0.3 3.9 0.2
160 ppm 3.4% 0.2 3.5 0.5 4.1+ 0.2 3.9t 0.2 4.1 0.2 4.2+ 0.2 4.3+ 0.3
Significant difference ; * 1 P S 0.05 *¢ 1 P = 0,01 Test of Dunnett

(HAN260)

BAIS2



STUDY NO. : 0056
ANTHAL : MOUSE BDF1

FOOD CONSUMPTION CHANGES (SUMMARY)
ALL ANIMALS

UNIT T g

REPORT TYPE : Al 13

SEX : FEMALE PAGE : 4

Group Name Administration week-day(effective)

8-7(7) 9-7(7) 10-7(7) 11-7(7) 12-7(7) 13-7(7)
Control 4.0+ 0.2 4.0 0.2 4.0+ 0.2 4,2+ 0.3 4.2+ 0.8 4.2+ 0.3
10 ppm 4,2+ 0.2 4,1 0.2 4,1+ 0.2 4.2+ 0.3 4.3% 0.3 4.3+ 0.5
20 pem 4.1+ 0.2 4.2+ 0.3 4,2+ 0.3 4,2+ 0.3 4,2 0.2 4.4+ 0.5
40  pom 4.0£ 0.2 4.1+ 0.3 4.1% 0.4 4.2+ 0.4 4.1+ 0.3 4,3 0.4
80  ppm 4.0+ 0.2 4,0 0.3 3.9 0.4 3.8 0.2 4.2+ 0.4 4.0 0.3
160 ppm 4,4 0.2 4,5&£ 0.2 4.6 0.4 4.6+ 0.2 4.3+ 0.4% 4.5 0.3
Significant difference ; * 1 P = 0.05 x* ¢ P = 0.01 Test of Dunnett

(HAN260)

BAIS2



APPENDIX C 4-1

HEMATOLOGY (THIRTEEN-~WEEK STUDIES:SUMMARY)

RAT . MALE




STUDY NO. : 0055
¢ RAT F344
REPORT TYPE : Al

ANIMAL

HEMATOLOGY (1) (SUMMARY)
SURVIVAL ANTMALS ( 13)

SEX : MALE PAGE : 1
Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT HCY PLATELET
inimals 108/n2 g/df? % fe 10%/18

Control 10 9.83% 0.26 16.4% 0.2 44,7+ 1.0 45.4+ 0.7 770+ 61

20 pem 10 8.7t  0.30 18.4% 0.4 44,3k 1.6 45.4% 0.8 743+ 32

40 ppm 10 9.73%  0.25 16.4% 0.4 44,2+ 0.8 45.4% 0.5 738+ 55

80  pom 10 9.704 0.23 16.3% 0.3 43.8% 1.1 45.2% 0.7 7434 17

160 ppm 10 9.754+  0.18 16,2+ 0.2 43.7+ 0.8 44.8% 0.5 748+ 37

320 ppm 00 - - - - -

Significant difference : % : P £ 0.05 ¥ 1 P = 0.01 Test of Dunnett

(HCLO70)

BAIS2



STUDY NO. : 0055

HEMATOLOGY (2) (SUMMARY)

ANTHAL : RAT F344 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : MALE PAGE ¢ 1

Group Name NO. of WBC Differential WBC (%)

Animals 103/18 N-BAND N-SEG EOSINO BASO HONO LYNPHO OTHER
Control 10 4.144& 0.88 0 0 18+ 4 iE 1 0t 3+ 7% 0t
20 ppm 10 4.184 1.02 0t 0 18+ 5 2% 1 0t 34 6% 0t
40 ppm 10 4.33 1,80 0t 0 20% 6 1+ 1 0t 3+ 76+ 0%
80  ppm 10 4,01+ 0.55 0k 0 194 3 1t 1 0+ 4+ 76+ 0+
160 ppm 10 5.60+ 3.36 0k 0 19+ 5 1+ 1 0+ 3+ 76+ 0t
320 ppm 00 - - - - - - - _
Significant difference ; PP = 0.05 * 1 P = 0,01 Test of Dunnett

(JCL71A)

BAIS2



APPENDIX C 4-2

HEMATOLOGY (THIRTEEN-WEEK STUDIES:SUMMARY)

RAT: FEMALE



i

STUDY NO. : 0055

HEMATOLOGY (1) (SUMMARY)

ANTMAL + RAT F344 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : FEMALE PAGE : 2

Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT MCv PLATELET

Animals 108/ u2 g/ de % £ 103/
Cantrol 10 8.85+ 0.25 6.4+ 0.4 43,7+ 1.5 43.3% 0.6 796+ 51
20 ppm 10 8.94+ 0.28 16.6%& 0.5 44.0% 1.3 49.2% 0.6 801+ 33
40 ppm 10 8.93% 0.18 16.6% 0.4 4.1+ 0.9 48.4% 0.6 802+ 83
80  ppm 10 8.86t 0.26 6.2+ 0.4 43.4% 1.4 48.9% 0.8 7724 35
160 ppm 10 8.96+ 0.24 16.3+ 0.3 43,8+ 1.3 48,9+ 0.3 792k 51
320 ppm 00 - - - - -
Significant difference ;7 * : P £ 0.05 * 1 P £ 0.01 Test of Dunnett

(HCLO70)

BAIS2



STUDY NO. : 0055 HEMATOLOGY (2) (SUMMARY)

ANINAL : RAT F344 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX & FEMALE PAGE ¢ 2

Graup Name NO. of WBC Differential WBC (%)

Animals 103/ N-BAND N-SEG EOSINO BASO HONO LYHPHO OTHER
Control 10 3.29+ 0.82 0+ 0 18+ 4 1* 1 0 0 3+ 1 78+ 5 [ 0
20 pom 10 3.3%+ 1.03 0+ 0 18+ 4 14& 1 0t 0 4+ 1 T6£ 6 0t 0
40 ppm 10 2.9%5x 1.14 04 0 19+ 8 1x 1 0% 0 4+ 1 76+ g 0x 0
30  ppm 10 2.54%  0.58 0 0 17+ 3 2t 1 0x 0 44 1 78+ 4 (14 0
160 ppm 10 2.974+ 1.43 0% 0 19+ 4 2% 1 0% 0 4+ 2 76+ 4 0t 0
320 ppm 00 - - - - - - - -
Significant difference ; *: P = 0.0 *¢ ¢ P = 0.01 Test of Dunnett
(JCL71A)

BAIS2



APPENDIX C 4-3

HEMATOLOGY (THIRTEEN-WEEK STUDIES: SUMMARY)

MOUSE:MALE



STUDY NO. : 0056

HEMATOLOGY (1) (SUMMARY)

ANTHAL ¢ MOUSE BDF1 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX & MALE PAGE : 1

Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT HCY PLATELET

Animals 108/ u8 g/de % 2 103/ e
Control 10 11,07+ 0.40 16.4% 0.5 45.8% 1.7 41.3% 0.3 1305+& 88
10 ppm 08 10.88+ 0.26 15.14 0.3 44,7+ 1.1 41.1k 0.5 1310t 66
20 ppm 08 10.83+  0.33 14.8% 0.4 44,2+ 1.3 40.8+ 0.8 1316+% 144
40  ppm 10 10,556  0.30%x 14,7+ 0.5%x 43.5% 1.6% 41.2% 0.5 1271k 112
80 ppm 08 10.554%  0.13%x 14.6+ 0.1% 43.6+ 0.4% 41,3k 0.6 1354+ 80
160 ppm 10 10,20 0.41%x 14.2% 0.5%x 42.6+% 1.8%x 41.7% 0.4 1266+ 109
Significant difference ;5 * : P & 0.05 ** 1 P = 0,01 Test of Dumnett

(HCLOT0)

BAIS2



STUDY NO. : 0056 HEMATOLOGY (2) (SUMMARY)

ANIMAL : MOUSE BDF1 SURVIVAL ANIMALS ( 13)

REPORT TYPE @ Al

SEX & MALE PAGE : 1

Group Name NO. of WBC Differential WBC (%)

Animals 103/p4 N-BAND N-SEG EOSING BASO MONO LYMPHO OTHER
Cantrol 10 1.92+ 0.98 0+ 0 4% 3 1+ 1 0% 0 2+ 1 84+ 3 0% 0
10 ppm 08 1.74&  1.05 0% 0 14+ 4 1+ 0 0% 0 2+ 1 82+ 4 0 0
20 ppm 09 .72  0.99 0% 0 14t 3 1+ 1 0% 0 2% 1 83+ 4 0% 0
40 ppm 10 1,70&£  1.01 0% 0 15+ 4 1+ 1 0+ 0 2% 1 82+ 4 04 0
80 ppm 08 1.08%  0.35 0t 0 6% 2 £ 0 04 0 24 2 81k 3 0% 0
160 ppm 10 1.26%  0.40 0t 0 14+ 5 1+ 1 0 0 2+ 1 824 5 0t 0
Significant difference : ¥ 1 P = 0,05 ¥¥ 1 P = 0,01 Test of Dunnett
(JCL71A)

BAIS2



APPENDIX C 4-—4

HEMATOLOGY (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE:FEMALE



[

STUDY NO. : 0056 HEMATOLOGY (1) (SUMMARY)

ANIMAL ¢ MOUSE BDF1 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX i FEMALE PAGE ¢ 2

Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATCCRIT HCV PLATELET

Animals 108/ 14 g/ de % fe 103/ ue
Control 08 10,568t  0.28 15.0% 0.3 44,1+ 1.2 41.7+ 0.4 1157+ 103
10 ppm 10 10.49+  0.37 14,9+ 0.4 43.74 1.4 41.6+ 0.6 1169+ 59
20 ppm 10 10.63%  0.28 15.0% 0.4 44,5+ 1.2 41.8+ 0.2 1153% 88
40 ppm 10 10.67£  0.37 15,0+ 0.5 4.7+ 1.7 41.9% 0.4 1179% 78
80  ppm 10 10.54%  0.35 14,9+ 0.5 44,34+ 1.7 42.0% 0.5 1189+ 76
160 ppm 04 10.32&  0.09 14.7+ 0.3 43.5+ 0.7 42,14 0.4 1252+ 112
Significant difference ;+ * : P = 0.05 #% ¢ P = 0.01 Test of Dunnett

(HCLO70)

BAIS2



STUDY NO. : 0056 HEMATOLOGY (2) (SUMMARY)

ANTHAL : MOUSE BDF1 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX & FEMALE PAGE ¢+ 2

Group Name NO. of WBC Differential WBC (%)

Mnimals 103/14 N-BAND N-SEG EOSING BASO MONO LYMPHO OTHER
Control 09 1.561+  0.41 0+ 0 12% 2 14 1 0t 0 2t 1 85£ 3 0t 0
10 ppm 10 1.264+  0.40 0% V] 5% 6 1+ 1 0% 0 2% 1 821 6 0x 0
20 ppm 10 1.544+ 0.8 0 0 154 5 1+ 1 0k 0 21 1 82+ 5 0% 0
40 ppm 10 1,21+ 0.58 0t 0 15% 4 1+ 1 0t 0 2+ 1 81t 5 0% 0
80  ppm 10 1,16  0.58 0t 0 13+ 3 1+ 1 0x 0 3k 2 84+ 4 0% 0
160 ppm 04 0.80+ 0.32 0k 1 154+ 7 1+ 1 03 4 21 1 81+ 7 0+ 0
Significant difference *x 1 P S 0.05 » ! P = 0.01 Test of Dunnett
(JCL714)

BAIS2



APPENDIX C 5-—-1

BIOCHEMISTRY (THIRTEEN-WEEK STUDIES: SUMMARY)

RAT:MALE



STUDY NO. : 0055 BIOCHEMISTRY (SUMMARY)

ANTHAL © RAT F344 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : MALE PAGE : 1

Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE

Mnimals g/ de g/ de ng,/ d8 mg,/ d8 ng/ 4 ng,/ d4
Control 10 6.5 0.1 3.7+ 0.1 1.3+ 0.1 0.18%+ 0.02 187+ 15 504 3 116% 27
20 pem 10 6.5% 0.2 3.7 0.2 1.3 0.1 0.15%& 0.03 195+ 15 49+ 5 1104 40
40 ppm 10 6.7+ 0.1 3.7 0.1 1.3+ 0.1 0.16L£ 0.03 201k 12 50+ 4 1064 27
80  ppm 10 6.7% 0.2 3,74 0.1 1.3+ 0.1 0.14%  0.02 201+ 13 48+ 5 116+ 34
160 pem 10 6.7+ 0.2 3.7& 0.1 1.2+ 0.1 0.15+ 0.04 212+ 13 48+ 1 120 35
320 ppm 00 - - - - - - -
Significant difference ; * : P = 0.05 % 1 P £ 0.01 Test of Dunnett
(HCLO74)

BAIS2



STUDY NO. : 0055
ANIHAL * RAT F344
REPORT TYPE : Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS ( 13)

SEX : MALE - PAGE : 2
Group Name NO. of GOT GPT LDH ALP LAP CPK UREA NITROGEN
Animals 1U/¢ 1U/4 1u/¢ Iu/¢ 1U/¢ 1U/¢ mg,/ d4
Control 10 79+ 18 28k 5 201 79 254 % 20 53% 2 126 & 15 17.9% 1.5
20 ppm 10 84k 18 29+ 5 206+ 49 248+ 21 53% 1 123+ 17 17.9% 2.1
40 ppm 10 79+ 11 28% 4 186 % 41 244+ 18 53+ 1 118+ 16 17.5% 1.2
80  ppm 10 71x 5 27% 2 169& 30 250+ 18 53% 1 117 18 17.7% 1.4
160 pem 10 85+ 10 33+ 4 187% 32 253+ 17 54+ 1 118+ 18 17.4% 0.8
320 ppm 00 - - - - - - -
Significant difference 5 * : P = 0.05 ¥ 1 P = 0.01 Test of Dunnett
(HCLO74)

BAIS2



STUDY NO. : 0055 BIOCHEMISTRY (SUMMARY)

ANINAL ¢ RAT F344 SURVIVAL ANIMALS ( 13)
REPORT TYPE : Al
SEX : MALE PAGE : 3
Group Name NO. of CREATININE SODIUN POTASSIUM CHLORIDE CALCIUM INORGANIC PHOSPHORUS
Animals mg,/d2 mBq,/ ¢ mEq,/ ¢ mEq,/ ¢ mg,/d2 ng,/d4

Cantrol 10 0.5+ 0.1 142+ 1 3.1% 0.2 104+ 2 10.4+% 0.1 5.2% 0.6

20 ppm 10 0.5+ 0.1 141+ 1 3.2% 0.3 1054 2 10.4+ 0.1 5.4% 0.8

40 ppm 10 0.44+ 0.1 141+ 1 3.0+ 0.1 104+ 2 10.4% 0.2 5.1 0.7

80 ppm 10 0.4% 0.1 141+ 1 3.1% 0.1 105+ 2 10.5% 0.2 5.1% 0.6

160 ppm 10 0.5%& 0.1 141+% 1 3.0% 0.1 105% 1 10.54 0.2 5.24 0.7

320  pom 00 - - - ~ - -

Stgnificant difference 5 * : P = 0.05 %% 1 P S 0.01 Test of Dunnsett

(HCL074)

BAIS2



APPENDIX C 5-—2

BIOCHEMISTRY (THIRTEEN-WEEK STUDIES:SUMMARY)

RAT:FEMALE



STUDY NO. & 0055

BIOCHENISTRY (SUMMARY)

ANIMAL ¢ RAT F344 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : FEMALE PAGE : 4

Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL TRIGLYCERIDE

Animals g/de g/ mg,/de mg,/ de g,/ d4 18/ d4
Control 10 6.5% 0.3 3.6% 0.1 1.3+ 0.1 0.21+ 0.02 146% 20 80+ 48+ 9
20 ppm 10 6.5& 0.1 3.64 0.1 1.3+ 0.1 0.21% 0,04 147+ 10 78k 47+ 6
40 ppm 10 6.6+ 0.3 3.7t 0.1 1.3+ 0.1 0,20  0.03 1454 26 77+ 47+ 8
80 ppm 10 6.6% 0.2 3.7 0.1 1.3+ 0.1 0.20t 0.03 149+ 18 79+ 49+ 11
160 pem 10 6.6+ 0.1 3.7+ 0.1 1.3% 0.1 0.21&  0.02 144+ 14 78% 42+ 8
320 ppm 00 - - - - - - -
Significant difference ¢+ * : P = 0,05 ** 3 P = 0,01 Test of Dumnett

(HCLO74)

BAIS2



STUDY NO. : 0055
ANTMAL © RAT F344
REPORT TYPE : 41

BIOCHENISTRY (SUMMARY)
SURVIVAL ANINALS ( 13)

SEX : FEMALE PAGE : 5
Group Name NO. of GOT GPT LDH ALP LAP CPK UREA NITROGEN
Animals 1U/¢ 1u/¢ IU/¢ I1uU/¢ IU/¢ 1U/¢ ng,/ 8
Control 10 834+ 18 KL% 14 182+ 50 172+ 19 544 2 116+ 28 17.4% 2.5
20 pem 10 80k 31 33+ 15 1724 44 167+ 14 54+ 2 110£ 15 16.6% 2.2
40 ppm 10 84+ 32 32+ 19 183+ 65 164+ 14 54+ 1 113% 14 16.7% 1.8
80  ppm 10 79% 26 32+& 12 184 % 80 171% 20 53% 3 110% 22 17.2%+ 2.1
160 ppm 10 73k 12 28+ 7 181k 34 177 17 54% 3 111+ 9 17.0% 1.7
320 ppm 00 - - - - - - -
Significant difference 5 * : P = 0.05 ¥ 1 P = 0,01 Test of Dunnett
(HCLO74)

BAIS2



STUDY NO. : 0055 BICCHEMISTRY (SUMMARY)

ANTMAL : RAT F344 SURVIVAL ANIMALS ( 13)
REPORT TYPE : AL

SEX + FEMALE

PAGE ¢+ B
Group Name NO. of CREATININE SODIUY POTASSIUN CHLORIDE CALCIUN INORGANIC PHOSPHORUS
Animals mg,/ d4 mEq,/ ¢ mEq,/ ¢ mEq,/ ¢ mg,/ de ng,/ d2

Control 10 0.4% 0.1 140+ 2 3.2+ 0.5 1064 3 10,44 0.2 4.6k 1.0

20 ppm 10 0.4% 0.1 141 1 3.2% 0.2 108% 2 10.3% 0.2 4.5+ 1.0

40 ppm 10 0.4% 0.1 142+ 2 3.6 1.2 107 3 10.34% 0.4 4.6% 0.9

80  ppm 10 0.4+ 0.1 141+& 1 3.1+t 0.3 107+ 2 10.3% 0.2 4.5% 0.7

160 ppm 10 0.5% 0.1 141+ 1 3.0+ 0.2 108+ 1 10.3% 0.1 4,44 0.7

320 ppm 00 - - - - - _

Sionificant difference 5 * : P = 0.05 ¥ : P = 0.01 Test of Dunnett

(HCLO74)

BAIS2



APPENDIX C 5-3

BIOCHEMISTRY (THIRTEEN-WEEK STUDIES: SUMMARY)

MOUSE :MALE



STUDY NO. : 0056

ANTHAL ¢ NOUSE BDF1

REPORT TYPE : Al

BIOCHENTSTRY (SUMMARY)
SURVIVAL ANIMALS ( 13)

SEX @ MALE PACE : 1
Group Name NO. of TOTAL PROTEIN ALBUMIN 4/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL GOT
Animals g /de g /dt mg,/ 4 ng,/d8 ng,/d? Tu/¢

Control 10 5.2+ 0.2 3.0 0.1 1.4% 0.1 0.3t  0.04 204+ 34 87+ 7 40+ 3

10 ppm 10 5.2+ 0.2 3.0% 0.1 l.4x 0.1 0.31% 0.08 222% 33 88+ g 38+ 6

20 pem 08 5.2% 0.1 2.9% 0.1 1.3+ 0.1 0.27& 0,04 230t 25 881 6 3Bz 1

40 ppm 10 5.0k 0.2% 2.9% 0.1 1.4 0.1 0.2 0.04 205+ 45 80+ 11 3% 5

80 ppm 08 5.1k 0.1 2.9+ 0.1 1.4+ 0.1 0.29+  0.03 200+ 29 79+ 7 37E 7

160 ppm 10 5.0% 0.1 2.9x 0.1 1.4 0.1 0.27+ 0.04 196 % 46 79% 7 3Bk 3

Significant difference ;5 * : P = 0.05 *% 1 P = 0,01 Test of Dunnett

(HcLo74)

BAIS2



STUDY NO. : 0056 BIOCHEMISTRY (SUMKARY)

ANTHAL + NOUSE BDF1 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX & MALE PAGE : 2

Group Name NO. of GPT LDH ALP LAP UREA NITROGEN SODIUM POTASSIUM

Animals 1U/¢ Tu/s¢ 1U/¢ Iu/¢ ng,/ e mEq/ ¢ mEq,/ ¢
Control 10 10+ 1 294+ 87 143+ 7 42+ 2 28.24& 2.6 150+ 2 4.3+ 0.3
10 ppm 10 10+ 1 317+ 102 140+ 10 41+ 3 30.3% 5.1 150 2 4.1+ 0.4
20 ppm 09 9+ 1 275+ 48 143+ 5 43+ 2 30.8% 3.6 150+ 2 4,3+ 0.5
40 ppm 10 10x 2 296+ 97 142+ 6 41+ 2 29.74 6.7 148+ 2 4.0% 0.2
80  pem 08 9+ 2 331k 78 136 5 41+ 1 29.1% 2.9 150+ 2 4,1+ 0.3
160 ppm 10 9+ 1 2724+ 85 145£ g 39+ 2% 29.7+ 4.9 150+ 1 4,1+ 0.3
Significant difference ; * : P £ 0.05 * 1 P = 0.01 Test of Dumnett
(HCLOT4)

BAIS2



STUDY NO. : 0056
ANIMAL : MOUSE BDF1
REPORT TYPE : Al

BIOCHEMISTRY (SUMMARY)
SURVIVAL ANIMALS ( 13)

SEX : MALE PAGE : 3
Group Name NO. of CHLORIDE
Animals mEq,/ ¢
Control 10 120+ 2
10 ppem 10 120+ 2
20 ppm 09 118% 1
40 ppm 10 118+ 2
80  ppem 08 1194 2
160 ppm 10 119+ 2
Significant difference i % : P < 0.05 ¥ 1 P = 0,01 Test of Dunnett

(HCLO74)

BAIS2



APPENDIX C 5-—-4

BIOCHEMISTRY (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE:FEMALE



STUDY NO. : 0056 BIOCHEMISTRY (SUMMARY)

ANINAL : MOUSE BDF1 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : FEMALE PAGE : 4

Group Name NO. of TOTAL PROTEIN ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL GOT

Animals g /d& g/ de Tg,/ d4 ng,/ d4 ng,/ df 1u/¢
Control 10 5.0+ 0.1 2.9% 0.1 1.4% 0.1 0.29% 0.05 166+ 24 74+ 6 42+ 5
10 ppm 10 5.0+ 0.2 2.9+ 0.1 1.4+ 0.0 0.31£ 0.06 157+ 14 Mx 7 44+ 4
20 ppm 10 5.1+ 0.1 3.0 0.1 1.4+ 0.0 0.32+&  0.05 1874 21 754 8 51% 10
40 ppm 10 5.1+ 0.2 2.9+ 0.2 1.4+ 0.1 0.30+ 0.08 156+ 20 774 8 46+ 5
80  ppm 10 5.1% 0.2 3.0% 0.1 1.4k 0.0 0.31+ 0.04 1404 26 T4+ 7 54+ 16
180  ppm 04 5.1% 0.1 3.0% 0.1 1.5% 0. 1¥x 0.27+ 0.06 151 7 76+ 4 434 7
Significant difference ; * : P = 0.05 ¥ ¢ P = 0,01 Test of Dunnett
(HCLO74)

BAIS 2



STUDY NO. : 0056 BIOCHEMISTIRY (SUMMARY)

ANINAL : MOUSE BDF1 SURVIVAL ANTMALS ( 13)

REPORT TYPE : Al

SEX : FEMALE PAGE : b

Group Name NO. of GPT LDH ALP LAP UREA NITROGEN SODIUM POTASSIUN

Animals 1uU/¢ 1U/¢ I1U/¢ 1U/¢ mg,/ d4 mEq,” ¢ mEq,/ £
Control 10 11+ 1 296 & 66 207+ 13 39+ 2 22.0% 2.1 143+ 1 4.1k 0.4
10 ppm 10 11+ 1 285+ 36 208+ 23 40k 1 26.0% 9.5 1504 1 4.3+ 1.1
20 pem 10 11+ 2 359% 81 2304 23% 40+ 1 23.8+% 2.7 150+ 1 4.1+ 0.3
40 ppm 10 1% 2 3044 75 223+ 19 41+ 3 23.3% 3.4 1504 3 4.0% 0.2
80  ppm 10 12+ 3 356+ 74 228+ 13 40+L 2 23,2% 2.8 151 & 2 4.3% 0.3
160 ppm 04 10+ 2 261+ 58 234+ 15 36bE 1 25.1% 1.7 150 % 1 4.2+ 0.3
Significant difference 5 * : P = 0.05 ¥ ¢ P = 0,01 Test of Dunnett
(HCLO74)

BAIS2



STUDY NO. : 0056

BIOCHENISTRY (SUMMARY)

ANIMAL + OUSE BDF1 SURVIVAL ANIMALS ( 13)
REPORT TYPE : Al
SEX : FEMALE PAGE : 8
Group Name NO. of CHLORIDE
Animals mEq,/ ¢

Caontrol 10 119%

10 ppm 10 118+

20 ppm 10 118%

40 ppm 10 118+

80 ppm 10 119+

160 ppm 04 121+

Significant difference ;7 % 1 P £ 0.05 *x 1 P S 0,01 Test of Dunnett

(HCLO74)

BAIS2



APPENDIX C 6-—-1

URINALYSIS (THIRTEEN-WEEK STUDIES: SUMMARY)

RAT:MALE



STUDY NO. : 0055 URINALYSIS
ANTHAL © RAT F344
SAMPLING DATE : 013-7

SEX & MALE REPORT TYPE : Al PAGE ¢ 1
Graup Name NO. of pH Protein, Glucose Ketone body Bilirubin
Animals 5.0 6.0 65 7.0 7.5 8.0 8.5 CHI — & -+ 2+ 3+ 4+ CHI — & + 2+ 3+ 4+ CHI — 4 2+ 3+ CHI — + 2+ 3+ CHI
Control 10 0O 0 o 0 ¢ 4 8 00 486 00 1000000 g100 100 0 0
20 pem 10 6 ¢ 0o o0 3 7 90 025300 10.0 0 0 00 8 200 0000
40 ppm 10 6o 0o o 2 4 3 1 618100 1000000 0 000 10000
80 pom 10 6 0o 0o 0 2 8 0 006 31¢C 1000000 9100 10000
160 ppm 10 o ¢ 0o 0 3 7T 0 0 091 0 0 = 000000 0000 100 0 0
320 ppm 0 - ~ - - - - - e - - - - - = - - - - - - - -
Significent difference ¥ 1P = 0,05 *»* 1 P < 0,01 Test of CHI SQUARE
(JCL103X)

BAIS2



STUDY NO. : 0055
ANTHAL  RAT F344

SAMPLING DATE : 013-7

URINALYSIS

SEX : MALE REPORT TYPE : Al PAGE : 2
Group Name NO. of Oceult blood Urobi Linagen
Animals — & + 2+ 3+ CHl t 4+ 2+ 3+ 4+ CHI

Control 10 100 0 00 100 000

20 ppm 10 100 0 00 100 0 00

40 ppm 10 100000 100 000

80  ppm 10 100 0 00 100 0 0 0

160 pem 10 00000 10000 0

320 ppm 0 - - - = - - - - - -

Stenificent difference * 1P £ 0.0 ¥ 1 P = 0.01 Test of CHI SQUARE

(JCL103X)

BAIS2



APPENDIX C 6-—2

URINALYSIS (THIRTEEN-WEEK STUDIES:SUMMARY)

RAT: FEMALE



STUDY NO.

URINALYSIS
ANTHAL T RAT F344
SANPLING DATE : 013-7
SEX : FEMALE REPORT TYPE : Al PAGE ¢ 3
Group Name NO. of pll Protein Glucose Ketone body Bilirubin
Animals 5.0 6.0 6.5 7.0 7.5 8.0 8.5 CHI ~ + + 2+ 3+ 4+ CHI — & + 24 3+ 4+ CHI - + 2+ 3+ CHl — + 2+ 3+ CHI
Control 10 0 0 0 0 0 7 3 07 30090 00 0 0 0 0 10 0 0 ¢ 10 0 0 0
20 ppm 10 6o 0 0o 0o 1 7 2 136 0 009 0 00 0 00 10 0 0 0 10 0 00
40 ppm 10 o 0 0 0 2 8 0 0 2 8 ¢ 0 0 = 0 0 0 0 0 0 g 1400 00 0 0
80  ppm 10 o o0 0o 1 3 8 0 01 980 0 0 = 6 0 0 0 0 0 10 0 ¢ 90 10 0 0 0
160 ppm 10 0 0 0 0 1 9 0 0 1.9 0 0 0 = 06 0 0 0 0 160 ¢ 0 10 0 0 0
320 ppm 0 - - - - - - - - - - - -

Significent difference

* 1 P = 0.0 *x 1 P £ 0,01

Test of CHI SQUARE

(JCL103X)

BAIS 2



STUDY NO. : 0055

URINALYSIS
A ANIMAL ¢ RAT 344
SAMPLING DATE : 013-7 )
SEX : FEMALE REPORT TYPE : Al PAGE ¢ 4
Group Name NO. of Occult blood Urobi Linogen
Animals — + + 2+ 3+ CHI + 4 2+ 3+ 4+ CHI

Control 10 0 0 0 0 0 100 0 00

20 ppm 10 160 0 0 0 ¢ 10 6 ¢ 0 0

40 ppm 10 100 06 00 10 0 0 0 0

80  ppm 10 0 0 0 0 0 100 0 0 0

160  ppm 10 100 0 0 0 10 0 0 0 0

320 ppm 0 - - - - = - - - = -

Significent difference * 1 P = 0,05 ¥ 1 P = 0.01 Test of CHI SQUARE

(JCL103X)

BAIS2



APPENDIX C 6-3

URINALYSIS (THIRTEEN-WEEK STUDIES: SUMMARY)

MOUSE:MALE



STUDY NO. : 0056

URINALYSIS

ANTMAL + MOUSE BDF1

SAMPLING DATE ¢ 013-7

SEX : MALE REPORT TYPE : Al PAGE : 1

Group Name NO. of pil Protein Glucose Ketone bady Occult blood

Animals 5.0 6.0 8.5 7.0 7.6 8.0 8.5 CHI — 4+ + 2+ 3+ 4+ CHI — & + 2+ 3+ 4+ CHI — + 2+ 3+ CHI — & -+ 2+ 3+ CHI

Control 10 0 0 0 0 2 3 5 00 46 00 09 000090 3 10 0 000 00
10 ppm 10 ¢ o 0 0 3 4 3 005500 000 00 0 0 00 0 100 0 0 0
20 ppm 10 o o0 o0 0o 0 7 38 008 2 00 1006 0 0 00 100 0 0 10 06 0 0 0
40 ppm 10 6 o0 ¢ o 3 5 2 007 300 1000000 9100 g 10900
80  ppm 10 o 0 0 0 2 4 4 0 05500 000000 8 2 00 1000 0 00
160 ppm 10 6 o o 1 0 4 5 0 ¢ 55 090 10 0 0 0 0 0 8 2 0 0 100 0 0 0
Significent difference * 1 P = 0.05 ** P = 0.01 Test of CHI SQUARE

(JCL104X)

BAIS2



STUDY NO. : 0056

URINALYSIS
ANINAL : MOUSE BDF1
SAMPLING DATE : 013-7
SEX ¢ MALE REPORT TYPE : Al PAGE : 2
Group Name NO. of Urobi Lincgen
Animals o4 2+ 3+ 4+ CHI
Control 10 10 0 0 0 0
10 pem 10 00 0 00
20 ppm 10 1000 0 0
40 ppm 10 100 0 00
80 ppm 10 100 000
160 ppm 10 100000
Significent difference * 3 P = 0.05 ** 1 P = 0.01 Test of CHI SQUARE

(JCL104X)

BAIS2



APPENDIX C 6—4

URINALYSIS (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE:FEMALE



STUDY NO. : 0058 URINALYSIS
ANITMAL : NOUSE BDF1
SAMPLING DATE : 013~7

SEX : FEMALE REPORT TYPE : Al PAGE ¢+ 3

Graup Name NO. of PH Protein Glucose Ketone body Occult blood
Animals 5.0 6.0 6.5 7.0 7.5 8.0 8.5 CHI — % + 2+ 3+ 4+ CHI — & + 2+ 3+ 4+ CHI - -+ 2+ 3+ CHl — % + 2+ 3+ CHl
Cantrot 10 0 0 0 4 2 3 1 008 200 1000000 8 2 0 0 100 0 0 0
10 ppm 10 0 0 1 3 3 3 0 008100 1000 0 00 73 00 10 0 0 0 0
20 ppm 10 0 0 0 2 6 2 0 008200 100 0000 8 2 09 100 00 0
40 ppm 10 0 0 0 2 3 5 0 008100 100 00 00 91 00 10 0 0 0 0
80 ppm 10 0 0 1 2 2 5 0 007 300 1000000 73 00 100 000
160 ppm 4 0 0 0 0 0 2 2 003100 4 0 0000 4 0 0 0 4 0 0 00
Significent difference ; * 3 P = 0.05 ¥x 1 P = 0.01 Test of CHI SQUARE
(JCL104X)

BAIS2



STUDY NO. : 0058
ANTMAL : MOUSE BDF1
SANPLING DATE @ 013-7

URINALYSIS

SEX : FEMALE REPORT TYPE : Al PAGE ¢ 4
Group Name NO. of Urobi Linogen
Animals T + 2+ 3+ 4+ CHI

Controt 10 1000 00

10 ppm 10 100 0 0 0

20 ppm 10 10000 0

40 pem 10 100000

80  ppm 10 1000 000

160 ppm 4 4 000 0

Significent difference ; * 1 P < 0.05 * 1 P = 0,01 Test of CHI SQUARE

(JCL104X)

BAIS2



APPENDIX C 7-1

GROSS FINDINGS (THIRTEEN-WEEK STUDIES:SUMMARY)

RAT:MALE:DEAD AND MORIBUND ANIMALS



STUDY NO.  : 0085 GROSS FINDINGS (SUMMARY)

ANTHAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0- 13W)
REPORT TYPE ¢ Al
SEX ¢ MALE PAGE ¢ 1
Group Name Cortrol 20 ppm 40 ppm 80 ppm
Organ Findings NO. of Animals 0 (%) 0 (%) 0 (%) 0 (%)
lung red - (= - (9 - (9 - (9
red patch/zone - { =) - (9 - (= - ()
thymus red patch/zane - (= - () - (= - ()
stomach hemorrhage - (= - (= - (9 - (9
thoracic ca pleural fluid - () - (=) - () - (9
whale body wasting - (=) - (9 - (9 - (")
(HPT080)

BAIS 2



STUDY NO. + 0055 GROSS FINDINGS (SUMMARY)

ANIMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0- 13W)

REPORT TYPE : Al

SEX ¢ MALE PAGE @ 2

Group Name 180  ppm 320 ppm

Organ Findings NO. of Animals 0 (%) 10 (%)

lung red - (2 7 (70
red patch/zone - {9 1 (10

thymus red patch/zone - (= 3 (30)

stomach hemorrhage - (=) 4 (40

thoracic ca pleural fluid - (- 4 (40

whole body wasting - (9 2 (20

(HPT080)

BAISZ2



APPENDIX C 7-2

GROSS FINDINGS (THIRTEEN-WEEK STUDIES: SUMMARY)

RAT:FEMALE:DEAD AND MORIBUND ANIMALS



STUDY NO. + 0055 GROSS FINDINGS (SUMMARY)

ANTMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0- 13W)

REPORT TYPE : Al

SEX + FENALE PAGE ¢ 3

Group Name Control 20 ppm 40 ppm 80 pem

Organ, Findings NO. of Animals 0 (%) 0 (%) 0 (%) 0 (%)

lung red - (9 - () - {9 - (9
red patch/zone - (9 - (=) - (=) - (9

thymus red patch/zone - (") - (=) - (9 - ()

stomach hemarrhage - (=) - (9 - (- - ()

thoracic ca pleural fluid - (" - (= - (- - (=

(HPT080)

BAIS2



STUDY NO. s 0055 GROSS FINDINGS (SUKMARY)

ANIMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0- 13W)

REPORT TYPE : Al

SEX : FENALE PAGE @ 4

Graup Name 180 pem 320  ppm

Organ Findings NO. of Animals 0 (%) 10 (%)

lung red - (= 8 (80
red patch/zone - (9 1 (10

thymus red patch/zone - (9 6 ( 60)

stomach hemcrrhage - (9 1 (10

tharacic ca pleural fluid - (= 8 (80)

(HPT080)

BAIS2



APPENDIX C 7-3

GROSS FINDINGS (THIRTEEN-WEEK STUDIES: SUMMARY)

RAT:MALE: SACRIFICED ANIMALS



STUDY NO.  : 0055 GROSS FINDINGS (SUMMARY)

ANTHAL s RAT F344 SACRIFICED ANIMALS ( 13W)

REPORT TYPE : Al

SEX ¢ MALE PAGE : 1
Group Name Control 20 ppm 40 ppm 80 pem

Organ Findings NO. of Animals 10 (%) 10 (%) 10 (%) 10 (%)

subcutis nodule o (0 0 (0 1 (10 0 (0

tung red 0 (0 1 (10) 0 (0 ¢ (0

Liver herniation 0 (0 o (0 0 (0 1 (10

(HPT080)

BAIS2



STUDY NO, : 0055 GROSS FINDINGS (SUMMARY)

ANIMAL + RAT F344 SACRIFICED ANIMALS ( 13W)

REPORT TYPE : Al

SEX ¢ MALE PAGE ¢ 2
Group Name 160 ppm 320 ppm

Organ Findings NO. of Animals 10 (%) 0 (%)

subcutis nodule o 0 - (9

tung red 0 0 - ()

Liver herniation 0 (0 - (=)

(HPT080)

BAIS2



APPENDIX C 7-—4

GROSS FINDINGS (THIRTEEN-WEEK STUDIES:SUMMARY)

RAT: FEMALE: SACRIFICED ANIMALS



STUDY NO.  : 0055 GROSS FINDINGS (SUMMARY)

ANIMAL : RAT F344 SACRIFICED ANIMALS ( 13W)

REPORT TYPE : Al

SEX ¢ FEMALE PAGE ¢+ 3

Graup Name Control 20 ppm 40 ppm 80  ppm

Organ Findings, NO. of Animals 3 (%) 10 (%) g (%) 7 (%)

lung red 1 (1D 0 (0 1 (1D 0 (0

Liver nodule 0 (0 [ ) 1 (11 0 (0
herniation 1 (1D 1 (10) 1 (1D 1 (14

uterus dilated Lumen 0 (0 0 (0 1 (1) 0 (0

(HPT080)

BAIS2



STUDY NO.  : 0055 GROSS FINDINGS (SUMMARY)

ANIMAL ¢ RAT F344 SACRIFICED ANIMALS ( 13W)
REPORT TYPE : Al
SEX s FEHALE PAGE ¢ 4
Group Name 160 ppm 320 ppm
Organ, Findings, NC. of Animals 8 (%) 0 (%)
lung red 0 (0 - ("
Liver nodule 0 (0 - { A
herniation 2 (25) - ("
uterus ditated lumen 0 (0 - {9
(1iPT080)

BAIS2



APPENDIX C 7-5

GROSS FINDINGS (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE:FEMALE:DEAD AND MORIBUND ANIMALS



STUDY NO.  : 0056 GROSS FINDINGS (SUMMARY)

ANINAL © MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0- 13W)
REPORT TYPE : Al
SEX . FEMALE PAGE ¢ 1
Group Name Control 10 ppm 20 pem 40  ppm
Organ Findings NO. of Animals 0 (%) 0 (%) 0 (%) 0 (%)
lung red - (= - (9 - = - ()
red patch/zone - (9 - (A - (=) - ()
stomach hemorrhage - {9 - (= - {9 - (-
Liver pale - (- - (- - () - (9
kidney pals - {9 - (= - { =) - ()
uterus dilated lunen - (= - (=) - (9 - (=)
whale body wasting - (9 - (9 - () - ()
(HPT080)

BAIS2



STUDY NO. = 0056 GROSS FINDINGS (SUMMARY)

ANIHAL : MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0- 13W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE ¢ 2
Graup Name 80  ppm 160 pem
Organ, Findings NO. of Animals 0 (%) 6 (%)
lung red - {2 2 (33
red patch/zone - (- 1 (17
stomach hemorrhage - () 3 (50)
Liver pale - (9 4 (87)
kidney pale ' - (- 1 (17)
uterus dilated lumen - (- 1 (17
whole bady wasting - (= 1 (1
(1PT080)

BAIS2



APPENDIX C 7-—6

GROSS FINDINGS (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE:MALE: SACRIFICED ANIMALS



STUDY NO. : 0056 GROSS FINDINGS (SUMMARY)

ANTHAL + MOUSE BDF1 SACRIFICED ANIMALS ( 13W)

REPORT TYPE : Al

SEX : MALE PAGE : 1

Group Name Control 10 pem 20 ppm 40  ppm

COrgan Findings NO. of Animals 10 (%) 10 (%) 10 (%) 10 (%)

spleen black patch/zone 1 (10) 1 (1) o0 (0 0o (0

stomach hemorrhage 2 (20 1 (10 1 (10) 1 (10)

kidney pale 0 (O ¢ (0 0 (m 0 (0
white patch/zane 1 (10) 0 (0 1 (10) 1 (10)
black patch/zone 0 (0 1 (10 0 (0 [V
anemic 0o (0 0 (0 0 (0 1 (10
hydronephrosis 0 (0 0 (0 1 (10) 1 (10)

adipose nodute 0 (0 0 {0 1 (10 0 (0

(HPT080)

BAIS2



STUDY NO.

ANTHAL

0056
: NOUSE BDF1
REPORT TYPE :

GROSS FINDINGS (SUMMARY)
SACRIFICED ANIMALS ( 13W)

SEX ¢ MALE PAGE ¢ 2
Group Name 80  pem 160 ppm
Organ Findings NO. of Animals 10 (%) 10 (%)
spleen black patch/zone 1 (10 0 (0
stomach hemorrhage 0 (0 1 (10)
kidney pale 0 ( 0 1 (10
white patch/zone 0 (0 1 (10)
black patch/zone ¢ (0 0 (0
anemic ¢ (0 0 (0
hydronephrosis 0 (0 1 (10
adipose nodule 0 (0 0 (0
(HPT080)

BAIS2



APPENDIX C 7-7

GROSS FINDINGS (THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE:FEMALE:SACRIFICED ANIMALS



STUDY NO. : 0056 GROSS FINDINGS (SUMMARY)

ANTMAL : MOUSE BDF1 SACRIFICED ANIMALS ( 13W)

REPORT TYPE : Al

SEX : FEMALE PAGE : 3
Group Name Control 10 pem 20 ppm 40  ppm

Organ Findings NO. of Animals 10 (%) 10 (%) 10 (%) 10 (%)

spleen black patch/zone 2 ( 20) 0 (0 0 (0 2 (20)

stomach hemorrhage 0 ( 0 1 (10) 1 {10) 0 (0

Liver vellow patch/zone 0 (0 0 (0 0 (0 1 (10

uterus dilated lumen 3 (30 2 (20) 3 (30) 3 (30)

(HPT080) BAIS2



STUDY NO.

: 0056

GROSS FINDINGS (SUMMARY)

ANTMAL ¢ MOUSE BDF1 SACRIFICED ANIMALS ( 13W)

REPORT TYPE : Al

SEX : PEMALE PAGE ¢ 4
Group Name 80  ppm 160 ppm

Organ Findings NO. of Animals 10 (%) 4 (%)

spleen black patch/zons 1 (10 3 (79

stomach hemorrhage 2 (20) 0 (0

Liver vellow patch/zone 0 (0 ()

uterus dilated lumen 3 (30 1 (25

(HPT080)

BAISZ



APPENDIX C 8-—1

ORGAN WEIGHT (THIRTEEN-WEEK STUDIES:SUMMARY), ABSOLUTE

RAT :MALE



STUDY MO, : 0055

ANTHAL

REPORT TYPE : Al

¢ RAT F344

ORGAN WEIGHT:ABSCLUTE (SUMMARY)

SURVIVAL ANIMALS ( 13)

SEX : MALE

UNIT: g PAGE : 1

Group Name NO. of Body weight THYHUS ADRENALS TESTES HEART LUNGS

Animals
Control 10 321+ 18 0.264f  0.027 0.061% 0.004 2.858+  0.0%4 0.901£ 0.040 0.982+  0.043
20 ppm 10 328+ 28 0.278+%  0.038 0.050+  0.005 2.908+ 0.104 0.835+ 0.115 0.9644+  0.042
40  ppm 10 328+ 11 0.284+ 0.034 0.050+  0.004 2.916£ 0,104 0.811&  0.046 0.969+ 0.048
80 ppm 10 332+ 10 0.274&  0.034 0.052+  0.005 2.974+&  0.113 0.9224  0.030 0.986+ 0.038
160 ppm 10 333t 11 0.285+ 0.032 0.053x  0.003 2.929+ 0.068 6.934x  0.041 0.9564 0,035
320  ppm 00 - - - - - -
Significant differsnce ; * P = 0,05 ¥ 1 P = 0,01 Test of Dunnett

(HCLO40)

BAIS2



STUDY NO. : 0055
ANINAL © RAT F344
REPORT TYPE : Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS ( 13)

SEX : MALE

UNIT: g PAGE : 2

Group Name NO. of KIDNEYS SPLEEN LIVER BRAIN

Animals
Control 10 1.7§8i 0.090 0.546+  0.032 8.102+ 0.680 1.8674+  0.023
20 ppm 10 1.814+ 0,126 0.550% 0.044 8.150+  0.656 1.8724&  0.039
40 ppm 10 1.8164+  0.056 0,533+  0.020 8.178% 0.294 1.843%  0.057
80  ppm 10 1.834+ 0,061 0.548+  0.012 8.331% 0.514 1.878x  0.040
160 ppm 10 1.836+  0.085 0.551+ 0.016 8.455+ 0,341 1.8684+  0.032
320 ppm 00 - - - -
Significant difference ; * 1P = 0.05 ¥ P = 0.01 Test of Dunnett

(HCLO040)

BAIS2



APPENDIX C 8-2

ORGAN WEIGHT (THIRTEEN-WEEK STUDIES:SUMMARY), ABSOLUTE

RAT:FEMALE



STUDY NO. : 0055

ORGAN WEIGHT:ABSOLUTE (SUMMARY)

ANIMAL ¢ RAT F344 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : FEMALE

UNIT: g PAGE : 3

Group Name NO. of Body weight THYNUS ADRENALS OVARIES HEART LUNGS

Animals
Control 10 187+ 7 0.214+  0.018 0.057f  0.005 0.115% 0.017 0.588+  0.024 0.707+  0.037
20 ppm 10 189+ 14 0.215+  0.016 0.059%  0.004 0.112%  0.020 0.581%  0.047 0.711+  0.050
40 ppm 10 183+ 12 0,218+  0.018 0.058+  0.003 0.115%  0.015 0.578+  0.032 0,703+  0.042
80 ppm 10 1%t 18 0.225+  0.039 0.061+  0.006 0.128%+  0.018 0.632x  0.058 0.726%+  0.049
160 ppm 10 190+ 14 0.230+  0.033 0,059+  0.003 0.120+  0.015 0.588+  0.036 0.698+ 0.026
320 ppm 00 - - - - - -
Significant differsence * P = 0.0 ** 1 P = 0.01 Test of Dunnett

(HCLO40)

BAIS2



STUDY NO. : 0055

ANTHAL

REPORT TYPE : Al

* RAT F344

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS ( 13)

SEX : FEMALE

UNIT: g PAGE : 4

Group Name NO. of KIDNEYS SPLEEN LIVER BRAIN

Animals
Controt 10 1.137+  0.071 0,374+ 0.028 4,351+ 0.233 1,724+  0.057
20 ppm 10 1.128+  0.081 0.375%  0.027 4.339%  0.335 1.733%=  0.045
40 ppm 10 1.109+&  0.074 0,366+t 0.018 4,256+  0.354 1717+ 0.026
80 ppm 10 1.165+  0.071 0.376%  0.030 4,541+ 0,522 1.73¢+  0.034
160 ppm 10 1,130+ 0.051 0.366+ 0.016 4,400+  0.235 1.710+  0.035
320 ppm 00 - - - -
Significant difference ¥ 1 P = 0.05 ** P = 0.01 Test of Dunnett

(HCLO40)

BAIS 2



APPENDIX C 8-—3

ORGAN WEIGHT (THIRTEEN-WEEK STUDIES:SUMMARY), ABSOLUTE

MOUSE:MALE



19

STUDY NO. : 0086
ANIMAL
REPORT TYPE : Al

: MOUSE BDF1

ORGAN WEIGHT:ABSOLUTE (SUMMARY)

SURVIVAL ANIMALS ( 13)

SEX : MALE

UNIT: PAGE : 1

Group Name NO. of Body weight THYXUS ADRENALS TESTES HEART LUNGS

Mimals
Control 10 32.7t 2.9 0.042%&  0.007 0.0084&  0.002 0.230+  0.016 0.146+ 0.015 0.146%  0.008
10 ppm 10 31.3t 2.8 0.040%f  0.007 0.008+  0.002 0,225  0.029 0.142+  0.010 0.147+  0.009
20 ppm 10 32.1& 2.5 0.041%  0.007 0.008£  0.002 0.231+%  0.017 0.146%&  0.008 0.149+  0.007
40 ppm 10 28.5+ 2.6% 0.037+  0.006 0.008+  0.002 0.237+  0.028 0.142+ 0.009 0.1494+  0.007
80  ppm 10 30.0& 2.5 0.035+  0.007 0.009x  0.003 0.226+  0.030 0.147%£  0.008 0.150%f  0.010
160 ppm 10 29.6+ 2.9 0.040+  0.005 0.0084  0.002 0.230+ 0.020 0.149%  0.008 0.151%f  0.011
Significant difference i ¥ P S 0.05 % 1 P S 0.01 Test of Dumnett

(HCL040)

BAIS2



[

STUDY NO. : 0056
ANTHAL ¢ NOUSE BDF1
REPORT TYPE & Al

ORGAN WEIGHT:ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS ( 13)

SEX : MALE

UNIT: g PAGE : 2

Group Nams NO. of KIDNEYS SPLEEN LIVER BRAIN

Animals
Control 10 0.438+  0.023 0.0524+ 0.008 1.187+  0.072 0.43+ 0.019
10 ppm 10 0.447+  0.024 0.047+  0.004 1.141+  0.059 0.438+  0.008
20 ppm 10 0.530Lf 0.252 0.050E  0.006 1.168+  0.079 0.440t  0.008
40 ppm 10 0.508Lt 0.177 0.050%  0.007 1.1114  0.073 0.439+% 0,007
80  ppm 10 0.471+  0.024 0.048t 0.004 1.121+ 0,070 0.441%+ 0.011
160 . ppm 10 0.538%  0.171%x 0.052+  0.008 1.143+  0.084 0.441%  0.018
Significant difference : ¥ 1 P = 0,05 ¥ 3 P = 0,01 Test of Dunnett

(HCLO40)

BAIS2



APPENDIX C 8—4

ORGAN WEIGHT (THIRTEEN-WEEK STUDIES:SUMMARY), ABSOLUTE

MOUSE : FEMALE



L

STUDY NO. : 0056

ANIMAL

REPORT TYPE : Al
SEX : FEMALE

+ MOUSE BDF1

ORGAN WEIGHT:ABSOLUTE (SUMMARY)

SURVIVAL ANIMALS ( 13)

UNIT: g PAGE : 3
Group Name NO. of Body weight THYNUS ADRENALS OVARIES HEART LUNGS
Animals

Control 10 23.1+ 2.1 0.042+  0.007 0.0124&  0.003 0.031%  0.005 0.121+ 0.010 0.146%  0.006

10 ppm 10 23.3% 2.4 0.041+  0.008 0.011f£  0.003 0,037+  0.009 0.120%  0.007 0.1504+  0.008 .

20 ppm 10 22.1+ 1.4 0.041%  0.007 0.012+  0.003 0.032+  0.008 0.1174&  0.008 0.148+  0.008

40 ppm 10 22.1% 1.5 0.041£  0.005 0.012+  0.002 0.031+  0.004 . 0.115%  0.005 0.144+  0.016

80  ppm 10 21.9+ 1.3 0.046f  0.008 0.012%£  0.002 0.030+  0.005 0.118%+  0.006 0.150% 0.014

160 ppm 04 21.8% 1.1 0.044%+  0.007 0.012+  0.002 0.031&  0.007 0.125%+ 0.018 0.148%+  0.003

Sienificant difference ; * 1 P < 0.05 ®* 1 P = 0,01 Test of Dunnett

(HCLO40)

BAIS2



STUDY NO. : 0056
ANIHAL + MOUSE BDF1
REPORT TYPE : Al

ORGAN WEIGHT: ABSOLUTE (SUMMARY)
SURVIVAL ANIMALS ( 13)

SEX : FEMALE

UNIT: g PAGE ¢ 4

Group Name NO. of KIDNEYS SPLEEN LIVER BRAIN

Mimals
Control 10 0.288+  0.008 0.058%  0.005 0.935+  0.043 0.4624+  0.010
10 ppm 10 0.300+  0.017 0.061+ 0.008 0.970f  0.094 0.460%£  0.011
20 ppm 10 0.291%+  0.011 0.057+  0.006 0.920f  0.044 0.463% 0.010
40 ppm 10 0.292+ 0.011 0.058+  0.007 0.920£  0.050 0.458%  0.028
80  ppm 10 0.293+  0.010 0.057+  0.008 0.821+ 0.046 0.457+  0.013
160  ppm 04 0.314+  0.019%x 0.083+ 0.004 0.922+  0.042 0.448t 0.012
Stanificant difference : ¥x 1P = 0.05 ** ¢ P £ 0,01 Test of Dunnett

(HCLO40)

BAIS2



APPENDIX C §9-1

ORGAN WEIGHT (THIRTEEN-WEEK STUDIES:SUMMARY), RELATIVE

RAT:MALE



STUDY NO. : 0055 ORGAN WEIGHT:RELATIVE (SUMMARY)

ANINAL + RAT F344 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : MALE

UNIT: % PAGE : 1

Group Name NO. of Body weight THYMUS ADRENALS TESTES HEART LUNGS

Animals (g)
Control 10 321+ 18 0.082+ 0.008 0.016+ 0.001 0.891% 0.039 0.281% 0.011 0.300£ 0.012
20 ppm 10 328+ 28 0.085+ 0.007 0.0154% 0.002 0.892% 0.067 0.273% 0.021 0.295+% 0.020
40 ppm 10 328+ 11 0.086% 0.009 0.015% 0.001 0.889+% 0.047 0.277+% 0.012 0.295% 0.011
80  ppm 10 3324+ 10 0.082% 0.010 0.016% 0.002 0.8864 0.045 0.278% 0.009 0.2914£ 0.011
160 ppm 10 333+ 11 O.Q89i 0.010 0.016% 0.001 0.880% 0.038 0.281+ 0.011 0.287+ 0.014
320 ppm 00 - - - - - -
Significant difference 3 * 1 P s 0.05 w1 P = 0,01 Test of Dunnett
(HCL042)

BAIS2



STUDY NO. : 0055 ORGAN WEIGHT:RELATIVE (SUMMARY)

ANTHAL : RAT F344 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : MALE

UNIT: % PAGE ¢+ 2

Group Name NO. of KIDNEYS SPLEEN LIVER BRAIN

Animals
Cantrol 10 0.560+ 0.014 0.170% 0.010 2.520+ 0.102 0.583% 0.028
20 ppm 10 0.555+% 0.018 0.168% 0.010 2.483+ 0.033 0.575+ 0.048
40 ppm 10 0.553% 0.012 0.162£ 0.002 2.4914+ 0.050 0.562+ 0.022
80  ppm 10 0,553+ 0.019 0.1664 0.004 2.507+ 0.092 0.566+ 0.022
160 ppm 10 0.651% 0.017 0.166% 0.006 2.538% 0.065 0.561% 0.020
320 ppm 00 - - - -
Significant difference ; * 1P S 0.05 ** : P = 0,01 Test of Dunnett
(HCLO42)

BAIS2



APPENDIX C 9-2

ORGAN WEIGHT (THIRTEEN-WEEK STUDIES:SUMMARY), RELATIVE

RAT: FEMALE



STUDY NO. : 0055
ANTHAL  RAT F344
REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)

SURVIVAL ANIMALS ( 13)

SEX + FEMALE

UNIT: % PAGE ¢+ 3

Group Name NO. of Body weight THYWUS ADRENALS OVARIES HEART LUNGS

Animats (g)

Control 10 187+% 7 0.115% 0.008 0.031% 0.003 0.062:% 0.010 0.320% 0.010 0,378+ 0.016
20 ppm 10 189+ 14 0.115% 0.009 0.031% 0.002 0.060% 0.013 0.314% 0.020 0.378% 0.018
40 ppm 10 183+ 12 0.120% 0.012 0.032+ 0.002 0.063% 0.008 0.317% 0.020 0,386+ 0.031
80  ppm 10 185+ 18 0.1154+ 0.012 0.031+ 0.002 0.066% 0.009 0.325% 0.013 0.374% 0.022
160 ppm 10 190+ 14 0.122+ 0.013 0.032+ 0.002 0.063% 0.007 0.3164% 0.020 0.370% 0.025
320 pem 00 - - - - - -
Significant difference ; * 1P =0.05 ** 1 P 5 0,01 Test of Dunnett

(HCLO42)

BAIS2



STUDY NO. : 0055 ORGAN WEIGHT:RELATIVE (SUMMARY)

ANIMAL ¢ RAT F344 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX ; FEMALE

UNIT: % PAGE = 4

Graup Name NO. of KIDNEYS SPLEEN LIVER BRAIN

Animals
Contral 10 0.608+ 0.021 0.200£ 0.010 2.327+ 0.089 0.823% 0.031
20 ppm 10 0.599% 0.015 0.188% 0.008 2.303% 0.080 0.923% 0.058
40 ppm 10 0.609% 0.051 0.201% 0.009 2.339% 0.245 0.9444 0.061
80  pem 10 0.595% 0.025 0.183% 0.007 2.328+ 0.102 0.897+ 0.075
160 ppm 10 0.598% 0.032 0.1944 0.008 2.325+ 0.082 0.906% 0.065
320 pem 00 - - - -
Significant difference ; * 1 P = 0.05 **% 1 P £ 0,01 Test of Dunnett
(HCLO42)

BAIS2



APPENDIX C 9-3

ORGAN WEIGHT (THIRTEEN-WEEK STUDIES:SUMMARY), RELATIVE

MOUSE:MALE



v

STUDY NO. : 0056
ANIMAL ~ : MOUSE BDF1
REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)
SURVIVAL ANIMALS ( 13)

SEX + MALE

UNIT: % PAGE :

Group Name NO. of Budy weight THYKUS ADRENALS TESTES HEART LUNGS

Animals (g)

Controt 10 32.7+ 2.9 0.1304+ 0.017 0.026% 0.008 0.710% 0.081 0.448% 0.058 0.449+% 0.031
10 ppm 10 31.3% 2.8 0.128% 0.021 0.026%£ 0.008 0.723% 0.104 0.456% 0.038 0.474+ 0.049
20 ppm 10 32.1+ 2.5 0.1274 0.015 0,025+ 0,006 0.723% 0.075 0.455+ 0.025 0,466+ 0.039
40 ppm 10 29.5+% 2.6% 0.124% 0.014 0.0294 0.008 0.812+ 0.141 0.483% 0.042 0.508% 0.052%
80  ppm 10 30.0%+ 2.5 0.116% 0.018 0.028+ 0.007 0.755+ 0.088 0.484+ 0.038 0.504% 0.039«
160  ppm 10 29.64 2.8 0.136L& 0.015 0.029+ 0.007 0.782% 0.105 0.506k 0.054x% 0.515% 0,081xx
Significant difference : * 1 P = 0.0 *% 1 P = 0.01 Test of Dunnett

(HCLO42)

BAIS2



STUDY NO. : 0056

ORGAN WEIGHT:RELATIVE (SUMMARY)

A ANTMAL : MOUSE BDF1 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : MALE

UNIT: % PAGE : 2

Graup Name NO. of KIDNEYS SPLEEN LIVER BRAIN

Animals

Control 10 1.347% 0.077 0.158+ 0.022 3.844% 0.182 1.340% 0.119
10 pem 10 1.434+% 0.089 0.150 0.011 3.659% 0.176 1.411+ 0.118
20 ppm 10 1.851% 0.769 0.157% 0.019 3.640% 0.063 1.377% 0.113
40 ppm 10 1.718% 0.540%x 0.170 0.024 3.7694 0.142 1.497+ 0.122%
80  ppm 10 1.579% 0.092%x 0.160% 0.014 3.750%£ 0,160 1.479% 0.118
160 ppm 10 1,848+ 0.689%x 0.179% 0.034 3.872% 0.245% 1.500% 0.148%
Significant difference *x 1P = 0.05 ¥ @ P = 0.01 Test of Dunnett

(HCLO42)

BAIS2



APPENDIX C 9-4

ORGAN WEIGHT (THIRTEEN-WEEK STUDIES: SUMMARY), RELATIVE

MOUSE: FEMALE



STUDY NO. : 0056 ORGAN WEIGHT:RELATIVE (SUMMARY)

ANIMAL ¢ MOUSE BDF1 SURVIVAL ANIMALS ( 13)

REPORT TYPE : Al

SEX : FEMALE

UNIT: % PAGE : 3

Group Name NO. of Body weisht THYMUS ADRENALS OVARIES HEART LUNGS

Animals (g)

Control 10 23.1+ 2.1 0.184% 0.031 0.054% 0.015 0.136+ 0.030 0.526+ 0.057 0.635% 0.087
10 ppm 10 23.3% 2.4 0.178% 0.022 0.048% 0.014 0.160% 0.040 0.520%£ 0.040 0.648+ 0.070
20 ppm 10 22.1% 1.4 0,185+ 0.026 0.054E 0,015 0,144+ 0.032 0.534+% 0.047 0.674 0.046
40 ppm- 10 22.1+ 1.8 0,187 0.020 0.054% 0.013 0.142+ 0.018 0.523% 0.037 0.654% 0.080
80  ppm 10 21.9% 1.3 0,207+ 0.035 0.054% 0.011 0.138% 0.023 0.543+ 0.038 0.687% 0.065
160  ppm 04 21.84+ 1.1 0.205+ 0.040 0.053x 0.011 0.141+ 0.030 0.572% 0.082 0.680= 0.051
Significant difference ; ¥ P < 0.00 ¥ 1 P £ 0,01 Test of Dunnett

(HCLO42)

BAIS2



L

STUDY NO. : 0056
ANIMAL : HOUSE BDF1
REPORT TYPE : Al

ORGAN WEIGHT:RELATIVE (SUMMARY)

SURVIVAL ANIMALS ( 13)

SEX : FEMALE

UNIT: % PAGE : 4

Group Name NO. of KIDNEYS SPLEEN LIVER BRAIN

Animals
Control 10 1.256+ 0.119 0.250+ 0.025 4.085% 0.328 2.008% 0.157
10 ppm 10 1.2954 0.109 0.262% 0.020 4,175% 0.191 1.992% 0.179
20 pem 10 1.3224+ 0.079 0.257% 0.023 4,177+ 0,248 2.103% 0.123
40 ppm 10 1,328+ 0.093 0,266+ 0.026 4.171% 0.236 2,084+ 0,212
80  ppm 10 1.338% 0.072 0.2594 0.028 4,2084 0.207 2.0894 0.128
160 ppm 04 1.4451 0,083%x 0.289% 0.018 4,240+ 0,204 2.062% 0,055
Significant difference ; *x 1P = 0.05 ** 1 P = 0,01 Test of Dunnett
(HCL042)

BAIS2



APPENDIX C 10-1

HISTOLOGICAL FINDINGS :NON-NEOPLASTIC LESIONS
(THIRTEEN-WEEK STUDIES:SUMMARY)

RAT:-MALE:DEAD AND MORIBUND ANIMALS



STUDY NO. & 0085 HISTOLOGICAL FINDINGS : NON~NEOPLASTIC LESIONS (SUMMARY)

ANIMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0- 13W)
REPORT TYPE : Al
SEX + MALE PAGE ¢+ 1
Group Name Control ) 20 pem 40 pem 80 pem
No. of Animals 0 0 0 0
KI> 2> <& < 1> 2> & <D I 2> <& <& K> 2> <& <&
Organ Findings ® & @® ® & W O @ | W W @ w ® ®

{Respiratory system]

nasal cauit disarrangement:olfactary epithelium - - - - - - - -

atrophy:olfactary epithelium - - - - - - - -

tung/branch congestion - - - - -

bronchopneumonia - - - - - . -

[Hematopoietic system)

thymus hemarrhage - - - - - - -

Karyarrhexis -~ - - _ _ _ -

spleen congestion - - - - - - -

[Circlulatory system]

heart myacarditis - - - - - - - -

[Digestive system]

pancreas atrophy - - - - - - - - - - - - - - - -
(2009 (2200209 (=200 (0=

Significant difference ; ¥ 1 P 5 0.05 ** ¢ P S 0,01 Test of Chi Sauare <1>:Slight <2>:Yoderate (3>:Harked <4>:Severe

(HPT150)

BAIS2



STUDY NO.  : 0055

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANIMAL © RAT F344 DEAD AND MORIBUND ANIMALS (0- 13W)
REPORT TYPE : Al
SEX : MALE PAGE ¢ 2
Group Name 160  ppm 320 ppm
No. of Animals 0 10
D> @2 & D > 2> <& <D
Organ, Findings @ ® ®» o & ® & o

{Respiratory system]

nasal cavit disarrangement:olfactory epithelium

atrophy:olfactory epithelium

lung/bronch congestion

bronchopneumonia

[Hematopoietic system]

thymus hemorrhage

karvorrhexis

spleen congestion

[Circlulatory system]

heart myocarditis

[Digestive system]

pancreas atrophy

- - - - 7 1 0 0
(22020209 (70 (100 ( O C O

(Y09 (100 (80) ¢ O C O
(0009 (20 (80) ( 0 ( 0)

1
(202009 (10 C 0 C 0 (0

(20009 (30) (30 C 0 ( 0O
(D009 (100 C 0y C 0 (0

1
(2020209 (100 €100 C 0y ( O

(202009 (0 (00

2.0 0 0
(23020209 (20) C o) C (0

Significant difference 3 ¥ P = 0,05 ** 1 P S 0.01

Test of Chi Square <1>:Slight <2>:Moderate

<3>: Harked

<4>:Severe

(HPT150)

BAIS2



STUDY NO.  : 0055

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANIMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0- 13W)
REPORT TYPE : Al
SEX ¢ MALE PAGE : 3
Group Name Control 20 ppm 40  ppm 80  ppm
No. of Animals 0 0 0 0
> @ B (Wb D> 2> B Wb > 2> B> W > 42> B> b
Organ, Findings @ B W o ® & & » & oM ® W @ & o &
{Urinary system]
kidney eosinophitic body - - - - - - - - - - - - - - - -
(30009 (D020 (2203009 (22000
[Nervous system]
brain degeneration - - - - - - - - - - - - - - - -
(0009 (2302009 (20009 (2200
Significant difference ; ¥ 1 P = 0,05 * ¢ P = 0.01 Test of Chi Square <1>:8lisht <{2>:Moderate <3>:Marked . <4>:Severe
(HPT150) BAIS2



STUDY NO.  : 0055 HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)
ANIMAL ¢ RAT F344 DEAD AND HORIBUND ANIMALS (0- 13W)
REPORT TYPE : Al
SEX : MALE PAGE + 4
Group Name 160 ppm 320 ppm
No. of Animals 0 10
A> B> B Wb KI> 2> <3 b
Organ Findings ® | W W & o ® O

{Urinary system]

kidney

eosinophilic bady

[Nervous systenm]

brain

degeneration

- - - - 1 1 0 0
(22020209 (10) (100 C 0) C O

- - - - 3 0 0 0
(=00 (30) C ) C O) (C®

Significant difference :

*x1 P S

0.05 *k 1 P = 0,01 Test of Chi Saquare <1>:Slight <2>:Noderate

<3>:Narked

<4>:Severe

(HPT150)

BAIS2



APPENDIX C 10-2

HISTOLOGICAL FINDINGS :NON-NEOPLASTIC LESIONS

(THIRTEEN-WEEK STUDIES: SUMMARY)

RAT: FEMALE:DEAD AND MORIBUND ANIMALS



STUDY NO. = 0055

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANIMAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0- 13W)
REPORT TYPE : Al
SEX : FENALE PAGE ¢ B
Group Name Control 20 ppm 40 ppm 80 ppn
No. of Animals 0 0 0
1> 2> B3> D A> L2 B> W > K2 <3 b K> 2 3> b
Organ Findings @ % w o ® & & W @ o & ® ® ® B
[Respiratory system]
nasal cavit disarrangement:olfactory epithelium - - - - - - - - - - - - - - - -
(2009 SO0 (=009 S 009
atrophy:olfactory epithelium - - - - - - - - - - - - - - - -
(=300 S0 (=2 D G I G
Llung/bronch congestion - - - - - - - - - - - - - - - -
(=300 S0 009 (=D 02020 DA
[Hematopoietic system]
thymus hemorrhage - - - - - - - - - - - - - - - -
(=020 S 009 (=209 S0
[Circlulatary system]
heart mygcarditis - - - - - - - - - - - - - - - -
(22020209 O G I G (220029 009
[Nervous system]
brain hemorrhage - - - - - - - - - - - - - - - -
(=200 S0 009 (22009 ) B G I G
degeneration - - - - - - - - - - - - - - - -
(=000 IO I G B G (220009 S 0009
Significant difference ; *x 1 P = 0,06 % P = 0,01 Test of Chi Sauare <1>:Slight <2>:¥oderate <8>:Marked <4>:Severe

(HPT150)

BAIS2



STUDY NO.  : 0055

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANTHAL ¢ RAT F344 DEAD AND MORIBUND ANIMALS (0- 13W)
REPORT TYPE : Al
SEX . FEMALE PAGE ¢ 6
Group Name 160 ppm 320 ppm
No. of Animals 0 10
> <2 B3> B 1> 2> <& &b
Organ Findings @ W ® o @ W®m ® o

[Respiratory system)

nasal cavit disarrangement:olfactory epithelium
atrophy:olfactory epithslium
lung/bronch congestion

[Hematopoietic system]

thymus hemarrhage

[Circlulatory system)

heart myocarditis

[Nervous system]

brain hemorrhags

degeneration

4
(202009 (40) (200 ( O ( O
8
(202009 (o800

302009 (10 (80) ( O ( ®

(202009 (w000

1
(2202009 (10 C 0000

2
(2020207 (2 ( 0 C 0 (0

Significant difference ; * 1P = 0.05 ¥ 1 P = 0.01

Test of Chi Square <1>iSlisht <2>:Moderate

<3 Marked

<4>:Severe

(HPT150)

BAIS2



APPENDIX C 10-3

HISTOLOGICAL FINDINGS :NON—-NEOPLASTIC LESIONS

(THIRTEEN-WEEK STUDIES:SUMMARY)

RAT  MALE:SACRIFICED ANIMALS



STUDY NO. ¢ 0055 HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)
ANINAL s RAT F344 SACRIFICED ANIMALS ( 13W)
REPORT TYPE : Al
SEX ¢ HALE PAGE ¢ 1
Group Name Control 20 pem 40  ppm 80 ppm
No. of Animals 10 10 10 10
<I> @2 B> b A> 2> & b A> @ & L > <2 <K W
Organ, Findings @ o w W @ W & W @ ® B W ® & W W
[Respiratory system]
lung/bronch congestion 0 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0
cococoCon o (1) oo (oo (00
[Circlulatory system]
heart myocarditis 2 0 0 0 4 0 0 0 2 0 0 0 1 0 0 0
(200 C 0y C o) C 0 (40) ¢ 00 C 0) ( 0 (200 C ) C O ( O (1) C (00
[Digestive system]
Liver herniation 0 0 0 0 0 0 0 0 0 0 0 0 1 0 0 0
(o0 () B Q) I G ) B )] Co 00 (10 C o) (o) ¢ 0
pancreas atrophy 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0
oo (100 C 0y C 0) (O (o0 (o0
[Urinary system]
kidney eosinophilic body 0 10 0 0 1 9 0 0 5 0 0 0 *x 8 1 0 0 %
0 (100) O ( O (10) (80) C O ( O (s0) C 0 C ) ( O (80) (100 C 0) C 0
Significant difference : ¥ P = 0,08 ¥ 1 P = 0.01 Test of Chi Square <1>:Slight <2>:Moderate <3>:Marked <4>:Seuere

(HPT150)

BAISZ



STUDY NO.  : 0055

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANIHAL ¢ RAT F344 SACRIFICED ANIMALS ( 13W)
REPORT TYPE : Al
SEX ¢ HALE PAGE : 2
Group Name 160 ppm 320 ppm
No. of Animals 10 0
> 2> & B A>  K2> 3 <L
Organ___ Findings & ® @ & @ & & W

{Respiratory system]

lung/bronch congestion

[Circlutatory system]

heart myocarditis

[Digestive system]

Liver herniation

pancreas atraphy

[Urinary system]

kidnsy eosinophilic bady

o 0 0 0 - - - -
cocoaco o (202009

2
(20 C 0 C0(0 (22020209

0
o0 (2202009

0
(0000 (320209

3 0 0 0 *x - - - -
(300 C 0 C O ( O (=009

Significant difference ¥ P = 0.05

*x s P £ 0.01

Test of Chi Square <1>:Slight <2>:Moderate

<3>: Marked

<4>:Severe

(HPT150)

BAIS2



APPENDIX C 10-—4

HISTOLOGICAL FINDINGS ::NON-NEOPLASTIC LESIONS

(THIRTEEN-WEEK STUDIES:SUMMARY)

RAT :  FEMALE:SACRIFICED ANIMALS



STUDY NO. & 0055

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANIHAL ¢ RAT F344 SACRIFICED ANIMALS ( 13W)
REPORT TYPE : Al
SEX : FEMALE PAGE : 3
Group Name Control 20 ppm 40  ppm 80  ppm
No. of Animals 10 10 10 10
1> K2 (3> L 1> 2> B> <& > 42> 3> <4 KI> <@ <& &
Organ Findings w & o™ _ % @ ® & o @ & o W ® @ W »
[Respiratory system]
lung/branch congestion 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0
oo o CoCco oo (1) 000 (oCoCn oo
(Hematopaietic system]
bone marraw granutation 1 2 0 0 3 1 0 0 1 0 0 0 2 1 0 0
(10) (200 C ) C O (380 (100 C 0) ( O (10y C 0y C 0 ( O (20) (100 C O C O
[Digestive system]
Liver herniation 1 0 0 0 1 0 0 0 1 0 0 0 1 0 0 0
(1) ¢ 03 C 0 (0 (1) C 0 C oo (1 C 0 C 0 ( 0) (1 o0y
granulation 1 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
(1) oo CocoCo oo (0o (oo (n
basophilic cell focus 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0
(OCoH o0 oo o (10 C 0oy oo Con o
[Endocrine system]
thyroid ultimobranchial body remant 0 0 0 0 1 0 0 0 1 0 0 0 0 0 0 0
oo oo (1, C oy Co) (o (1 C o) C 00 oo oo
[Reproductive system]
ovary cyst 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0
(oo (oo lon (1 ool oo oo
[Special sense organs/appandags]
Harder gl tymphocytic infiltration 2 0 0 0 2 0 0 0 5 0 0 0 2 0 0 0
(20 C ) C 0 (0 (200 C 0y C o) C O (50) ( 0) C O ( O} (200 C OO C O (0O
Significant difference : ¥* P = 0,01 Test of Chi Sauare <1>:Slight <2>:Maderate <3>: Marked {4>:Severe

(HPT150)

BAIS2



STUDY NO.  : 0085

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANTMAL + RAT F344 SACRIFICED ANIMALS ( 13W)
REPORT TYPE : Al
SEX + FEMALE PAGE : 4
Group Name 160 ppm 320 ppm
No. of Animals 0
1> 2> 3 Wb 1> 2> B <&
Organ, Findings, @ o W & @ W & O
[Respiratory system]
lung/bronch congestion 0 0 0 0 - - - -
(O o0 D= =)
[Hematopoietic system]
bone marrow granulation 1 0 0 0 - ~ - -
(10 ¢ 0 C 0 C O S0
[Digestive system]
Liver herniation 2 0 0 0 - - - -
(200 C 00 (C 0 (O SO0 09)
granulation 0 0 0 0 - - - -
(O I ) I G ) I Q) SO0
basophilic cell focus 0 0 0 0 - - - -
(OCC0(o0 S0
{Endacrine system]
thyroid ultimobranchial body remant 0 0 0 0 - - - -
C0Co0 0) ( O - =09 =)
[Reproductive systen)
ovary cyst 0 0 0 0 - - - -
CocoCo oy D))
[Special sense organs/appandage]
Harder gl lymphoeytic infiltration 2 0 0 0 - - - -
(z C 00 C (0 =00
Significant difference ¥ 1 P = 0.05 ¥ 1 P = 0.01 Test of Chi Sauare <1>:Slight <2>:Hoderate <{3>:Marked <4>:Severe

(HPT150)

BAIS2



APPENDIX C 10-5

HISTOLOGICAL FINDINGS :NON-NEOPLASTIC LESIONS

(THIRTEEN-WEEK STUDIES: SUMMARY)

MOUSE:FEMALE:DEAD AND MORIBUND ANIMALS



STUDY NO. & 0056

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUNMARY)

ANIHAL ¢ MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0- 18W)
REPORT TYPE : Al
SEX ¢ FENMALE PAGE : 1
Group Name Control 10 ppm 20 ppm 40  ppn
No. of Animals 0 0 0 0
I> 2> <3 b 1> 2> B> <L I> 2> 3> <4 A> K2> <3 D
Organ___ Findines @ ® ® W w | & ® ® | W oW @ & & o™
[Respiratary system]
lung/branch cangestion - - - - - - - - - - - - - - - -
(009 (=000 S 009 S0
hemarrhage - - - - - - - - - - - - - - - -
(=009 (22009 === 09 S 09
[Circlulatary system]
heart dilatation - - - - - - - - - - - - - - - -
(2302009 (=009 D) S 009
[Digestive system)
stomach erosioniglandular stomach - - - - ~ ~ - - - - - - - - - -
(220207 (=Y (=) G B G B G D G I G I G
Ljver fatty change:peripheral - - - - - - - - - - - - - - - -
(200209 (=000 S =020~ S N G N G
granulation - - - - - - - - - - - - - - - -
(009 (=00 D009 S =009
[Reproductive system]
uterus dilatation - - - - - - - - - - - - - - - -
(2020209 (00209 S0 09 SO a9
(HPT150)

BAIS2



STUDY NO.  : 0056

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANIMAL : MOUSE BDF1 DEAD AND MORIBUND ANIMALS (0- 13W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE : 2
Group Name 80 pem 160 ppm
No. of Animals 0 8
> 2> B b 1> 2> K3 b
Organ______ Findings @ & W O @ W & O
[Respiratory system]
lung/brronch congestion - - - - 2 0 0 0
(=009 (33 C 0y (00
hemorrhage - - - - 0 1 0 0
(302009 oo o
[Circlulatory system)
heart dilatation - - - - 2 0 0 0
(2202009 (33 () (O (0
[Digestive system]
stomach erosion:glandular stomach - - - - 2 0 0 0
(-0 (33 0o
Liver fatty change:peripheral - - - - 2 0 0 0
(Y00 (33 0o 0)
granulation - - - - 1 0 0 0
(00209 (1m0 oo
[Reproductive system]
uterus dilatation - - - - 1 0 0 0
(=200 (m oo
(HPT150)

BAIS2



APPENDIX C 10-—6

HISTOLOGICAL FINDINGS :NON-NEOPLASTIC LESIONS

(THIRTEEN—-WEEK STUDIES: SUMMARY)

MOUSE:MALE: SACRIFICED ANIMALS



STUDY NO. @ 0056 HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)
ANTHAL : MOUSE BDF1 SACRIFICED ANIMALS ( 13W)
REPORT TYPE : Al
SEX ¢ MALE PAGE : 1
Group Name Contral 10 ppem 20 ppm 40 ppm
No. of Animals 10 10 10
1> <2 K < > <2 B3> <@ 1> 2> <3 <D > 2> & <
Organ____ Findings @ ® & O @ & & & ® ® & O @ B & o
[Respiratory system]
tung/bronch hemorrhage 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0
oo oo COCo (0o (10 C 0 C 0 ( 0 CoOCoCco o
[Hematopoietic system]
spleen deposit of melanin 0 ¢ 0 0 2 0 0 0 0 0 0 0 0 0 0 0
Coco oo (200 C ) C 0) ( O o000 (VRGN ) QI ) B QI )]
[Circlulatory system]
heart mineralization:papilla 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
(oo (0 oo (o (OB Q) B Q) B G )] o0 o0
[Digestive system]
stomach erosion:glandular stomach 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Coco oo (oo CoOCo oo () B Q) B ) B Q1))
Liver granulation 1 0 0 0 1 0 0 0 0 0 0 0 2 0 0 0
(100 C 0 C O) C O (100 ¢ 0 ( 0 0) (0 0o o ( 20 0) 0 (0
[Urinary system]
kidney vacuolization of proximal tubule 10 0 0 0 10 0 0 0 9 0 0 0 8 0 0 0
a0 oo (0 (100) ( 0y € 0) ( O (80 C ) C 0 (O (80) ( 0 C ® (0
hydronephrosis 0 0 0 0 0 0 0 0 1 0 0 0 1 0 0 0
(G I Q) B Q) B Q)| o0 o (100 C (00 (100 ¢ 0) C 0) ( 0
regeneration proximal tubule 0 0 0 0 0 0 0 0 2 0 0 0 0 0 0 0
(00 (oo (0 (20 C 0) ( 0) ( 0 COCoCo o
Significant difference ; ¥ P = 0.0 ¥ 1 P S 0,01 Test of Chi Square <I>:Slight <2>:Moderate <3>: Harked <4>:Severe

(HPT150)

BAIS2



STUDY NO. & 0056

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANIMAL + MOUSE BDF1 SACRIFICED ANIMALS ( 13W)
REPORT TYPE : Al
SEX ¢ MALE PAGE : 2
Group Name 80  ppm 160  ppm
Na. of Animals 10 10
I <> <K W KI> 2> <3 b
Organ Findings w ® &®» ® @ W & o

[Respiratory system]

lung/bronch hemarrhags

[Hematopoietic system]

spleen deposit of melanin

[Circlulatary system]

heart mineralization:papills

[Digestivs system]

stomach erosion:glandular stomach

Liver granulation

{Urinary system]

kidney vacuolization of proximal tubule

hydronephrosis

regeneration proximal tubule

1
(10 C 0 C0) (0 (oo o

1
(1) 000 (otoCo o

1
oo oo (o 10y € 0 ¢ 0 ( 0

1
oo (o (1 C 0 o (o0
ot (10 C 000
8 0 0 0 6 0 0 0
(8 (0 C o) (0 (80) C 0 C 0y (0

1
oo (100 C oy C o) (o0

0 0 0 0 2 0 0 0
(oCocoo (200 ¢ » C 0y ( 0
Significant difference ; ¥ 1 P = 0.05 *x 1 P S 0.01 Test of Chi Square <1>:Slight <2>:¥oderate <(3>:Marked <4>:Severe

(HPT150)

BAISZ



STUDY NO.  : 0056
ANIMAL :+ MOUSE BDF1
REPORT TYPE : Al

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)
SACRIFICED ANIMALS ( 13W)

SEX ¢ MALE PAGE : 3
Group Name Control 10 ppm 20 ppm 40 ppm
No. of Animals 10 10 10 10
> 2> <3 b 1> 2> <3 <& A> 2> & W» 1> 2> <3 b
Organ Findings @ & % O @ & % ® ® & & W @ & % W
{Endocrine system]
pituitary cyst 1 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0
(10 C o (0o oo oo (10 C 0 (00 0 (000
[Reproductive system]
testis atrophy 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0
(GO R G I Q) B Q) (100 C 0 C o) (o Q) B GI )  G ) I Q)) oo
[Body cavities]
adipose granulation 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0
oo oo (O (10 0 (00 0 Co0 0o
Significant difference ; ** P = 0.01 Test af Chi Square <1>:Slight <2>:Moderate <3>:Marked <4>:Severe

(HPT150)

BAIS2



STUDY NO.  : 0056
ANTHAL + MOUSE BDF1
REPORT TYPE : Al

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)
SACRIFICED ANIMALS ( 13W)

SEX ¢ MALE PAGE : 4
Group Name 80  ppm 160 ppm
No. of Animals 10 10
1> 2> & W 1> 2> 3> b
Organ Findings ® & @ o @ ® & O
[Endocrine system]
pituitary cyst 0 0 0 0 0 0 0 0
ool oo o0 o

[Reproductive system]

testis atrophy

[Bady cauities]

adipase granulation

000 0 6 0 0
(0o lon oo (o

00 0 0 o0 0 0 0
(oo o oo o

el

Significant difference :

% ¢ P = 0.01

Test of Chi Square <1>:Slight <2>:Moderate <3>:Narked

<4>:Severe

(HPT150)

BAIS2



APPENDIX C 10-7

HISTOLOGICAL FINDINGS :NON-NEOPLASTIC LESIONS

(THIRTEEN-WEEK STUDIES:SUMMARY)

MOUSE:FEMALE:SACRIFICED ANIMALS



STUDY NO. = 0056 HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUNMARY)

ANIMAL + MOUSE BDF1 SACRIFICED ANTMALS ( 13W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE : 5
Group Name Control 10 poem 20 ppm 40  ppm
No. of Animals 10 10 10 10
I> 2> & W 1> 42> B3> b > 2> & W 1> > B> W
Organ Findings, wm ® w o ® & ® o @ w W o o & ® W
[Respiratory system]
nasal cauvit eosinophilic changeirespiratary epithelium 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0
(oo (o (10) C 03 C 0 ( © (o ooy oo Cn (o0
disarrangement:olfactory epithelium 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
(oo ooy (oo n (oo o0 (oo Con o0
atrophy:alfactary epithelium 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
(oo (oo oo oo (o0 (ool 0
lung/bronch hemarrhage 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0
CoCo oo (1) o) C 00 oo o (o0l
[Hematopoietic system)
spleen deposit of melanin 2 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0
(20 C 0 C 0) C 0) CoOCC0 oo oo (200 C ) C OO
{Digestive system]
stomach hyperplasia:glandutar stomach 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
oo ol Co oo o (ool o000
Liver granulation 0 0 0 0 0 0 0 0 0 0 0 0 2 0 0 0
Q)G ) 2 Q) B G () B G ) B G ) I Q)] () B G ) B QI ) B QR )] (200 C 0) C 0) C O
{Reproductive system]
uterus dilatation 1 0 0 0 1 0 0 0 0 0 0 0 1 0 0 0
(1 ool (10 C ) C 0 (0 (oconCnCon (10 C o (0 (0
Significant difference ; *: P S 0.05 *% 1 P = 0,01 Test of Chi Sauare <1>:Slight <2>:Moderate <3>:Marked © <4>:Severe
(HPT150)

BAIS2



STUDY NO. & 0056
ANTHAL + MOUSE BDF1
REPORT TYPE : Al

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

SACRIFICED ANIMALS ( 13W)

SEX ¢ FEMALE PAGE ¢ 6
Group Name 80 ppm 160 ppm
No. of Animals 10 4
> 2> B3 b 1> <2 B> <&
Organ Findings ® & o @ ® &
{Respiratory system]
nasal cauit eosinophilic change:respiratary epithelium 0 0 0 0 1 0 0 0
Q) I ) B G ) B G )] (25) C 0) C O (O
disarrangsment:olfactary epithelium 0 0 0 0 2 0 0 0
(oo (50) C 0 C 0) (0O
atrophy:otfactary epithelium 0 0 0 0 2 0 0 0
oo oo (50 C 0) C (O
lung/bronch hemarrhage 0 0 0 0 0 0 0 0
() I G B Q) B Q)] CoCoCco o
[Hematopoietic system]
spleen deposit of melanin 1 0 0 0 2 0 0 0
(10 C 0 ¢ 0 (0 (50) ( 0) C 0y C O)
[Digestive system]
stomach hyperplasiatglandular stomach 0 0 0 0 1 0 0 0
(oo (28 ( O Co (0
Liver granulation 0 0 0 0 1 0 0 0
(oo (25) C 0y CO) (O
[Reproductive system]
uterus dilatation 2 0 0 0 1 0 0 0
(200 C 0 C 0 (0 (25) ( 0y C 0) ( O
Significant difference ; ¥ 1P = 0.05 * 1 P = 0,01 Test of Chi Square <1>:Slight {2>:Yoderate <3 Marked <4>:Severe
(PT150)

BAIS2



APPENDIX C 11-1

CONCENTRATION OF 1, 2~-DICHLOROETHANE IN INHLATION CHAMBER

(THIRTEEN-WEEK STUDIES)



CONCENTRATION OF 1,2-DICHLOROETHANE IN INHALATION CHAMBER
(RAT : THIRTEEN-WEEK STUDIES)

Concentration(ppm)

Group Name Mean + S.D.
Control 0.0 + 0.0
20ppm 19.9 =+ 0.2
40ppm 39.9 * 0.3
80ppm 80.2 + 0.9
160ppm 1606. 3 + 1.8
320ppnm 321.2 * 0.7

CONCENTRATION OF 1,2-DICHLOROETHANE IN INHALATION CHAMBER
(MOUSE : THIRTEEN-WEEK STUDIES)

Concentration(ppm)

Group Nanme Mean + S.D.
Control | 0.0 + 0.0
10ppm 10.0 =+ 0.1
20ppn : 20.0 + 0.3
40ppm 40.2 =+ 0.5
80ppm 79.7 + 0.7
160ppm 161.2 + 1.3




APPENDIX C 11-2

ENVIRONMENT OF INHLATION CHAMBER

(THIRTEEN-WEEK STUDIES)



ENVIRONMENT OF INHALATION CHAMBER

(RAT : THIRTEEN-WEEK STUDIES)

TEMPERATURE (C ) HUMIDITY (%) VENTILATION RATE( 2 /min) ROOM AIR CHANGE (time/h)
Group Name MEAN £ S.D. MEAN + S.D. MEAN +  S.D. MEAN
Control 245 £ 0.2 53.9 = 2.0 264.1 £ 0.6 14.9
20ppm 247 £ 0.2 57.2 =+ 2.1 266.4 = 0.9 15.1
40ppm 2.9 £ 0.2 55.1 X 2.7 268.6 X 0.8 15.2
80ppm 2.8 £ 0.2 50.9 £ 2.4 265.0 £ 1.0 15.0
160ppm 249 £ 0.2 56.3 = 2.2 264.1 £ 1.3 14.9
320ppm 2.0 £ 0.7 52.7 £ 1.8 266.3 =+ 0.1 15.1

ENVIRONMENT OF INHALATION CHAMBER
(MOUSE : THIRTEEN-WEEK STUDIES)

TEMPERATURE (C ) HUMIDITY (% ) VENTILATION RATE( & /min) ROCM AIR CHANGE (time/h)
Group Name MEAN +  S.D. MEAN £ S.D. MEAN +  S.D. MEAN
Control 2.0 £ 0.1 58,2 =+ 2.0 131.9 £ 0.7 16.1
10ppm 23.8 £ 0.2 55.8 £ 2.5 131.1 & 0.3 15.0
20ppm 23.7T £ 0.2 58.7 £ 2.1 130.7 £ 0.2 15.0
40ppn 23.8 £ 0.2 58.6 £ 2.1 130.7 £ 0.7 15.0
80ppn 240 = 0.2 5.7 £ 2.1 130.7 + 0.3 15.0
160ppm 2.2 £ 0.2 57.9 =+ 2.6 131.3 =+ 1.1 15.1




