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CLINICAL OBSERVATION : SUMMARY, RAT : MALE

(2Week STUDY)



STUDY NO. : 0134
ANTHAL ¢ RAT F344
REPORT TYPE : A1 2

SEX : MALE

CLINICAL OBSERVATION (SUMMARY)

ALL ANIMALS
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STUDY NO. : 0134
ANTHAL * RAT F344
REPORT TYPE : Al 2

SEX : MALE

CLINICAL OBSERVATION (SUMMARY)
ALL ANIMALS

PAGE = 2

Glinical sign

Group Name

Administration Week-day

2-7
1

EYE OPACITY

CORNEAL OPACITY

LOOSE STOOL

Controt
1500 ppm
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6000 pem
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24000 ppm

Control
1500 ppm
3000 ppm
6000 ppm
12000 ppm
24000 pom
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APPENDIX A 1-2

CLINICAL OBSERVATION @ SUMMARY, RAT : FEMALE

(2Week STUDY)



STUDY NO. : 0134 CLINICAL OBSERVATION (SUMMARY)
ANINAL ¢ RAT F344 ALL ANIKALS

REPORT TYPE : AL 2

SEX : FEMALE PAGE : 3
Clinicsl sign Group Name Administration Week-day
0-0 1-1 1-2 1-3 1-4 1-6 -6 1-7 2-1 2-2 2-3 2-4 2-5 2-8
1 1 1 1 1 1 1 1 1 1 1 1 1 1
SOILED PERI GENITALIA Control 0 0 0 0 0 0 i} 0 0 0 0 0 0 0
1500 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
3000 pom 0 0 0 0 0 0 0 0 0 0 0 0 0 0
6000 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
12000 ppm 0 1 1 0 1 0 1 1 1 1 1 1 0 0
24000 ppm 0 3 3 3 3 1 3 3 3 3 3 3 2 2
EYE OPACITY Control 0 0 0 0 0 i} 0 0 0 0 0 0 0 0
1500 ppm 0 0 0 0 0 0 0 0 0 1 1 1 1 1
3000 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
6000 ppm 0 0 0 0 1 1 0 4] 0 0 0 0 0 0
12000 ppm 0 0 0 Q 0 0 0 0 0 0 0 0 0 0
24000 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
CORNEAL OPACITY Control 0 0 0 0 0 0 0 0 0 0 0 0 0 0
1500 ppm 0 0 0 0 0 0 0 0 0 1 1 1 1 1
3000 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
6000 ppm 0 0 0 0 1 1 0 0 0 0 0 0 0 0
12000 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
24000 ppm 0 0 0 4} 0 0 0 0 0 0 0 0 0 0
(HAN190)

BAIS2



STUDY NO. : 0134 CLINICAL OBSERVATION (SUMMARY)
ANTMAL © RAT F344 ALL ANIMALS
REPORT TYPE : AL 2

SEX ¢ FEMALE PAGE ¢ 4

Clinical sion Group Name Administration Week-day
2-7
1

SOILED PERI GENITALIA Control
1500 ppm
3000 ppm
6000 ppm
12000 ppm
24000 ppm

NSO OO OO

EYE OPACITY Control
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24000 ppm
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(11AN130) BAIS 2



APPENDIX A 1-3

CLINICAL OBSERVATION : SUMMARY, MOSUE : MALE

(2Week STUDY)



STUDY NO. : 013b

CLINICAL OBSERVATION (SUMMARY)

ANIMAL + HOUSE BDF1 ALL ANIMALS
REPORT TYPE : Al 2
SEX @ MALE PAGE : 1
Clinical sign Group Name Administration Week-day
0-0 1-1 1-2 1-3 1~4 1-5 1-6 1-7 2-1 2-2 2-3 2-4 2-5 2-8
1 1 1 1 1 1 1 1 1 1 1 1 1 1
PILOERECTION Control 0 0 0 0 0 0 0 0 0 0 0 1 0 0
375 ppm 0 0 0 0 0 0 1 1 1 1 1 1 1 1
750 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
1500 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
3000 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
6000 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
LOSS OF HAIR Controt 0 0 0 0 0 0 0 0 0 0 0 0 0 0
375 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
750 pom 0 0 0 0 0 0 0 0 ¢ 0 0 0 2 2
1500 pem 0 V] 0 0 0 0 0 0 0 1 1 2 1 1
3000 ppm 0 0 0 0 0 0 0 0 0 0 0 0 1 1
6000 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0

(HAN190)

BAIS 2



STUDY NO, : 0135 CLINICAL OBSERVATION (SUMMARY)
ANTHAL : HOUSE BDF1 ALL ANINALS
REPORT TYPE : A1 2

SEX : MALE ‘ PAGE ¢ 2

Clinical sign Group Name Administration Week-day
2-7
1

PILOERECTION Control
375 ppm
750 ppm
1500 ppm
3000 ppm
6000 ppm

O DD D D

LOSS OF HAIR Control
375 ppm
750 ppm
1500 ppm
3000 ppm
6000 ppm

D NSO

(HAN190) BAIS2



APPENDIX A 1-4

CLINICAL OBSERVATION @ SUMMARY, MOSUE: FEMALE

(2Week STUDY)



STUDY NO. : 0135 CLINICAL OBSERVATION (SUMMARY)
ANTMAL * NOUSE BDFI ALL ANIMALS

REPORT TYPE = Al 2

SEX ¢ FEMALE

PAGE ¢ 3
Clinical sion Group Name Administration Week-day
0-0 1-1 1-2 1-3 1-4 1-5 1-6 1-7 2-1 2-2 2-3 2-4 2-5 2-6
1 1 1 1 1 1 1 1 1 1 1 1 1 1
LOSS OF HAIR Controt 0 0 0 0 0 0 0 0 0 0 0 0 0 0
375 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
750 ppm 0 0 0 0 0 0 1 1 1 1 1 0 0 0
1500 ppm 0 0 0 0 0 0 0 0 0 0 0 0 0 0
3000 ppm 0 0 0 1 1 1 1 1 1 2 2 0 1 0
6000 ppm 0 0 0 0 0 0 0 0 0 1 1 1 1 1
(11AN190)

BAIS2



STUDY NO. : 0135
ANTHAL + HOUSE BDF1
REPORT TYPE : AL 2

SEX @ FEMALE

CLINICAL OBSERVATION (SUMMARY)
ALL ANIMALS

PAGE : 4

Clinical sion

Group Name

Administration Week-day

2-7
1

LOSS OF HAIR

Controt
375 ppm
750 epm
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(I1AN190)
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APPENDIX A 2-1

BODY WEIGHT CHANGES :SUMMARY, RAT : MALE

(2Week STUDY)



STUDY NO. : 0134 BODY WEIGHT CHANGES (SUMMARY)
ANTHAL © RAT F344 ALL ANINALS
UNIT i g
REPORT TYPE : A1 2
SEX : MALE PAGE + 1
Group Name Administration week~day
0-0 1-1 1-2 1-4 1-7 2-4 2-7
Control 131 5 135+ 7 141k 5 150+ 5] 165+ 8 185+ 5 199+ 5
1500 ppm 131+ 5 136% 6 139+ 6 149+ [ 163+ 8 182+ 11 186+ 12
3000 ppm 132% 5 136+ 5 140+ 5 149+ 6 163+ 8 1824 7 196k 9
6000 ppm 131 % 5 1354 5 139+ 5 1484 6 163% 7 181k 8 1954 8
12000 pom 1314+ 5 131% 6 134+ 6% 1444 6% 157+ 9 173+ 10% 186+  12%x
24000 ppm 132+ 4 127+ 4xx 129+ Jkx 138+ dxx 1514 B¥x 168+ Txx 181+ Tx
Significant difference ¥ P = 0.05 ** 1 P = 0,01 Test of Dunnett

(IAN260)

BAIS2



APPENDIX A 2-2

BODY WEIGHT CHANGES : SUMMARY, RAT : FEMALE

(2Week STUDY)



STUDY NO. : 0134 BODY WEIGHT CHANGES (SUMMARY)

ANTHMAL ¢ RAT F344 ALL ANIMALS
UNIT i g
REPORT TYPE : A1 2
SEX : FEMALE PAGE ¢ 2
Group Name Administration week-day
0-0 1-1 1-2 1-4 1-7 2-4 2-7
Control 108 3 110% 4 112+ 4 117+ 4 1244 5 1334 [§ 140% 6
1500 ppm 108% 4 111k 4 113+ 4 118+ 4 125+ 5 133% 5 140+ 4
3000 ppm 108+ 4 1104 3 11+ 4 1174 4 125+ 5 133 5 1394 6
6000 ppm 108% 4 108+ 4 112+ 5 116% 5 125+ 4 134+ 5 140+ 5
12000 ppm 108+ 3 104+ Axx 1074 4% 112+ 4% 1214 5 1294 4 136k 5
24000 ppm 108+ 3 101+ 3xx 102+ Jxx 108+ 3xx 116+ 4xx 1264+ Bxx 1324+ Bxx
Significant difference ; *x 1 P = 0,06 *x 1 P = 0.01 Test of Dunnett
(lIAN260) BAIS2



APPENDIX A 2-3

BODY WEIGHT CHANGES :SUMMARY, MOSUE : MALE

(2Week STUDY)



STUDY NO. : 0135 BODY WEIGHT CHANGES (SUMMARY)

ANTMAL : MOUSE BDF1 + ALL ANIMALS

UNIT HI 3

REPORT TYPE : A1l 2

SEX : MALE PAGE + 1

Group Name Administration week-day.

0-0 1-1 1-2 1-4 1-7 2-4 2-7
Control 23.1+ 0.8 22.8% 1.0 22,5+ 1.0 22.9+ 1.0 23,44 1.2 23.94& 1.1 ) 23,9+ 0.8
375 ppm 23.0k 0.8 22.9%+ 1.0 22.7+ 0.8 23.1+ 1.1 23.4%+ 1.1 23.7+ 0.8 24,2+ 1.0
750 ppm 23.0+ 0.9 23.04+ 0.9 22.7+ 0.9 23.3+ 0.8 23,5+ 0.9 23.9+ 0.7 24.1+ 0.9
1500 ppm 23.1+ 0.8 23.1% 0.8 22.9% 0.7 23.4+ 0.8 23,6+ 0.5 24,0+ 0.8 24,2+ 0.6
3000 ppm 23.04+ 0.9 23.3+ 0.8 22.9% 0.6 23.3t 0.8 23.56% 0.9 23.9%+ 0.7 23.94+ 0.8
6000 ppm 23.1+ 0.8 23,0+ 0.9 22,7+ 0.9 23.2+ 1.1 23.2% 0.9 23.6Ef 1.8 23.9% 1.4
Significant difference ; * 1 P = 0.0b ¥ ¢ P £ 0.01 Test of Dunnett

(HAN260) BAIS2



APPENDIX A 2-4

BODY WEIGHT CHANGES : SUMMARY, MOSUE: FEMALE

(2Week STUDY)



STUDY NO. : 0135 BODY WEIGHT CHANGES (SUMMARY)
ANTHAL © MOUSE BDF1 ALL ANIMALS
UNIT t g
REPORT TYPE : ALl 2
SEX : FEMALE PAGE : 2
Group Name Adninistration week-day.
0-0 1-1 1-2 1~4 1-7 2-4 2-7

Control 18.7£ 0.8 18.1& 0.8 18.24+ 0.9 8.6+ 1.0 18,7+ 0.9 19,0+ 0.9 19.8+ 0.8

375 pom 18.7% 0.9 19.0+ 0.9 18.6+ 1.0 18.74£ 0.8 19.1+ 0.8 19,1+ 0.9 20,0+ 0.7

750 ppm 18.7+ 0.9 18.8% 1.1 18.5+ 0.9 18,6+ 1.1 18,0+ 1.0 19.3+ 1.2 19,7+ 1.2

1500 ppm 18.7+ 0.9 18.6+ 0.8 18.3x 0.7 18,7+ 0.7 19.1£ 0.5 19.2+ 0,7 18.8+ 0.6

3000 ppm 18.7+ 0.9 18.6+ 0.9 18.44+ 1.0 18.7+ 1.0 18.0+ 0.8 19.4% 0.4 20.1+ 0.9

6000 ppm 18.7+ 0.9 18.54+ 1.2 8.2+ 1.1 18.3+ 1.2 18.7& 0.9 19.0+ 1.2 19.5+ 1.3

Significant difference : ¥ P = 0.0 ¥ I P = 0.01 Test of Dunnett

(HAN260) BAIS2



APPENDIX A 3-1

WATER CONSUMPTION CHANGES : SUMMARY, RAT: MALE

(2Week STUDY)



STUDY NO. ¢ 0134 : WATER CONSUMPTION CHANGES (SUMMARY)

ANTHAL : RAT F344 ALL ANIMALS
UNIT g
REPORT TYPE : A1 2
SEX ¢ MALE PAGE i
Group Name Administration week~day{effectiuve)
1-3(3) 1-7(4) 2-3(8) 2-7(4)
Control 18.0+ 1.8 19.5+ 1.2 20.9+ 2.0 21.9+ 2.3
1500 ppm 18.1+ 1.2 18.3+ 1.2 20.4 1.7 20.84+ 1.8
3000 ppm 18.4+ 1.5 18.9+ 1.4 18.7£ 1.2 20.6+ 1.6
6000 ppm 6.1+ 1.3 6.6+ 1.2% ) 17.3+ 1.2% 18.24 1.3%x
12000 ppm 5.1+ 3.3¢ 16,1+ 3.0%x 17.5% 5.2%x 15,44 1.1sx
24000 ppm 11,24 0.9xx 4.6 1.3%x 14.44% 1.4%x 14.84+ 1.3%x
Significant difference * 1P = 0.05 ** P = 0,01 Test of Dunnett
(HAN260)

BAIS2



APPENDIX A 3-2

WATER CONSUMPTION CHANGES : SUMMARY, RAT: FEMALE

(2Week STUDY)



STUDY NO. : 0134
ANTHAL * RAT F344

WATER CONSUMPTION CHANGES (SUMMARY)

ALL ANTMALS

UNIT H-3
REPORT TYPE : A1 2
SEX : FEMALE PAGE ¢ 2
Group Name Adninistration week-day{effective)
1-3(3) 1-7(4) 2-3(3) 2-7(4)
Control 6.8+ 1.6 18.9% 4.2 19.1+ 3.0 21,4+ 7.8
1500 ppm 16,3+ 0.8 17.0+ 0.9 16.9+ 1.8 19.24+ 8.1
3000 ppm 15.3t 0.9 16.0+ 1.1 6.1+ 1.5 6.1+ 1.2
6000 ppm 14.2+ 0.5% 14.51+ 0.8 15,1+ 0.8% 15.4+ 0.6
12000 ppm 11.94%  1.0%x 12.8+ 0.6%x 1.6 0.7xx 12.9% 0.9xx
24000 ppm 9.9+ 4.5%x 13,11 0.8*x 11,21 0.9 12.8+  1.2%x
Significant difference ¥ ! P = 0,05 ¥ 1 P £ (.01 Test of Dumnett

(1AN280)

BAIS2



APPENDIX A 3-3

WATER CONSUMPTION CHANGES : SUMMARY, MOUSE: MALE

(2Week STUDY)



STUDY NO. : 0136
ANIMAL : MOUSE BDF1
UNIT g

REPORT TYPE : A1 2

WATER CONSUMPTION CHANGES (SUMMARY)

ALL ANIMALS

SEX ¢ MALE PAGE : 1
Group Name Administration week-day(effective)
1-4(4) 1-7(3) 2-4(4) 2-7(3)

Control 4.1+ 0.3 3.9% 0.2 3.8+ 0.2 3.7t 0.3

375 ppm 4.4+ 1.2 4.2+ 1.0 4,3 1.0 4.1+ 0.9

750 ppm 4.2+ 0.4 4.0+ 0.3 3.9+ 0.4 3.9+ 0.3

1500 ppm 4.3t 0.4 4.1+ 0.4 4.1+ 0.4 4.0+ 0.4

3000 ppm 4.2+ 0.4 3.9% 0.3 3.7 0.3 3.8 0.3

6000 ppm 4.2t 0.3 4.1+ 0.2 4.0 0.4 4.0+ 0.5

Significant difference ; * 1 P 50,05 * 1 P S 0.01 Test of Dunnett

(11AN260)

BAIS2



APPENDIX 3-4

WATER CONSUMPTION CHANGES : SUMMARY, MOUSE: MALE

(2Week STUDY)



STUDY NO, : 0135 . WATER CONSUMPTION CHANGES (SUMMARY)

ANTHAL + MOUSE BDF1 ALL ANTMALS

UNIT T g

REPORT TYPE : Al 2

SEX : FEMALE PAGE : 2

Group Name Adminisiration week-day(effectiue)

1-4(4) 1-7(3) 2-4(4) 2-7(3)
Control 3.8+ 0.5 3.6t 1,1 4.5+ 0.9 4.6+ 1.1
375 ppm 4.6 0.7+x 4.4+ 0.4 4.8t 0.4 5.1+ 0.8
750 ppm 4,3 0.6 4.7 1.0 4.9+ 1.0 1.8t 0.9
1500 ppm 4.4+ 0.4% 4.3% 0.3 4.8+ 1.4 4.9% 0.8
3000 ppm 4.2+ 0.5 4.1+ 0.2 4,1+ 0.3 4.3+ 0.3
6000 ppm 4.2+ 0.3 4.3+ 0.3 4.4+ 0.3 4.5+ 0.3
Significant difference * ¢ P = 0,05 ** 1 P = 0,01 Test of Dunnett

(HIAN260) BAIS 2



APPENDIX A 4-1

FOOD CONSUMPTION CHANGES : SUMMARY, RAT : MALE

(2Week STUDY)



STUDY NO. : 0134
ANIMAL ¢ RAT F344
UNIT H:+
REPORT TYPE : A1 2
SEX : MALE

FOOD  CONSUMPTION CHANCES (SUNMARY)

ALL ANIMALS

PAGE ¢+ 1

Group Name

Administration week-day(effective)

1=7(7) 2-7(7)
Control 14,71 1.0 16.0% 0.9
1500 ppm 14.4%+ 0.7 15,7+ 1.2
3000 ppm 4.0+ 1.0 16.3+ 1.0
6000 ppm 13.94+ 1.0 15.3+ 1.0
12000 ppm 13.44+ 1.1x 14.5+ 1.1%
24000 ppm 12.4%  0.7%x 14,14 0.9%x
Significant difference ; ¥ 1 P = 0.05 *x 1 P = 0,01 Test of Dunnett

(11AN260)

BAIS2



APPENDIX A 4-2

FOOD CONSUMPTION CHANGES : SUMMARY, RAT : FEMALE

(2Week STUDY)



STUDY NO. : 0134
ANINMAL ¢ RAT F344

FOOD CONSUMPTION CHANGES (SUMMARY)

ALL ANINALS

UNIT g
REPORT TYPE = A1 2
SEX : FEMALE PAGE ¢+ 2
Group Name Administration week-day (effective)
1-7(7) 2-7(7)
Control 1.4+ 0.5 11.5+ 0.7
1500 ppm 11.74 0.8 11.5+ 0.8
3000 ppm 1.5 0.7 11.3% 0.7
6000 ppm 1.4+ 0.7 11.6%£ 0.7
12000 ppm 10.7  0.5% 11.1+ 0.5
24000 ppm 9.6 0.6 10.6d 0.7%
Significant difference *: P £ 0.05 *x 1 P £ 0.01 Test of Dumnett

(11AN260)

BAIS2



APPENDIX A 4-3

FOOD CONSUMPTION CHANGES : SUMMARY, MOSUE : MALE

(2Week STUDY)



STUDY NO. : 0135
ANIMAL : HOUSE BDF1
UNIT g

REPORT TYPE : A1 2
SEX & MALE

FOOD  CONSUMPTION CHANGES (SUMMARY)

ALL ANIMALS

PAGE : 1
Group Name Administration week-day (effective)
1-7(7) 2-7(7)
Control 3.8+t 0.3 3.7 0.2
375 ppm 3.7 0.3 3.6 0.2
750 ppm 3.7% 0.2 3.7 0.2
1500 ppm 3.8 0.1 3.7+ 0.2
3000 ppm 3.9% 0.2 3.6 0.1
6000 ppm 3.84& 0.3 3.7% 0.4
Significant difference ; TP = 0.05 ¥ 1 P = 0.01 Test of Dunnett

(11AN260)

BAIS2



APPENDIX A 4-4

FOOD CONSUMPTION CHANGES : SUMMARY, MOSUE : FEMALE

(2Week STUDY)



STUDY NO. : 0135
ANINAL + HOUSE BDF1

FOOD ~ CONSUMPTION CHANGES (SUMMARY)

ALL ANIMALS

UNIT T g
REPORT TYPE : A1 2
SEX : FEMALE PAGE 2
Graup Name Administration uweek-day(effective)
1-7(7) 2-7(7)

Control 3.0+ 0.2 3.2+ 0.2

375 ppm 3.24& 0.8 3.4+ 0.3

750 ppm 3.1+ 0.3 3.2+ 0.1

1500 ppm 3.2t 0.2 3.3+ 0.2

3000 ppm 3.2+ 0.2 3.2+ 0.2

6000 ppm 3.1+ 0.2 3.3t 0.2

Significant difference ; ¥ 1 P = 0.05 ¥x @ P = 0.01 Test of Dunnett

(1AN260)

BAIS2






STUDY NO. : 0134

ANTHAL * RAT F344

UNIT tg/kg/day
REPORT TYPE : A} 2

SEX ¢ MALE

CHEMICAL INTAKE CHENGES
ALL ANIHALS

(SUMMARY)

PAGE 1
Group Name Administration (weeks)
: 1 2
Control 0.000Lt 0.000 0,000 0.000
1500 ppm 0,178+ 0.008 0.159+ 0.008
3000 ppm 0.348+ 0,014 0,314+ 0,017
6000 ppm 0.611+ 0.028 0.559+ 0,029
12000 ppm 1.230%+  0.201 0.993+ 0.026
24000 ppm 2,306+ 0.137 1.969t 0.114
(HAN300)

BAIS2



APPENDIX A 5-2

CHEMICAL INTAKE CHANGES: SUMMARY, RAT : FEMALE

(2Week STUDY)



STUDY NO. : 0134

ANTHAL + RAT F344

UNIT tg/ke/day
REPORT TYPE : A1 2

SEX ¢ FEMALE

CHEMICAL INTAKE CHENGES
ALL ANTMALS

(SUMMARY)

PAGE : 2
Group Name Administration (weeks)
1 2
Control 0,000 0,000 0.000k 0,000
1500 ppm 0.204% 0,012 0.207% 0.068
3000 ppm 0.382+ 0.020 0.347%&  0.020
6000 ppm 0.695%+ 0,020 0.661%& 0.022
12000 ppm 1,274+ 0.039 1,134+ 0.060
24000 ppm 2,709t 0.118 2,325+t 0.125
(11AN300)

BAIS2



APPENDIX A 5-3

CHEMICAL INTAKE CHANGES: SUMMARY, MOUSE: MALE

(2Week STUDY)



STUDY NO. : 0135

ANTMAL : MOUSE BDF1
UNIT P gske/day
REPORT TYPE : A1 2

SEX : MALE

CHEMICAL INTAKE CHENGES
ALL ANIMALS

(SUMMARY)

PAGE ¢+ 1
Group Name Administration (weeks)
1 2
Control 0.000+ 0.000 0.000% 0,000
375 ppm 0.067Lt 0.015 0,064+ 0,011
750 ppm 0.1284% 0.009 0,122+ 0.008
1500 ppm 0.261% 0,021 0.249%  0.020
3000 ppm 0.502+ 0.037 0.473%+ 0.023
6000 ppm 1,055+ 0.066 0,997+ 0.128
(11AN300)

BAIS 2






STUDY NO. : 0135

ANTHAL + MOUSE BDF1
UNIT i g/ke/day
REPORT TYPE : A1 2

SEX @ FEMALE

CHENICAL INTAKE CHENGES
ALL ANTHALS

(SUMMARY)

PAGE ¢ 2
Group Name Administration (weeks)
1 2
Control 0.000%& 0.000 0.000% 0.000
375 ppm 0.0851 0.008 0.096+ 0.010
750 ppm 0.187%t 0,043 0.182% 0.033
1500 ppm 0.339+ 0.023 0,366+ 0.060
3000 ppm 0.649+ 0,046 0.648% 0,040
6000 ppm 1.380+ 0.106 1,377+ 0,105
(11AN300)

BAIS2






STUDY NO. : 0134
ANTHAL ¢ RAT F344
REPORT TYPE : Al

HEMATOLOGY (1) (SUMMARY)
SURVIVAL ANIMALS ( 2)

SEX : MALE PAGE ¢ 1
Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT NCV NCH MCHC PLATELET
Animals 106,/14 g/ de % fe Pg g/ dR 10%,/18
Controt 10 7.62+t 0.12 14.9+ 0.3 43.6%+ 0.7 57.3% 0.6 18.6% 0.4 34.2% 1.0 1022k 19
1500 ppm 10 7.64f 0.12 14.9+ 0.3 43.5+ 0.7 56.91+ 0.5 18.5% 0.2 34.2k 0.5 989+ 80
3000 ppm 10 7.60+ 0.13 14.8% 0.3 43.0% 0.8 56.64 0.6 18.5% 0.3 34,5+ 0.5 1006+ A7
6000 ppm 10 7.62+ 0.14 14,8+ 0.4 43.7+ 1.2 57.4& 0.7 18,4+ 0.4 33.8% 0.7 991+ 53
12000 ppm 10 7.70%  0.23 4.9 0.4 43.4% 1.1 56.4+% 0,8% 19.3% 0.3 34.2% 0.7 809k 100%x
24000 ppm 10 7.70+  0.09 14.9+ 0.3 43.5% 0.6 56,64 0.3% 18.4+ 0.3 34,3+ 0.6 905+ 52%x
Significant difference 5 * 3 P < 0.05 ¥ 3 P = 0.01 Test of Durmnett

(HCLOT0)

BAIS 2



STUDY NO. : 0134 HEMATOLOGY (2) (SUMMARY)

ANTHAL : RAT 344 SURVIVAL ANIMALS ( 2)
REPORT TYPE : Al
SEX @ MALE PAGE ¢ 1
Group Name NO. of WBC Differential WBC (%)
Mimals 103/114 N~BAND N-SEG EOSINO BASO MONO LYMPIIO OTHER
Control 10 5,28 1.08 04 0 12+ 3 0t 0 0L 0 3+ 1 854 4 0+ 1
1500 ppm 10 5.62+& 1.87 0+ 1 13+ 4 0k 0 [V=w 0 3+ 2 83+ 4 1+ 1
3000 ppm 10 5.16& 0.81 0+ 0 134 4 0t 1 0t (] 3+ 2 83+% 4 0% 1
6000 ppm 10 5.07+ 1.53 1+ 1 164+ 6 1+ 1 0+ 0 3+ 1 80+ 7 0% 1
12000 pom 10 4.94+  1.70 04 1 14 4 0k 1 0t 0 3+ 2 82+ 5 1+ 1
24000 ppm 10 5.60+ 1,72 0+ 0 i1£ 3 i+ 1 0 0 24 1 86k 4 0% 1
Significant difference * 1 P = 0,06 ** ¢ P = 0.01 Test of Dunnett

(JCL714) BAIS2



APPENDIX A 6-2

HEMATOLOGY : SUMMARY, RAT : FEMALE

(2Week STUDY)



STUDY NO. : 0134 HEMATOLOGY (1) (SUMMARY)

ANIMAL ¢ RAT F344 SURVIVAL ANIMALS ( 2)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE ¢ 2
Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT MCV MCH MCIIC PLATELET
Animals - 108/t g /de % fe Pg g /de 103,14
Control 10 8.00+ 0.14 15.8+ 0.2 45,0+ 0.9 56.24% 0.7 19.8+% 0.4 3.2+ 0.7 948 % 76
1500 ppm 10 7.87x 0.24 15.6+ 0.4 44,54 1.3 56.54 0.5 19.8%+ 0.5 35.0% 0.9 939+ 43
3000 ppm 10 8.0l 0.25 15.8% 0.5 45,0+ 1.2 56,11 0.5 19.7% 0.3 36,1+ 0.5 926+ 68
6000 ppm 10 7.86%f 0.23 16,564 0.3 44,5+ 1.4 56,7+ 0.5 19,74 0.4 34.9% 0.7 961 £ 31
12000 ppm 10 7.93+  0.18 15.6% 0.5 44.5% 1.6 56.2% 1.0 19,6% 0.4 35,0+ 0.9 808 & 60
24000 ppm 10 7.93+ 0.22 5.6+ 0.6 4.4+ 1.2 56.0+ 0.4 19,7+ 0.4 35.24 0.6 879+ 70%
Significant difference :+ * : P £ 0.05 ¥ 2 P = 0,01 Test of Dunnett

(HCLO70) ‘ BAIS2



STUDY NO. : 0134 HEMATOLOGY (2) (SUMMARY)

ANTMAL * RAT F344 SURVIVAL ANIMALS ( 2)
REPORT TYPE : Al
SEX : FEMALE PAGE : 2
Group Name NO. of WBG Differential WBC (%)
fnimals 103/ 12 N-BAND N-SEG EOSINO BASO HONO LYMPHO OTBER
Control 10 4.41%  0.71 0% 1 1% 3 1+ 1 0% 0 . 3% 2 85t 5 0% 1
1500 ppm 10 5.14+ 1.71 = 1 144 5 1+ 1 0+ 0 2% 1 82k 5 04 0
3000 ppm 10 4,77+ 1.32 0+ 1 134 4 1+ 1 04 0 44 1 81+ 4 1+ 1
6000 ppm 10 5.24+ 1.88 0t 1 12+ 5 0+ 0 0t 0 34+ 1 84+ 6 0t 1
12000 ppm 10 1.81x  2.30 1+ 1 14+ 7 0k 1 0k 0 3+ 2 82+ 8 0% 1
24000 ppm 10 4.46t 1.26 0% 1 12+ 4 1+ 1 0% 0 3+ 1 84+ 6 0t 0
Significant difference ¥ ! P < 0,06 ¥ 1 P < 0,01 Test of Dunnett

(JeL7in) ' BAIS2



APPENDIX A 6-3

HEMATOLOGY : SUMMARY, MOSUE : MALE

(2Week STUDY)



STUDY NO. : 0135 HEMATOLOGY (1) (SUMMARY)

ANTHAL : MOUSE BDF1 SURVIVAL ANIMALS ( 2)
REPORT TYPE : Al

SEX @ MALE

PAGE : 1
Group Name NO. of RED BLOOD CELL HEMOGLOBIN HEMATOCRIT HCV HCH MCHC PLATELETY
Animals 106/ 14 g ./ de % re P g g/ 108110
Control 9 10.79+  0.21 16.6% 0.4 51.7% 2.0 47.9% 1.2 15.4% 0.2 32.2% 0.7 1310+ 73
375 ppm 10 10.66+  0.41 16.3% 0.5 50.3% 2.4 47,2+ 0.7 15,3+ 0.2 32.4% 0.7 1280+ 75
750 ppm 10 10.77+  0.23 16.5% 0.5 51.3% 1.0 47,6+ 0.5 15.3% 0.2 32.1% 0.5 12934 88
1500 ppm 9 10.68+ 0.38 6.4+ 0.5 50.54 2.0 47,3+ 0.6 15,3+ 0.3 32.4% 0.6 1326% g7
3000 ppm 10 10.81+  0.24 16.5% 0.5 51,3k 1.3 47,5+ 0.5 15.3+ 0.2 32.1% 0.4 1308+ 72
6000 ppm 10 10.67+  0.38 16.3% 0.4 50.7% 1.3 17.6% 0.8 15.3% 0.3 32.2+ 0.6 1323+ 128
Significant difference 7 * 1 P = 0,05 % : P = 0,01 Test of Dunnett
(HCLO70)

BAIS2



STUDY NO. : 0135 HEMATOLOGY (2) (SUMMARY)

ANTHAL © MOUSE BDF1 SURVIVAL ANIMALS ( 2)

REPORT TYPE : Al

SEX : MALE PAGE : 1

Group Name NO. of WRC Differential WBC (%)

Animals 103/18 N-BAND N-SEG EOSING BASO MONO LYNPHO OTHER
Control 9 2.28%+ 1.27 2% 1 10+ 3 2+ 2 0t 0 2% 1 83k 5 0t 1
375 ppm 10 1.79+  0.86 3+ 3 11+ 8 2+ 2 0t 0 2t 1 82+ 8 0L 0
750 ppm 10 2,72+  1.25 3+ 1 11+ 3 2+ 2 0+ 0 2+ 1 82% 4 0t 0
1500 ppm 9 2.36x 1.12 2% 1 9+ 3 0t 1 0k 0 2+ 1 86 3 0+ 0
3000 ppm 10 1.87+  0.83 2+ 2 13k 8 = 0L 0 2+ 1 82+ g 1+ 1
6000 ppm 10 2.04+  0.83 3+ [ 13k 11 14 1 0f 0 3x 2 80k 15 0t 1
Significant difference ; * 1P = 0,05 ¥ 2 PS5 0,01 Test of Dunnett

(JeL7iny BAIS 2



APPENDIX A 6-4

HEMATOLOGY @ SUMMARY, MOSUE : FEMALE

(2Week STUDY)



STUDY NO. : 0135 HEKATOLOGY (1) (SUMMARY)

ANINAL 1 MOUSE BDF1 SURVIVAL ANIMALS ( 2)

REPORT TYPE : Al

SEX ¢ FEMALE PAGE ¢ 2

Group Name NO. of RED BLOOD CELL HEMOGLOBIN IIEMATOCRIT HCV MCII MCHC PLATELET

Animals 106/ 2 g /de % fe pg g/ 42 102/ 18
Cantrol 10 10.14£  0.22 15,7+ 0.4 47.1% 0.9 48.5% 0.4 15.4% 0.3 33.2% 0.6 977+ 218
375 ppm 10 9.92+  0.19 15,3+ 0.4 46.7+ 1.3 : 47,04 1.1 . 156.4% 0.2 32.7% 0.9 976+ 144
750 ppm 8 10.27£  0.28 15,94 0.5 48.5% 1.3 47,34 0.4 15,5+ 0.3 32.94& 0.8 10374 38
1500 ppm 10 10.15%  0.28 15,5+ 0.4 47.9% 1.5 47.1% 1.1 16.3% 0.2 32.6% 0.9 1030 % 151
3000 ppm 10 10,12+ 0.34 15.5: 0.4 47.9%: 2.4 47.3% 1.5 15,3% 0.2 32.3% 0.9 1044+ 80
6000 ppm 10 9.94t 0.96 15,6 0.6 46,7k 4.4 47.0+ 1.1 15.8+% 1.4 33.7+ 2.6 1001+ 132
Significant difference ;5 * : P = 0.05 *¥ 1 P = 0,01 Test of Dumnett
(1ICLO70)

BAIS2



STUDY NO. : 0135 HEMATOLOGY (2) (SUNMARY)

ANTNAL © MOUSE BDI1 SURVIVAL ANIMALS ( 2)

REPORT TYPE : Al

SEX @ FEMALE PAGE @ 2

Group Name NO. of WBG Differential WBC (%)

Animals 103/ p2 N-BAND N-SEG [OSING BASO HONO LYNPHO OTHER
Cantrol 10 2.11+  0.86 24 2 11+ 4 2% 2 0+ 0 3+ 1 82+% 5 0t 0
375 ppm 10 2.25%  0.98 3t 3 14+ 8 2+ 1 0+ 0 3+ 2 784 12 1+ 1
750 ppm 8 2.40% 1,01 2+ 1 9% 2 1+ 1 0t 0 3% 1 84+ 3 0k 0
1500 ppm 10 2.03+ 0.89 2% 1 10t 2 3t 2 0k 0 3+ 2 82+ 3 0k 0
3000 ppm 10 1.97+ 0.86 2% 1 10 3 3+ 2 0k 0 3+ 1 82+ 3 i+ 1
6000 ppm 10 2.16+ 0.8 34k 2 9+ 2 2k 1 0k 0 3t 2 83% 4 0+ 1
Significant difference ; * P = 0.05 *% 1 P < 0,01 Test of Dumnett

(JCL71A) ) BAIS 2



APPENDIX A 7-1

BIOCHEMISTRY @ SUMMARY, RAT : MALE

(2Week STUDY)



STUDY NO. : 0134 BIOCHENMISTRY (SUMNARY)

ANTHAL t RAT F344 SURVIVAL ANIMALS ( 2)
REPORT TYPE : Al
SEX : MALE PAGE ¢ 1
Group Name NO. of TOTAL PROTEIN | ALBUMIN A/G RATIO T-BILIRUBIN GLUCOSE T~CHOLESTEROL GOT
Animals g/ d2 g/ de ng,/ e 7g,/ d2 mg,/ < 11U/ ¢
Contral 10 6.1+ 0.1 3.6% 0.1 1.5+ 0.1 0.38+ 0.05 190+ 14 61+ 2 62+ 5
1500 ppm 10 6.0 0.2 3.6+ 0.1 1.5% 0.1 0.38+ 0,04 187k 21 60t 3 58+ 3
3000 ppm 10 8.1% 0.1 3.6 0.1 1.4+ 0.0 0.36+ 0.05 183+ 15 61+ 2 56k 6
6000 ppm 10 6.0+ 0.1 3.6+ 0.1 1.4+ 0,1 0,37t 0.05 1824 12 62+ 3 57+ 4
12000 ppm 10 5,94 0,1%x 3.5k 0, 1%x 1.5% 0.0 0,394+ 0.07 185+ 14 59+ 4 50+ 5
24000 ppm 10 5.9+ 0. 1%x 3.5% 0. 1%x 1.5+ 0.1 0.39+ 0.0b 1814 10 82+ 3 59+ 5
Significant difference 5 * : P = 0,05 x* : P = 0,01 Test of Dunnett

(licLo74) BAIS 2



STUDY NO. : 0134
ANTNAL ¢ RAT F344
REPORT TYPE : A1

BIOCHENISTRY (SUMMARY)
SURVIVAL ANIMALS ( 2)

SEX : MALE PAGE @ 2
Group Name NO. of GPT LDH CPK UREA NITROGEN SODTUM POTASSIUM CHLORIDE
Animals 1U/¢ IU/¢ 1U/¢ mg/ de mBq/ 4 mbq/ ¢ mEq,/ ¢
Control 10 20t 3 248+ 63 169+ 38 - 16.8% 2.5 139+ 4,0% 0.3 104+ 1
1500 ppm 10 18+ 1 240 66 165+ 23 16.8% 2.0 138 3.9+ 0.3 103% 2
3000 ppm 10 17+ 2% 225+ 48 158+ 37 6.2 2.1 138t 4,0:!: 0.1 103£ 2
6000 ppm 10 17+ 2% 193+ 24 143+ 24 6.4 2.0 138+ 4.1% 0.4 103k 2
12000 ppm 10 16+ 2%x 221+ 42 142+ 14 17.0+£ 2.4 137+ 4.0k 0.3 103+ 2
24000 ppm 10 15% 1xx 223+ 35 141t 25 7.7+ 2.8 137+ 4.0% 0.2 104+ 1
Significant difference 5 * : P = 0.05 #* 1 P = 0.01 Test of Dumnett

(HCLO74)

BAIS2



STUDY NO. : 0134 BIOCHEMISTRY (SUMMARY)

ANTHAL © RAT F344 SURVIVAL ANIMALS ( 2)
REPORT TYPE : At
SEX : MALE PAGE ¢ 3
Group Name NO. of CALCIUM INORGANIC PHOSPHORUS
Animals ng,/ df rg,/ de
Control 10 11.6% 0.4 8.1+ 1.1
1500 ppm 10 11.5+ 0.5 8.04 1.2
3000 ppm 10 11.5% 0.4 8.2+ 1.1
6000 ppm 10 11.4+ 0.3 8.0+ 1.1
12000 ppm 10 11.1%& 0.4% 7.6+ 1.4
24000 ppm 10 11,1+ 0.2% 7.5% 1.0
Significant difference 5 * : P = 0.05 x ! P = 0.01 Test of Dunnett

(lCLO74) : BAIS2




APPENDIX A 7-2

BIOCHEMISTRY : SUMMARY, RAT : FEMALE

(2Week STUDY)



STUDY NO. : 0134 BIOCHEMISTRY (SUMMARY)

ANTMAL ¢ RAT F344 SURVIVAL ANIMALS ( 2)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE ¢ 4
Group Name NO. of TOTAL PROTEIN ALBURIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL GOT
Animals g /de g/ de mg,/ de mg,/ <2 wg,/ df TU/¢
Control 10 6.0 0.1 3.6k 0.1 1.5% 0.1 0.53  0.07 180% I°] 68% 4 56 4
1500 ppm 10 5.9+ 0.1 3.5+ 0.1 1.6% 0.1 0.474+&  0.04 177+ 12 66+ 4 55+& 3
3000 ppm 10 5.9 0.1 3.5% 0.1 1.5+ 0.0 0.63+ 0,11 181+ 11 874 4 58k 10
6000 pom 10 5.9+ 0.1 3.5+% 0.1 1.5+ 0.1 0.534+  0.08 177% 18 69k 4 554 4
12000 ppm 10 5.84 0.2%x 3.4% 0.1%x 1.5% 0.1 0,62+  0.08 176k 13 71k 4 56k 4
24000 ppm 10 5,7 0.1%x 3.4% 0. 1xx 1.5 0.1 0.51+  0.05 181k g 1% 3 58+ 4
Significant difference ;7 * ¢ P = 0.05 ** ! P = 0,01 Test of Dunnett

(HC1L074) BAIS2



STUDY NO. : 0134

ANTHAL ¢ RAT F344

REPORT TYPE : Al
SEX : FEMALE

BIOCHENISTRY (SUMMARY)
SURVIVAL ANIMALS ( 2)

PAGE © 5

Group Name NO. of GPT LD CPK UREA NITROGEN SODTUM POTASSTUM CHLORIDE
Animals 1U/¢ 1U/¢ 1U/¢ ng,/de mEq,/ 4 mEq/ ¢ mEq/ &

Controt 10 16k 2 269+ 62 142+ 29 5.8 2.9 138+ 2 3.8+ 0.2 1064 2

1500 ppm 10 14+ 1 265t 63 1331 29 15.8+ 2.1 138k 1 3.7% 0.1 107& 2

3000 ppem 10 14+ 1 388+ 431 172+ 120 16,54 2.4 138+ 2 3.8+ 0.3 106+ 2

6000 ppm 10 183+ e 271+ 70 153+ 21 16.3+ 1.7 137+ 1 3.9% 0.5 106 % 2

12000 ppm 10 13+ Txx 286 123 146+ 35 17.4% 2.9 1837+ 1 3.9% 0.6 1054% 3

24000 ppm 10 13k L¥x 262+ 60 140+ 19 17.24 2.3 136+ 1% 3.9+ 0.4 106+ 1

Significant difference 1 * : P < 0.05 #* P < 0.01 Test of Dumnett

(HCLO74)

BAIS2



STUDY NO. : 0134 BIOCHEMISTRY (SUMMARY)

ANTMAL + RAT F344 SURVIVAL ANTMALS ( 2)
REPORT TYPE : Al
SEX ¢ FEMALE _ PAGE: 6
Group Name NO. of CALCIUM INORGANIC PHOSPHORUS
Animals mg,/ de mg,/ de
Contral 10 1.1+ 0.4 7.24& 1,2
1500 ppm 10 11.0% 0.4 7.1k 1.4
3000 ppm 10 11.04% 0.5 7.4+ 1.5
6000 ppm 10 11,04 0.4 7.4% 1.4
12000 ppm 10 1.1+ 0.0 7.3+ 1.8
24000 ppm 10 10.7& 0.2 6.4+ 1.2
Significant difference 1+ * : P < 0.05 %% @ P = 0.01 Test of Dunnett

(lcLO74) BAIS2



APPENDIX A 7-3

BIOCHEMISTRY : SUMMARY, MOSUE : MALE

(2Week STUDY)



STUDY NO. : 0135 BIOCHEMISTRY (SUMMARY)

ANTNAL + MOUSE BDIY SURVIVAL ANIMALS ( 2)

REPORT TYPE : AL

SEX : MALE PAGE ¢+ 1

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

Animals g /d2 g /df mg,/ d4 mg,/dg mg,/ d4 ius¢
Control 9 5.4% 0.3 3.1k 0.2 1.4% 0.1 0.77+  0.30 305+ 32 93+ 7 423 7
375 pom 10 5.3% 0.3 3.0% 0.2 1.4+ 0.1 0.61+ 0.18 309+% 29 91+ 6 35k 4
750 ppm 10 5.4% 0.3 3.1+ 0.2 1.3k 0.1 0.78% 0,28 314% 36 91+ 7 35+ 4
1500 ppm 9 5.4+% 0.3 3.1+ 0.2 1.3% 0.1 0,70+  0.26 307+% 34 30+ 6 36x 4
3000 ppm 10 5.3+ 0.2 3.0t 0.1 1.4% 0.1 0.74%+ 0.15 304+ 21 90+ 5 37k 6
6000 ppm 10 5.4+ 0.4 3.0k 0.1 1.3+ 0.1 0,66+ 0.19 ¢ 3lex 35 91 10 39+ 10
Significant difference ;5 * : P = 0,05 * : P S 0,01 Test of Dunnett

(CLO74) BAIS 2



STUDY NO. & 0135

ANIMAL + HOUSE BDF1

REPORT TYPE @ Al

BIOCHEKISTRY (SUNNARY)
SURVIVAL ANIMALS ( 2)

SEX : MALE PAGE : 2
Group Name NO. of GPT LDI CPK UREA NITROGEN SODIUM - POTASSIUN CHLORIDE
Animals 1u/¢ 1U/¢ 1u/¢ ng,/ d¢ mEq/ ¢ mEq./ ¢ mbq,/ ¢
Control 9 16+ 244 £ 74 93t 62 22,2+ 5.7 149k 4.8+ 0.5 1204 2
375 ppm 10 15+ 213+ 50 59+ 40 22.4% 5.9 148+ 4,64 0.5 1194 2
750 ppm 10 14x 201 & 52 66+ 49 21.8% 4.1 1494+ 4,94 0.4 118+ 2
1500 ppm g 13+ 233+ 57 88+ 58 22.2% 6.0 148+ 4.8+ 0.7 119+ 2
3000 pom 10 124 216+ 62 80+ 64 21.1% 3.7 148% 4.8k 0.5 119+ 1
6000 ppm 10 13+ 274+ 179 73+ 47 22,7+ 4.3 148+ 4,84 0.4 120£ 3
Significant difference 5 * : P < 0.05 ** ¢ P = 0.01 Test of Dumett

(1icLO74)

BAIS2



STUDY NO. : 0135 BIOCHEMISTRY (SUMMARY)

ANTHMAL + MOUSE BDF1 SURVIVAL ANIMALS ( 2)
REPORT TYPE : Al
SEX : MALE PAGE ¢ 3
Group Name NO, of CALCIUM INORGANIC PIIOSPIIORUS
Animals ng,/ d4 ng,/ d4

Cantrol 9 9.6+ 0.4 8.9+ 1.7

375 ppm 10 9.6k 0.7 9.0+ 1.5

750 ppm 10 8.5+ 0.3 9.6k 1.1

1500 ppm g 9.5+ 0.5 9.1+ 1.3

3000 ppm 10 9.5+ 0.5 9.3 1.3

6000 ppm 10 9.6+ 0.7 9.6% 1.8

Significant difference 5 * : P = 0,05 * 1 P 5 0,01 Test of Dunnett

(HCLO74) BAIS2



APPENDIX A 7-4

BIOCHEMISTRY @ SUMMARY, MOSUE : FEMALE

(2Week STUDY)



STUDY NO. : 0135 BIOCHEMISTRY (SUMMARY)

ANIMAL : MOUSE BDF1 SURVIVAL ANIMALS ( 2)

REPORT TYPE @ Al

SEX : FEMALE PAGE : 4

Group Name N0, of TOTAL PROTEIN ALBUNIN A/G RATIO T-BILIRUBIN GLUCOSE T-CHOLESTEROL GOT

Animals g /de g /dt mg,/de mg,/de mg,/ d4e TU/¢
Contral 10 5.3+ 0.3 3.3% 0.2 1.6% 0.1 0.76%+ 0.18 267+ 21 79+ 7 57+ 30
375 ppm 9 5.3% 0.2 3.3+ 0.2 1.7+ 0.1 0.91+ 0.22 256+ 22 80+ 4 46+ 8
750 pom 8 5.3+ 0.2 3.3% 0.1 1.6% 0.1 0.83+ 0.18 267% 20 80+ 9 43+ 4
1500 ppm 10 5.3% 0.3 3.3%& 0.2 1.6+ 0.1 0.85+ 0,16 2774 30 83+ 4 42+ 8
3000 ppm 10 5.2% 0.2 3.3% 0,1 1.7+ 0.1 0.851+ 0.31 2764 24 81% 7 53% 23
6000 ppm 10 5.3% 0.2 3.3k 0.1 1.7 0.1 0.87 0.18 269+ 16 804 5 49+ 6
Significant difference ;7 * ¢ P = 0.05 *x 1 P = 0,01 Test of Dunmnett

(lCLO74) BAIS2



STUDY NO. : 0135 BIOCHEMISIRY (SUMMARY)

ANIMAL : MOUSE BDF1 SURVIVAL ANIMALS ( 2)

REPORT TYPE : Al

SEX ¢ FEMALE PAGE : &

Group Name NO. of GPT LDH CPK UREA NITROGEN SODIUX POTASSIUM CHLORIDE

Animals 1U/¢ Tu/¢ 1u/¢ ng,/df mBq,/ ¢ mEq,/ € mEq,/ €
Control 10 214 16 289+ 101 52+% 28 18,6+ 2.8 148 2 4.7+ 0.4 120+ 1
375 ppm 9 16 3 237+ 61 Vi 66 20,0k 2.2 148 % 2 5.0k 0.4 121 2
750 ppm 8 15+ 2 210+ 33 49+ 15 18.8+ 3.2 147+ 1 5.0+ 0.6 121% 2
1500 ppm 10 13+ 2 253+ 75 66 38 18.9+ 1.9 147+ 1 4.8+ 0.4 120+ 1
3000 ppm 10 17 g 296+ 141 76+ 60 18.3% 5.0 1474 i 4,8+ 0.4 121+ 2
6000 pom 10 16+ 3 226+ 48 56+ 37 18.1% 3.0 1484 1 4.8+ 0.5 121+ 1
Significant difference ;7 * : P = 0.05 x* 1 P = 0,01 Test of Dunmnett
(HCLO74)

BAIS2



STUDY NO. : 0136

ANIMAL ¢ HOUSE BDF1

REPORT TYPE : Al

BIOCHENISTRY (SUMMARY)
SURVIVAL ANIMALS ( 2)

SEX & FEMALE PAGE ¢+ B
Group Name NO. of CALCIUN INORGANIC PIOSPHORUS
Animals mg,/ d2 mg,/ d&

Control 10 8.5+ 0.3 7.8k 0.7

375 ppm 9 9.64 0.5 9,14 1.4

750 ppm 8 9.5+ 0.3 8.6t 1.2

1500 ppm 10 9.6+ 0.5 9.1& 1.1

3000 ppm 10 9.6+ 0.5 9.2+ 1.2

6000 ppm 10 9.6% 0.5 8.8 1.1

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

(1cLo74) BAIS 2






STUDY NO.  : 0134

GROSS FINDINGS (SUMMARY)

ANTHAL ¢ RAT F344 SACRIFICED ANIMALS ( 2W)

REPORT TYPE ¢ Al

SEX : MALE PAGE ¢+ 1
Group Name Control 1500 ppm 3000 ppm 6000 ppm

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

thymus red patch/zone L (1) 0w 0 (0 o (o

(HPT080)

BAIS2



STUDY NO. : 0134

GROSS FINDINGS (SUMMARY)

ANTHAL ¢ RAT F344 SACRIFICED ANIMALS ( 2W)

REPORT TYPE : Al

SEX : MALE PAGE : 2
Group Name 12000 ppm 24000 ppm

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

thymus red patch/zone 0 ( 0 1 (10)

(LIPT080) BAIS2






STUDY NO. : 0135 GROSS FINDINGS (SUMMARY)
ANTHAL : HOUSE BDF1 SACRIFICED ANIMALS ( 2W)
REPORT TYPE ¢ Al
SEX : MALE PAGE ¢+ 1
Group Name Control 375 pom 750 ppm 1500 ppm
Organ, Findings NO. of Animals 10 (%) 10 (%) 10 (%) 10 (%)
spleen red patch/zone 0 (0 1 (10) 0 (0 0 (0
black patch/zane 1 (10 0 (0 1 (1) 1 (10
kidney hydronephrosis 0 ( 0) 0 (0 0 (0 o (0
(HPT080)

BAIS 2



STUDY NO.  : 0135

GROSS FINDINGS (SUMMARY)

ANTMAL + MOUSE BDF1 SACRIFICED ANIMALS ( 2W)
REPORT TYPE : Al
SEX : MALE PAGE ¢ 2
Group Name 3000 ppm 6000 ppm
Organ, Findings ¥0. of Animals 10 (%) 10 (%)
spleen red patch/zone 0 (0 0 (0
black patch/zone 2 (20 0 (0
kidney hydronephrosis 0 (0 1 (10)
(IIPT080)

BAIS2






STUDY NO.  : 0134

GROSS FINDINGS (SUMMARY)

ANIMAL ¢ RAT F344 SACRIFICED ANIMALS ( 2W)

REPORT TYPE : Al

SEX : FEMALE PAGE © 3
Graup Name Control 1500 ppm 3000 ppm 6000 ppm

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

Liver herniation 0 (0 1 (10) 0 ( 0) 1 (10)

uterus dilated lumen 2 (20) 4 (40) 1 (10) 1 (10

(HPT080)

BAIS 2



STUDY NO. : 0134 GROSS FINDINGS (SUMMARY)

ANTHAL ¢ RAT F344 SACRIFICED ANIMALS ( 2W)

REPORT TYPE : Al

SEX : FEMALE PAGE ¢ 4
Group Name 12000 ppm 24000 pom

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

Liver herniation 0 (0 0 (0

uterus dilated lumen 1 (10) 2 (20)

(HPT080)

BAIS2



APPENDIX A 8-4

GROSS FINDINGS : SUMMARY, MOUSE : FEMALE @ SACRIFICED ANIMALS

(2Week STUDY)



STUDY NO. ¢

0135

GROSS FINDINGS (SUMMARY)

ANINAL * MOUSE BDF1 SACRIFICED ANIMALS ( 2W)

REPORT TYPE : Al

SEX ¢ FEMALE PAGE : 3
Group Name Cantrol 375 ppm 750 ppm 1500 pem

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

spleen black patch/zone 1 (10) 0 (0 3 (30) 0. (0

uterus dilated Lumen 5 ( 60) 8 ( 80) 5 (50) 4 (40)

(IPT080)

BAIS 2



STUDY NO. @ 0135 GROSS FINDINGS (SUMMARY)

ANTHAL ¢ MOUSE BDF1 SACRIFICED ANINALS ( 2W)

REPORT TYPE : Al

SEX ¢ FEMALE PAGE ¢ 4
Group Name 3000 ppm 6000 ppm

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

spleen black patch/zone 1 (10) 1 (10

uterus ditated lumen 7 (70) 4 (40)

(1IPT080) BAIS 2



APPENDIX A 9-1
HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS : SUMMARY
RAT @ MALE : SACRIFICED ANIMALS

(2Week STUDY)



STUDY NO. : 0134

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANINAL + RAT F344 SACRIFICED ANIMALS { 2W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 1
1500 ppm 3000 ppm 6000 ppm
No. of Animals 2 2 2
> @ < A> <> < > 2> & Wb

Organ Findings @ & o @ W O w w ® o
[Respiratory system]
nasal cauit respiratory metaplasiatgland 0 0 0 0 0 0 1 0 0 0

o000 €000 o000 (s50) C o) (0 (C 0
lung accumutation of foamy cells 0 0 0 0 0 0 0 0 0 0

(80) € 0) ( O ¢ CoC0 o0 CoCo o0 (CcoCo (o0

<1>:Slight <{2>:Moderate

(HPT150)

BAIS2



STUDY NO.  : 0134 HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUNMARY)

ANTHAL © RAT F344 SACRIFICED ANIMALS ( 2W)
REPORT TYPE : Al
SEX ¢ MALE PAGE : 2
Group Name 12000 pom 24000 ppm
No. of Animals 2 2
I> @2 & D 4> 2> B b
Organ____ Findings o ® ® oW ® ® ®

[Respiratary system]

nasal cauit respiratory metaplasiatgland 1 0 0 0 0 0 0

0
(50) C 0 C 0 (o0 oo lonlo

=

tung accumutation of foamy cells 0 0 0 0 0 0 0 0

oo o (oo

=

<1>:Slight <2>:Moderate <3>:Marked {4>:Severe

(1IPT150) BAIS2



APPENDIX A 9-2
HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS : SUMMARY
RAT @ FEMALE : SACRIFICED ANIMALS

(2Week STUDY)



STUDY NO.  : 0134 HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANTMAL ¢ RAT F344 SACRIFICED ANIMALS ( 2W)
REPORT TYPE : Al
SEX : FEMALE PAGE : 3
Group Name Controt 1500 ppm 3000 ppm 6000 pom
No. of Animals 2 2 2 2
KI> 2> <& W > <2 B Wb 1> 2> <3 b KI> 2> B> b
Organ_____ Findings ® o & W m w m W @ | m @ W W »

[Respiratory system]
nasal cavit respiratory metaplasiatgland 0 0 0 0 0 0

CoCo oo oo (o (50) (0 C 0) (0O (oo
[Digestiue system]
Liver granulation 0 0 0 0 0 1 0 0
oo oo (oco o (50) C 0y CO) (O (oo (nlon
[Urinary system]
Kidney mineralizationtcortico-medullary junction 0 0 0 0 1 0

oo oo (oo 0o (50) ( 0) C 0) (0 (oo
[Reproductive system]

uterus dilatation

0 0 1 0 0 0 1 0 0
(oo (0 (OO0 (0 (o0 (500 C O (C0(C0

P

<1>:Slight <2>:Moderate <3>:Marked <4>:Severe

(1PT150) BAIS2



STUDY NO.  : 0134

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUKNARY)

ANTHAL ¢ RAT F344 SACRIFICED ANIMALS ( 2W)
REPORT TYPE : Al
SEX ¢ FEMALE PAGE ¢+ 4
Group Name 12000 ppm 24000 ppm
No. of Animals 2 2
I> 2> B3 WD K> 2> B D
Organ Findings @ % ® W ® ® ®» »

[Respiratary system)

nasal cavit respiratory metaplasia:gland

[Digestive system]

Liver granulation

[Urirary system]

kidney mineralization:cartico-medullary junction

[Reproductive system]

uterus dilatation

0
(50) C 0) COOCO oo (o0l

00 0 0 0
cotoC o (oo

1 0 0
(80 C 0 (0 (o0 OCOCoCo

g
—

090
(oo o (oot (0

<I>:Slight <2>:Hoderate 3> Harked

<4>:Severe

(HPT150)

BAIS2



APPENDIX A 9-3
HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS : SUMMARY
MOUSE: MALE : SACRIFICED ANIMALS

(2Week STUDY)



STUDY NO. @ 0135 HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANTMAL ¢+ MOUSE BDF1 ] SACRIFICED ANIMALS ( 2W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 1
Graup Name Contral 375 ppm 750 ppm 1500 ppm
No. of Animals 2 2 2 2
I <> K3 D KD <2 B> D > K2 < D KI> 2> B3 <D
Organ___ Findings ® W % O ® & & W ® o W o @ M & »

[llematopoietic system]

spleen angiectasis 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0
oo o (o0 (50) C 00 C 0y (0 (oo oo (oCocon (o0
deposit of melanin 0 0 0 0 0 0 0 0 0 0

0 0 0 » o 0 0
(0000 o oo lon (oo oo (o oo o

[Digestive system]

Liver granulation 1 4 1 0 0 1 0 0

(80) ( 0 C 0)C O (80) ¢ ) ( 0 ( 0 (oo o (50) ( 0y C 00 (O
[Endocrine system]

thyroid ectopic thymic tissue

0 0 0 0 0 0 0 0
(ot co o0 (ot oo (oo

=

—
=4

=

(1>:Slight <2>:¥oderate <3>:Karked <4>:Severe

(HPT150) BAIS2



STUDY NO. & 0135

ISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)

ANTHMAL ¢ MOUSE BDF1 SACRIFICED ANIMALS ( 2W)
REPORT TYPE : Al
SEX ¢ MALE PAGE ¢ 2
Group Name 3000 ppm 6000 ppm
No. of Animals 2 2
1> <2> 8> <D 1> K20 K3 D
Organ_____ Findings @ M ® o @ & & W
[lematopoietic system]
spleen angiectasis 0 0 0 0 0 0 0 0
(oo o0 (o000
deposit of melanin 1 0 0 0 0 0 0 0
(50 C OO C 0} (O (000
[Digestive system}
Liver granulation 0 0 0 0 1 0 0 0
(oo o0 (50 C 0 C 0) ( 0)
[Endacrine system]
thviroid ectopic thymic tissue 0 0 0 0 1 0 0 0
(oo (50) (. 0) C 0) C 0)
<1>:Slight <2>:Moderate <3>:Marked <4>:Ssvere
(1IPT150) BAIS2



APPENDIX A 9-4
HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS : SUMMARY
MOUSE : FEMALE : SACRIFICED ANIMALS

(2Week STUDY)



STUDY NO.
ANIHAL

¢ 0135
¢ HOUSE BDF1

HISTOLOGICAL FINDINGS ¢ NON-NEOPLASTIC LESIONS (SUMNMARY)
SACRIFICED ANIMALS ( 2W)

REPORT TYPE : Al
SEX ¢ FENALE PAGE : 3
Group Name Control 375 ppm 750 ppm 1500 ppm
No. of Animals 2 2 2 2
> 2> < &b D> <2 3> D 1> 2> <3 <& 1> 2> <3 <4
Organ Findings M W ® @ @ ®» W @ ® B O ® M ®» W
{Hematopoietic system]
spleen deposit of melanin 0 0 0 0 0 0 0 0 2 0 0 0 0 0 0 0
CoCco oo (O Cco o0 10y C 0 C o ( 0 OCO 0o

[Digestive system]

Liver

granulation

[Endocrine system)

1 0 J
(50) C ) C o) (0 oo

0
(0 C0 o0

0Co 0o

pituitary cyst 0 0 0 0 1 0 0 0 0 0 0 0 0 0 0 0
) B G ) BE GV B QIR ) (50 C 0 C o) ( 0 (o0 OCo 0o
Rathke pouch 0 0 0 0 0 0 0 0 1 0 0 0 0 0 0 0
(GO RGN I GV I Q) (O COCon o0 (s0) C O C ) C 0 0 COCH
[Reproductive system]
uterus dilatation 1 0 0 0 2 0 0 0 2 0 0 0 0 0 0 0
(80) C 0 C O) C O (100) C 03 C 0 ( O (100) ¢ 0 C 0) C 0 0000
<1>:Slight <2>:Hoderate <4>:Severe
(HPT150) BAIS2



STUDY NO. : 0135
ANTHAL ¢+ HOUSE BDF1
REPORT TYPE : Al

SEX ¢+ FEMALE

HISTOLOGICAL FINDINGS : NON-NEOPLASTIC LESIONS (SUMMARY)
SACRIFICED ANIMALS ( 2W)

PAGE : 4
Group Name 3000 ppm 6000 ppm
No. of Animals 2 2
A> 2> < b 1> 2> B3> D
Organ Findings ® o ® W M ®m ®m W

[Hematopoistic system]

spleen deposit of melanin

[Digestiue system]

Liver granulation

{Endocrine system)
pituitary cyst
Rathke pouch

{Reproductive system]

uterus dilatation

00 0
(50 0) € 0y (0 (500 C 0 C 0) (0

I 0 0 0 1 0 0 o0
(50 C o) C 00 (500 C 00 C 0y (0

o0 0 0 o0 0 0
(OB GO B G B Q) (oo

0 0
(o0 (oo

0
(o0 (000

<1>:Stight <2>:Hoderate

<3>:Narked {4>:Severe

(HPT150)

BAIS2



APPENDIX A 10-1

IDENTITY OF VINYL ACID

(2Week STUDY)



IDENTITY OF VINYL ACETATE(TWO-WEEK STUDIES)

Lot no.CTL5987

1. Spectral data

(1) ¥ass Spectrometry
Instrument:

Ionization:

lonization Voltage:

Hitachi N-80B Mass Specirometer
EI(Electron Ionization)

T0eV

=4

.
™
<

100 T

50 1

15.2

27.1

o

—— 86,0
T

u} . ™
3]

100 : 200

¥ass Spectrum of Test Substance

Result:

Calculated Value

Determined Value

Molecule Weight

86.0

86.0



(2) Infrared Spectrometry

Instrument : Hitachi 270-30 Infrared Spectrometer
Cell : KBr
Slit

[' .}'[: :
A

[ - .

—anl

IR EA R PO I G s TR B R Y T R B e g N
3000 2500 2000 1800 1560 1100 1260 1000 300 A0 in

] 100
WAYEMUMBER CM ™!

Infrared Spectrum of Test Substance

Literature Valuesx
F¥ave Number(cm™1')

Determines
Y¥ave Number(cm™!)

Results

840~ 9520 8§30~ 910
940~1000 930~ 9§90
1000~1060 1000~1060
1120~1180 1110~1170
1200~1260 1180~1260
1280~1320 1280~1320
1360~1410 1340~1400
1630~1690 1630~1680
1740~1820 1730~1820

(%Performed by ¥AKO PURE
CHENICAL INSUSTRIES, LTD.)



2. Gas Chromatography

Hewlett Packard 58904 Gass Chromatograph

Instrument:

Column: Hethyl Silicone({.2mm¢ X 38m)
Column Temperature: 40°C

Flow Rate: 1 ml/min

Detector: FID(Fiame Ionization Detector)
Injection Volume: 1 ¢l

Results: Only major peak

Chromatogram of Test Substance

Retention
Peak No. Time(min) AREA
1 3. 315 222145

3. Conclusions:The result of the mass spectrum agreed with the calculated value
and the infrared spectrum agreed with the literature values

Chromatogram indicated only the major peak.
Consequently, the test substance was identified as Vinyl acetate.



APPENDIX A 10-2

STABILITY OF VINYL ACID

(2Week STUDY)



STABILITY OF VINYL ACETATE(TY¥O-¥EEK STUDIES)

Lot no.CTL5987

1.Sample storage: This lot was used from 1989.10.02 to 1989.10.19. Test substance
was stored at 5°C.

2. Infrared Spectrometry
Instrument
Cell
Slit

Results

3. Gas Chromatography
Instrument:
Column:
Column Temperature:
Flow Rate:
Detector:

Injection Volume:

: Hitachi 270-30 Infrared Spectrometer
: KBr

: Medium

1989. 10. 19(date analyzed)
¥ave Number(cm™!)

1989.10. 02(date analyzed)
¥ave Number(cm™ ')

840~ 920 830~ 910
940~1000 930~ 990
1000~1060 1000~1060
1120~1180 1110~1170
1200~1260 1180~1260
1280~1320 1280~1320
1360~1410 1340~ 1400
1630~1690 1630~1680
1740~1820 1730~ 1820

Hewlett Packard 58904 Gass Chromatograph
Hethyl Silicone(0. 2nmé X 38m)

40°C

I m1/min

FID(Flame lonization Detector)

I owl




Results:Chromatogram indicated one major peak(peak No. 1) analyzed at
1989.10. 02 and one major peak(peak No.1) analyzed at 1989. 10.19.
The new trace impurity peak in the test substance analyzed at
1989.10. 19 was not detected.

1989.10. 02(date analyzed)

RN

1989.10. 19(date analyzed)

Chromatogram of Test Substance

Retention
Date Peak No. Time(min) AREA
1989.10.02 1 3.315 222145
(date analyzed)
1989.10.19 1 3.308 223951

(date analyzed)

4. Conclusions:The results indicated that the test substance did not change when
stored in the dark at 5°C during this period(for about 3 weeks).




APPENDIX A 10-3
CONCENTRATION OF VINYL ACETAIE IN DRINKING WATER

(2Week STUDY)



CONCENTRATION OF VINYL ACETATE IN DRINKING WATER(TY¥O-WEEK STUDIES)

(Rat)

Target Concentration(ppm)

Date analyzed 1500 3000 6000

12000 24000

1989.10. 02 1587.2(105. 8D 2708.6C 90.3) 5417.6C 90.3)

12576. 3(104. 8> 23972.1C 99.9)

(Mouse)
Target Concentration(ppm)
Date analyzed 375 750 1500 3000 6000
1989.10. 05 399.9(106.6) 759.0C101.2) 1350.4C 90.0) 3261.4(108.7) 5939.5C 99.0)

() % of target concentration

Analytical method: The sample werc analyzed by the GC.

Instrument : Hewlett Packard 58904 Flow Rate : Iml/min
Column : METHYL SILICONE(OD. 2mm¢ X 38m) Detector : FID(Flame lonization)
Column Temperature: 40°C Injection Volume D 10pl

Carrier : e



APPENDIX A 10-4
STABILITY OF VINYL ACETATE IN DRINKING WATER

(2Week STUDY)



STABILITY OF VINYL ACETATE IN DRINKING WATER(TWO-WEEK STUDIES)

(Rat)
Target Concentration(ppn)

Date analyzed 1500 3000 6000 12000 24000
1989.10.02Ca) 1587.2 2708.6 5417. 6 12576. 3 23972. 1
1989. 10. 05(b) 1445. 1 2572. 1 4932.3 10620. 0 18827.9

(Mouse)
Target Concentration(ppm)

Date analyzed 375 750 1500 3000 6000
1989. 10. 05Ca) 399.9 759. 0 1350. 4 3261.4 5839.5
1989.10.08(b) 252.0 484. 3 957. 3 2022.6 3597.5

(a) Date of preparation
(b) The stability of vinyl acetate in drinking water was established for 3 or 4 days when stored at 25°C.

Analytical method: The sample were analyzed by the GC.

Instrument : Hewlett Packard 58904 Flow Rate : Iml/min
Column : METHYL SILICONE(D.2mm¢ x 38m) Detector : FID(Flame lonization)
Column Temperature: 40°C Injection Volume R R 7AR

Carrier : e



