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Fig. 1 Body weight changes in rats treated orally with PG for 28 days.
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Fig. 1 Body weight changes in rats treated orally with PG for 28 days.
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TABLE

SEX

1

-M -
BODY WEIGHT - GROUP MEAN VALUES

TEST ARTICLES PG

1

MALE

DOSE LEVEL
MG/KG o] 7 15 21 28/ 0 35/
0  MEAN 145 212. 290. 347. 400. 443,
S.D. 6.6 9.8 11.9 14. 19.4 21.
N 12 12 12 12 12 6
20  MEAN 145. 212. 292. 348. 397.
S.D. 6.9 14.9 24.4 30. 34.8
N 6 6 6 6 6
140  MEAN 144, 216. 299. 358. 413.
S.D. 6.2 9.5 11.3 16. 22.1
N 6 ] 6 6 6
1000  MEAN 146. 216 290. 347. 399. 440.
S.D. 6.8 10.2 17.7 15. 14.3 21.
N 12 12 12 12 12 6
- 3 -

7 42714

483.
2 25.7

STUDY NO. 2L353CEO

TABLE 1 -M- 1



TABLE 1 -F- 1 STUDY NO. 2L353CEO
BODY WEIGHT - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX : FEMALE

UNIT : G
DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
DOSE LEVEL
MG/KG 0 7 15 21 28/ 0 35/ 7 42/14
0  MEAN 123. 160. 192. 217. 237. 253. 268.
S.D. 5.9 9.7 12.3 20.0 20.4 31.0 39.7
N 12 12 12 12 12 6 6
20 MEAN 121. 155. 189. 210. 234,
S.D. 7.9 12.7 12.4 15.3 18.7
N 6 6 6 6 6
140  MEAN 121. 157. 191. 215. 238.
S.D. 5.9 10.8 18.4 20.5 28.0
N 6 ] 6 6 6
1000  MEAN 122. 160. 194. 220. 246. 264 287
s.D 8.3 12.1 19.4 22.5 28.9 33.9 46.8
N 12 12 12 12 12 6 6

- 4 TABLE 1 -F- 1



TABLE 2 - M- 1 STUDY NO. 2L353CEO
FOOD CONSUMPTION - GROUP MEAN VALUES
TEST ARTICLES PG

SEX MALE
UNIT : G/ANIMAL/DAY
DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
DOSE LEVEL
MG/KG 7 15 21 24 35/ 7 38/10
0  MEAN 18.9 21.4 22.4 22.4 27.8 29.1
S.D. 0.76 0.69 0.58 0.84 0.55 0.26
N 6 6 6 6 3 3
20  MEAN 18.8 21.4 22.3 21.6
S.D. 2.05 2.72 2.87 2.23
N 3 3 3 3
140  MEAN 19.2 22.4 22.9 22.6
S.D. 1.36 1.51 2.42 3.01
N 3 3 3 3
1000  MEAN 19.5 20.8 23.0 22.3 27.7 28.2
S$.D 1.23 2.91 1.15 2.56 1.23 1.73
N 6 6 6 6 3 3

- 5 - TABLE 2 -M-1



DOSE LEVEL
MG/KG

TABLE
FOOD CONSUMPTION
TEST ARTICLES

35/ 7

2 -F- 1
GROUP MEAN VALUES

FEMALE

DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT

38/10

STUDY NO. 2L353CEQ

UNIT : G/ANIMAL/DAY

20

140

7 15
MEAN 13.9 14.1
S.D. 1.16 1.06
N 6 6
MEAN 12.8 13.7
S.D. 0.20 0.69
N 3 3
MEAN 13.4 14.2
$.D 0.59 1.47
N 3 3
MEAN 14.2 14.3
s.D 1.06 1.26
N 6 6

3

» REFER TO THE RELEVANT APPENDIX FOR THE CAUSE OF DECREASE IN NUMBER.

TABLE 2 ~-F- 1



TABLE 3 -FS-M- 1 STUDY NO. 2L353CEO
HEMATOLOGY - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX ¢ MALE
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEKD

RBC HB RETICULO- PLATELET
DOSE LEVEL COUNT HT CONC. CYTE MCv MCH MCHC COUNT PT APTT
MG/KG COUNT
(x10%L) % (G/DL) (%) Can') (PG (%) x10%L) (SEC) (SEC
0  MEAN 691. 42.2 14.6 38 61.1 21.1 34.5 112.7 12.4 16.9
S.D 36.1 1.24 0.33 2.4 2.85 0.95 0.36 13.09 0.16 0.59
N 6 6 6 6 6 ] 6 6 6 6
20  MEAN 673. 42.4 14.8 38. 63.1 22.0 34.9 108.38 12.6 17.2
S.D. 16.2 0.63 0.31 3.7 1.66 0.60 0.25 9.94 0.37 1.06
N 6 ] 6 6 6 6 6 6 6 6
140  MEAN 689. 41.6 14.4 40. 60.4 21.0 34.7 105.1 12.6 16.2
s.D. 15.0 1.21 0.12 2.8 1.03 0.33 0.78 8.98 0.28 1.94
N 6 6 6 6 é 6 6 ] 6 6
1000  MEAN 676. 42.4 14.8 38. 62.6 21.9 35.0 112.4 12.3 16.0
s.D 24.6 1.53 0.56 6.1 0.82 0.29 0.26 16.15 0.26 0.80
N 6 ] 6 6 ] 6 6 6 6 6
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TABLE 3 -FS-F- 1
HEMATOLOGY - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX © FEMALE
ANIMALS KILLED ON SCHEDULE ( 4 WEEKD

RBC HB

DOSE LEVEL COUNT HT CONC.
MG/KG

(x10%L) (%) (G/DLD

0  MEAN 706. 42.4 15.1
S.D. 28.3 1.20 0.45

N 6 6 6

20  MEAN 700. 41.7 14.8
S.D. 21.8 1.19 0.42

N ] 6 6

140  MEAN 709. 42.0 14.9
S.D. 32.9 1.68 0.55

N 6 6 6

1000  MEAN 680 40.8 14.5
S.D. 39.9 2.00 0.72

N 6 6 6

RETICULO- PLATELET
CYTE MCV MCH MCHC COUNT
COUNT

(%) Ca') (PG % x10%L)
30. 60.0 21.4 35.6 100.9
3.2 1.34 0.46 0.46 5.07
6 6 6 6 6
*
27 59.5 21.1 35.4 87.2
2.9 1.12 0.54 0.48 9.50
6 6 6 6 6
25. 59.2 21.0 35.5 102.3
5.1 1.94 0.75 0.35 11.29
6 6 6 6 6
30 60.0 21.3 35.5 91.7
5.0 1.93 0.64 0.06 4.33
6 ] ] 6 6

STUDY NO. 2L353CEQ

PT APTT
(SEC (SEC
13.3 14.6
0.40 0.64
6 6
13.2 14.5
0.37 2.29
6 6
13.2 14.6
0.10 0.96
6 6
14.2 16.5
1.28 1.97
6 6

*  SIGNIFICANTLY DIFFERENT FROM CONTROL VALUE ., * , P<0.05.

TABLE 3 -fFS-F- 1



DOSE LEVEL
MG/KG
0 MEAN
S.D.
N
1000  MEAN
S.D.
N

RBC
COUNT

x10%L)>

739.
19.4

733.

HB
CONC.

(G/DL)

HEMATOLOGY - GROUP MEAN VALUES

TABLE 3

TEST ARTICLES : PG

SEX ¢ MALE

1

ANIMALS KILLED ON SCHEDULE (RECOVERY)

RETICULO-
CYTE
COUNT

(%)

STUDY NO. 2L353CEOQ

PLATELET

COUNT

<10 %L)

MCv MCH

Ca') (PG)

57.2 20.3
1.60 0.50
6 6

58.3 20.6
1.97 0.78
6 6

* SIGNIFICANTLY DIFFERENT FROM CONTROL VALUE

» x , P<0.05.

PT
(SEC)

TABLE 3 -RS-M- 1



TABLE 3 -RS-F- 1 STUDY NO. 2L353CEOQ
HEMATOLOGY - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX = FEMALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

RBC HB RETICULO- PLATELET
DOSE LEVEL COUNT HT CONC. CYTE MCV MCH MCHC COUNT PT APTT
MG/KG COUNT
x10%L) ¢9) (G/DL) (%) Caf) (PG) &3] (x107%L) (SEC) (SEC)
0  MEAN 734, 41.7 14.9 30. 56.8 20.4 35.9 91.2 13.0 16.1
S.D. 27.9 0.94 0.27 5.3 2.09 0.67 0.46 5.32 0.21 1.13
N 6 6 6 6 ] 6 ] 6 6 é
1000  MEAN 744, 42.1 15.1 27. 56.7 20.4 35.9 92.0 13.1 15.7
S.D. 26.7 1.57 0.42 3.6 1.01 0.36 0.35 5.62 0.19 1.72
N 6 6 6 6 6 6 6 6 6 6
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TABLE 4 - FS-M- 1 STUDY NO. 2L353CEO0
HEMATOLOGY - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX = MALE
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
DOSE LEVEL COUNT
MG/KG LYMPHO- NEUTROPHILS EOSINO- BASO- MONQO-
x10%L) CYTES  SEGMENTED BAND PHILS PHILS CYTES
$ $

0 MEAN 109. 96 0 0. 1 0 3
S.D 21.1 2.3 0.5 0.0 0.6 0.0 1.6

N 6 6 6 6 6 6 6

20  MEAN 129. 97. 1 0. 0 2.
S.D. 30.2 2.1 1.0 0.0 0.4 0.0 1.7

N 6 6 6 6 ] 6 6

140  MEAN 117. 97. 2 0. 0 0 2
S.D. 22.8 1.4 1.2 0.0 G.5 0.0 0.8

N 6 6 6 6 6 6 6

1000  MEAN 142. 97. 1 0. 1 0 2
S.D 22.0 1.0 1.3 0.0 1.0 0.0 1.4

N 6 6 6 6 6 6 ]

$ ., STATISTICAL ANALYSIS IMPOSSIBLE.
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TABLE 4 - FS - F - 1 STUDY NO. 2L353CEQ
HEMATOLOGY - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX : FEMALE
ANIMALS KILLED ON SCHEDULE ( & WEEK)

wBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
DOSE LEVEL COUNT
MG/KG LYMPHO- NEUTROPHILS EOSINO- BASO- MONO-
(X10 %L) CYTES  SEGMENTED BAND PHILS PHILS CYTES
$ $

0  MEAN 105. 98. 0. 0. 0. 0. 1.
S.D. 22.2 0.9 0.8 0.0 0.5 0.0 1.0

N 6 6 é 6 6 6 6

20  MEAN 116. 97. 1 0 0. 0 2.
S.D. 35.1 1.9 1.0 0.0 0.5 0.0 1.0

N 6 6 6 6 6 6 ]

140  MEAN 115. 96. 2 0. 1 0 1.
S.D. 40.4 1.2 1.4 0.0 0.8 0.0 1.0

N 6 ] 6 6 é 6 6

1000  MEAN 96. 97. 2 0. 0 0. 1.
S.b 22.6 1.8 1.6 0.0 0.0 0.0 1.2

N 6 6 6 6 6 6 6

$ ., STATISTICAL ANALYSIS IMPOSSIBLE.
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TABLE 4 -RS -M- 1 STUDY NO. 2L353CEC
HEMATOLOGY - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX & MALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
DOSE LEVEL COUNT
MG/KG LYMPHO- NEUTROPHILS EOSINO- BASO- MONO-
x10%L) CYTES  SEGMENTED BAND PHILS PHILS CYTES
$

0  MEAN 119. 89. 8. 0. 1. 0. 2.
S.D. 31.9 2.9 2.1 0.4 0.8 0.0 0.9

N 6 6 6 6 é 6 6

1000  MEAN 124, 89. 8. 0. 1. 0. 3.
S.D. 24.6 4.6 2.9 0.4 0.8 0.0 1.8

N 6 6 6 6 6 6 6

$ , STATISTICAL ANALYSIS IMPOSSIBLE.
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TABLE 4 - RS -F- 1 STUDY NO. 2L353CEO
HEMATOLOGY - GROUP MEAN VALUES
TEST ARTICLES = PG
SEX @ FEMALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
DOSE LEVEL COUNT
MG/KG LYMPHO- NEUTROPHILS EOSINO- BASO- MONO-
x10%L) CYTES  SEGMENTED BAND PHILS PHILS CYTES
$
0  MEAN 92. 90. 7. 0. 1. 0. 3.
S.D. 20.1 2.6 2.5 0.4 0.8 0.0 1.7
N 6 6 6 6 6 6 6
1000  MEAN 101. 89. 7. 0. 1. 0. 3.
S.D. 25.0 3.1 2.5 0.0 1.2 0.0 1.0
N 6 6 6 6 6 6 6

$ -, STATISTICAL ANALYSIS IMPOSSIBLE.
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DOSE LEVEL GoT
MG/KG

(Iu/7L)

0  MEAN 104.
S.D. 22.5

N 6

20  MEAN 98.
S.D. 24.2

N 6

140  MEAN 99.
S.D. 22.3

N 6

1000  MEAN 94.
S.D. 25.6

N 6

GPT
(Iu/Ld

r-GTP
(IU/7L)

TABLE 5 -FS-M-

STUDY NO. 2L353CEO

CLINICAL CHEMISTRY - GROUP MEAN VALUES
TEST ARTICLES : PG

SEX ¢ MALE

ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

ALP

UREA
NITROGE

(IU/L> (MG/DL)

*rOO *rOO

*rOO

15.0

2 3.07
6

14.3

3 2.21
6

15.0

2 1.25
6

15.1

6 1.05
6

TOTAL TRI- TOTAL A/G
N CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN ALBUMIN RATIO

(MG/DL) (MG/DL) (MG/DL) (MG/DL) (G/DL) (G/DL>

0.5 161. 62. 113. 6.25 3.84 1.60
0.08 16.5 3.8 59.4 0.109 0.049 0.045
6 6 6 6 6 6
0.5 161. 60. 97. 6.43 3.96 1.60
0.05 2.6 10.6 50.9 0.162 0.067 0.063
6 6 ] 6 6 6 6

*

0.5 158 62 205 6.29 3.87 1.60
0.05 7.4 7.4 60.8 0.215 0.130 0.101
6 6 6 6 6 6 6
0.5 164 60 142. 6.30 3.85 1.57
0.04 6.3 9.6 64.5 0.217 0.116 0.095
6 6 6 6 6 ] 6

SIGNIFICANTLY DIFFERENT FROM CONTROL VALUE ., %

s P<O.05 2 & , STATISTICAL ANALYSIS IMPOSSIBLE.
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TABLE S - FS-M- 2 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY -~ GROUP MEAN VALUES
TEST ARTICLES : PG
SEX © MALE
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

INORGANIC
DOSE LEVEL CALCIUM PHOS. NA K CL
MG/KG

(MG/DL) (MG/DL) (MEQ/L)D (MEQ/L) (MEQ/L)

O  MEAN 9.8 9.4 143. 4.4 103.
S.D. 0.17 0.41 0.5 0.09 1.4

N é 6 6 6 6

20  MEAN 9.8 9.5 143. 4.4 102.
S.D. 0.22 0.23 0.5 0.30 1.2

N 6 6 6 6 6

140  MEAN 9.9 9.4 143. 4.4 102.
S.D. 0.27 0.66 0.4 0.31 0.8

N 6 6 6 6 6

*%

1000  MEAN 9.9 9.2 142. 4.4 102.
S.D. 0.17 0.23 0.5 0.14 0.8

N 6 6 6 6 6

X SIGNIFICANTLY DIFFERENT FROM CONTROL VALUE ., *xx , P<0.01.
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TABLE 5 -FS~-F -
CLINICAL CHEMISTRY - GROUP MEAN VALUES

STUDY NO. 2L353CE0

TEST ARTICLES : PG
SEX ¢ FEMALE
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)
UREA TOTAL TRI- TOTAL A/G
DﬁéEKEEVEL GOT GPT r-GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO
(Iu/sL) (Iu/L> (1U/L> (IU/L) (MG/DL) (MG/DL) (MG/DL) (MG/DL)> {(MG/DL) (G/DL) (G/DLD

0  MEAN 101. 25. 0. 384. 14.7 0.5 149. 61. 27. 5.94 3.78 1.75
S.D. 17.5 5.4 0.0 86.9 3.32 0.00 7.0 11.1 7.4 0.113 0.073 0.086

N 6 ] 6 6 6 6 6 6 6 6 ] 6

20  MEAN 100. 27. 0. 484 16.7 0.5 156. 58. 28. 6.09 3.88 1.77
S.D. 22.2 4.4 0.0 105.2 2.66 0.06 6.3 10.0 15.3 0.401 0.225 0.073

N 6 ] 6 ] 6 6 6 6 6 6 6 ]

140  MEAN 95. 29. 0. 398. 17.6 0.5 168. 56. 30. 6.19 3.88 1.69
S.D. 9.5 5.4 0.0 57.1 4,07 0.08 31.8 4.6 20.9 0.343 0.144 0.087

N ] 6 6 6 6 6 6 6 6 6 6 6

1000  MEAN 100. 24. 0. 359. 16.7 0.5 156. 58. 22. 6.28 3.92 1.66
S.D. 20.3 3.1 0.4 111.7 2.48 0.00 8.7 2.9 6.2 0.230 0.172 0.064

N 6 6 6 6 6 6 6 6 6 6 6 6
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TABLE 5 -FS-F- 2
CLINICAL CHEMISTRY - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX : FEMALE
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

DOSE LEVEL CALCIUM
MG/KG

(MG/DL)

0  MEAN 9.3
S.D. 0.15

N 6

20  MEAN 9.4
S.D. 0.27

6

140  MEAN 9.6
S.D. 0.55

N 6

1000  MEAN 9.4
S.D. 0.31

N 6

INORGANIC
PHOS.

(MG/DL>

STUDY NO. 2L353CEO

NA K CL
(MEQ/L) (MEQ/L) (MEQ/L)

142. 4.2 104.
1.3 0.21 1.6
6 ] 6

143. 4.1 106.
0.5 0.15 1.4
6 6 6

142 4.7 105
1.2 1.26 0.8
6 6 6

143. 4.2 106.
0.8 0.29 2.2
6 6 6

TABLE 5 -FS-F- 2



TABLE S -RS-M- 1 STUDY NO. 2L353CEQ
CLINICAL CHEMISTRY - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX : MALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

UREA TOTAL TRI- TOTAL A/G

DOSE LEVEL GOT GPT r-GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO
MG/KG
(Iu/L> (Iu/L> (Iu/7L (Iu/L) (MG/DL) (MG/DLD (MG/DL) (MG/DL) (MG/DL)> (G/DL) (G/DL)
$ 3$
0  MEAN 88 33 0. 475 18.3 0.5 159. é9. 261. 6.77 3.87 1.34
S.D. 11.8 6.4 0.0 70.0 1.75 0.00 12.7 10.2 62.4 0.284 0.118 0.066
N ] 6 6 6 6 6 6 6 6 6 6 6

1000  MEAN 88. 32. 0. 569. 17.1 0.5 161. 74. 200. 6.70 3.85 1.36
S.D. 8.4 5.4 0.0 187.9 1.57 0.00 6.1 17.8 74.9 0.327 0.053 0.117

N 6 6 6 6 é 6 6 6 6 6 6 6

$ , STATISTICAL ANALYSIS IMPOSSIBLE.
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INORGANIC
PHOS.

(MG/DL)

NA
(MEQ/L?

TABLE 5 -RS§-M- 2
CLINICAL CHEMISTRY - GROUP MEAN VALUES
TEST ARTICLES ¢ PG
SEX ¢ MALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

STUDY NO. 2L353CEOD

DOSE LEVEL CALCIUM
MG/KG

(MG/DL>

0  MEAN 10.0
S.D. 0.32

N 6

1000  MEAN 9.9
S.D. 0.25

N 6

K CL
(MEQ/L) (MEQ/L)
4.3 101.
0.24 0.6
6 6
4.5 101.
0.23 1.5
6 6
- 20 -
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TABLE S -RS-F- 1 STUDY NO. 2L353CEQ
CLINICAL CHEMISTRY - GROUP MEAN VALUES
TEST ARTICLES ¢ PG
SEX I FEMALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

UREA TOTAL TRI- TOTAL A/G

Dgg; EEVEL GOT GPT r-GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO
K
(Iu/L) (Iu/L) (1u/L) (Iu/L> (MG/DL) (MG/DL) (MG/DL) (MG/DLD (MG/DL) (G/DL) (G/DL)
0 MEAN 91. 29. 0. 257. 22.0 0.6 151. 76. 63. 6.61 3.95 1.49
S.D. 12.4 6.2 0.4 76.9 3.74 0.05 18.9 9.9 54.3 0.353 0.188 0.081
N 6 6 6 6 6 é 6 6 6 6 6 6
1000  MEAN 80. 29. 0. 304. 18.1 0.5 151. 70. 65. 6.41 3.87 1.52
S.D. 14.2 5.4 0.5 73.4 2.35 0.05 13.3 8.5 43.1 0.218 0.079 0.061
N 6 6 6 6 ] 6 6 6 6 6 6 6
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TABLE 5 -RS-F- 2 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - GROUP MEAN VALUES
TEST ARTICLES : PG
SEX : FEMALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

INORGANIC T
DOSE LEVEL CALCIUM PHOS. NA K CL
MG/KG

(MG/DL) (MG/DL) (MEQ/L)D (MEQ/L) (MEQ/L)

0  MEAN 9.4 8.0 144, 4.1 107.
S.D. 0.36 0.52 0.8 0.14 1.5

N 6 6 6 6 6

1000  MEAN 9.5 8.2 143. 4.2 105.
S.D. 0.26 0.72 1.3 0.21 2.5

N 6 6 6 6 6
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TABLE 6 -C1-M- 1
URINALYSIS - GROUP MEAN VALUES
TEST ARTICLES : PG

STUDY NO. 2L353CEO

SEX ¢ MALE
NUMBER PH PROTEIN GLUCOSE KETONES BILIRUBIN OCCULT BLOOD UROBILINOGEN
DggEKLEVEL EXAMINED (MG/DL) (G/DL) (MG/DL> (EU/DL)
G ________________ e e e e e e e e e —— ——— | e —— = ———— o o o e
77.588.59 - TR 30 1002300 - 0.1 0.25 0.5 21 - 515 40 280 - 1+ 2+ 3+ - TR 1+ 2+ 3+ 0.11 2 4 8
0 12 1 2 3 5 1 0 0 7 5 0 7 5 0 0 O 07 5 0 0 12 0 0 0 12 0 0 O O 4 8 0 0 O
3 $
20 6 0 0 2 2 2 0 2 3 1 0 4 2 0 0 O 0O 4 2 0 O 6 0 0 O 6 0 0 0 O 3 3 0 0 O
$ 3
140 6 0 2 0 3 1 0 01 5 © 5 1 0 0 © 0 4 2 0 O 6 0 0 O 6 0 0 0 O 0 6 0 0 0
3
1000 12 0 0 4 7 1 0 0 5 7 0 11 1 0 0 O 0o s 7 00 11 1 0 0 12 0 0 0 O 4 8 0 0 O

- o~ NEGATIVE 7 TR , TRACE ; 1+ , SLIGHT
$ ., STATISTICAL ANALYSIS IMPOSSIBLE.

2+ , MODERATE 7 3+ , SEVERE.

TABLE 6 -C1-M- 1



TABLE 6 -Cl-F- 1 STUDY NO. 2L353CEO
URINALYSIS - GROUP MEAN VALUES
TEST ARTICLES © PG
SEX : FEMALE

NUMBER PROTEIN GLUCOSE

KETONES BILIRUBIN OCCULT BLOOD UROBILINOGEN

DOSE LEVEL  EXAMINED PH (MG/DL) (G/DL) (MG/DL) (EU/DL)
MG/KE ~ mmmmmmmmmmmmmmmmmmmoo mmmemmm————mmeee memmeee oo = mmmmmmmmem e
66.577.588.59 ~- TR301002300 - 0.10.250.521 - 51540280 -1+ 2+ 3+ -TR1+ 2+ 3+ 0.11 2 4 8

0 12 0 21 0 5 2 2 31 6 2 0 $ 3 0 0 O 210 0 0 0 12 0 0 0O 10 0 2 0 O 3 9 0 0 0O

$

20 6 0 60 01 4 1 0 1 3 1 01 6 0 0 o0 O 2 4 0 0 O 6 0 0 0 6 0 0 0 O 2 4 0 0 O
$

140 6 101 0 2 11 2 2 1 10 s 0 1 0 O 33 0 0 O 6 0 0 O 6 0 0 0 O 3 3 00 0
$

- o~ NEGATIVE ;7 TR , TRACE ; 1+ , SLIGHT ; 2+ , MODERATE > 3+ , SEVERE.
$ -~ STATISTICAL ANALYSIS IMPOSSIBLE.
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TABLE 7 -FS-M- 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (ABSOLUTE) - GROUP MEAN VALUES
TEST ARTICLES = PG
SEX © MALE
ANIMALS KILLED ON SCHEDULE ¢ & WEEK)

FINAL
DOSE LEVEL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES
MG/KG WEIGHT
(G) 1€{¢)) (@ (G (MG) {c))
0  MEAN 397. 2.05 17.64 2.94 56.0 2.87
S.D. 19.3 0.052 1.010 0.151 5.52 0.088
N 6 6 6 6 6 6
20  MEAN 396. 2.00 18.21 2.99 59.3 2.99
S.D. 35.4 0.063 2.767 0.358 7.09 0.367
N 6 6 6 6 6 6
140  MEAN 413. 2.05 18.94 2.91 59.0 2.96
S.D. 21.6 0.094 2.155 0.210 6.04 0.208
N 6 6 6 6 6 6
1000  MEAN 404, 2.02 17.98 2.98 57.4 2.98
S.D 9.0 0.085 0.608 0.338 6.38 0.159
N 6 6 6 6 6
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TA

BLE

7 -FS-F- 1 STUDY NO. 2L353CEO

ORGAN WEIGHT (ABSOLUTE)> - GROUP MEAN VALUES

TEST ARTIC

LES
SEX

: PG
: FEMALE

ANIMALS KILLED ON SCHEDULE ( & WEEK)

FINAL
DOSE LEVEL BODY BRAIN LIVER KIDNEYS  ADRENALS OVARIES
MG/KG WEIGHT
(@ (@ (@ 1€¢)) (MG) (MG
0  MEAN 239 1.86 9.58 1.89 64.0 94.3
S.D 10.0 0.070 0.536 0.187 6.99 9.20
N 6 6 6 6 6 6
20  MEAN 231. 1.86 9.32 1.79 62.1 96.0
S.D. 17.5 0.069 0.733 0.113 5.09 9.35
N 6 6 é 6 6 6
140  MEAN 238. 1.86 9.21 1.82 69.3 101.0
S.D. 27.6 0.084 1.110 0.114 6.30 15.56
N 6 6 6 6 6 6
1000  MEAN 241 1.88 9.68 1.85 63.3 95.5
S.D 28.9 0.055 1.597 0.156 7.74 11.92
N 6 6 ] 6 6 6
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TABLE 7 -RS-M- 1 STUDY NO. 2L353CEOQ
ORGAN WEIGHT (ABSOLUTE) - GROUP MEAN VALUES
TEST ARTICLES = PG
SEX : MALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

FINAL
DOSE LEVEL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES
MG/KG WEIGHT
{c)) (@ (@ (@ (MG (@
0 MEAN 482 2.06 20.32 3.44 59.4 3.44
S.D 24.8 0.090 1.955 0.251 7.18 0.082
N 6 6 6 6 6
1000  MEAN 479. 2.14 20.18 3.42 62.9 3.39
D 27.3 0.061 2.228 0.349 8.15 0.328
N 6 6 é 6 6 6
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TABLE 7 -RS-F- 1
ORGAN WEIGHT (ABSOLUTE) - GROUP MEAN VALUES
TEST ARTICLES ¢ PG
SEX : FEMALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

KIDNEYS  ADRENALS OVARIES

STUDY NO. 2L353CEQ

DOSE LEVEL
MG/KG
0 MEAN
S.D.
N
10060  MEAN
S.D.
N

(G (MG (MG
2.01 74.1 99.8
0.279 13.52 5.36
6 6 ]
*
1.99 72.6 110.2
0.170 7.92 8.14
6 6 6

*  SIGNIFICANTLY DIFFERENT FROM CONTROL VALUE ., x , P<0.05.
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TA

ORGAN WEIGHT (RELATIVE : PERCEN

MG/KG

BRAIN

LIVER

TEST ARTIC

BLE 8
TAGE OF BO
LES @ PG
SEX ¢ MAL

-FS-M- 1
DY WEIGHT) - GROUP MEAN VALUES

E

ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

KIDNEYS

ADRENAL
<10

S  TESTES

STUDY NO. 2L353CEO

20

140

MEAN
N

MEAN

.52
.023

.51
.039

0.74
0.025

0.75
0.045

0.022

TABLE 8 -FS-M- 1



DOSE LEVEL
MG/KG
0  MEAN
S.D.
N
20  MEAN
S.D.
N
140  MEAN
S.D.
N
1000  MEAN
S.D.
N

TABLE - F- 1
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) - GROUP MEAN VALUES
TEST ARTIC%E;

8 - FS STUDY NO. 2L353CE0

: PG
¢ FEMALE

ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

FINAL
BODY BRAIN LIVER KIDNEYS
WEIGHT
(G)
239. 0.78 .01 0.79
10.0 0.035 .190 0.061
é 6 6 6
231. 0.81 .04 0.78
17.5 0.071 .180 0.059
6 6 6 6
238. 0.79 .86 0.77
27.6 0.096 .116 0.055
6 6 6 6
241. 0.79 .99 0.78
28.9 0.072 .262 0.102
6 6 6 é

ADRENALS
<103

OVARIES
<109

30 - TABLE 8 -FS-F- 1



TABLE 8 - RS

-M- 1
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) -~ GROUP MEAN VALUES

TEST ARTICLES : PG
SEX : MALE
ANIMALS KILLED ON SCHEDULE (RECOVERY)

STUDY NO. 2L353CEQ

DOSE LEVEL
MG/KG
0  MEAN
S.D.
N
1000  MEAN
S.D.
N

FINAL
BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES
WEIGHT
(G) X107
482. 0.43 4,22 0.71 12.4 0.71
24.8 0.034 0.350 0.029 1.86 0.031
6 6 6 6 6 6
479. 0.45 4.20 0.71 13.1 0.71
27.3 0.035 0.300 0.048 1.31 0.043
6 6 6 6 6 6

TABLE 8 -RS-M- 1



ORGAN WEIGHT (RELATIVE

DOSE LEVEL
MG/KG
O  MEAN
S.D.
N
1000  MEAN
S.D.
N

0.73
0.091

0.68
0.071

TABLE 8 -RS ~F -

1
¢ PERCENTAGE OF BODY WEIGHT) - GROUP MEAN VALUES
TEST ARTICLES : PG

SEX ¢ FEMALE

ANIMALS KILLED ON SCHEDULE (RECOVERY)

KIDNEYS  ADRENALS OVARIES
<10 <109
0.76 28.1 38.0
0.034 4.97 4.81
6 6 6
0.71 26.1 39.6
0.058 4.78 6.53
6 6 6
- 32 -
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Table 9
Total incidence of necropsy findings

Test articles : PG

Study No. 2L353

Organ Period : 28 days Recovery
Sex : Male Female Male Female
Dose level (mg/kg) 0 20 140 1000 0 20 140 1000 0 1000 0 1000
Findings No. animals 6 ) 6 6 6 6 6 6 6 ) 6 6
Spleen
Grayish patch 0 0 0 1 0 0 0 0 0 0 0 0
Lungs
Focal hemorrhage 1 0 0 0 0 0 0 0 0 0 0 0
Liver
Hepatodiaphragmatic nodule 1 0 0 0 0 0 0 0 0 0 0 0
Ovaries
Cystic ovarian bursa 0 0 0 1 0 0
Thoracic cavity
Adhesion, lungs and thoracic wall 1 0 0 0 0 0 0 0 0 0 0 0




Table 10 Study No. 2L353
Total incidence of histological findings

Test articles : PG

Organ Period : 28 days Recovery
Sex : Male Female Male Female
Dose level(mg/kg) : 0 20 140 1000 0 20 140 1000 0 1000 0 1000
Findings No. animals : 6 6 6 6 6 6 6 6 6 6 6 6
Heart
Focal myocardial degeneration 0 % H 1 0 % % 0 % % % %
Spleen
Extramedullary hematopoiesis 0 % X 1 0 % % 0 % % % ¥
Focal capsulitis 0 ¥ ¥ 1 0 X % 0 * ¥ % S
Liver
Diffuse fatty change 0 % % 1 0 X ¥ 1 X 3 % X
Kidneys
Basophilic change of the tubular epithelium 1 % % 0 1 % % 0 % % ¥ X
Cyst 0 % % 0 1 H % 0 % % % %
Hyaline cast 0 % % 1 0 ¥ % 0 ¥ % % %
Hyaline droplets in the tubular epithelium ) X ¥ 6 0 % % 0 % % 3 %

Adrenals ND % X ND ND % ND % % % %

¥ ; Not examined.
ND ; No abnormalities were detected.
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APPENDIX
BODY WEIGHT - INDIVIDUAL VALUES

SEX

1 -
: MALE

DOSE LEVEL : PG

MA - 1

0 MG/KG

STUDY NO. 2L353CEQ

DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT

ANIMAL
Y 7 15 21 28/ 0 35/ 7 42/14
NUMBER
MA001 138. 198 269. 321. 367. KS
MAOO?2 156. 224, 304. 361. 416. KS
MA0O3 142 209. 285. 339. 386. KS
MAOQ4 143 208. 287. 350. 410. KS
MAOOS 151 222 301. 362. 413. KS
MAQO6 146 216 291. 344. 389. KS
MA007 142 199. 269. 321. 369. 411. 442, KS
MAOO8 139 214. 292. 362. 428. 471. 513. KS§
MAQQ9 134 201. 284, 338. 398. 440. 480. KS
MAO10 149 219. 301. 348. 395. 433, 471. K§
MAO11 154 227. 303. 356. 406. 441. 483. KS§
MAO12 145 210. 291. 357. 420. 461. 507. KS
MEAN 145. 212. 290. 347. 400. 443, 483.
S$.D 6.6 9.8 11.9 14.6 19.4 21.2 25.7
N 12 12 12 12 12 6 6
KS ,» KILLED ON SCHEDULE.
- 1 -
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APPENDIX 1 -MB- 1 STUDY NO.

BODY WEIGHT - INDIVIDUAL VALUES
SEX ¢ MALE

DOSE LEVEL : PG 20 MG/KG
UNIT : G
NIMA DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
A L
0 7 15 21 28/ 0 357 7 42/14
NUMBER
MB0OO1 148. 222 305. 364. 423. KS
MB0OO2 141. 215 310 377. 434, KS
MB0OO3 153. 230 318. 372. 418. KS
MBOO4 151. 215 292 348. 392. KS
MBOOS 135. 187 253 301. 345. KS
MB0OO6 141. 205 275 323. 368. KS$§
MEAN 145. 212. 292 348. 397.
S.D 6.9 14.9 24.4 30.0 34.8
N 6 6 6 6 6 0 0

KS , KILLED ON SCHEDULE.

2L353CEO

- 2 - APPENDIX 1 -MB- 1



APPENDIX 1 -MC- 1 STUDY NO. 2L353CEO
BODY WEIGHT - INDIVIDUAL VALUES

SEX : MALE
DOSE LEVEL ¢ PG 140 MG/KG
UNIT 2 G

DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT

ANIMAL
0 7 15 21 28/ 0 35/ 7 42/14
NUMBER
MCOO1 145. 218. 300. 362. 428. KS
MC002 138. 210. 302. 371. 437. KS
MCO03 152 221. 304. 359 404. KS
MCO04 138 199. 276 326 374. KS
MCOO0S5 151 225. 306. 365 419. KS
MCO06 142 220. 304. 362 415. KS
MEAN 144 216. 299. 358. 413.
S.D 6.2 9.5 11.3 16.0 22.1
N 6 6 6 6 6 0 0

KS » KILLED ON SCHEDULE.
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APPENDIX

SEX
DOSE LEVEL

1 - M -
BODY WEIGHT - INDIVIDUAL VALUES

:  MALE
: PG

1

1000 MG/KG

DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT

STUDY NO. 2L353CEO

ANIMAL
0 7 15 21 28/ 0 35/ 7 42/14
NUMBER
MDOO1 151. 231 306. 362. 406. KS
MDOO2 138 210 293. 342, 392. KS
MDOO3 150. 217 268. 335. 400. KS
MDOO4 140. 205 254. 327. 395. KS
MDOOS 155 231 315. 366. 414, KS
MDO06 147 216 298. 359. 411. KS
MD0O7 144 216 302. 366. 421. 467. 514. KS
MDO08 150 218 296. 342, 392. 444, 489. KS
MDOO9 134 199 275. 332. 389. 435. 474. KS
MDO10 140 204 280. 332. 376. 422. 462. KS
MDO11 150 221 294, 337. 379. 412, 439. KS§
MDO12 154 224 304. 364. 413. 460. 500. KS
MEAN 146. 216 290. 347. 399. 440, 480,
S.D 6.8 10.2 17.7 15.1 14.3 21.3 27.1
N 12 12 12 12 12 ] 6
KS » KILLED ON SCHEDULE.
- 4 -
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APPENDIX
BODY WEIGHT - INDIVIDUAL VALUES
:+  FEMALE

SEX
DOSE LEVEL

1

T PG

- FA -

0 MG/KG

STUDY NO. 2L353CEQ

UNIT : G

DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT

ANIMAL
0 7 15 21 28/ 0 357 7 42/14
NUMBER
FACO1 121 164 201. 236. 253. KS
FAQO2 131 165 197. 230. 245. KS
FAQO3 119. 153. 195. 223. 246. KS
FAOO4 124 162. 187. 210. 233. KS
FAGOS 121 159. 187. 208. 229. KS
FA0OD6 116 160. 192. 212. 229. KS
FA0Q7 114 138. 158. 170. 188. 202. 199. KS
FA0O8 118 146. 183. 194. 230. 244, 259. K8
FA0O? 123 165. 195. 213. 216. 239. 252. KS§
FAC10 127 173. 202. 236. 257. 283. 302. KS
FAO11 133. 167. 202. 235. 257. 272. 295. KS
FAO12 128. 163. 199. 233. 256. 279. 298. KS
MEAN 123. 160. 192. 217. 237. 253. 268.
S.D. 5.9 9.7 12.3 20.0 20.4 31.0 39.7
N 12 12 12 12 12 -] 6
KS » KILLED ON SCHEDULE.
- 5 -
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APPENDIX 1 -FB- 1 STUDY NO. 2L353CEO
BODY WEIGHT - INDIVIDUAL VALUES

SEX : FEMALE

DOSE LEVEL : PG 20 MG/KG
UNIT : G

DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT

ANIMAL
0 7 15 21 28/ 0 35/ 7 42714

NUMBER
FBOO1 135 171. 201 224 24. KS
FBOO2 113 147, 184 202 227, KS
FBOO3 120. 151, 194 228 258. KS
FBOOA 122 150. 186 204 221. Ks
FBOOS 123 169. 200 215 245. KS
FBO0S 114 139, 168. 187 207. KS
MEAN 121 155. 189. 210 234, T
S.D. 7.9 12.7 12.4 15.3 18.7
N 6 6 6 6 6 0 0

KS » KILLED ON SCHEDULE.

- 6 - APPENDIX 1 -FB- 1



APPENDIX 1 -FC- 1 STUDY NO. 2L353CEQ
BODY WEIGHT - INDIVIDUAL VALUES
SEX : FEMALE

DOSE LEVEL : PG 140 MG/KG
UNIT : G
DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
ANIMAL
0 7 15 21 28/ 0 35/ 7 42/14
NUMBER
FC001 131 170. 222 246 283. KS
FCO02 114. 140. 167 188 200. KS
FCO03 117 163. 193 229. 252. KS
FC004 121 160. 187 213 241. KS
FCO05 124 158. 195 212 229. KS
FC006 120 148. 180. 201 225. KS
MEAN 121 157. 191. 215 238
S.D. 5.9 10.8 18.4 20.5 28.0
N 6 6 6 6 6 0 0

KS » KILLED ON SCHEDULE.
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APPENDIX 1 - - 1
BODY WEIGHT - INDIVIDUAL VALUES

STUDY NO. 2L353CEO

SEX * FEMALE
DOSE LEVEL : PG 1000 MG/KG
UNIT ¢ G
DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
ANIMAL
0 7 15 21 28/ 0 357 7 42/14
NUMBER
FDOO1 130. 173. 213. 244 273. KS
FDOO2 125. 159. 188. 211. 229. KS
FDOQ3 109. 139. 157. 180. 203. KS
FDOO4 138. 174. 211. 230. 256. KS
FDOO5 128. 168. 203. 235. 271. KS
FDOO06 115. 149. 175. 196. 218. Ks
FDOO7?7 118. 159. 199. 230. 253. 267. 295. KS
FDOO8 124. 154. 190. 212. 236. 246, 259. KS
FDOO9 121. 170. 213. 221. 260. 266. 280. KS
FDO10 126. 171. 220. 261. 304. 325. 374, KS
FDO11 112. 141. 170. 196. 213. 224. 239. KS§S
FDO12 116. 158. 193. 222. 241. 254. 274, KS
MEAN 122. 160. 194. 220. 246, 264. 287.
S.D. 8.3 12.1 19.4 22.5 28.9 33.9 46.8
N 12 12 12 12 12 6 6
KS , KILLED ON SCHEDULE.
- 8 - APPENDIX 1 -FD- 1



APPENDIX 2 -MA- 1 STUDY NO. 2L353CEO
FOOD CONSUMPTION - INDIVIDUAL VALUES

SEX ¢ MALE
DOSE LEVEL : PG 0 MG/KG
UNIT ¢ G/ANIMAL/DAY
DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
CAGE
7 15 21 24 35/ 7 38710
NUMBER
1 18.6 20.7 22.0 21.8 NA
2 18.4 21.1 22.7 22.0 NA
3 20.1 21.9 21.9 23.5 NA
4 17.9 20.6 22.5 23.3 28.4 29.2
5 19.2 22.2 22.0 21.5 27 .4 28.8
6 19.0 21.9 23.4 22.0 27.5 29.3
MEAN 18.9 21.4 22.4 22.4 27.8 29.1
s.D 0.76 0.69 0.58 0.84 0.55 0.26
N é é 6 ] 3 3

NA , NO ANIMAL EXISTED.
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APPENDIX 2 -MB - 1
FOOD CONSUMPTION - INDIVIDUAL VALUES

STUDY NO. 2L353CEO

UNIT : G/ANIMAL/DAY

SEX ¢ MALE
DOSE LEVEL : PG 20 MG/KG
DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
CAGE
7 15 21 24 35/ 7 38710
NUMBER
1 20.0 23.2 24.7 23.0 NA
2 19.9 22.8 23.0 22.7 NA
3 16.4 18.3 19.1 19.0 NA
MEAN 18.8 21.4 22.3 21.6
S.D. 2.05 2.72 2.87 2.23
N 3 3 3 3 0 0
NA , NO ANIMAL EXISTED.
- 10 -
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APPENDIX 2 -MC- 1
FOOD CONSUMPTION - INDIVIDUAL VALUES
SEX ¢ MALE

STUDY NO. 2L353CEO

DOSE LEVEL PG 140 MG/KG
UNIT < G/ANIMAL/DAY
DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
CAGE
15 21 24 357 7 38/10
NUMBER
1 19.9 23.6 25.1 25.7 NA
2 17.6 20.7 20.3 19.7 NA
3 20.0 22.9 23.3 22.3 NA
MEAN 19.2 22.4 22.9 22.6
S.D. 1.36 1.51 2.42 3.01
N 3 3 3 3 0 o
NA , NO ANIMAL EXISTED.
- 11 - APPENDIX 2 -MC- 1



APPENDIX
FOOD CONSUMPTION
SEX
DOSE LEVEL

2 -Mb- 1
INDIVIDUAL VALUES
MALE

PG 1

STUDY NO. 2L353CEQ

000 MG/KG
UNIT : G/ANIMAL/DAY

DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
CAGE
7 15 21 24 35/ 7 38/10
NUMBER
1 20.6 23.8 23.5 17.8 NA
2 19.4 15.4 24.7 25.0 NA
3 20.4 21.9 23.3 22.7 NA
4 18.3 21.9 22.6 24.3 29.1 30.2
5 17.7 19.8 21.2 21.3 26.7 27.2
] 20.4 21.7 22.8 22.7 27.4 27.2
MEAN 19.5 20.8 23.0 22.3 27.7 28.2
S.D 1.23 2.91 1.15 2.56 1.23 1.73
N 6 6 6 6 3 3
NA , NO ANIMAL EXISTED.
- 12 -
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APPENDIX 2 - FA- 1 STUDY NO. 2L353CEO
FOOD CONSUMPTION - INDIVIDUAL VALUES
SEX FEMALE
DOSE LEVEL PG 0 MG/KG

UNIT : G/ANIMAL/DAY

DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT

CAGE
7 15 21 24 35/ 7 38/10
NUMBER
1 14.4 14.6 15.1 11.8 NA
2 13.6 14.1 13.7 13.2 NA
3 13.6 12.9 13.0 11.7 NA
4 12.0 12.7 10.3DI 12.3 16.2 16.8
5 15.5 14.6 16.2D1 12.3 18.9 18.7
6 14.2 15.4 16.0 13.8 19.5 21.8
MEAN 13.9 14.1 14.5 12.5 18.2 19.1
S.D. 1.16 1.06 1.35 0.82 1.76 2.52
N 6 6 4 6 3 3

NA , NO ANIMAL EXISTED.
DI , DISTURBANCE BY ESCAPING ANIMAL SUSPECTED ; EXCLUDED FROM STATISTICAL CALCULATION.
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STUDY NO. 2L353CEO

UNIT : G/ANIMAL/DAY

APPENDIX 2 -FmB- 1
FOOD CONSUMPTION - INDIVIDUAL VALUES
SEX = FEMALE
DOSE LEVEL ¢ PG 20 MG/KG
o DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
CAGE
7 15 21 24 35/ 7 38/10
NUMBER
1 12.6 13.3 12.8 12.2 NA
2 13.0 14.5 15.7 15.7 NA
3 12.8 13.3 12.7 13.0 NA
MEAN 12.8 13.7 13.7 13.6
S.D. 0.20 0.69 1.70 1.83
N 3 3 3 3 0 o
NA » NO ANIMAL EXISTED.
- 14 -
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STUDY NO. 2L3S3CEO

UNIT : G/ANIMAL/DAY

APPENDIX 2 -~ FC- 1
FOOD CONSUMPTION - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL ¢ PG 140 MG/KG
AGE DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
c
7 15 21 24 357 7 38/10
NUMBER
1 13.8 15.8 17.5 15.8 NA
2 13.6 12.9 14.5 14.3 NA
3 12.7 13.9 13.3 12.3 NA
MEAN 13.4 14.2 15.1 14.1
S.D. 0.59 1.47 2.1 1.76
N 3 3 3 3 0] 0
NA , NO ANIMAL EXISTED.
- 15 -
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STUDY NO. 2L353CEO

UNIT : G/ANIMAL/DAY

APPENDIX 2 - -1
FOOD CONSUMPTION - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL : PG 1000 MG/KG
DAYS AFTER COMMENCEMENT / CESSATION OF TREATMENT
CAGE
7 15 21 24 357 7 38/10
NUMBER
1 14.5 14.1 15.2 15.7 NA
2 13.8 13.3 13.6 14.7 NA
3 14.6 14.5 15.3 15.7 NA
4 14.4 14.8 15.1 14.7 18.6 19.5
5 15.6 16.4 16.5 18.5 20.3 21.8
6 12.4 12.8 13.8 12.3 16.7 18.0
MEAN 14.2 14.3 14.9 15.3 18.5 19.8
s.D 1.06 1.26 1.07 2.01 1.80 1.91
N 6 6 6 6 3 3
NA , NO ANIMAL EXISTED.
- 16 -
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APPENDIX 3 -FS-MA- 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES
SEX @ MALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

RBC HB RETICULO- PLATELET
ANIMAL COUNT HT CONC. CYTE MCV MCH MCHC COUNT PT APTT DS;S
COUNT

NUMBER x10%L) (%) (G/DL) (%) Ca') (PG (%) (x10%:L) (SEC) (SEC) TEST
MAOO1 705. 44.0 14.9 36. 62.4 21.1 33.9 119.4 12.5 16.4 28
MAQOZ2 703. 41.8 14.6 39. 59.5 20.8 34.9 128.3 12.5 17.6 28
MAOO3 686. 43.0 14.8 37. 62.7 21.6 34.4 96.8 12.5 17.2 28
MAOO4 733. 42.4 14.7 36. 57.8 20.1 34,7 124.3 12.1 16.5 28
MAOOS 695. 40.9 14.1 42. 58.8 20.3 34.5 106.6 12.5 17.4 28
MA0OS 625. 40.8 14.2 40. 65.3 22.7 34.8 100.7 12.4 16.2 28

MEAN 691 42.2 14.6 38. 61.1 21.1 34.5 112.7 12.4 16.9

S.D 36.1 1.24 0.33 2.4 2.85 0.95 0.36 13.09 0.16 0.59

N 6 ] 6 6 6 6 6 6 6 6
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APPENDIX 3 -FS-MB- 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES

SEX = MALE
DOSE LEVEL : PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEKD

RBC HB RETICULO- PLATELET
ANIMAL COUNT HT CONC. CYTE MCv MCH MCHC COUNT PT APTT DAYS
COUNT ON
NUMBER x10%L) (% (G/DL) () Can') (PG) (%) x10%L) (SEC (SEQ) TEST
MBOO1 673. 42.3 14.8 35. 62.9 22.0 35.0 97.2 12.4 17.3 28
MBOO2 655. 42.3 14.7 43. 64.6 22.4 34.8 105.4 12.7 17.2 28
MBOO3 668. 43.6 15.3 35. 65.3 22.9 35.1 127.3 13.2 16.6 28
MBOO4 670. 41.9 14.6 41, 62.5 21.8 34.8 107.7 12.7 19.1 28
MBOOS 666. 41.9 14.4 39. 62.9 21.6 34.4 108.7 12.5 16.0 28
MBOO6 703. 42.6 14.9 34. 60.6 21.2 35.0 106.7 12.1 16.7 28
MEAN 673. 42.4 14.8 38. 63.1 22.0 34.9 108.8 12.6 17.2
S$.D 16.2 0.63 0.31 3.7 1.66 0.60 0.25 9.94 0.37 1.06
N ] 6 6 6 6 6 ] ] 6 6
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APPENDIX 3 -FS-MC- 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

RBC HB RETICULO- PLATELET

ANIMAL COUNT HT CONC. CYTE MCv MCH MCHC COUNT PT APTT DAYS
COUNT ON

NUMBER (<10 %L) % (G/DL) (%) Car) (PG ) x10%L) (SEC) (SEC) TEST
MCOO01 680. 40.2 14.3 39. 59.1 21.0 35.6 107.0 12.4 13.9 28
MC002 707. 43.6 14.5 43, 61.7 20.5 33.3 97.0 12.3 18.2 28
MC003 664. 40.7 14.3 38. 61.3 21.5 35.1 101.4 12.7 17.9 28
MCO04 693. 41.5 14.4 43, 59.9 20.8 34.7 108.3 12.5 16.4 28
MCOO05 695. 42.3 14.6 36. 60.9 21.0 34.5 120.4 13.0 13.8 28
MC006 695. 41.4 14.5 39. 59.6 20.9 35.0 96.4 12.9 17.1 28
MEAN 689. 41.6 14.4 40. 60.4 21.0 34.7 105.1 12.6 16.2

S.D. 15.0 1.21 0.12 2.8 1.03 0.33 0.78 8.98 0.28 1.94

N 6 6 6 6 6 6 6 6 6 6
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APPENDIX 3 - FS - MD - 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)
RBC HB  RETICULO- PLATELET
ANIMAL COUNT HT CONC. — CYTE_ MCV MCH MCHC COUNT PT APTT DAYS
COUN ON
NUMBER (<10 %L) % (G/DL) (%) Cat) (PG) %) <10%L)  (SEC) (SEC) TEST
MDOO1 699. 43.6 15.4 36. 62.4 22.0 35.3 99.4 12.3 17.3 28
MDOO2 685. 43.5 15.3 34, 63.5 22.3 35.2 116.4 12.2 16.0 28
MDOO03 661. 41.9 14.5 39. 63.4 21.9 34.6 122.4 12.8 16.5 28
MDOO4 634. 39.5 13.9 48. 62.3 21.9 35.2 131.0 12.2 15.9 28
MDOOS 695. 42.6 14.9 30. 61.3 21.4 35.0 118.2 12.1 15.5 28
MD00S 684. 43.0 15.0 39. 62.9 21.9 34.9 87.1 12.1 15.0 28
MEAN 676 42.4 14.8 38. 62.6 21.9 35.0 112.4 12.3 16.0
S.D 24.6 1.53 0.56 6.1 0.82 0.29 0.26 16.15 0.26 0.8
N 6 6 6 6 6 6 6 6 6
- 20 - APPENDIX 3 ~FS-MD- 1



RBC
ANIMAL COUNT
NUMBER x10%L)
FACO1 692.
FA0O?2 730.
FACO3 656.
FAOO4 717.
FAOOS 730.
FAOO6 712.
MEAN 706.
S.D 28.3
N é

APPENDIX 3 -FS-FA- 1 STUDY NO. 2L353CEQ
HEMATOLOGY - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

HB RETICULO- PLATELET

CONC. CYTE MCV MCH MCHC COUNT PT APTT DAYS
COUNT ON

(G/DL> (%) Car') (PG 0 (x10%L) (SEC) (SEC) TEST
14.7 27. 59.1 21.2 35.9 103.3 13.6 13.6 28
15.3 31. 59.9 21.0 35.0 105.5 13.3 15.4 28
14.5 26. 62.5 22.1 35.4 91.4 12.8 14.2 28
14.9 33. 58.9 20.8 35.3 99.9 13.0 14.9 28
15.7 31. 59.3 21.5 36.3 104.1 13.4 15.0 28
15.3 34. 60.5 21.5 35.5 100.9 13.9 14.5 28
15.1 30 60.0 21.4 35.6 100.9 13.3 14.6

0.45 3.2 1.34 0.46 0.46 5.07 0.40 0.64

6 6 6 6 6 6 6 6
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APPENDIX 3 -FS~-FB~- 1 STUDY NO. 2L353CEO
HEMATOLOGY ~ INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL : PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEKD

RBC HB RETICULO- PLATELET

ANIMAL COUNT HT CONC. CYTE MCv MCH MCHC COUNT PT APTT DAYS
COUNT ON

NUMBER x10%L) (% (G/DL) () Ca) (P& (% (x10%L)> (SEC) (SEC) TEST
FBOO1 713, 41.2 14.3 24. 57.8 20.1 34.7 89.6 13.1 15.0 28
FBOO2 695. 42.5 14.9 27. 61.2 21.4 35.1 98.8 13.4 15.2 28
FBOO3 717. 42.8 15.3 32. 59.7 21.3 35.7 94.0 13.2 17.1 28
FBOO4 673. 40.1 14.3 25. 59.6 21.2 35.7 80.7 13.4 14.8 28
FBOOS5 725. 42.8 15.1 29. 59.0 20.8 35.3 87.9 13.5 14.9 28
FBOO& 677. 40.6 14.6 27. 60.0 21.6 36.0 72.3 12.5 10.2 28
MEAN 700. 41.7 14.8 27. 59.5 21.1 35.4 87.2 13.2 14.5

S.D. 21.8 1.19 0.42 2.9 1.12 0.54 0.48 9.50 0.37 2.29

N 6 6 6 6 6 6 6 é 6 6
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APPENDIX 3 -FS-FfC- 1
HEMATOLOGY - INDIVIDUAL VALUES

STUDY NO. 2L353CEO

SEX ¢ FEMALE
DOSE LEVEL : PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)
RBC HB RETICULO- PLATELET
ANIMAL COUNT HT CONC. CYTE MCV MCH MCHC COUNT PT APTT DAYS
COUNT ON
NUMBER (x10%L) (%) (G/DL) (%) Cai) (PG) (%) x10%L) (SEC) (SEC) TEST
FCOO01 704, 42.3 15.2 19. 60.1 21.6 35.9 85.6 13.1 14.8 28
FC002 771. 44.9 15.7 23. 58.2 20.4 35.0 111.2 13.3 12.8 28
FCO03 675. 41.2 14.5 34, 61.0 21.5 35.2 115.6 13.2 14.7 28
FCO04 714, 39.9 14.2 23. 55.9 19.9 35.6 103.7 13.0 14.9 28
FCO0S 693. 42.2 15.1 25. 60.9 21.8 35.8 92.7 13.1 15.7 28
FCO06 698. 41.3 14.6 27. 59.2 20.9 35.4 105.2 13.2 14.6 28
MEAN 709. 42.0 14.9 25. 59.2 21.0 35.5 102.3 13.2 14.6
S.D. 32.9 1.68 0.55 5.1 1.94 0.75 0.35 11.29 0.10 0.96
N 6 6 6 6 6 6 6 6 6
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APPENDIX 3

SEX ¢ FEMALE

- FS - FD -
HEMATOLOGY - INDIVIDUAL VALUES

STUDY NO. 2L353CEO

DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)
RBC HB RETICULO- PLATELET
ANIMAL COUNT HT CONC. CYTE MCV MCH MCHC COUNT PT APTT DAYS
COUNT ON
NUMBER x10%L) (% (G/DL) (%) Cud) (PG) % x10%L) (SEC) (SEC) TEST
FDOO1 642. 40.7 14.4 35. 63.4 22.4 35.4 96.9 13.3 16.0 28
FD002 658. 40.0 14.2 29. 60.8 21.6 35.5 86.1 16.2 20.3 28
FDOO3 633. 37.5 13.3 34. 59.2 21.0 35.5 93.8 15.5 14.5 28
FDOO4 704. 41.4 14.7 31. 58.8 20.9 35.5 95.6 13.4 15.8 28
FDOOS 725. 43.6 15.5 31. 60.1 21.4 35.6 89.1 13.6 16.2 28
FDOO6 715. 41.4 14.7 21. 57.9 20.6 35.5 88.7 13.4 16.1 28
MEAN 680. 40.8 14.5 30. 60.0 21.3 35.5 91.7 14.2 16.5
S.D. 39.9 2.00 0.7 5.0 1.93 0.64 0.0 4.33 1.28 1.97
N ] 6 6 6 6 6 6
- 24 - APPENDIX 3 ~-FS-fD- 1



APPENDIX 3 -RS-MA- 1 STUDY NO. 2L353CEQ
HEMATOLOGY - INDIVIDUAL VALUES
SEX = MALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

RBC HB RETICULO- PLATELET
ANIMAL COUNT HT CONC. CYTE MCv MCH MCHC COUNT PT APTT DAYS
COUNT ON

NUMBER x10%L) (% (G/DL) () Cai') (PG) (%> (<10 %L) (SEC) (SEC) TEST
MA007 724, 41.5 14.5 28 57.3 20.0 34.9 101.3 13.0 17. 42
MAOO8 722. 43.2 15.0 32. 59.8 20.8 34.7 98.1 13.1 19.1 42
MAOOQ 760. 41.9 15.1 29. 55.1 19.9 36.0 96.2 12.5 18.4 42
MAO10 738. 41.6 14.6 28 56.4 19.8 35.1 83.5 12.6 16.9 42
MAO11 766. 43.5 15.5 27 56.8 20.2 35.6 89.9 12.6 17.0 42
MAO12 725. 42.1 15.2 31 58.1 21.0 36.1 81.2 12.7 13.8 42
MEAN 739. 42.3 15.0 29. 57.2 20.3 35.4 91.7 12.8 17.2

S.D. 19.4 0.85 0.38 1.9 1.60 0.50 0.59 8.17 0.24 1.85

N 6 6 6 6 6 6 6 6 6 6
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APPENDIX 3 -RS-MD - 1 STUDY NO. 2L353CED
HEMATOLOGY - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

RBC HB RETICULO- PLATELET
ANIMAL COUNT HT CONC. CYTE MCV MCH MCHC COUNT PT APTT DAYS
COUNT ON
NUMBER (x10 %L) &9 (G/DL) o) Ca') (PG (% x10%L) (SEC) {(SEC) TEST
MDOO7 757. 44.5 15.4 29. 58.8 20.3 34.6 111.7 12.4 17.9 42
MDOO08 722. 43.6 15.6 33. 60.4 21.6 35.8 101.6 12.5 18.0 42
MDOO9 711, 41.8 14.8 29. 58.8 20.8 35.4 110.6 12.3 17.6 42
MDO10 769. 43.7 15.4 33. 56.8 20.0 35.2 121.2 12.4 18.4 42
MDO11 744, 41.1 14.5 26. 55.2 19.5 35.3 96.9 12.7 14.9 42
Mbo12 694. 41.6 14.7 32 59.9 21.2 35.3 82.7 12.6 16.8 42
MEAN 733. 42.7 15.1 30 58.3 20.6 35.3 104.1 12.5 17.3
s.D 28.7 1.39 0.45 2.8 1.97 0.78 0.39 13.48 0.15 1.28
N 6 6 6 6 6 6 6 ] 6 6
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APPENDIX 3 -RS-FA- 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

RBC HB RETICULO- PLATELET
ANIMAL COUNT HT CONC. CYTE MCv MCH MCHC COUNT PT APTT DSES
COUNT

NUMBER x10%L) %) (G/DLD (%) Cai') (PG) 1¢/9) x10%L) (SEQ (SEC) TEST
FAOO7 773. 41.6 14.9 28. 53.8 19.3 35.8 89.0 12.8 15.4 42
FAQO8 735. 41.0 14.7 28. 55.8 20.0 35.9 94.3 12.9 17.0 42
FAOO9 744, 43.4 15.3 38. 58.3 20.6 35.3 98.6 13.0 17.3 42
FAO10 743, 42.0 15.2 27. 56.5 20.5 36.2 88.3 12.9 14.7 42
FAO11 690. 41.3 14.6 36. 59.9 21.2 35.4 93.4 13.4 17.1 42
FAO12 718. 40.8 14.9 25. 56.8 20.8 36.5 83.5 13.1 15.3 42
MEAN 734, 41.7 14.9 30. 56.8 20.4 35.9 91.2 13.0 16.1

S.D. 27.9 0.94 0.27 5.3 2.09 0.67 0.46 5.32 0.21 1.13

N 6 6 6 6 6 6 6 6 6 6
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APPENDIX 3 -RS -FD- 1 STUDY NO. 2L353CEC
HEMATOLOGY - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL ¢ PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

RBC HB RETICULO- PLATELET

ANIMAL COUNT HT CONC. CYTE MCV MCH MCHC COUNT PT APTT DAYS
COUNT ON

NUMBER (x10%L) (%) (G/DL) (%) Cat) (PG> 169) (x10%L) (SEC (SEC . TEST
FDOO7 776. 44.3 15.7 28. 57.1 20.2 35.4 93.4 13.0 14.5 42
FDOO8 745. 41.4 15.0 22. 55.6 20.1 36.2 101.7 13.1 14.7 42
FDOO9 743, 41.6 15.0 29. 56.0 20.2 36.1 92.5 12.9 14.7 42
FDO10 695. 39.9 14.5 28. 57.4 20.9 36.3 86.4 13.3 18.5 42
FDO11 749. 43.5 15.5 30. 58.1 20.7 35.6 86.5 13.0 14.7 42
FDO12 754. 42.1 15.1 22. 55.8 20.0 35.9 91.5 13.4 17.3 42

MEAN 744, 42.1 15.1 27. 56.7 20.4 35.9 92.0 13.1 15.7
S.D. 26.7 1.57 0.42 3.6 1.01 0.36 0.35 5.62 0.19 1.72
N 6 6 6 6 6 6 6 6 6 6
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APPENDIX 4 - FS -MA- 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES

SEX ¢ MALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)
WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
ANIMAL COUNT DAYS
LYMPHO- NEUTROPHILS EOSINO- BASO- MONQ- ON
NUMBER =~ (x10%L) CYTES  SEGMENTED BAND PHILS PHILS CYTES TEST
MA0O1 108. 97. 0. 0. 0. 0. 3. 28
MA002 128. 96. 1. 0. 1. 0. 2. 28
MA0O3 87. 97. 0. 0. 1. 0. 2. 28
MA0O4 123. 91. 1. 0. 2. 0. 6. 28
MAQOS 81 95. 0. 0. 1. 0. 4, 28
MAOQ06 12¢9 97 0. 0. 1 0. 2. 28
MEAN 109. 96 0. 0. 1. 0. 3.
s.D 21.1 2.3 0.5 0.0 0.6 0.0 1.6
6 6 6 6 6
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APPENDIX 4 - FS-MB - 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES

SEX ¢ MALE
DOSE LEVEL : PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)
WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
ANIMAL COUNT DAYS
LYMPHO- NEUTROPHILS EOSINO- BASO- MONO- ON
NUMBER 10 %L) CYTES  SEGMENTED BAND PHILS PHILS CYTES TEST
MB001 108. 99 0 0 0. 0. 1 28
MB0OO02 154. 96 0 0 0. 0. 4 28
MBOO3 128. 97 2 0 0. 0. 1 28
MB0OO4 119. 97 2. 0 0. 0. 1 28
MBOOS 92. 98 2. 0 0. 0. 0 28
MB006 174. 93 2. 0 1. 0. 4 28
MEAN 129. 97 1 0. 0. 0 2
S.D 30.2 2.1 1.0 0.0 0.4 0.0 1.7
N 6 6 6 6 6 6 6
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APPENDIX 4 - FS-MC - 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES

SEX = MALE
DOSE LEVEL : PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)
WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
ANIMAL COUNT DAYS
LYMPHO~ NEUTROPHILS EOSINO- BASO- MONO- ON
NUMBER x10%L) CYTES  SEGMENTED BAND PHILS PHILS CYTES TEST
MCO01 128. 97. 0 0. 1. 0. 2. 28
MCO02 100. 97. 3. 0. 0. 0. 0. 28
MCO03 84. 96. 2. 0. 0. 0. 2. 28
MCO04 117. 98. 1. 0. 0. 0. 1. 28
MCO05 150. 97. 1 0. 0. 0. 2. 28
MCCO06 121. 94. 3 0. 1. 0. 2. 28
MEAN 117. 97 2. 0 0. 0. 2.
S.D 22.8 1.4 1.2 0.0 0.5 0.0 0.8
N ] 6 6 6 ] 6 6
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WBC
ANIMAL COUNT
LYMPHO-
NUMBER *x10%L) CYTES
MDOO1 179. 95.
MDOO2 121. 97.
MDOO3 140. 96.
MDOO4 126. 96.
MDOOS 131. 98.
MDOO6 157. 97.
MEAN 142. 97
S.D 22.0 1.0
N 6 6

APPENDIX

4

- FS

-MD - 1

HEMATOLOGY - INDIVIDUAL VALUES
SEX : MALE

DOSE LEVEL : PG

ANIMALS KILLED ON SCHEDULE (

STUDY NO. 2L353CEO

1000 MG/KG

4 WEEKD

DIFFERENTIAL COUNT OF LEUKOCYTES

(% OF TOTAL COUNTED CELLS)

NEUTROPHILS EOSINO- BASO- MONO-
SEGMENTED BAND PHILS PHILS CYTES
3. 0. 0. 0. 2.
0. 0. 2. 0. 1.
0. 0. 2. C. 2.
0. 0. 0. 0. 4.
2. 0. 0. 0. 0.
0. 0. 0. 0. 3.
1. 0. 1. 0. 2.

1.3 0. 1.0 0.0 1.4
] 6 6 6 6
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APPENDIX 4 - FS-FA- 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ( & WEEK)

WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
ANIMAL COUNT DAYS
LYMPHO- NEUTROPHILS EOSINO- BASO- MONO- ON
NUMBER X10%L) CYTES  SEGMENTED BAND PHILS PHILS CYTES TEST
FA0O1 73. 98. 0 0. 0. 0. 2. 28
FA0O02 118. 99. 0 0. 0. 0. 1. 28
FAOO3 133. 99. 0 0. 0. 0. 1. 28
FAOO4 93. 97. 0. 0. 0. 0. 3. 28
FAOOS 92. 98. 0. 0. 1. 0. 1. 28
FAQOS 118. 97. 2. 0. 1. 0. 0. 28
MEAN 105. 98. 0. 0. 0. 0. 1.
S.D. 22.2 0.9 0.8 0.0 0.5 0.0 1.0
N 6 6 6 6 6 6 6
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WBC
ANIMAL COUNT
LYMPHO- NEUTROPHILS
NUMBER x10%L> CYTES  SEGMENTED BAND
FB0O1 S55. 97. 1. 0.
FB0OO2 152. 97. 0. 0.
FBOO3 119. 93. 2. 0.
FBOO4 148 98. 0. 0.
FBOOS 106 98. 0. 0.
FBO0O6 113 97. 2. 0.
MEAN 116. 97. 1. 0.
S.D. 35.1 1.9 1.0 0.
N 6 é 6 é

DIFFERENTIAL COUNT OF LEUKOCYTES

EQOSINO-
PHILS

APPENDIX

4

- FS

-FB - 1

HEMATOLOGY - INDIVIDUAL VALUES
SEX ¢ FEMALE

DOSE LEVEL : PG

ANIMALS KILLED ON SCHEDULE ¢

20 MG/KG
4 WEEKD

(% OF TOTAL COUNTED CELLS)

BASO-
PHILS

MONO
CYTE

S
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APPENDIX 4

- FS - FC -

HEMATOLOGY - INDIVIDUAL VALUES

STUDY NO. 2L353CEO

SEX ¢ FEMALE
DOSE LEVEL : PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)
WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
ANIMAL COUNT DAYS
LYMPHO- NEUTROPHILS EOSINO- BASO- MONO- ON
NUMBER x10%L) CYTES  SEGMENTED BAND PHILS PHILS CYTES TEST
FC001 91 97 0. 0. 0 0. 3. 28
FC002 191 97 0. 0. 2 0. 1. 28
FCO03 99 95 3. 0. 1 0. 1. 28
FCO04 129 98 1. 0. 1 0. 0. 28
FCO0S 87 95 3. 0. 0 0. 2. 28
FC006 91 96 2. 0. 1 0. 1. 28
MEAN 115. 96 2. 0. 1 0. 1.
s.D 40.4 1.2 1.4 0.0 0.8 0.0 1.
N 6 6 6 6 6 6 6
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APPENDIX

SEX :

4L - FS - FD - 1
HEMATOLOGY - INDIVIDUAL VALUES
FEMALE

DOSE LEVEL : PG

ANIMALS KILLED ON SCHEDULE (

STUDY NO. 2L353CEO

1000 MG/KG
4 WEEK)

YMPHO-
CYTES

DIFFERENTIAL COUNT OF LEUKOCYTES

WBC
ANIMAL COUNT
L
NUMBER <10 %L)
FDOO1 116.
FDO02 93
FDOO3 64.
FDOO4 82.
FDOOS 92
FD006 126.
MEAN 96.
S.D. 22.6
N 6

97.
99.
97.

(% OF TOTAL COUNTED CELLS)

DAYS
NEUTROPHILS EOSINO- BASO- MONO- ON
SEGMENTED BAND PHILS PHILS CYTES TEST
0. 0. 0. 0. 3 28
1. 0. 0. 0. 0. 28
2. 0. 0. 0. 1. 28
4. 0. 0. 0. 2. 28
4, 0. 0. 0. 1. 28
3. 0. 0. 0. 0. 28
2. 0. 0. 0. 1.
1.6 0. 0.0 0.0 1.2
6 6 6 6 6
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APPENDIX

4 ~ RS -MA- 1 STUDY NO. 2L353CEO

HEMATOLOGY - INDIVIDUAL VALUES

SEX : MALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)
WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
ANIMAL COUNT DAYS
LYMPHO- NEUTROPHILS EOSINO- BASO- MONO- ON
NUMBER (x10 L) CYTES  SEGMENTED BAND PHILS PHILS CYTES TEST
MAOO7 103. 92. 7. 0. 0. 0. 1. 42
MA0O8 116. 87. 10. 0. 0. 0. 3. 42
MAQQ9 180. 92. 5. 0. 0. 0. 3. 42
MAO10 87. 85. 10. 1. 2. 0. 2. 42
MAO11 112. 87. 10. C. 1. 0. 2. 42
MAO12 115. 90. 8. 0. 1. 0. 1. 42
MEAN 119. 89. 8. C. 1. 0. 2.
S.D. 31.9 2.9 2.1 0.4 0.8 0.0 0.9
N 6 6 6 6 6 6 6
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APPENDIX 4 - RS -MD- 1
HEMATOLOGY - INDIVIDUAL VALUES
SEX = MALE
DOSE LEVEL - PG

STUDY NO. 2L353CEO

1000 MG/KG

ANIMALS KILLED ON SCHEDULE (RECOVERY)

ANIMAL
NUMBER

WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
COUNT DAYS
LYMPHO~ NEUTROPHILS EOSINO- BASO- MONO- ON
<10%L) CYTES  SEGMENTED BAND PHILS PHILS CYTES TEST
108. 90. 7. 0. 1. 0. 2. 42
92. 82. 13. 1. 2. 0. 2. 42
150. 88. 8. 0. 0. 0. 4. 42
107. 90. 7. 0. 0. 0. 3. 42
141. 87. 7. 0. 1. 0. 5. 42
146. 96. 4. 0. 0. 0. 0. 42
124, 89. 8. 0. 1. 0. 3.
24.6 4.6 2.9 0.4 0.8 0.0 1.
6 6 6 6 6 6 6
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APPENDIX 4 - RS -FA- 1 STUDY NO. 2L353CEO
HEMATOLOGY - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
ANIMAL COUNT DAYS
LYMPHO- NEUTROPHILS EOSINO- BASO- MONO- ON
NUMBER <10%L) CYTES  SEGMENTED BAND PHILS PHILS CYTES TEST
FA007 103 94. 3 0 0. 0. 3. 42
FAOO8 96. 92. 5 0 1. 0. 2. 42
FAOO9 94. 87. 9 0 0 0. 4. 42
FAC10 110 89. 9 0 2 0. 0. 42
FAO11 97 88. 8 0 1. 0. 3. 42
FAO12 53 89. 5 1 0 0. 5. 42
MEAN 92. 90. 7 0. 1 0 3
S.D 20.1 2.6 2.5 0.4 0.8 0.0 1.7
N ] 6 ] 6 6 6 é
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APPENDIX 4 - RS -FD- 1
HEMATOLOGY - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL : PG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

1000 MG/KG

STUDY NO. 2L353CE0

WBC DIFFERENTIAL COUNT OF LEUKOCYTES (% OF TOTAL COUNTED CELLS)
ANIMAL COUNT DAYS
LYMPHO- NEUTROPHILS EDOSINO- BASO- MONO- ON
NUMBER x10%L)> CYTES  SEGMENTED BAND PHILS PHILS CYTES TEST
FDOO7 85. 89. 6 0 0. 0. 5. 42
FDOO8 75. 84. 10. 0. 3. 0. 3. 42
FDOO9 144. 91, 6. 0. 0. 0. 3. 42
FDO10 115. 88. 9. 0. 1. 0. 2. 42
FDO11 97. 93. 3 0 1. 0. 3. 42
FDO12 89 91 6 0 0. 0. 3. 42
MEAN 101. 89 7. 0 1 0. 3.
S.D 25.0 3.1 2.5 0.0 1.2 0.0 1.
N 6 6 6 6 6 é 6
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APPENDIX 5 - FS-MA -
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL ¢ PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

STUDY NO. 2L353CEOD

UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT r-GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO DAYS
ON
NUMBER (Iu/L) (Iu/L) (Iu/L) (1u/L) (MG/DL) (MG/DL) (MG/DL> (MG/DL) (MG/DL) (G/DLD (G/DL) TEST
MA0O1 133. 38. 0. 1059. 10.2 0.4 136. 61. 38. 6.30 3.85 1.57 28
MA0O2 116. 36. 0. 834. 16.1 0.4 164. 63. 149. 6.38 3.91 1.58 28
MAQO3 71. 33. 0. 678. 16.4 0.5 165. 64. 92. 6.23 3.78 1.54 28
MACO4 101. 32. 0. 1031. 18.9 0.4 183 68 210. 6.30 3.87 1.59 28
MAOOS 87. 36. 0. 704. 12.7 0.5 148 S8. 85. 6.06 3.79 1.67 28
MAOO6 117. 31. 0. 722. 15.6 0.6 169 58. 105. 6.22 3.85 1.62 28
MEAN 104. 34. 0. 838. 15.0 0.5 161 62. 113. 6.25 3.84 1.60
S.D. 22.5 2.7 0.0 169.2 3.07 0.08 16.5 3.8 59.4 0.109 0.049 0.045
N 6 6 6 6 6 6 6 6 6 6 6 6
- [.1-
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APPENDIX 5 - FS-MA- 2 STUDY NO. 2L353CE0
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL ¢ PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

INORGANIC
ANIMAL CALCIUM PHOS. NA K cL DAYS
ON
NUMBER (MG/DL) (MG/DL) (MEQ/L) (MEQ/L) (MEQ/L) TEST
MAOO1 9.6 9.9 144. 4.3 103. 28
MAQO2 9.9 8.9 143. 4.5 102. 28
MAOO3 9.6 9.5 143. 4.4 103. 28
MAGO4 10.0 9.8 143. 4.4 100. 28
MAOOS 9.9 9.0 143. 4.3 103. 28
MAQO6 .8 9.5 144. 4.5 104. 28
MEAN 9.8 9.4 143. 4.4 103.
S.D. 0.17 0.41 0.5 0.09 1.4
N 6 6 6 6 6
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APPENDIX
CLINICAL CHEMISTRY - INDIVIDUAL VALUES

S

-FS-MmB- 1

STUDY NO. 2L353CEC

SEX : MALE
DOSE LEVEL : PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)
UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT 7- GTP ALP NITROGEN CREATININ GLUCOSE CHOL.  GLYCERIDE PROTEIN  ALBUMIN RATIO DAYS
ON
NUMBER (Iu/L (IusL (IU/L) (Iu/L) (MG/DL) (MG/DL)> (MG/DL) (MG/DL) (MG/DL> (G/DL) (G/DL) TEST
MBOO1 111. 40. 0. 610. 14.2 0.4 159. 76. 125. 6.53 4.05 1.63 28
MB0OO2 138. 34. 0. 913. 15.7 0.5 158. 66. 142. 6.60 4.02 1.56 28
MBOO3 101. 25. 0. 510. 13.7 0.4 164. 58. 112. 6.59 3.96 1.51 28
MBOO4 70. 25. 0. 537. 13.7 0.5 160. 57. 137. 6.27 3.89 1.63 28
MBOOS5 84. 40. 0. 912. 10.9 0.5 162 44, 35 6.26 3.93 1.69 28
MB0OOS 85. 36. 0. 775. 17.5 0.5 164 61. 30 6.32 3.89 1.60 28
MEAN 98. 33. 0. 710. 14.3 0.5 161. 60. 97. 6.43 3.96 1.60
S.D. 24,2 6.9 0.0 182.3 2.21 0.05 2.6 10.6 50.9 0.162 0.067 0.063
N 6 6 6 6 6 6 6 6 6 6 6 6
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APPENDIX 5 -FS-MB- 2
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG

ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

20 MG/KG

STUDY NO. 2L353CEO

INORGANIC
ANIMAL CALCIUM PHOS. NA K CL
NUMBER (MG/DL)D (MG/DL) (MEQ/L) (MEQ/L) (MEQ/L)
MB0OO1 10.2 9.1 142. 3.9 101.
MB002 9.9 9.6 142. 4.6 100.
MBOO3 9.8 9.7 143, 4.6 102.
MB0OO4 9.8 9.4 143, 4.2 103.
MBOOS 9.6 9.5 143, 4.4 102.
MBOOS 9.6 9.7 143 4.7 103.
MEAN 9.8 2.5 143, 4.4 102.
S.D. 0.22 0.23 0.5 0.30 1.2
N 6 6 6 6 6

APPENDIX 5 -FS-MB- 2



APPENDIX S -FS-MC- 1 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

UREA TOTAL TRI- TOTAL A/G
ANIMAL GQoT GPT r-GTP ALP NITROGEN CREATININ GLUCOSE CHOL.  GLYCERIDE PROTEIN  ALBUMIN RATIO DSNS
NUMBER (Iu/L) (Iu/7L) (IU/7L) CIusL) (MG/DL) (MG/DLD (MG/DL3} (MG/DL) (MG/DL) (G/DL) (G/DL) TEST
MC001 85. 30. 0. 643, 14.8 0.5 147. 76. 269. 6.17 3.87 1.68 28
MC002 140. 37. 0. 894. 15.5 0.4 168. 61. 224. 6.29 4.01 1.76 28
MC003 83. 39. 0. 494, 15.9 0.4 158. 54. 181. 6.31 3.88 1.60 28
MC004 86. 29. 0. 703. 12.9 0.5 156. 62. 96. 6.13 3.71 1.53 28
MCO05 109. 32. 0. 777. 16.4 0.4 154 58 243, 6.14 3.73 1.55 28
MC006 90. 31 0 557. 14.4 0.5 164 62 215. 6.70 4.01 1.49 28
MEAN 99. 33 0. 678 15.0 0.5 158 62. 205. 6.29 3.87 1.60
S.D 22.3 4.0 0.0 146.2 1.25 0.05 7.4 7.4 60.8 0.215 0.130 0.101
N 6 6 6 6 6 6 6 6 6 6 6 6
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APPENDIX 5 -FS-MC- 2 STUDY NO. 2L353CEQ
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX = MALE
DOSE LEVEL : PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEKD

INORGANIC
ANIMAL CALCIUM PHOS. NA K CL DAYS
ON
NUMBER (MG/DLD (MG/DL) (MEQ/L)D (MEQ/L) (MEQ/L)D TEST
MCOO01 9.9 10.0 143, 4.3 102. 28
MC002 9.9 10.4 144, 4.2 102. 28
MCO03 10.0 8.9 143 4.1 102. 28
MCO04 2.3 8.8 143, 4.4 104. 28
MCO05 10.0 9.2 143. 4.9 102. 28
MCO06 10.0 9.0 143 4.7 102. 28
MEAN 9.9 9.4 143. 4.4 102.
S.D. 0.27 0.66 0.4 0.31 0.8
N 6 6 6 6 ]

- 46 - APPENDIX S5 -FS-MC~ 2



APPENDIX S -FS-M> - 1 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEKD

UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT r-GTP ALP NITROGEN CREATININ GLUCOSE CHOL.  GLYCERIDE PROTEIN  ALBUMIN RATIO DSES
NUMBER (1usL> (Iu/L) (IU/L) (Iu/L (MG/DL) (MG/DL) (MG/DLD (MG/DL) (MG/DL) (G/DL) (G/bL) TEST
MD0OO1 67 31 0. 505. 13.2 0.4 157. 47. 45. 6.49 4.00 1.61 28
MD002 80 29 0. 607. 14.9 0.5 158. 61. 108. 6.53 3.98 1.56 28
MDO03 88 25 0. 899. 15.7 0.5 172. 62. 241. 6.27 3.75 1.49 28
MDOO4 95 37 0. 682. 15.1 0.5 165. 71. 147. 6.29 3.75 1.48 28
MDGOS 94 31 0. 654. 15.8 0.5 171. 49. 161. 6.32 3.85 1.56 28
MDO0S 142 38 0. 815. 16.1 0.5 163. 67. 151. 5.92 3.76 1.74 28
MEAN 94. 32. 0. 694, 15.1 0.5 164. 60. 142. 6.30 3.85 1.57
S.D. 25.6 4.9 0.0 142.6 1.05 0.04 6.3 9.6 64.5 0.217 0.116 0.095
N 6 6 ] 6 6 ] 6 ] ] 6 6 6
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APPENDIX 5 -FS-MD - 2 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE ( & WEEK)

INORGANIC

ANIMAL CALCIUM PHOS. NA K CL DAYS
ON

NUMBER (MG/DL) (MG/DL) (MEQ/L) (MEQ/L) (MEQ/LD TEST

MD0OO1 10.1 8.8 142. 4.2 102. 28

MD0O02 9.9 9.4 143, 4.4 103. 28

MD0OO3 10.0 9.0 142. 4.3 101. 28

MDOO4 10.0 9.2 142. 4.3 101. 28

MDPOO5 9.7 9.2 143. 4.4 102. 28

MDOO6 9.7 9.4 142. 4.6 101. 28

MEAN 9.9 9.2 142. 4.4 102.

s.D. 0.17 0.23 0.5 0.14 0.8

N 6 6 6 6 6
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APPENDIX 5 -FS-FA- 1 STUDY NO. 2L353CEQ
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT r-GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO Dg;S
NUMBER (Iu/Ld (Iu/L) (Iu/L> (Iu/L) (MG/DL) (MG/DL> (MG/DL) (MG/DL) (MG/DL) (G/DL) (G/DL) TEST
FACO1 89. 19. 0. 322. 18.9 0.5 141 46. 22. 5.86 3.69 1.70 28
FA0O2 126. 23. 0. 488. 14.8 0.5 146 66. 25 6.04 3.74 1.63 28
FAQQ3 93. 21. 0. 469. 18.1 0.5 162. 48 20 5.85 3.82 1.88 28
FADO4 117. 34. 0. 312. 12.7 0.5 149 65. 22 6.06 3.84 1.73 28
FADOS 103. 27 0. 422. 13.8 0.5 149 65. 38 5.81 3.72 1.78 28
FADOS 80 27 0 288. 10.1 0.5 147 74, 34 6.03 3.87 1.79 28
MEAN 101. 25 0 384. 14.7 0.5 149 61. 27 5.94 3.78 1.75
S.D. 17.5 5.4 0.0 86.9 3.32 0.00 7.0 11.1 7.4 0.113 0.073 0.086
N 6 6 6 6 6 6 6 6 6 6 6 6
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APPENDIX 5 -FS~-FA- 2 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

INORGANIC
ANIMAL CALCIUM PHOS. NA K CL DAYS
ON
NUMBER (MG/DL) (MG/DL)> (MEQ/L) (MEQ/L) (MEQ/L) TEST
FADO1 9.2 8.9 140. 4.6 106. 28
FADO2 9.2 8.1 144. 4.1 106. 28
FAOO3 9.5 9.2 142. 4.2 105. 28
FAQO4 9.2 8.1 142. 4.0 104. 28
FAOOS 9.1 9.5 143. 4.3 103. 28
FA0O06 9.4 9.0 142. 4.3 102. 28
MEAN 9.3 8.8 142 4.2 104.
S.D. 0.15 0.58 1.3 0.21 1.6
N 6 6 6 6 6
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APPENDIX 5 - FS - FB - STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX © FEMALE
DOSE LEVEL : PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ & WEEK)

UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT r- GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO DAYS
ON
NUMBER (IusL) (IU/7L) (Iu/L) (IU/L) (MG/DL? (MG/DL)> (MG/DL) (MG/DL) (MG/DL) (G/DL) (G/DL) TEST
FBOO1 110. 33. 0. 554. 15.7 0.5 164. 49. 19. 5.85 3.76 1.80 28
FBOO?2 107 25. 0 564, 20.2 0.6 155. 61. 21. 6.61 4.19 1.73 28
FBOO3 73 24, 0 287. 18.6 0.5 153. 76. 57. 6.30 3.91 1.64 28
FBOO4 103 25. 0 475. 17.6 0.5 146. 50. 14, 6.00 3.89 1.84 28
FBOOS 130 33. 0. 468. 12.7 0.4 160. 54. 29. 5.47 3.53 1.82 28
FBO0OS 74 24. 0 554. 15.4 0.5 159. 55. 27. 6.29 4.02 1.77 28
MEAN 100. 27. 0. 484, 16.7 0.5 156 58 28 6.09 3.88 1.77
S.D 22.2 4.4 0.0 105.2 2.66 0.06 6.3 10.0 15.3 0.401 0.225 0.073
N 6 6 6 6 6 6 6 6 6 6 6 6
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APPENDIX S -FS-FB~ 2 STUDY NO. 2L353CEQ
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL : PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

INORGANIC
ANIMAL CALCIUM PHOS. NA K CL DAYS
ON
NUMBER (MG/DL) (MG/DL) (MEQ/L) (MEQ/L) (MEQ/L) TEST
FBOO1 9.3 8.4 143, 4.0 105. 28
FBOO2 9.6 9.5 142. 4.4 105. 28
FBOO3 9.7 8.3 142. 4.1 104. 28
FBO04 9.1 9.1 143. 4.0 106. 28
FBOOS 9.2 7.7 143. 4.1 108. 28
FBO06 9.7 9.2 143 4.2 105. 28
MEAN 9.4 8.7 143. 4.1 106.
S.D. 0.27 0.68 0.5 0.15 1.4
N 6 6 é 6 6
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APPENDIX 5 - FS-FC- 1 STUDY NO. 2L353CEC
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ FEMALE

DOSE LEVEL ¢ PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)
UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT - GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO DAYS
ON
NUMBER (IU/L) (Iu/L) (IU/L) (Iu/L) (MG/DL) (MG/DL) (MG/DL) (MG/DL) (MG/DL) (G/DL) (G/DL) TEST
FC001 95. 32. 0. 328. 17.7 0.5 176. 57. 70. 5.96 3.72 1.66 28
FC002 90. 34. 0. 391. 23.2 0.7 229 60. 23 6.87 4.14 1.52 28
FCO03 108. 20. 0. 439. 12.7 0.5 154 53. 36 5.99 3.81 1.75 28
FCO04 89. 33. 0. 335. 16.7 0.5 150 60 16 6.09 3.87 1.74 28
FCO05 84, 25. 0. 431, 21.4 0.5 147 48. 14 6.20 3.92 1.72 28
FCO06 105. 28. 0. 466. 14.1 0.5 150 57. 23 6.04 3.82 1.72 28
MEAN 95. 29. 0. 398 17.6 0.5 168 56. 30 6.19 3.88 1.69
S.D. 9.5 5.4 0.0 57.1 4.07 0.08 31.8 4.6 20.9 0.343 0.144 0.087
N 6 6 6 6 6 6 6 6 6 6 6 6
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APPENDIX S -FS-FC- 2 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL : PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

INQORGANIC
ANIMAL CALCIUM PHOS. NA K CL DAYS
ON

NUMBER (MG/DL) (MG/DL) (MEG/L) (MEQ/L) (MEQ/L) TEST
FCO01 9.2 7.7 141. 3.8 104. 28
FC002 10.7 11.4 142. 7.2 105. 28
FCO03 9.5 8.8 142. 4.2 105. 28
FCO04 9.4 8.6 141. 4.2 104. 28
FCOO05 9.5 9.4 144, 4.1 106. 28
FC006 9.3 9.4 143. 4.6 105. 28
MEAN 9.6 9.2 142. 4.7 105.

S.D. 0.55 1.24 1.2 1.26 0.8

N ] 6 6 6 6
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APPENDIX 5 -FS-FfD- 1 STUDY NO. 2L353CEU
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE ( & WEEK)
UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT r-GTP ALP NITROGEN CREATININ GLUCOSE CHOL.  GLYCERIDE PROTEIN  ALBUMIN RATIO Dg;s
NUMBER (Iu/L) (Iu/sL) (Iu/L) (Iu/7L) (MG/DL) (MG/DL> (MG/DL)> {(MG/DL) (MG/DL) (G/DL) (G/DL> TEST
FDOO1 99 26. 0. 307. 20.2 0.5 159. 57. 19. 6.05 3.73 1.61 28
FDOO2 79 20. 0 284. 14.3 0.5 149. 61. 16. 6.62 4.21 1.75 28
FDOO3 73 22. 0 279. 16.0 0.5 152. S3. 16. 6.00 3.76 1.68 28
FDO04 115 24, 1. 419. 15.4 0.5 157. 59. 24, 6.39 3.90 1.57 28
FDOO5 124 29. 0 561. 19.4 0.5 147, 57. 31. 6.35 3.96 1.66 28
FDOO6 109 25 0. 302. 14.9 0.5 171. 60. 27. 6.27 3.95 1.70 28
MEAN 100 24, 0. 359. 16.7 0.5 156. 58. 22 6.28 3.92 1.66
S.D. 20.3 3.1 0.4 111.7 2.48 0.00 8.7 2.9 6.2 0.230 0.172 0.064
N 6 ) 6 6 6 6 6 6 6 6 6 6
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APPENDIX 5 - FS-FD - STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

INORGANIC

ANIMAL CALCIUM PHOS. NA K CL DAYS
ON

NUMBER (MG/DL) (MG/DL) (MEQ/L) (MEQ/L) (MEQ/L) TEST

FDO01 9.4 8.8 144, 4.1 108. 28

FDO02 9.3 8.8 142. 4.2 106. 28

FDOO3 9.0 8.1 143. 3.8 109. 28

FDOO4 9.3 8.6 143. 4.1 105. 28

FDOOS 9.9 9.3 143. 4.5 103. 28

FDO06 9.6 8.2 142. 4.6 105. 28

MEAN 9.4 8.6 143. 4.2 106.

S.D. 0.31 0.44 0.8 0.29 2.2

N 6 6 6 6 6
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APPENDIX 5 -RS-MA- 1
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ MALE

STUDY NO. 2L353CEO

DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)
UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT - GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO DSNS
NUMBER (IU/L) (Iu/7L) (IU/L (IU/L3 (MG/DL) (MG/DL) (MG/DL) (MG/DL) (MG/DL) (G/DL) (G/DL> TEST
MAOO7 83. 30. 0 372. 17.5 0.5 149. 68. 310. 6.64 3.84 1.37 42
MAQO8 108. 26. 0 482. 17.5 0.5 183. 82. 290. 7.02 4.01 1.33 42
MAQO9 75. 37. 0 461. 19.2 0.5 149. 81. 287. 7.11 4.02 1.30 42
MAO10 87. 44, 0. 432, 21.0 0.5 155. 57. 142. 6.42 3.73 1.39 42
MAO11 81. 33. 0. 536. 18.6 0.5 156. 64. 243. 6.92 3.81 1.23 42
MAO12 95. 30. 0. 565. 15.9 0.5 160. 63 294. 6.52 3.81 1.41 42
MEAN 88. 33. 0 475. 18.3 0.5 159. 69. 261. 6.77 3.87 1.34
S.D. 11.8 6.4 0.0 70.0 1.75 0.00 12.7 10.2 62.4 0.284 0.118 0.066
N 6 6 6 6 6 6 6 ] 6 6 6 é
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ANIMAL
NUMBER

CALCIUM
(MG/DL)

INORGANIC

APPENDIX 5 -RS-MA- 2
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL ¢ PG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

PHOS.

(MG/DL)

STUDY NO. 2L353CEO

0 MG/KG

NA K CL
(MEQ/L) (MEQ/L) (MEQ/L)
143, 4.1 101.
143. 4,2 101.
142. 4.6 100.
144, 4.1 101.
143. 4.6 102
143. 4.2 101.
143. 4.3 101.
0.6 0.24 0.6
6 6 6
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APPENDIX 5 -RS-MD- 1 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT r-GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO DAYS
ON
NUMBER (Iu/L) (Iu/L) (Iu/L (IU/L) (MG/DL) (MG/DL) (MG/DL) (MG/DL) (MG/DL> (G/DLD (G/DL) TEST
MDOO7 103 41 0. 334. 17.8 0.5 157. 97. 194. 7.20 3.94 1.21 42
1MDO08 91 36 0. 545. 19.1 0.5 152. 77. 338 6.90 3.87 1.28 42
MDO09 83 31 0. 657. 15.7 0.5 166. 61. 152. 6.49 3.81 1.42 42
MDO10 85 27 0. 513. 15.7 0.5 164. 92. 210. 6.84 3.84 1.28 42
D011 89 29 0. 476. 18.5 0.5 158 56. 120 6.41 3.85 1.50 42
MDO12 79 28 0. 887. 15.7 0.5 168 59. 188 6.39 3.79 1.46 42
MEAN 88. 32 0. 569. 17.1 0.5 161 74 200 6.70 3.85 1.36
S.D 8.4 5.4 0.0 187.9 1.57 0.00 6.1 17.8 746.9 0.327 0.053 0.117
N é 6 6 6 6 6 6 6 6 6 é 6
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APPENDIX 5 -RS-MD - 2 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

INORGANIC
ANIMAL CALCIUM PHOS. NA K CL DAYS
ON
NUMBER (MG/DL) (MG/DL) (MEQ/L) (MEQ/L) (MEQ/L) TEST
MDOO7 10.2 8.3 142. 4.8 99. 42
MD0O03 9.9 8.2 143. 4.3 101. 42
MDOO9 9.8 8.5 143. 4.2 102. 42
MDO10 10.1 8.8 142. 4.7 99. 42
MDO11 9.6 8.5 142. 4.4 102. 42
MDO12 9.6 9.2 142. 4.4 102. 42
MEAN 9.9 8.6 142 4.5 101.
S.D. 0.25 0.37 0.5 0.23 1.5
N 6 6 6 6 6
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APPENDIX 5 -RS-FA- 1 STUDY NO. 2L353CEQ
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX * FEMALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT r- GTP ALP NITROGEN CREATININ GLUCOSE CHOL. GLYCERIDE PROTEIN  ALBUMIN RATIO DAYS
ON
NUMBER (1u/L> (IusL (Iu/L) (1U/L) (MG/DL)> (MG/DL) (MG/DL) (MG/DL) (MG/DL> (G/DL) (G/DL) TEST
FAQO7 78. 21. 1. 175. 20.2 0.6 125. 74, 26. 6.14 3.80 1.62 42
FAGO8 113, 32. 0. 235. 25.0 0.5 149. 79. 32. 6.67 3.85 1.37 42
FAQO9 93. 34. 0. 380. 25.6 0.6 143, 83. 66. 7.15 4.29 1.50 42
FAO10 93. 23, 0. 319. 15.5 0.5 164. 86. 45. 6.30 3.79 1.51 42
FAO11 89. 36. 0. 214. 22.2 0.6 146. 73. 38. 6.69 4.01 1.50 42
FAO12 81. 26. 0. 218. 23.6 0.6 180. 58. 170. 6.68 3.96 1.46 42
MEAN 91. 29. 0. 257. 22.0 0.6 151. 76. 63. 6.61 3.95 1.49
S.D. 12.4 6.2 0.4 76.9 3.74 0.05 18.9 9.9 54.3 0.353 0.188 0.081
N ] 6 6 6 6 6 6 6 6 6 6 6
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APPENDIX 5 -RS~-FA- 2 STUDY NO. 2L.353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL ¢ PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

INORGANIC
ANIMAL CALCIUM PHOS. NA K CL DAYS
ON
NUMBER (MG/DL) (MG/DL) (MEQ/L> (MEQ/L) (MEQ/L) TEST
FAQO7 8.9 8.4 144. 4.0 109. 42
FAQO8 9.3 8.1 144. 4.3 108. 42
FA0Q? 9.8 8.1 145, 4.0 106. 42
FA010 9.7 8.0 143. 4.1 107. 42
FAO11 9.7 8.4 144, 4.1 106. 42
FAO12 9.2 7.0 143. 3.9 105. 42
MEAN 9.4 8.0 144 4.1 107.
S.D. 0.36 0.52 0.8 0.14 1.5
N 6 6 ] 6 6
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APPENDIX S -RS-FD- 1 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL ¢ PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)
UREA TOTAL TRI- TOTAL A/G
ANIMAL GOT GPT - GTP ALP NITROGEN CREATININ GLUCOSE CHOL.  GLYCERIDE PROTEIN  ALBUMIN RATIO DAYS
ON
NUMBER (Iu/L) (IusL) (rusL) (Iu/L) (MG/DL) (MG/DL) (MG/DL) (MG/DL) (MG/DL) (G/DL) (G/DL) TEST
FDOO7 90. 36. 0. 280. 15.6 0.5 156. 62. 59. 6.09 3.75 1.60 42
FDO08 77. 31. 1. 368. 21.3 0.6 141. 68. 36. 6.22 3.79 1.56 42
FDOO9 58. 23. 0. 226. 20.7 0.5 134. 70. 67. 6.46 3.92 1.54 42
FDO10 97. 28. 0. 272. 16.4 0.5 172. 69. 149. 6.67 3.91 1.42 42
FDO11 88. 22. ) 260. 17.1 0.6 147. 64, 38 6.44 3.87 1.51 42
FDO12 72. 32. 1 419. 17.4 0.5 154. 86. 40 6.58 3.95 1.50 42
MEAN 80. 29. 0. 304. 18.1 0.5 151. 70. 65 6.41 3.87 1.52
S.D. 14.2 5.4 0.5 73.4 2.35 0.05 13.3 8.5 43.1 0.218 0.079 0.061
N 6 6 é 6 6 6 6 6 6 6 6 6
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APPENDIX S -RS-FD- 2 STUDY NO. 2L353CEO
CLINICAL CHEMISTRY - INDIVIDUAL VALUES

SEX @ FEMALE
DOSE LEVEL = PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)
INORGANIC
ANIMAL CALCIUM PHOS. NA K CL DAYS
ON

NUMBER (MG/DL> (MG/DL) (MEQ/L) (MEQ/L) (MEQ/L) TEST
FDOO7 9.7 8.8 142. 4.3 105. 42
FDOO8 9.3 8.0 144. 4.0 107. 42
FDOO9 9.9 9.4 142. 4.5 105. 42
FDO10 9.6 7.7 141 4.2 100. 42
FDO11 9.2 8.0 144, 4.4 106. 42
FDO12 9.4 7.5 144. 4.0 106. 42
MEAN 9.5 8.2 143. 4.2 105.

S.D. 0.26 0.72 1.3 0.21 2.5

N 6 6 6 6 6
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APPENDIX 6 -Cl-MA- 1 STUDY NO. 2L353CEOQ
URINALYSIS - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL : PG 0 MG/KG

OCCULT  UROBILI-

ANIMAL PH PROTEIN  GLUCOSE  KETONES BILIRUBIN  BLOOD NOGEN DS;S

NUMBER (MG/DL) (G/DL) (MG/DL) (EU/DL> TEST
MAOO1 8.5 30 - 5 - - 0.1 24
MAOO2 8.5 30 0.1 5 - - 1 24
MAQO3 9.0 30 0.1 5 - - 1 24
MAGO4 8.0 30 - 5 - - 0.1 24
MAOOS 7.5 100 0.1 S - - 1 24
MA006 8.0 100 - 15 - - 1 24
MAOO7 8.5 30 - 15 - - 0.1 24
MAOO8 8.5 100 - 15 - - 1 24
MAQO? 8.5 100 - 5 - - 1 24
MAO10 7.5 30 0.1 15 - - 1 24
MAO11 7.0 100 0.1 15 - - 1 24
MAO12 8.0 30 - 5 - - 0.1 24

- » NEGATIVE > 1+ , SLIGHT ; 2+ , MODERATE 7 3+ , SEVERE.
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APPENDIX 6 -C1-MB
URINALYSIS - INDIVIDUAL VALUES
SEX : MALE

DOSE LEVEL : PG

-1

20 MG/KG

STUDY NO. 2L.353CEQ

OCCULT  UROBILI-
ANIMAL PH PROTEIN  GLUCOSE  KETONES BILIRUBIN  BLOOD NOGEN
NUMBER (MG/DL) (G/DL) (MG/DL) (EU/DL)
MB0OO1 8.5 TRACE 0.1 5 - - 1
MB0O2 8.0 30 - 15 - - 1
MBOO3 9.0 TRACE - 5 - - 0.1
MBOO4 9.0 100 - 15 - - 1
MBOO5 8.0 30 0.1 5 - - 0.1
MBOO6 8.5 30 - 5 - - 0.1

- ~» NEGATIVE 2 1+ , SLIGHT 2+ - MODERATE 7 3+ , SEVERE.
- 66 -
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APPENDIX 6 - C1-MC- 1 STUDY NO. 2L353CEO
URINALYSIS - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 140 MG/KG
OCCULT  UROBILI-

ANIMAL PH PROTEIN GLUCOSE  KETONES BILIRUBIN  BLOOD NOGEN DSI'S
NUMBER (MG/DL) (G/DL) (MG/DL) (EU/DL) TEST
MCO01 7.5 100 - 5 - 1 24
MC002 7.5 30 0.1 5 - 1 24
MCO03 8.5 100 - 15 - - 1 24
MCO04 8.5 100 - 5 - - 1 24
MCOO0S5 8.5 100 - 15 -~ - 1 24
MCo06 9.0 100 - 5 - - 1 24

- + NEGATIVE -, 1+ , SLIGHT 7 2+ , MODERATE > 3+ , SEVERE.
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APPENDIX 6 -C1-Mb- 1 STUDY NO. 2L353CEO
URINALYSIS - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL ¢ PG 1000 MG/KG

OCCULT  UROBILI-

ANIMAL PH PROTEIN  GLUCOSE  KETONES BILIRUBIN  BLOOD NOGEN DAYS
ON

NUMBER (MG/DL) (G/DL) (MG/DL) (EU/DL) TEST
MDOO1 8.0 30 - 5 - 1 24
MD002 9.0 100 - 15 - - 1 24
MDOO3 8.0 100 - 15 1+ - 1 24
MDOO4 8.5 100 - 15 - - 1 24
MDOOS 8.0 30 - 5 - - 0.1 24
MDOO6 8.5 30 - 5 - - 0.1 24
MDQO7 8.5 100 - 5 - - 1 24
MDO08 8.5 30 - 15 - - 1 24
MDOO9 8.0 30 - 15 - - 0.1 24
MDO10 8.5 100 - 15 - - 1 24
MDO11 8.5 100 - 15 - - 1 24
MDO12 8.5 100 0.1 5 - - 0.1 24

- » NEGATIVE ; 1+ , SLIGHT > 2+ , MODERATE > 3+ , SEVERE.
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APPENDIX 6 - Cl1-FA- 1 STUDY NO. 2L353CEO
URINALYSIS - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL = PG 0 MG/KG

0CCULT  UROBILI-

ANIMAL PH PROTEIN  GLUCOSE  KETONES BILIRUBIN  BLOOD NOGEN DéI‘S

NUMBER (MG/DL)> (G/DLD (MG/DL) (EU/DL) TEST
FAOO1 7.0 30 - S - 1+ 1 24
FAGO?2 6.5 100 - 5 - - 1 24
FAOO3 9.0 30 0.1 5 - - 1 24
FAQQ4 8.0 30 0.1 5 - - 1 24
FAOOS 8.5 - - - - - 0.1 24
FAQOS 6.5 100 - 5 - - 1 24
FAQO7 8.0 30 - 5 - - 1 24
FAQO3 8.0 - - - - - 0.1 24
FAOO9 9.0 TRACE - 5 - - 1 24
FAO10 8.0 - - 5 - - 0.1 24
FAO11 8.0 30 - 5 - - 1 24
FAO12 8.5 30 0.1 S - 1+ 1 24

- o+ NEGATIVE 7 1+ , SLIGHT ;7 2+ , MODERATE ; 3+ , SEVERE.
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APPENDIX 6 -Cl-FB- 1 STUDY NO. 2L353CEO
URINALYSIS - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL : PG 20 MG/KG

OCCULT  UROBILI-

ANIMAL PH PROTEIN  GLUCOSE  KETONES BILIRUBIN  BLOOD NOGEN DAYS

ON
NUMBER (MG/DL) (G/DL) (MG/DL) (EU/DL) TEST
FBOO1 8.0 30 - 5 - - 1 24
FBOO2 8.5 TRACE - - - - 0.1 24
FBOO3 8.0 >300 - b - - 1 24
FBOO4 8.0 TRACE - S - - 1 24
FBOOS 8.0 TRACE - 5 - - 1 24
FBOOS6 7.5 - - - - - 0.1 24

- » NEGATIVE 7 1+ , SLIGHT ; 2+ , MODERATE ? 3+ , SEVERE.
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APPENDIX 6 - C1-FC- 1 STUDY NO. 2L.353CEO
URINALYSIS - INDIVIDUAL VALUES
SEX ¢ FEMALE

DOSE LEVEL ¢ PG 140 MG/KG
OCCULT  UROBILI-
ANIMAL PH PROTEIN  GLUCOSE  KETONES BILIRUBIN  BLOOD NOGEN DSI‘S
NUMBER (MG/DL)> (G/DL) (MG/DL> (EU/DLD TEST
FCO01 8.5 TRACE - - - - 1 24
FC0O02 8.0 - - - - ~ 0.1 24
FCO03 9.0 - - - - - 0.1 24
FCO04 8.0 30 0.25 5 - - 1 24
FCO05 7.0 100 - 5 - - 1 24
FC006 6.0 TRACE - 5 - - 0.1 24

- o+ NEGATIVE , 1+ , SLIGHT > 2+ , MODERATE > 3+ , SEVERE.
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APPENDIX 6 -Cl1-FfD- 1 STUDY NO. 2L353CEQ
URINALYSIS - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL ¢ PG 1000 MG/KG

OCCULT  UROBILI-

ANIMAL PH PROTEIN GLUCOSE  KETONES BILIRUBIN  BLOOD NOGEN DAYS
ON

NUMBER (MG/DL) (G/DL) (MG/DL) (EU/DLD TEST
FDOO1 8.0 - 0.1 - - - 0.1 24
FDOO2 8.5 30 - 5 - - 1 24
FDOO3 8.0 30 0.1 5 - - 0.1 24
FDOO4 3.0 TRACE 0.1 - - - 0.1 24
FDOOS 8.5 30 - 5 - - 1 24
FD006 8.0 - - - - - 0.1 24
FDOO7 8.5 30 - 5 - - 1 24
FDOO8 8.5 TRACE - - - - 1 24
FDOO9 9.0 TRACE - 5 - - 1 24
FDC10 8.0 100 - 5 - - 1 24
FDO11 9.0 - - - - - 0.1 24
FDO12 7.0 100 0.1 5 - - 1 24

- -~ NEGATIVE 2 1+ , SLIGHT 7 2+ , MODERATE > 3+ , SEVERE.

- 72 - APPENDIX 6 -C1-FD- 1



APPENDIX 7 - FS-MA- 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (ABSOLUTE> - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL ¢ PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEKD

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES DAYS
WEIGHT ON
NUMBER (@) G) (@ (@ (MG) (G TEST
MAOO1 367. 2.04 16.17 2.77 54.8 2.75 28
MAOO2 416. 2.12 18.45 3.10 66.1 2.95 28
MA0O3 386. 1.96 17.48 2.73 51.5 2.84 28
MAOO4 410. 2.04 19.05 2.96 51.2 2.84 28
MAOOS 412. 2.04 17.56 3.02 57.9 2.99 28
MAOOS 388. 2.07 17.13 3.03 54.6 2.83 28
MEAN 397 2.05 17.64 2.94 56.0 2.87
S.D. 19.3 0.052 1.010 0.151 5.52 0.088
N 6 é 6 6 6 6
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APPENDIX 7 -FS-MB- 1
ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ & WEEK)

STUDY NO. 2L353CEQ

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES
WEIGHT
NUMBER (G (@ G) (G) (M@ (G
MBOO1 422. 2.00 20.19 3.21 67.7 3.58
MB0OO2 434, 2.07 21.29 3.10 64.8 2.60
MBO0O3 419. 2.07 19.94 3.40 62.0 2.99
MBO04 392. 1.92 17.93 3.12 50.7 3.13
MBOOS 343, 1.94 14.36 2.53 59.6 2.60
MBOOS 368. 1.99 15.57 2.56 51.0 3.02
MEAN 396 2.00 18.21 2.99 59.3 2.99
S.D. 35.4 0.063 2.767 0.358 7.09 0.367
N é 6 é 6 6 6
- 74 -
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APPENDIX

ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES

SEX

DOSE LEVEL

ANIMALS KILLED ON SCHEDULE (

7 - FS -MC -

+ MALE
: PG

4 WEEK)

140 MG/KG

STUDY NO. 2L353CEO

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES
WEIGHT
NUMBER (G) (@ (G) (@ (MG) (®)
MC001 425. 2.15 21.38 2.90 55.8 2.87
MC0Q2 437. 2.08 20.14 2.83 58.6 2.68
MCO03 405. 1.93 18.26 2.97 71.0 3.31
MC004 374. 1.94 15.08 2.59 54.7 2.90
MCO05 418. 2.13 19.53 3.24 56.8 3.01
MCO06 416. 2.06 19.27 2.92 56.9 2.98
MEAN 413. 2.05 18.94 2.91 59.0 2.96
S.D. 21.6 0.094 2.155 0.210 6.04 0.208
N 6 6 6 6 6 6
- 75 -
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APPENDIX 7 -FS-MD- 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (ABSOLUTE) ~ INDIVIDUAL VALUES

SEX ¢ MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES DAYS

WEIGHT ON
NUMBER 1<) (@ (G) (G (MG (G) TEST
MDOQ1 407. 2.03 18.64 3.49 62.7 3.07 28
MD0O2 392. 1.86 17.60 3.06 60.7 2.95 28
MDOO3 402. 2.00 18.81 3.15 62.9 3.12 28
MDOO4 395. 2.11 17.79 2.89 47.7 3.13 28
MDOO5 414, 2.06 17.29 2.50 59.1 2.71 28
MDO06 412. 2.03 17.72 2.79 51.3 2.93 28
MEAN 404 2.02 17.98 2.98 57.4 2.98
S.D 9.0 0.085 0.608 0.338 6.38 0.159

N 6 6 6 6 6 6
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APPENDIX 7

- FS-FA- 1 STUDY NO. 2L353CEQ

ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES

SEX @

FEMALE
DOSE LEVEL : PG
ANIMALS KILLED ON SCHEDULE (

0 MG/KG
4 WEEK)

FINAL
ANIMAL BODY
WEIGHT
NUMBER (@
FAQO1 252.
FAGO2 245,
FAQO3 246.
FA0O4 232.
FAOOS 229.
FAOO6 229.
MEAN 239.
S.D. 10.0
N 6

BRAIN LIVER KIDNEYS  ADRENALS OVARIES Déms
(G (@ (G MG (M& TEST
1.91 9.44 2.07 77.2 90.4 28
1.83 10.30 1.87 61.2 95.8 28
1.88 10.08 2.09 64.3 105.2 28
1.91 8.86 1.66 56.9 92.0 28
1.73 9.59 1.68 63.7 102.6 28
1.90 9.22 1.96 60.6 79.7 28
1.86 9.58 1.89 64.0 94.3
0.070 0.536 0.187 6.99 9.20

6 6 6 6 6
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APPENDIX 7 -FS-FB- 1
ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES
SEX © FEMALE
DOSE LEVEL ¢ PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

STUDY NO. 2L353CEQ

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS OVARIES

WEIGHT
NUMBER (@ @ @ (@ (MG) MG
FBOO1 231. 1.87 9.05 1.72 70.7 99.2
FBOO2 227. 1.96 9.34 1.96 54.7 101.4
FBOO3 256. 1.81 10.75 1.80 62.2 96.3
FBOO4 221. 1.91 8.95 1.68 61.5 80.5
FBOOS 244, 1.79 9.14 1.89 61.5 107.6
FBOO6 206. 1.80 8.69 1.70 62.2 91.2
MEAN 231. 1.86 9.32 1.79 62.1 96.0
S.D. 17.5 0.06% 0.733 0.113 5.09 9.35

N 6 6 6 6 6 6
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APPENDIX 7 - FS-FC- 1
ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL ¢ PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

FINAL
ANIMAL BODY BRAIN
WEIGHT
NUMBER (G) 1{¢))
FCoo1 282. 1.78
FCO02 200. 1.77
FCOO03 252. 1.92
FCO04 241. 1.81
FCO05 229. 1.91
FCO006 226. 1.97
MEAN 238. 1.86
S.D 27.6 0.084
N 6 6

STUDY NO. 2L353CEO

LIVER KIDNEYS  ADRENALS OVARIES DSES
(® (G) (MG (MG) TEST
10.65 1.93 64.7 98.5 28
7.50 1.63 65.7 102.8 28
9.82 1.91 75.1 122.6 28
9.80 1.79 77.9 80.6 28
8.73 1.89 70.7 113.4 28
8.75 1.77 61.9 88.2 28
9.21 1.82 69.3 101.0
1.110 0.114 6.30 15.56
6 6 6 6
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APPENDIX

7 -FS -FD - 1

STUDY NO. 2L353CEOQ

ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES

SEX : FEMALE
: DOSE LEVEL : PG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

1000 MG/KG

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS OQVARIES DAYS
WEIGHT ON
NUMBER (G) G) (@ (@) (MG (MG TEST
FDOO1 273, 1.90 11.45 1.99 76.7 111.3 28
FD002 230. 1.86 9.37 1.91 67.2 90.1 28
FD0O03 204, 1.80 8.26 1.96 59.0 108.1 28
FDOO4 255. 1.89 9.99 1.81 62.8 82.5 28
FDOOS 270. 1.96 11.41 1.88 58.6 85.3 28
FDOO06 216. 1.84 7.58 1.56 55.3 95.8 28
MEAN 241. 1.88 9.68 1.85 63.3 95.5
S.D. 28.9 0.055 1.597 0.156 7.74 11.92
N 6 6 6 6 ] 6
- 80 - APPENDIX 7 -FS-FD- 1



APPENDIX 7 -RS-MA- 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL = PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES DAYS
WEIGHT ON
NUMBER Q) (G {¢)) (@ (MG) (G) TEST
MAOO7 444, 2.06 20.64 3.01 63.7 3.40 42
MAOO08 513. 2.02 23.94 3.56 47.8 3.59 42
MAQO¢ 478. 2.09 19.41 3.28 63.8 3.46 42
MAO10 471. 2.02 18.21 3.54 63.5 3.36 42
MAO11 483. 2.21 19.54 3.55 53.1 3.39 42
MAO12 505. 1.94 20.20 3.70 64.8 3.44 42
MEAN 482 2.06 20.32 3.44 59.4 3.44
S.D 24.8 0.090 1.955 0.251 7.18 0.082
N 6 6 6 6 6 6
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APPENDIX 7 -RS -MD - 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES

SEX : MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)
FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES DAYS
WEIGHT ON
NUMBER @ (@) G) (G (MG) (G TEST
MDOO7 515. 2.12 22.06 3.44 67.8 3.93 42
MDOO8 486. 2.06 21.99 3.61 59.2 3,28 42
MDOO9 474, 2.18 19.57 3.16 56.3 3.19 42
MDO10 461. 2.09 20.31 3.38 57.5 3.05 42
MDO11 439. 2.22 16.08 2.97 59.1 3.25 42
MbO12 500. 2.18 21.08 3.97 77.3 3.63 42
MEAN 479. 2.14 20.18 3.42 62.9 3.39
S.D. 27.3 0.061 2.228 0.349 8.15 0.328
N 6 6 6 6 6 6
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APPENDIX 7

- RS - FA - 1

ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES

DOSE LEVEL @
ANIMALS KILLED ON SCHEDULE (RECOVERY)

SEX ¢ FEMALE

PG

STUDY NO. 2L353CEQ

0 MG/KG

ADRENALS OVARIES

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS

WEIGHT
NUMBER 1€¢)) (G) (@ G (MG)
FAQO7 199. 1.80 6.05 1.54 61.3
FAQO8 258. 1.93 9.22 2.01 76.3
FAOQ? 252. 1.87 9.76 1.91 77.8
FA010 303. 2.01 11.69 2.27 66.6
FAO11 293 1.96 11.78 2.02 98.2
FAO12 296. 1.97 10.27 2.31 64.4
MEAN 267. 1.92 9.80 2.01 74.1
S.D. 39.4 0.076 2.103 0.279 13.52

N 6 6 é 6 6
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APPENDIX 7 -RS-FD- 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (ABSOLUTE) - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS OVARIES DAYS
WEIGHT ON
NUMBER (G (G (@ €¢)) (MG) (MG TEST
FDOO7 293 1.81 10.85 1.97 72.9 107.6 42
FDOO8 258. 1.88 9.77 1.99 77.8 109.0 42
FDOC9 279. 2.02 10.30 1.99 82.8 120.4 42
FDO10 358 2.04 14.86 2.21 69.8 110.1 42
FDO11 238 1.79 9.17 1.70 72.8 116.9 42
FbO12 274 1.94 9.71 2.10 59.4 97.0 42
MEAN 283 1.91 10.78 1.99 72.6 110.2
S.D. 41.2 0.105 2.080 0.170 7.92 8.14
N 6 6 6 6 6
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APPENDIX 8 -FS-MA- 1 STUDY NO. 2L353CEQ
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES DAYS
WEIGHT ON
NUMBER (@) <10 TEST
MA0O1 367. 0.56 4.41 0.75 14.9 0.75 28
MA0O2 416. 0.51 4.44 0.75 15.9 0.71 28
MAOO3 386. 0.51 4.53 0.71 13.3 0.74 28
MAOO4 410. 0.50 4.65 0.72 12.5 0.69 28
MADOS 412. 0.50 4.26 0.73 14.1 0.73 28
MADO6 388. 0.53 4.41 0.78 14.1 0.73 28
MEAN 397 0.52 4,45 0.74 14.1 0.73
S.D. 19.3 0.023 0.131 0.025 1.19 0.022
N 6 ] 6 6 6 6
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APPENDIX 8 -FS-MB- 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) - INDIVIDUAL VALUES
SEX ¢ MALE
DOSE LEVEL : PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEKD

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES DAYS
WEIGHT ON
NUMBER G) {x107) TEST
MBOO1 422. 0.47 4.78 0.76 16.0 0.85 28
MBOO2 434, 0.48 4.91 0.71 14.9 0.60 28
MBQO3 419. 0.49 4.76 0.81 14.8 0.71 28
MBOO4 392. 0.49 4.57 0.80 12.9 0.80 28
MBOOS 343, 0.57 4.19 0.74 17.4 0.76 28
MB006 368. 0.54 4.23 0.70 13.9 0.82 28
MEAN 396 0.51 4.57 0.75 15.0 0.76
S.D. 35.4 0.039 0.302 0.045 1.58 0.091
N é 6 6 6 6 6
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APPENDIX 8 -FS-MC- 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (RELATIVE : PERCEN;QGE OF EOEY WEIGHT) - INDIVIDUAL VALUES
X I MAL
DOSE LEVEL : PG 140 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES DAYS
WEIGHT ON
NUMBER (& <10 TEST
MC001 425 0.51 5.03 0.68 13.1 0.68 28
MCo02 437 0.48 4.61 0.65 13.4 0.61 28
MCOO03 405 0.48 4.51 0.73 17.5 0.82 28
MCO04 374. 0.52 4,03 0.69 14.6 0.78 28
MCOO0S5 418 0.51 4.67 0.78 13.6 0.72 28
MCO06 416 0.50 4.63 0.70 13.7 0.72 28
MEAN 413. 0.50 4.58 0.71 14.3 0.72
S.D. 21.6 0.017 0.323 0.045 1.64 0.074
N 6 6 6 6 6 6
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APPENDIX 8 - FS-MD - 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES DAYS
WEIGHT ON
NUMBER (G) <107 TEST
MDOO1 407. 0.50 4.58 0.86 15.4 0.75 28
MDO02 392. 0.47 4.49 0.78 15.5 0.75 28
MD003 402. 0.50 4.68 0.78 15.6 0.78 28
MDOO4 395. 0.53 4.50 0.73 12.1 0.79 28
MDOOS 414, 0.50 4.18 0.60 14.3 0.65 28
MDO06 412. 0.49 4.30 0.68 12.5 0.71 28
MEAN 404. 0.50 4.45 0.74 14.2 0.74
S.D 9.0 0.019 0.184 0.0%90 1.57 0.052
N 6 6 6 6 6 6
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APPENDIX 8 - FS - FA - STUDY NO. 2L353CEOD
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) - INDIVIDUAL VALUES
SEX = FEMALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS OVARIES DAYS
WEIGHT ON
NUMBER (@ x10 x10 TEST
FAOO1 252 0.76 3.75 0.82 30.6 35.9 28
FA0Q2 245 0.75 4.20 0.76 25.0 39.1 28
FAOO3 246 0.76 4.10 0.85 26.1 42.8 28
FAOO4 232. 0.82 3.82 0.72 24.5 39.7 28
FAQOS 229 0.76 4.19 0.73 27.8 44,8 28
FA00S 229 0.83 4.03 0.86 26.5 34.8 28
MEAN 239 0.78 4.01 0.79 26.8 39.5
S.D 10.0 0.035 0.190 0.061 2.22 3.85
N 6 6 6 6 6 6
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APPENDIX 8 ~-FS-FB~- 1 STUDY NO. 2L353CEO
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL ¢ PG 20 MG/KG
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS OVARIES DAYS
WEIGHT ON
NUMBER €¢)) <109 <10 TEST
FBOO1 231 0.81 3.92 0.74 30.6 42.9 28
FB0O2 227 0.86 4.11 0.86 24.1 44.7 28
FB0OO3 256. 0.71 4.20 0.70 24.3 37.6 28
FBOO4 221 0.86 4.05 0.76 27.8 36.4 28
FB0OO5 244 0.73 3.75 0.77 25.2 44.1 28
FBOO6 206 0.87 4.22 0.83 30.2 44.3 28
MEAN 231 0.81 4.04 0.78 27.0 41.7
S.D. 17.5 0.071 0.180 0.059 2.92 3.68
N 6 6 é 6 6 6
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FINAL
ANIMAL BODY BR
WEIGHT
NUMBER (G
FCO01 282.
FCO02 200.
FCO03 252.
FCO04 241.
FCO05 229.
FCO06 226.
MEAN 238.
S.D. 27.6
N 6

ORGAN WEIGHT (RELATIVE

DOSE LEVEL
ANIMALS KILLED ON SCHEDULE ( 4 WEEK)

APPENDIX

8 -FS-FC- 1 STUDY NO. 2L353CEO

PERCENTAGE OF BODY WEIGHT) - INDIVIDUAL VALUES

SEX

. FEMALE
< PG 140 MG/KG

LIVER KIDNEYS  ADRENALS OVARIES DS%S
x107 x109 TEST

3.78 0.68 22.9 34.9 28

3.75 0.82 32.8 51.4 28

3.90 0.76 29.8 48.7 28

4.07 0.74 32.3 33.4 28

3.81 0.83 30.9 49.5 28

3.87 0.78 27.4 39.0 28

3.86 0.77 29.4 42.8

0.116 0.055 3.70 7.99

6 6 6 6
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APPENDIX 8 -FS-FD - 1 STUDY NO. 2L353CEQ
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) - INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE ¢ 4 WEEK)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS OVARIES DAYS
WEIGHT ON
NUMBER (® x10™) x107) TEST
FDOO1 273 0.70 4.19 0.73 28.1 40.8 28
FD0O02 230 0.81 4.07 0.83 29.2 39.2 28
FDOO3 204 0.88 4.05 0.96 28.9 53.0 28
FDOO4 255 0.74 3.92 0.71 24.6 32.4 28
FDOOS5 270 0.73 4.23 0.70 21.7 31.6 28
FDOO& 216 0.85 3.51 0.72 25.6 44 .4 28
MEAN 241 0.79 3.99 0.78 26.4 40.2
$.D 28.9 0.072 0.262 0.102 2.93 7.97
N 6 6 6 6 6 6
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APPENDIX 8 -RS-MA- 1
ORGAN WEIGHT (RELATIVE : PERCENTAgE OF BODY WEIGHT) - INDIVIDUAL VALUES
SEX : MALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES
WEIGHT
NUMBER (G) X109
MAQO7 444, 0.46 4.65 0.68 14.3 0.77
MACO8 513. 0.39 4.67 0.69 2.3 0.70
MACO? 478. 0.44 4.06 0.69 13.3 0.72
MAO10 471. 0.43 3.87 0.75 13.5 0.71
MAO11 483, 0.46 4.05 0.73 11.0 0.70
MAO12 505. 0.38 4.00 0.73 12.8 0.68
MEAN 482. 0.43 4.22 0.71 12.4 0.71
$.D 24.8 0.034 0.350 0.029 1.86 0.031
N 6 6 6 6 6 6
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APPENDIX 8 - RS -MD -

1
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) - INDIVIDUAL VALUES

SEX : MALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS  TESTES
WEIGHT
NUMBER (G) (x10)
MDOO7 515. 0.41 4.28 0.67 13.2 0.76
MDO08 486. 0.42 4.52 0.74 12.2 0.67
MDOO? 474, 0.46 4.13 0.67 11.9 0.67
MDO10 461. 0.45 4.41 0.73 12.5 0.66
MDO11 439. 0.51 3.66 0.68 13.5 0.74
MDO12 500. 0.44 4,22 0.79 15.5 0.73
MEAN 479. 0.45 4.20 0.71 13.1 0.71
$.D. 27.3 0.035 0.300 0.048 1.31 0.043
N 6 6 6 6 6 6
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APPENDIX 8 -RS-FA- 1 STUDY NO. 2L353CEQ
ORGAN WEIGHT (RELATIVE : PERCENTAGE GF BODY WEIGHT) - INDIVIDUAL VALUES
SEX : FEMALE
DOSE LEVEL : PG 0 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS OVARIES DAYS
WEIGHT ON
NUMBER (G) =10 x109 TEST
FAGOD7 199. 0.90 3.04 0.77 30.8 46.3 42
FAQO8 258 0.75 3.57 0.78 29.6 39.0 42
FAQQ9 252 0.74 3.87 0.76 30.9 38.9 42
FAO10 303 0.66 3.86 0.75 22.0 33.2 42
FAO11 293 0.67 4.02 0.69 33.5 37.1 42
FAO12 296 0.67 3.47 0.78 21.8 33.4 42
MEAN 267. 0.73 3.64 0.76 28.1 38.0
S.D. 39.4 0.091 0.358 0.034 4.97 4.81
N 6 6 ] 6 6 6
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APPENDIX 8 -RS-FD- 1
ORGAN WEIGHT (RELATIVE : PERCENTAGE OF BODY WEIGHT) -~ INDIVIDUAL VALUES
SEX ¢ FEMALE
DOSE LEVEL : PG 1000 MG/KG
ANIMALS KILLED ON SCHEDULE (RECOVERY)

FINAL
ANIMAL BODY BRAIN LIVER KIDNEYS  ADRENALS OVARIES

WEIGHT
NUMBER (G) x109 <109
FDO07 293 0.62 3.70 0.67 24.9 36.7
FDO08 258 0.73 3.79 0.77 30.2 42.2
FDOO9 279 0.72 3.69 0.71 29.7 43.2
FDO10 358 0.57 4.15 0.62 19.5 30.8
FDO11 238 0.75 3.85 0.71 30.6 49.1
FDO12 274 0.71 3.54 0.77 21.7 35.4
MEAN 283. 0.68 3.79 0.71 26.1 39.6
S.D. 41.2 0.071 0.207 0.058 4.78 6.53

N 6 6 6 6 6 6
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Appendix 9 - 1
Individual necropsy findings(28 days)
Test articles : PG

Study No. 2L353

Organ Sex
Dose level (mg/kg)

Animal number
Findings

Male

20 140

1000

MB MB MB MB MB MB MC MC MC MC MC MC
001 002 003 004 005 006 001 002 003 004 005 006

MD MD MD MD MD MD
001 002 003 004 005 006

Spleen
Grayish patch

Lungs
Focal hemorrhage

Liver
Hepatodiaphragmatic nodule

Thoracic cavity
Adhesion, lungs and thoracic wall

- ; Finding absent, P ; Finding present.



Appendix 9 - 2 Study No. 2L353
Individual necropsy findings(28 days)
Test articles : PG

Organ Sex : Female
Dose level(mg/kg) : 0 20 140 1000
Animal number : FA FA FA FA FA FA FB FB FB FB FB FB FC FC FC FC FC FC FD FD FD FD FD FD
Findings 001 002 003 004 005 006 001 002 003 004 005 006 001 002 003 004 005 006 001 002 003 004 005 006
Ovaries
Cystic ovarian bursa - - - - - T - -t s - - - - -

- ; Finding absent, P ; Finding present, U ; Unilateral.
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Appendix 9 - 3
Individual necropsy findings(Recovery)
Test articles : PG

Study No. 21353

Organ Sex
Dose level(mg/kg)

Animal number
Findings

Male

Female

0 1000

0 1000

MA MA MA MA MA MA MDD MD MD MD MD MD
00

7 008 009 010 011 012 007 008 009 010 011 012

FA FA FA FA FA FA  FD FD FD FD FD FD
007 008 009 010 011 012 007 008 009 010 011 012

Spleen
Grayish patch

Lungs
Focal hemorrhage

Liver
Hepatodiaphragmatic nodule

Ovaries
Cystic ovarian bursa

Thoracic cavity
Adhesion, lungs and thoracic wall

- ; Finding absent.
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Appendix 10 - 1 Study No. 2L353
Individual histological findings(28 days)
Test articles : PG

Organ Sex
Dose level(mg/kg)

Animal number
Findings

Male

20 140 1000

MB MB MB M8 MB MB MC MC MC MC MC MC MD MD MD MD MD MD
001 002 003 004 005 006 001 002 003 004 005 006 001 002 003 004 005 006

Heart
Focal myocardial degeneration

Spleen
Extramedullary hematopoiesis
Focal capsulitis

Liver
Diffuse fatty change

Kidneys

Basophilic change of the tubular epithelium
Hyaline cast

Hyaline droplets in the tubular epithelium

PB

PB

PU

PB

PB

PB

PB

- ; Finding absent, P ; Finding present, B ; Bilateral, U ; Unilateral.

% ; Not examined.
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Appendix 10 - 2
Individual histological findings(28 days)
Test articles : PG

Study No. 2L353

Organ Sex
Dose level (mg/kg)

Animal number
Findings

Female

0 20 140 1000

FD FD FD FD FD FD
001 002 003 004 005 006

FA FA FA FA FA FA
001 002 003 004 005 006

FB FB FB FB FB FB
001 002 003 004 005 006

FC FC FC FC FC FC
001 002 003 004 005 006

Liver
Diffuse fatty change

Kidneys
Basophilic change of the tubular epithelium
Cyst

- ; Finding absent, P ; Finding present, U ; Unilateral.

¥ ; Not examined.
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Appendix 10 - 3
Individual histological findings(Recovery)
Test articles : PG

Study No. 2L353

Organ

Findings

Sex
Dose level(mg/kg)

Animal number

Male

Female

0 1000 0

1000

MA MA MA MA MA MA MD MD MD MD MD MD
007 008 009 010 011 012 00T 008 009 010 011 012

FA FA FA FA FA FA
007 008 009 010 011 01

FD FD FD FD FD FD
2 007 008 009 010 011 012

¥ ¥ X % X ¥ o % ¥ % ¥ t I T T T

EE T T T S

% ; Not examined.
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