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Appendix 12 Clinical Sign TK Satellite group

Day numbers relative to Start Date
5 6 6 7
Time 10 Before Time 10 Before
Group Sex Animal Clinical Sign Site dosing dosing
7 f 60301 No Abnormalities Detected X X X X
60302 No Abnormalities Detected X X X X
60303 No Abnormalities Detected X X X X

Severity Codes: X = Present

Group 5 - 0 ma/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg Group 8 - 80 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

B120720

7 8 8 9 9
Time 10 Before Time 10 Before Time 10
dosing dosing
X X X X X
X X X X X
X X X X X
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Appendix 12 Clinical Ssign TK Satellite group B120720

Day numbers relative to Start Date
10 10 11 1 12 12 13 . 13 14
Before Time 10 Before Time 10 Before Time 10 Before Time 10 Before
Group Sex Animal Clinical Sign Site dosing dosing dosing dosing dosing
7 f 60301 No Abnormalities Detected X X X X X X X X X
60302 No Abnormalities Detected X X X X X X X X X
60303 No Abnormalities Detected X X X X X X X X X

Severity Codes: X = Present

Group 5 - 0 mg/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg Group 8 - 80 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing
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Day numbers relative to Start Date

14 15 15 16 16 17 17 18 18
: Time 10 Before Time 10 Before Time 10 Before Time 10 Before Time 10
Group Sex Animal Clinical Sign Site dosing dosing dosing dosing
7 f 60301 No Abnormalities Detected X X X X X X X X X
60302 No Abnormalities Detected X X X X X X X X X
X X X X X X X X X

60303 No Abnormalities Detected

Severity Codes: X = Present

Group 5 - 0 mg/kg Group 6 - 5 ma/kg Group 7 - 20 mg/kg Group 8 - 80 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing
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Day numbers relative to Start Date
19 19 20 20 21 21 22 22 22
Before Time 10 Before Time 10 Before Time 10 Before Time 10 Time 20
Group Sex Animal Clinical Sign Site dosing dosing dosing dosing
7 f 60301 No Abnormalities Detected X X X X X X X . X
60302 No Abnormalities Detected X X X X X X X . X
60303 No Abnormalities Detected X X X X X X X . X

Severity Codes: X = Present

Group 5 - O mg/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

Group 8 - 80 mg/kg
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7 f 60301 No Abnormalities Detected
60302 No Abnormalities Detected
60303 No Abnormalities Detected

..........................................................................................................................................................................

Severity Codes: X = Present

Group 5 - 0 mg/kg Group 6 - 5 mag/kg Group 7 - 20 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

pay numbers relative to Start Date

23 23 23 24
Before Time 10 Time 20 Before
dosing dosing

X X X X
X X X X
X X X X

Group 8 - 80 mg/kg

24
Time 10

24
Time 20

25
Before
dosing

25
Time 10

25
Time 20
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Clinical Sign TK Satellite group B120720

Appendix 12
bay numbers relative to Start Date
26 26 26 27 27 27 28 28 28
Before Time 10 Time 20 Before Time 10 Time 20 Before Time 10  Time 20

Group Sex Animal Clinical Sign Site dosing dosing - dosing
7 f . 60301 No Abnormalities Detected X X X X X X X X X
60302 No Abnormalities Detected X X X X X X X X X
X X X X X X X X X

60303 No Abnormalities Detected

Y44

Severity Codes: X = Present
Group 5 - 0 mg/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg Group 8 - 80 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing
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Clinical Sign TK Satellite group
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Day numbers relative to Start Date
29
Day
Group Sex Animat Clinical Sign Site
7 T 60301 No Abnormalities Detected X
60302 No Abnormalities Detected X
60303 No Abnormalities Detected X

Severity Codes: X = Present

Group. 5 - 0 mg/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg
Day 1 to 21: Time 10, About 2 hours after dosing

Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

Group 8 - 80 mg/kg
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Clinical Sign
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B120720

Day numbers relative to Start Date
1 1 2 2 3 3 4 4 5
Before Time 10 Before Time 10 Before Time 10 Before Time 10 Before
Group Sex Animal Clinical Sign Site dosing dosing dosing dosing dosing
8 f 60401 No Abnormalities Detected X X X X X X X X X
60402 No Abnormalities Detected X X X X X X X X X
60403 No Abnormalities Detected X X X X X X X X X

Severity Codes: X = Present

Group 5 - 0 mg/kg Group 6 - 5 mg/kg Group 7 - 20 ma/kg
Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

Group 8 - 80 mg/kg



TK Satellite group

B120720

Appendix 12 clinical Sign
Day numbers relative to Start Date
5 6 6 7 7 8 8 9 9
Time 10 Before Time 10 Before Time 10 Before Time 10 Before Time 10
Group Sex Animal Clinical Sign Site dosing dosing dosing dosing
8 f 60401 No Abnormalities Detected X X X X X X X X X
60402 No Abnormalities Detected X X X X X X X X X
60403 No Abnormalities Detected X X X X X X X X X
N
EDbJ
5%
1

Severity Codes: X = Present

Group 5 - 0 mg/kg Group 6 - 5 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing

Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

Group 7 - 20 ma/kg

Group 8 - 80 mg/kg
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Appendix 12
Day numbers relative to Start Date

10 10 11 11 12 12 13 13 14
Before. Time 10 Before Time 10 Before Time 10 Before Time 10 Before
Group Sex Animal Clinical Sign Site dosing dosing dosing dosing dosing
8 f 60401 No Abnormalities Detected X X X X X X X X X
60402 No Abnormalities Detected X X X X X X X X X

60403 No Abnormalities Detected X X X X X X X X X

Severity Codes: X = Present
Group 5 - 0 mag/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg Group 8 - 80 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing
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Day numbers relative to Start Date

15 16 16

14 15
Time 10 Before Time 10 Before Time 10
Group Sex Animal Ctlinical Sign - Site dosing dosing
8 f 60401 No Abnormalities Detected X X X X X
60402 No Abnormalities Detected X X X X X
60403- No Abnormalities Detected "X X X X X
oy
e
=3

Severity Codes: X = Present
Group 5 - 0 ma/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

Group 8 - 80 mg/kg

17 17 18 18
Before Time 10 Before Time 10
dosing dosing

X X X X
X X X X
X X X X
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Appendix 12

Clinical Sign

TK Satellite group
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Day numbers relative to Start Date
19 19 20 20 21 21 22 22 22
Before Time 10 Before Time 10 Before Time 10 Before Time 10 Time 20
Group Sex Animal Clinical Sign Site dosing dosing dosing dosing
8 f 60401 No Abnormalities Detected X X X X X X X X X
60402 No Abnormalities Detected X X X X X X X X X
60403 No Abnormalities Detected X X X X X X X X X

Severity Codes: X = Present

Group 5 - 0 mg/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg
Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

Group 8 - 80 mg/kg
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Appendix 12 Clinical Sign TK Satellite group B120720

--------------------------------------------------------------------------------------------------------------------------------------------------------------------------

Day numbers relative to Start Date

23 23 23 24 24 24 25 25 25
Before Time 10 Time 20 Before Time 10 Time 20 Before Time 10 Time 20
Group Sex Animal Clinical Sign Site dosing dosing dosing
8 f 60401 No Abnormalities Detected X X X X X X X X X
60402 No Abnormalities Detected X X X X X X X X X
X X X X X X X X X

60403 No Abnormalities Detected

..........................................................................................................................................................................

Severity Codes: X = Present

Group 5 - 0 mg/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg Group 8 - 80 mg/kg

Day 1 to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing
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Appendix 12

Clinical Sign Site

Group Sex Animal

f 60401 No Abnormalities Detected
60402 No Abnormalities Detected
60403 No Abnormalities Detected

Severity Codes: X = Present
Group 5 - 0 mg/kg Group 6 - 5 mg/kg Group 7 - 20 mg/kg
Day 1 to 21: Time 10, About 2 hours after dosing

Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

Clinical Sign TK Satellite group B120720

Day numbers relative to Start Date
26 26 26 27 27 27 28 28 28
Before Time 10 Time 20 Before Time 10 Time 20 Before Time 10 Time 20
dosing dosing dosing
X X X X X X X X X
X X X X X X X X X
X X X X X X X X X

Group 8 - 80 mg/kg
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Appendix 12 clinical Sign TK Satellite group . B120720

Day numbers relative to Start Date
Group Sex Animal Clinical Sign Site
8 f 60401 No Abnormalities Detected
60402 No Abnormalities Detected
60403 No Abnormalities Detected

Severity Codes: X = Present

Group 5 - 0 ma/kg

Group 6 - 5 mg/kg Group 7 - 20 mg/kg Group 8 - 80 mg/kg

Day 1to 21: Time 10, About 2 hours after dosing
Day 22 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing
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Appendix 13 Body Weight TK Satellite group
Sex: Male Bodyweight (g)
0 mgkg Day(s) Relative
to Start Date
1 4 8 1 15 18 22 25 28
20101 1817 209.3 2418 265.9 298.3 3215 3406 360.2 3770
201021 1915 214.8 2431 2710 2987 3193 346.0 3543 3732
20103 | 188.0 2147 260.2 279.3 316.7 3455 370.2 3810 4021

B120720
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Appendix 13 Body Weight TK Satellite group
Sex: Male Bodyweight (g)
5 mglkg Day(s) Relative
. fo Start Date
] 3 5 m 1 18 2 % 2
202011 1816 2036 2386 265.8 297.9 3241 346.7 3615 384.0
20202 { 190.8 209.9 240.6 264.6 292.3 3101 329.0 3399 354.3
20203 § 1883 2224 254.4 280.8 304.3 326.1 3506 368.2 3871

B120720
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Appendix 13 Body Weight TK Satellite group
Sex: Male Bodyweight (g)
20 mg/kg Day(s) Relative
fo Start Date
1 4 8 11 15 18 22 25 28
20301 | 1853 207.0 236.0 259.7 2911 3188 344.2 356.8 3738
20302 | 1834 2004 2282 285.7 288.0 3009 3174 3321 346.2
20303 | 1885 203.3 2264 2470 269.0 2819 . 2980 3059 3240

B120720



-T09-
8¢ch

Appendix 13 Body Weight TK Satellite group
Sex: Male Bodyweight (g) ‘
80 mg/kg Day(s) Relative
fo Start Date
1 4 8 1" 15 18 22 25 28
20401 | 1826 199.3 2276 2589 2885 3122 3209 3228 3449
20402 | 1907 2049 2437 2684 303.2 3266 3497 369.8 - 384.3
20403 | 1964 203.2 2318 2543 2873 3083 3183 3259 3475

B120720



Appendix 13 Body Weight TK Satellite group
Sex: Female Bodyweight (g)
0 mgkg Day(s) Relative
to Start Date
1 4 8 i 15 18 22 25 28
60101 | 1574 168.4 186.7 190.8 204.8 2157 2278 2394 2473
60102 | 167.8 175.3 194.8 1925 205.4 2189 2318 239.2 2447
60103 | 1632 165.5 1856 199.8 2120 2191 247 2225 2347
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