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Group Sex Animal

8 m 20401

20402

20403
S
(=
S

Severity Codes: X =

Group 5 - 0 mg/kg

Appendix 12

Present

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

Day 1 to 23: Time 10, About 2 hours after dosing
Day 24 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

Clinical Sign

Group 8 - 80 mg/kg

TK Satellite group

B120720

Day numbers relative to Start Date
19 19 20 20 21 21 22 22 23
Before Time 10 Before Time 10 Before Time 10 Before Time 10 Before
Clinical Sign Site dosing dosing dosing dosing dosing
No Abnormalities Detected X X X X X X X X X
No Abnormalities Detected X X X X X X X X X
No Abnormalijties Detected X X X X X X X X X
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Appendix 12

Group Sex Animal

8 m 20401 No Abnormalities Detected
20402 No Abnormalities Detected
20403 No Abnormalities Detected

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

Day 1 to 23: Time 10, About 2 hours after dosing

Day 24 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dbsing

Group 7 - 20 mg/kg

Clinical Sign TK Satellite group

Day numbers relative to Start Date

Group 8 - 80 mg/kg

B120720

23 24 24 24 25 25 25 26 26
Time 10 Before Time 10 Time 20 Before Time 10 Time 20 Before Time 10
Site 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
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Appendix 12

Pay numbers relative to Start Date
26 27 27
Time 20 Before Time 10
Group Sex Animal Clinical Sign Sjte dosing
8 m 20401 No Abnormalities Detected X X X
20402 No Abnormalities Detected X X X
20403 No Abnormalities Detected X X X

Severity Codes: X = Present

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

Day 1 to 23: Time 10, About 2 hours after dosing

Group 7 - 20 mg/kg

Clinical Sign

Group 8 - 80 mg/kg

Day 24 to 28: Time 10 Just after dosing; Time 20, About 2 hours after dosing

TK Satellite group

B120720

27
Time 20

28 28 28 29
Before Time 10 Time 20 Day
dosing

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



Appendix 12 Clinical Sign TK Satellite group B120720

bay numbers relative to Start Date

1 1 2 2 3 3 4 A 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
5 f 60101 No Abnormalities Detected X X X X X X X X X
60102 No Abnormalities Detected X X X X X X X X X

60103 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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Appendix 12 Clinical Sign TK Satellite group B120720

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

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
5 f 60101 No Abnormalities Detected X X X X X X X X X
60102 No Abnormalities Detected X X X X X X X X X
X X X X X X X X X

60103 No Abnormalities Detected

oy

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

Severity Codes: X = Present

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

Group 5 - 0 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



Appendix 12

Day numbers relative to Start Date
10 10 1"
Before Time 10 Before
Group Sex Animal Clinical Sign Site dosing dosing
5 f 60101 No Abnormalities Detected X X X
60102 No Abnormalities Detected X X X
60103 No Abnormalities Detected X X X
'
w
A
Ne)
]

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

Group 8 - 80 mg/kg

TK Satellite group

8120720

1" 12 12
Time 10 Before Time 10
dosing
X X X
X X X
X X X

13 13 14
Before Time 10 Before
dosing dosing

X X X
X X X
X X X
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Appendix 12

clinical Sign TK Satellite group

B120720

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
5 f 60101 No Abnormalities Detected X X X X X X X X X
60102 No Abnormalities Detected X X X X X X X X X
60103 No Abnormalities Detected X X X X X X X X X

Severity Codes: X = Present

Group 5 - 0 ma/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 mg/kg

Group 8 - 80 mg/kg
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Clinical Sign TK Satellite group 8120720

LOY

Appendix 12
Day numberé 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 Sdign Site dosing dosing dosing dosing
5 f 60101 No Abnormalities Detected X X X X X X X . X
60102 No Abnormalities Detected X X X X X X X . X
60103 No Abnormalities Detected X X X X X X X . X

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



Appendix 12 Clinical Sign TK Ssatellite group 8120720

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

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
5 f 60101 No Abnormalities Detected X X X X X X X X X
60102 No Abnormalities Detected X X X X X X X X X
X X X X X X X X X

60103 No Abnormalities Detected

DI A A I I I I R I I I T R I I T I I I T I AL AL I R R I I I I I I R I N I I Y

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 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
Group Sex Animal Clinical Sign Site dosing dosing dosing
5 f 60101 No Abnormalities Detected X X X X X X X X X
60102 No Abnormalities Detected X X X X X X X X X
X X X X X X X X X

60103 No Abnormalities Detected

60y

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 TK Satellite group B120720

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

Day numbers relative to Start Date

29
bay

Group Sex Animal Clinical Sign Site
5 f 60101 No Abnormalities Detected X
60102 No Abnormalities Detected X
X

60103 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



Group Sex Animal

Appendix 12

Clinical Sign
6 f 60201 No Abnormalities Detected
60202 No Abnormalities Detected
60203 No Abnormalities Detected

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

Clinical Sign

Day numbers relative to Start Date

1 1 2
Before Time 10 Before
dosing dosing

X X X

X X X

X X X

Group 8 - 80 mg/kg

TK Satellite group

B120720

2 3
Time 10 Before
dosing

X X

X X

X X

3 4 4 5
Time 10 Before Time 10 Before
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 B120720
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
6 f 60201 No Abnormalities Detected X X X X X X X X X
60202 No Abnormalities Detected X X X X X X X X X
60203 No Abnormalities Detected X X X X X X X X X

Severity Codes: X = Present

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



Clinical Sign TK Satellite group B120720

Appendix 12
Day numbers relative to Start Date

10 10 1 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 dasing dosing dosing dosing
6 f 60201 No Abnormalities Detected ) X X X X X X X X X
60202 No Abnormalities Detected X X X X X X X X X

60203 No Abnormalities Detected X X X X X X X X X

................................................................................................................. N s E e AN E MR R R RN e R R R E e R RN AN ke R e EN NN R MR Y . e mE .

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



Appendix 12

clinical Sign TK Satellite group B120720

Day numbers relative to Start Date
14 15 15 16 16 17
Time 10 Before Time 10 Before Time 10 Before
Group Sex Animal Clinical Sign Site dosing dosing dosing
6 f 60201 No Abnormalities Detected X X X X X X
60202 No Abnormalities Detected X X X X X X
60203 No Abnormalities Detected X X X X X X
PN
(4 TUN
\O 4
o0
1

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

18
Before
dosing

18
Time 10
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Appendix 12 Clinical Sign TK Satellite group B120720

Siy

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 Ssign Site dosing dosing dosing dosing
6 f 60201 No Abnormalities Detected X X X X X X X - X
60202 No Abnormalities Detected X X X X X X X . X
60203 No Abnormalities Detected 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



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
6 f 60201 No Abnormalities Detected X X X X X X X X X
60202 No Abnormalities Detected X X X X X X X X X
X X X X X X X X X

60203 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

clinjcal Sign

TK satellite group

8120720

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
Group Sex Animal Clinical Sign Site dosing dosing dosing

6 f 60201 No Abnormalities Detected X X X X X X X X X

60202 No Abnormalities Detected X X X X X X X X X

60203 No Abnormalities Detected X X X X X X X X X
S
fa—y
93

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

29
Day

Group Sex Animal Clinical Sign Site
6 f 60201 No Abnormalities Detected X
60202 No Abnormalities Detected X
X

60203 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 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
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Clinical Sign

TK Satellite group

B120720

Appendix 12
bay 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

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
S
|l
¥

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

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



