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27-JAN-2015

IIT STUDY NUMBER 17956

APPENDIX NO.IX

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : Not Applicable
Dose : Not Applicable Time : Before dosing
(Acclimation)
Parameters Animal Number
(Grades) 237 asTel7[s]97u0
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 3 2 3 2 3 2
Alterations Home cage (§-7) 1 1 1 i 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 f [ 1 I 1 I
Respiration (1-2) 1 1 1 1 1 1 1 1 I 1
Palpebral closer (1-4) 1 1 1 1 1 i 1 i 1 i
b) Handling Observations
Reaction to removal (1-4) 1 2 2 1 2 1 2 2 2 2
Reaction to handling (1-4) 1 2 2 I 2 2 i 1 I 2
Urination (0-2) ¢ 1 1 1 1 0 1 1 1 1
Defecation ((-2) 1 0 1 0 0 ] 1 L 1 1
Prominence of Eye (1-3) 1 1 1 1 1 1 ] 1 1 ]
Lacrimation (§-4) i 1 t ‘ ! ] i 1 0 ! !
Sativation (1-4) 1 | 1 1 H 1 1 1 1 1
Piloerection (0-1) 0 O 0 ¢ 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 I 1 I 1 1 i
Examination of skin/fur (1-2) 1 i ] 1 1 I ! 1 [ 1
Examination of natural erifices (1-2) i ] 1 i | 1 1 1 1 I
Animal appearance {1-3) 1 1 1 1 ] l i 1 l 1

| ©) Open Field Observations
Stercotype behaviour (0-2)

0 0

Bizzare behaviour (0-4)

0 0
0 0
Rearing (No.) 9 i i3 10 il i2 15 8 i 12
0 0
0 0

Clonic movements (0-3) 0 0 0 0 0 ¢ 0 0
Tonic movements (0-3) 0 0 1] 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 l t 1 1 I 1
Mobility score (1-3) I 1 I 1 } 1 1 1 1 i
Pupitiary response (1-2) ] 1 i 1 1 l 1 I 1 ]
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27-JAN-2015
IIT STUDY NUMBER 17956

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : Not Applicable

Group : Not Applicable

Time : Before dosing

(Acclimation)
Parameters Animal Number
(Grades) o2l ]as [ r]as] o] w
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 3 3 2 2 2 2 3 3
Alterations Home cage (1+7) I 1 1 H 1 1 1 i 1 1
Vocalizations (1-2) 1 1 I 1 i 1 1 1 1 i
Respiration {1-2) I i 1 1 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 i 1 1 ) 1 1 i i
b) Handling Observations
Reaction to removal (1-4) i 1 2 1 i 1 2 2 2 2
Reaction to handling {(1-4) 1 2 2 2 2 1 2 2 1 2
Urination {0-2) i 0 1 1 I 0 1 0 ! I
Defecation (0-2) 0 1 1 1 i 0 [ 1 1 ]
Prominence of Eve (1-3} i I 1 i \ 1 1 1 i 1
Lacrimation (-4} } } H ! i H 1 ! 1 1
| Salivation (3-4) 1 1 ] | 1 1 ! i 1 1
Pitoercction (0-1} 0 O 0 0 ¢ 0 ¢ 0 0 ¢
Examination of mucous membrane (1-2) | 1 1 1 | 1 1 I 1 1
Examination of skin/fur {1-2) 1 1 1 i 1 1 1 1 i 1
Exarnination of natural orifices (1-2) 1 ] 1 1 1 1 I 1 1 1
Animal appearance (1-3) 1 1 1 1 | 1 1 | H |
¢) Open Field Observations
Stercotype behaviour (0-2) o 0 0 0 0 0 0 0 0 0
Bizzare behaviour {0-4) i} 0 0 0 0 0 0 0 0 O
Rearing {No.) 11 9 11 13 14 1 15 9 12 8
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonie movements (0-3) 0, 0 G 0 0 0 0 0 0 0
Gait pattern {1-7) 1 1 i 1 1 1 1 1 i 1
Mobility score (1-3) 1 1 1 i | I I ! 1 I
Pupillary response (1-2) 1 1 1 1 i 1 i 1 1 i
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APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : Not Applicable
Dose : Not Applicable Time : Before dosing
(Acclimation)
Parameters Apimal Number
(Grades) 21 | 2 |23 24 [25 [26 | 27 [ 28 | 29 | 30
a} Home Cage QObservations
Behavior in Home cage (1-5) 3 2 3 2 2 3 3 3 2 3
Alterations Home cage (1-7) 1 1 I 1 1 1 1 1 1 i
Vocalizations (1-2) 1 1 1 i 1 1 1 I | 1
Respiration (1-2) 1 1 1 1 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 1 | 1 1 1 I |
b} Handling Observations
Reaction to removal (1-4) 2 1 2 2 L 2 I 2 2 1
Reaction to handling (1-4) 2 1 I 1 2 I 2 1 2 2
Urination ((0-2) 1 i 1 1 0 1 1 ! 0 l
Defecation (0-2) 1 1 1 1 1 t 0 0 1 0
Prominence of Eye (1-3) 1 1 1 1 1 1 [ [ 1 1
Lacrimation {1-4} i ! I ] H ! ] | 1 i
Salivation (1-4) 1 ] i 1 | 1 ] 1 t 1
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 ] 1 l I 1 1
Examination of skin/fur (1-2) i i ] 1 f 1 1 1 ] i
Examination of natural orifices (1-2) 1 1 1 1 1 i 1 1 | 1
Animal appearance (-3} 1 1 1 1 1 1 i ] i 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 o 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) i0 12 14 10 12 15 11 10 11 13
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Cait pattern (1-7) 1 1 1 1 I 1 1 I ] 1
Mobility score (1-3) t 1 1 1 1 1 1 ] 1 ]
Pupiliary response (1-2) 1 1 1 1 l 1 1 1 1 |

Page 175 of 514



27-JAN-2015
[T STUDY NUMBER 17956

APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : Not Applicable
Dose : Not Applicable Time : Before dosing
(Acclimation)
Parameters _ Animal Number
(Grades) 31 |32 [ 33 ]34 [ 35 [ 36 [ 37 [ 38 | 30 | 40
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 ; 1 1 1 I 1 1
Vocalizations (1-2) 1 1 1 1 i 1 1 1 I ]
Respiration (1-2) 1 1 1 ] 1 I 1 1 1 1
Palpebral closer (1-4) i i 1 1 1 1 i 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 2 2 2 1 2 2 2 1 1
Reaction to handling (1-4) 1 2 I 1 [ i 2 2 2 i
Urination (0-2) 0 1 1 1 0 1 1 1 0] l
Defecation {0-2) 1 1 0 ¢ 1 1 0 1 { 0
Prominence of Eye {1-3} 1 1 1 l i 1 1 i 1 1
Lacrimaiton {1-4) : ] 1 I | H ] 1 ] }
“Saiivation (1-4} 1 1 i ] ] ] i 1 i |
Piloerection (0-1) 0 0 0 ¢ 0 0 0 0 0 ]
Examination of mucous membrane {1-2) 1 1 1 ] 1 1 1 t 1 1
Examination of skin/fur (1-2) 1 t 1 1 1 i 1 1 1 i
Examination of natural orifices (1-2) 1 1 1 1 | 1 i 1 1 1
Animal appearance ([-3) | 1 ] l ] 1 1 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) ] 0 0 0 0 0 0 ] 0 0
Rearing (No.) 8 i2 15 1t 10 9 13 10 12 11
Cloniec movements (0-3) 0 0 0 0 0 0 0 0 0 ]
Toni¢ movements {0-3) 0 0 0 0 0 0 0 0 0 0
(Gait pattern (1-7) ] | 1 i 1 1 i I 1 1
Mobility score (1-3) | i 1 1 1 1 1 1 1 1
Pupillary response (1-2) i 1 i 1 1 i 1 [ 1 i
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APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : Not Applicable
Dose : Not Applicable Time : Before dosing
(Acclimation)
Parameters Animal Number
(Grades) s |2 alas[ac |47 ]a8]a9] 50
a) Home Cage Observations
Behavior in Home cage (§-5) 3 2 2 2 2 2 2 3 3 3
Alterations Home cage (1-7) i [ I 1 1 I 1 1 1 i
Vocalizations (1-2) 1 1 1 1 1 1 1 1 1 1
Respiration (1-2) 1 1 i 1 1 1 1 i I 1
Palpebral closer (1-4) 1 1 1 i 1 1 1 i 1 i
b) Handling Observations
Reaction to removal (1-4) H 2 1 1 1 i 2 2 2 1
Reaction to handling (1-4) l 1 2 2 1 i 2 1 1 i
Urination (0-2) 1 1 0 1 1 0 i 1 1 1
Defecation {0-2) 1 1 | 0 0 0 1 1 [ 1
Prominence of Eye (1-3) 1 1 1 [ 1 1 1 1 1 1
Lacrimarion {1-4) i i 1 | i i ] 1 i ]
Salivation (1-4) RN BT R R R A A
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of nucous membrane (1-2) 1 1 1 H 1 1 1 1 1 i
Examination of skin/fur (1-2) I i ] 1 } 1 1 1 1 1
Examination of natural orifices (1-2) 1 1 1 1 1 ] ] 1 i ]
Animal appearance (1-3) 1 [ 1 1 1 i ] ] 1 i
<) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 ) 0 0 0
Bizzare behaviour (0-4) 0 0 0 ( 0 0 0 y 0 0
Rearing (No.) ' 9 [ 12119 w0215 9 13
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) i 1 1 1 1 1 i 1 1 1
Mobility score (1-3) 1 1 1 1 1 ] 1 1 1 1
Pupillary response {1-2} i 1 1 1 [ 1 1 I i ]
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APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : Not Applicable
Dose : Not Applicable Time : Before dosing
(Acclimation)
Parameters Animai Number

(Grades) 51|52|53154]55|56|57]58|59
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 3 3 2 2 2 3
Alterations Home cage (1-7) 1 | 1 1 I 1 1 1 ]
Vocalizations {1-2) 1 1 1 1 1 1 1 ] I
Respiration (1-2) [ 1 1 1 i I 1 1 1
Palpebral closer (1-4) 1 i i i 1 1 i 1 I
b) Handling Observations
Reaction to removal (1-4) 2 2 2 j 2 2 2 1 1
Reaction to handling (1-4) 2 2 | 2 I 1 1 2 2
Urination {0-2) 1 0 l ] 0 1 0 0 0
Befecation (0-2) 0 0 0 0 1 1 1 i I
Prominence of Eye (1-3) 1 1 1 [ i 1 1 1 1
Lacrimation (1-4) i | } | i ] | H 1 1
Salivation (]-4) 1 1 I 1 1 1 1 i i
Pilocrection {0-1) 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) l 1 i 1 1 I ] 1 1
Examination of skinffur (1-2) 1 j 1 ] 1 ] i ] 1
Examination of natural orifiees (1-2) 1 1 1 I 1 1 1 1 1
Animal appearance {1-3) 1 1 i 1 1 H | 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0
Rearing {No.} 1 8 11 15 12 15 9 10 12
Clonic movements (0-3} 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 i i i 1 1 1 1
Mobility score (1-3) 1 1 1 1 1 1 1 1 1
Pupillary response (1-2) 1 1 ] 1 1 | 1 1 1
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APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test {tem Code : TAS/Q002/015
Test System : Sprague Dawley Rat

Sex : Female Group : Not Applicable
Dose : Not Applicable Time : Before dosing
{Acclimation)
Paramecters Animal Number
(Grades) 66 | 67 |8 o]0 [ n][m]m]o7s
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 3 2 3 3 2
Alterations Home cage (1-7) i [ 1 1 [ 1 1 1 1 1
Vocalizations (1-2) 1 1 1 | 1 i i 1 1 i
Respiration {1-2) I 1 1 i 1 1 [ 1 1 1
Palpebral closer (1-4) 1 i I 1 ] 1 1 1 I 1
b) Handling Observations
Reaction to removal (1-4) 1 2 2 1 2 1 2 2 1 2
Reaction to handling (1-4) 1 l 1 2 1 1 2 1 1 2
Urination (0-2) 0 ] 0 1 1 I 1 i I 1
Detecation (0-2) 0 1 ] 1 [ 1 1 1 1 1
Prominence of Eye (1-3) 1 1 1 1 1 I 1 1 1 l
Lacrimation (1-4) ] I ! } ) ] i 1 H - i
. Salivation (1-4) i H 1 I i 1 ] | ] ]
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2} 1 1 1 1 I 1 1 1 1 1
Examination of skin/fur (1-2) 1 i 1 1 1 1 1 H ] ]
Examination of natural orifices (1-2) 1 1 i 1 | ] L 1 i |
Anima} appearance {1-3) 1 1 l 1 1 i 1 1 1 1

¢) Open Field Observations
Stereotype behaviour (0-2)

0 0 0 0 0 0 0 0 0

Bizzare behaviour (0-4)

0
0

Rearing (No.) 9 |1z )10 1510|1362 ]|
0
0

Clonic movements (0-3) 0 0 0 0 0 0 0 0 0

Tonic movements {0-3)

Gait pattern (1-7) 1 1 1 1 1 H 1 1 1 |
Maobility score (1-3) ] i I 1 ] 1 ] ! 1 1
Pupillary response (1-2) 1 1 i 1 1 1 1 1 [ 1
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APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code ;: TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : Not Applicable
Dose : Not Applicable Time : Before dosing
{Acclimation)
Parameters Animal Number
(Grades) 76 | 77 [ 78 [ 79 [ 80 [ &1 | 82 |83 [ 84 | w5
a) Home Cage Qbservations
Behavior in Home cage (1-5) 3 3 2 3 2 2 2 2 2 3
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 i 1 1 1 1 1 |
Respiration (1-2) ) I 1 ] 1 ! 1 1 1 l
Palpebral closer (1-4) 1 1 1 I 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 I 2 1 1 1 2 2 2 l
Reaction to handling (1-4) I 2 1 1 2 1 2 2 1 1
Urination (0-2) 0 0 1 0 1 0 1 1 1 1
Defecation (0-2) 1 0 0 0 0 0 1 1 1 1
Prominence of Eye (1-3) ] 1 ] 1 I 1 1 1 1 1
Lacrimation {i-4) i i I ] I 1 ! 1 i i
.g;a-iivuti{m {1-4) N - 1 1 i 1 1 i f 1 1 1
Piloerection ((-1) 0 0 0 0 0 0 0 0 0 ]
Examination of mucous membrane (1-2) 1 1 1 1 i 1 1 1 1 1
Examination of skinfur (1-2) 1 1 1 H 1 1 1 i I 1
Examination of natural orifices (1-2) | i 1 ] 1 1 1 1 H 1
Animai appearance (1-3) 1 ] 1 1 1 i 1 1 1 ]
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour ((-4) 0 0 0 0] 0 0 0 0] 0 0
Rearing {No.) 8 I 13 10 12 13 8 10 9 i2
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic mevements {0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) ] I 1 1 1 | 1 ! ] !
Mobility score (1-3) 1 I 1 1 1 1 ] ] 1 1
Pupillary response (1-2) 1 [ 1 1 1 ] ] i ] 1
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APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/013
Test System : Sprague Dawley Rat

Sex : Female Group : Not Applicable
Dose : Not Applicable Time : Before dosing
(Acclimation)
Parameters Animaf Number
(Grades) 86187|38|89]90|9f|92193|94‘95
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 3 3 3 2 3 2 3 3
Alterations Home cage (1-7) 1 1 1 1 1 I i 1 1 1
Vocalizations (1-2) 1 I 1 1 I 1 1 i l 1
Respiration {1-2) 1 1 I 1 ] 1 ] 1 1 ]
Palpebral closer (1-4) 1 1 1 1 1 i ] 1 1 i
b) Handling Observations
Reaction to removal (1-4) 2 1 2 1 1 l 2 2 2 I
Reaction to handling (1-4) 2 1 ] 2 2 2 1 1 2 1
Urination {0-2) 1 1 1 1 1 0 0 0 1 1
Defecation (0-2) 1 i 0 0 1 1 1 1 1 1
Prominence of Bye (1-3) 1 1 1 1 [ 1 1 1 1 i
Lacrimation (1-4) I 1 1 } i 1 I J 1 !
Hl@a]ival'ilon (1-4) 1 i 1 1 1 1 1 ] 1 1
Piloerection (0-1) 0 0 0 0 ¢ 0 0 0 0 0
Examination of mucous membrane (1-2) 1 ] ] l I 1 1 1 i ]
Examination of skin/fur (1.2) 1 1 ] ! ] ] ! 1 ! 1
Exantination of natural orifices (1-2) 1 1 1 1 ] i 1 1 1 |
Animal appearance (1-3) i i 1 1 I 1 1 ] 1 I
¢) Open Field Observations
Stereotype behaviour (0-2) 0 o 0 0 0 0 0 0 0 0
Bizzare behaviour {0-4) 0 G 0 0 0 0 0 0 0 0
Rearing (No.) 14 16 11 13 10 12 14 12 3 13
Clenic movements (0-3) 0 0 0 0 0 G 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) 1 | 1 1 i ] 1 | 1 ]
Mobility score (1-3) ] ] ] i 1 } 1 I 1 1
Pupiliary response (1-2) 1 1 i I 1 1 1 1 1 1
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IIT STUDY NUMBER 17956

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/G02/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : Not Applicable

Group : Not Applicable

Time : Before dosing
(Acclimation)

Parameters
{Grades)

Animal Number

96 | 97 | 98 | 9o [ 100 101 [ 102 [ 103 [ 104 | 105

a) Home Cage Observations

Behavior in Home cage (1-5) 2 2 2 3 3 3 2 3 2 2
Alterations Home cage (1-7) 1 ] 1 1 1 1 1 1 i i
Vocalizations (1-2) 1 l 1 1 I i 1 1 1 1
Respiration (1-2) 1 1 } 1 1 ] 1 I 1 1
Palpebral closer (1-4) 1 I 1 1 1 1 1 1 1 1
b) Handling Observations
Reaction to removal {1-4) 1 2 2 2 [ 2 1 2 2 1
Reaction to handling (1-4) 1 2 1 ] 1 | 2 2 1 2
Urination {0-2} 0 1 1 0 1 L 1 I 1 1
Defecation (0-2) 0 0 0 0 i 0 1 1 H H
Prominence of Eye (1-3) 1 1 i 1 1 ! 1 1 1 ]
Lacrimation (i-4) i 1 ] } ] | 1 i 1 ]
” Sa]ivation- (1-4) H H 1 | ] 1 ! 1 1 !
Piloerection (0-1} 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 I 1 1 1 ] 1 1 |
Examination of skin/fur (1-2) 1 1 1 1 ] 1 1 1 1 ]
Examination of natural orifices {1-2) 1 l ] 1 ] 1 ! ] i i
Animal appearance (1-3) 1 ] i 1 1 t 1 1 1 1
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 O 0 0 0 0 G
Rearing (No.) 12 9 13 5 10 12 4 11 13 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) I i 1 ] i ] 1 ] 1 l
Mobility score (1-3) 1 ] 1 i 1 1 1 1 ! 1
Pupillary response (1-2) I 1 ] 1 1 1 1 1 1 ]
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APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test liemn Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : Not Applicable
Dose : Not Applicable Time : Before dosing
(Acclimation)
Parameters Anima] Number
{Grades) 106 | 107 [ 108 [ 109 [ 110 [an [ 112 [ s [ 114 | 15
a) Home Cage Observations
Behavior in Home cage (1-5) 3 3 2 3 2 2 2 2 3 3
Alterations Home cage (1-7) 1 1 1 1 ! 1 1 1 | ]
Yocalizations (1-2) 1 1 [ 1 1 i 1 1 1 1
Respiration (1-2) 1 1 1 i 1 1 1 1 1 i
Palpebral closer (1-4) ] i 1 1 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 2 2 1 I 1 1 2 2 2 1
Reaction to handling (1-4) i 2 1 2 l 1 1 1 | 2
Urination {0-2} 1 0 1 0 1 0 ] 0 0 0
Defecation (0-2) i 0 I 1 1 1 1 0 1 H
Prominence of Eye (1-3) 1 1 i 1 1 1 1 | 1 1
Lacrimation (1-4) i 1 i f I | } 1 ] 1
Salivation 14y IR
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) ] 1 1 1 1 1 l i 1 1
Examination of skin/fur (1-2) 1 1 i 1 1 ] 1 1 1 1
Examination of natural orifices (1-2) 1 1 1 f | 1 1 1 1 |
Animal appearance (1-3) 1 t 1 1 i 1 1 | ! i
<) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 o 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 O
Rearing (No.) 10 8 11 12 14 13 15 9 1 10
Clonic movements (0-3) 0 0 0 0 0 0 G 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) i 1 1 1 1 1 1 1 1 i
Mobility score (1-3) 1 1 i 1 I 1 1 1 1 1
Pupillary response (1-2) 1 ] 1 i 1 1 | 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female

Dose : Not Applicable

Group : Not Applicable

Time : Before dosing

(Acclimation)
Parameters Animal Number f
(Grades) 16 | 117 [ s [ 119 120 | 121 | 122 123 12
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 2 3 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 I 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 1 1 1
Respiration (1-2) 1 l i 1 1 1 i 1 i
Palpehral closer {1-4) 1 1 1 1 1 1 1 1 |
b) Handling Observations
Reaction to remnoval (1-4) 2 1 2 2 2 2 2 1 2
Reaction to handling (1-4) 1 2 \ 2 1 1 I 2 2
Urination {0-2) 1 1 1 i 0 0 0 1 1
Pefecation (0-2) 0 i 1 0 0 i 1 1 1
Prominence of Eye (1-3) 1 1 1 1 1 1 i i i
Lacrimation {1-4) i I ] i 1 1 | ] 1
Salivation (1-4) R e
Piloerection (0-1) 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 ) 1 1 1 1 ]
Examination of skin/fur (1-2) 1 1 1 1 H i 1 1 ]
Exantination of natural orifices (1-2) 1 1 1 ] 1 1 i i I
Animal appearance (1-3) 1 1 I 1 ] 1 ] ] 1
¢} Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0
Bizzare belaviour {0-4) 0 0 0 0 0 0 0 0 0
Rearing (No.) 13 11 12 16 I 1{1] 12 11 14
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) I ] 1 ] 1 1 1 1 I
Mobiiity score (1-3) 1 I l ] 1 I 1 1 1
Pupillary response {1-2) ] 1 1 1 1 I [ I |
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APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : |
Dose : 0 mg/kg Time : 1st week
Parameters Animal Number

(Grades) tl2]3(4ls]e]7]8 79T
a) Home Cage Observations
Behavior in Home cage (1-5} 2 2 2 3 2 3 2 3 2 2
Alterations Home cage (1-7) 1 1 ] 1 1 1 1 1 i l
Vocalizations (1-2) 1 I 1 [ 1 ! 1 ] 1 I
Respiration ([-2) 1 i 1 1 1 1 1 l I ]
Palpebrat closer (1-4) 1 1 1 1 I H l 1 1 l
by Handling Observations
Reaction to removal (1-4) 1 2 1 1 1 2 1 2 2 |
Reaction to handling (1-4) 1 i 2 2 ] 2 ] 2 2 !
Urination (0-2) 0 1 0 1 1 I 0 1 0 1
Defecation {0-2) 0 1 1 i 0 1 1 0 1 1
Prominence of Eye (1-3) ] 1 1 1 i [ 1 1 1 |
Lacrimation (1-4) ! ! ! ! ! i ] ! ! i
Salivation {1-4) 1 1 i i 1 1 I 1 i 1 ” 1
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1 1 1 1 1
Examination of skin/fur (1-2) 1 1 I i 1 i [ 1 1 1
Examination of natural orifices (1-2) 1 1 1 | 1 1 1 1 i ]
Animal appearance (1-3) 1 1 1 1 i 1 1 1 | }
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 ] 0 0 0 0 0 0 0
Rearing (No.) 9 12 11 15 12 il 10 13 1t 8
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) I ] 1 1 I 1 1 1 1 ]
Mobility score {1-3) ] 1 1 i 1 i 1 ! | 1
Pupillary response {1-2) 1 i 1 1 1 1 ] I ] ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female

Group : 1

Dose : 0 mg/kg Time : 1st week
Parameters Animal Number

(Grades) nln s w1 s 1e] 0
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 3 3 2 2 2
Alterations Home cage ([-7) 1 1 1 1 1 1 1 1 I I
Vocalizations (1-2) 1 1 i 1 1 1 H 1 1 1
Respiration (1-2) 1 1 1 i 1 1 1 1 1 1
Palpebral closer (1-4) I 1 1 1 1 1 1 1 1 |
b) Handling Observations
Reaction to removal (1-4) 1 2 1 2 1 2 2 1 2 2
Reaction to handling (1-4) 1 2 ] 2 1 1 ] 2 1 1
Urination {(0-2) 0 1 0 ! 1 1 1 0 1 I
Defecation (0-2) i 1 1 1 0 1 0 1 I i
Prominence of Bye (1-3) I 1 1 ] 1 1 1 1 1 |
Lacrimation (1-4) H i 1 1 1 1 ! i i i
Safivaiion (-4} i ! i 1 1 i 1 | 1 |
Piloercction (0-1) G 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) ] 1 1 l 1 1 I 1 l 1
Examination of skin/fur (1-2) 1 1 1 1 1 1 1 1 1 1
Examination of natural orifices (1-2) 1 | 1 1 [ 1 1 1 i I
Animal appearance {1-3) 1 1 1 1 1 I ! 1 1 i
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 ) 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0] 0 0 0 0 0 0
Rearing (No.) 10 15 9 12 16 13 Il 14 10 12
Clonic movements (0-3) 0 0 0 0 0 0 ] ] 0 0
Tonic movements (0-3) 0 0 0 0 O ] 0 0 0 ]
Gait pattern (1-7) 1 i 1 ] 1 i I ] 1 ]
Mobility score (1-3) I i 1 | 1 1 i 1 1 1
Pupiliary response (1-2) 1 I 1 1 1 i ] 1 l 1
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INDIVIDUAL, ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 0 mg/kg (Reversal)

Group : I

Time : 1st week

Parameters Animal Number

(Grades) 2t | 2 [ 25 24| 25 | 26
a) Home Cage Qbservations
Behavior in Home cage (1-5) 2 2 3 3 2 3
Alterations Home cage (1-7) i 1 1 1 1 1
Vocalizations (1-2) 1 I 1 1 1 1
Respiration (1-2) ! 1 [ I 1 |
Paipebral closer (1-4) 1 1 1 1 1 1
b) Handling Observations
Reaction to removai {1-4) 1 2 2 1 2 1
Reaction to handling (1-4) 1 1 2 i i 2
Urination (0-2) 0 1 1 1 0 1
Defecation (0-2) 0 | 0 1 1 i
Prominence of Eye (1-3) 1 [ 1 1 1 1
Lacrimation (1-4) 1 1 1 H H 1
Salivation {i-4) i i i i i i
Pifocrection (0-1) 0 0 0 0 0 0
Examination of nucous membrane (1-2) 1 1 1 1 1 1
Examination of skin/fur (1-2} ] 1 1 [ I 1
Examination of natural orifices (1-2) i 1 1 1 1 1
Animal appearance (1-3) | 1 ] 1 1 H
<) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) {0 0 0 0 0 0
Rearing (No.} 12 8 15 13 10 8
Clonie movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) ¢ 0 0 0 0 0
Gait pattern {1-7) 1 1 1 1 1 1
Mobility score (1-3) I 1 I ] 1 i
Pupillary response (1-2) 1 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : II
Dose : 0 mg/kg (Reversal) Time : 1st week
Parameters Animal Number

(Grades) 27 |28 ]2 30| 3 | 2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 2 2 3
Alterations Home cage (1-7) 1 1 i i 1 1
Vocatizations (1.2} i 1 1 | 1 I
Respiration (1-2) 1 1 1 1 1 1
Palpebral closer (1-4) 1 i 1 1 I 1
1) Handling Observations
Reaction to removal (1-4) 1 2 1 2 2 2
Reaction to handling (1-4) | 2 2 1 1 1
Urination (0-2) 0 1 ] 1 i 0
Defecation (0-2) 0 1 0 i 1 0
Prominence of Eye (1-3) I | 1 1 1 1
Lacrimation (1-4) 1 1 ] 1 1 1
Saiivation {i-4) i i i i i i
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 i
Examination of skin/fur (1-2) i 1 ] 1 ] 1
Examination of natural orifices (1-2) 1 ! | i 1 1
Animal appearance (1-3) i 1 1 | i 1
¢) Open Field Observations
Stereotype behaviour {0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 9 [0 15 13 12 il
Clonic movements {0-3) 0 0 0 0 0 0
Tonic moevements (0-3) O 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1
Mobility score (1-3) 1 i 1 ! 1 1
Pupillary response (1-2) 1 | [ ] ] 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 250 mg/kg

Group : 111

Time : Ist week

Parameters
(Grades)

Animal Number

33 | 34 [ 35 [ 36 [ 37 [ 38

w |40 [ 4|4

a) Home Cage Observations

Behavior in Home cage (1-5)

Alterations Home cage (1-7}

Vocalizations (1-2)

Respiration (1-2)

Palpebral closer (1-4) 1 { 1 1 | 1 f i 1 1
b) Handling Observations

Reaction to removal (1-4) i 2 2 1 2 1 1 2 2 ]
Reaction to handling (1-4) 1 1 2 1 2 1 1 1 I 2
Urination (0-2) 0 i 0 1 0 1 i 1 1 1
Defecation (0-2) 0 1 1 i 1 1 0 1 1 1

Prominence of Eye (1-3)

Lacrimation (1-4}

Salivauon (t-4)

Pilocrection (0-1)

Examination of mucous membrane (1-2)

Examination of skin/fur (1-2)

Examination of natural orifices (1-2)

Animal appearance (1-3)

¢) Open Fieid Observations

Stereotype behaviour (0-2)

Bizzare behaviour (0-4)

Rearing (No.)

Clonic movemenis (0-3)

Tonic movements (0-3)

Gait pattern (1-7)

Mobitity score {1-3)

Pupiliary response (1-2)
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : III
Dose : 250 mg/kg Time : 1st week
Parameters Animal Number

(Grades) 43 | a4 [as a6 a7 | a8 [0 [ s0]51] 2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 3 3 2 2 3 2
Alterations Home cage (1-7) [ 1 1 i | 1 i i i 1
Vocalizations (1-2) 1 1 1 I 1 1 1 1 1 1
Respiration {1-2) 1 1 i 1 1 1 1 1 1 t
Palpebral closer (1-4) 1 i ] i 1 1 1 1 1 |
Iy} Handling Observations
Reaction to removal (1-4) | 2 t 2 2 2 ] 2 1 1
Reaction to handling (i-4) 1 1 1 2 1 2 1 2 [ 1
Urination {0-2) 0 i 1 1 0 1 0 | 0 0
Defecation (0-2) i 0 1 0 i 0 0 1 1 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 1 1
Lacrimation (1-4) 1 1 1 1 i 1 ! ! ! }
Saltvaiion {i-4) 1 } 1 i ] i | H ] 1
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2} 1 1 1 1 l [ 1 1 1 1
Examination of skin/fur (1-2) 1 1 1 I 1 1 i 1 1 1
Examination of natural orifices (1-2) ] I 1 ] 1 I 1 i 1 1
Animal appearance (1-3) l 1 i 1 i 1 ] 1 i l
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 G 0 0 0
Rearing (No.) 15 14 i2 9 10 13 12 14 3 16
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 i 1 1 1 1 t 1 ] ]
Mobility score (1-3) I ] 1 1 ] I 1 1 1 ]
Pupillary response (1-2) 1 I 1 1 1 1 1 1 1 |
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : IV
Dose : 500 mg/kg Time : 1st week
Parameters Animal Number

(Grades) s3 54 |55 |s6|s7[s8]59 606l | 62
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 3 2 3 2 2 3 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 ] 1 |
Vocalizations (1-2) 1 | 1 1 1 1 1 1 I 1
Respiration (1-2) 1 1 1 1 I 1 l 1 1 I
Palpebral closer (1-4) 1 1 1 1 1 1 1 1 H 1
b) Handling Observations
Reaction to removal (1-4) 1 2 2 1 1 2 l 2 1 2
Reaction to handling (1-4) 1 2 | 1 2 I 2 1 2 1
Urination (0-2) 0 1 0 1 1 1 1 0 1 0
Defecation (0-2) 0 1 1 i 1 1 0 6 1 0
Prominence of Eye (1-3) ] 1 1 1 i 1 1 1 1 1
Lacrimation {1.4) i i 1 1 ! i ! 1 1 ]
Salivation (-4} i I i I 1 1 } 1 ] l
Pioerection (0-1) 0 0 0 6 0 0 0 0 0 0
Examination of mucous membrane {1-2) 1 1 1 1 i 1 1 [ 1 1
Examination of skin/fur {1-2) 1 f 1 1 1 i 1 1 i 1
Examination of natural orifices (1-2) i 1 i 1 i | 1 1 1 |
Animal appearance (1-3) ] 1 ] i 1 ] 1 ] ] 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare hehaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing {No.) 11 9 12 14 10 15 12 il 13 10
Clonic movements (0-3) 6 0 0 0 0 0 0 6 0 0
Toenic movenents (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) 1 1 | 1 1 ] | 1 i i
Mobility score (1-3) ] 1 l ] 1 1 1 1 1 1
Pupillary response (1-2) i H I 1 1 I 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : IV
Dose : 500 mg/kg Time : 1st week
Parameters Animal Number

(Gradcs) 63 | 64 |65 |66 |7 [e8 |60 0] 7] m
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 3 2 3 2 3 2 3
Alterations Home cage (1-7) 1 l 1 1 ] 1 1 1 1 1
Vocalizations (1-2) i 1 1 1 I ] 1 1 1 1
Respiration (1-2) 1 [ 1 I 1 1 ] 1 1 1
Palpebral closer (1-4) 1 1 i 1 1 1 1 ] 1 i
b) Handling Observations
Reaction to removal (1-4) 1 2 2 1 2 1 2 2 2 ]
Reaction to handling (1-4) I i 1 1 2 i 2 1 2 2
Utrination (0-2) 0 1 0 i 1 1 1 0 1 0
Defecation (0-2) 0 ] 1 1 0 1 I 1 0 0
Prominence of Eye (1-3) 1 1 | H 1 1 1 ] I 1
Lacrimation {1-4) i ! 1 ! i ! 1 ! !
Sadivation (1-4) | 1 1 i 1 H 1 i i 1
Pilocrection (0-1) 0 0 0 0 0 0 O ] 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1 1 1 1 1
Examination of skin/fur (1-2) i ] 1 1 1 1 1 I 1 1
Examination of natural orifices {1-2} 1 1 1 1 | i 1 ] i H
Animal appearance {1-3} ] 1 i ] 1 ! 1 ! 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) O o 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 9 15 10 11 14 15 12 10 13 12
Clonie movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Qait pattern (1-7) 1 1 1 1 [ 1 1 I 1 1
Mobility score {1-3) 1 1 H 1 1 1 1 1 H i
Pupillary respense (1-2) i 1 ] 1 1 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code ; TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group: V
Dose : 1000 mg/kg Time : Ist week
Parameters Anima] Number

(Grades) Bluls e[ is]n][s]s ]
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2 3 3 3 3
Alterations Home cage (1-7) i i 1 1 1 1 1 1 | 1
Vocalizations (1-2) 1 1 1 1 | 1 I i i 1
Respiration (1.2} 1 1 ] H l 1 1 1 1 1
Palpebral closer (1-4) ! 1 1 1 1 1 1 1 1 1
b} Handling Observations
Reaction to removat (1-4) 1 2 2 1 I 1 2 I 2 i
Reaction 1o handling (1-4) 1 1 1 2 1 2 1 2 2 2
Urination (0-2) 0 1 ] 1 1 0 1 1 0 1
Defecation (0-2) 0 1 0 0 1 1 1 i 0 1
Prominence of Eye (1-3) I 1 I 1 ] 1 1 1 i 1
Lacrimation (1-4) 1 ! i ! H i i ; i i
Salivation (1-4) ] 1 I } 1 I} 1 ] t ‘ 1 l
Piloercction (0-1) ¢ 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) i 1 1 1 l ] ] 1 1 |
Examination of skin/fur (1-2) ] 1 1 I I 1 1 ! 1 1
Examination of natural orifices (1-2) 1 i 1 ] ] 1 I 1 i 1
Animal appearance {1-3) 1 1 1 1 1 i 1 1 1 |
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 ¢ 0 ¢ 0 0 0 0 0
Rearing (No.) 10 9 15 11 13 12 11 5 12 16
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 @ 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 I 1 1 1 ! i 1 1
Mobitity score (1-3) 1 1 1 1 i 1 ] 1 i i
Pupillary response (1-2) i ] ] [ ] | 1 1 1 1
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INDIVIDUAL: ANIMAL - DETATILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : V
Dose : 1000 mg/kg Time : 1st week
Parameters Animal Number

(Grades) 83 | 84 85 [ 86 | 87 [ 88 [ 89 [ 90 [ 91 | o2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 3 2 2 3 3
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 i
Vocalizations (1-2) i ) 1 1 [ i 1 1 1 l
Respiration (1-2) I ] i 1 1 1 1 1 1 1
Palpebral closer (1-4) 1 t 1 1 1 1 1 1 I 1
b) Handling Observations
Reaction to removal (1-4) i 2 2 1 2 1 A 2 1 2
Reaction to handling (1-4) I 1 H 2 l 2 1 2 1 1
Urination (0-2) 0 i 1 1 0 1 I 1 0 0
Defecation (0-2) 1 1 I I 0 1 0 0 | 1
Prominence of Eye (1-3) 1 I 1 1 1 1 1 ] 1 [
Lacrimation (1-4) ! 1 { ! ! i ! ] ! !
salivation {1-4} 1 1 ] ] I 1 H 1 1 1
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Exammation of mucous membrane {i-2) i i 1 1 1 1 1 1 | i
Examination of skin/fur (1-2) 1 1 I 1 1 i 1 1 I |
Examination of natural orifices (1-2) 1 1 1 ] i 1 i 1 1 1
Animal appearance (1-3) ! i 1 l 1 1 1 i 1 1
¢) Open Field Qbservations
Stercotype behaviour (0-2) 0 0 ) 0 0 0 0 0 0 0
Bizzare behaviour (0-4) ] 0 0 0 0 0 0 0 0 0
Rearing (No.) 10 8 13 14 16 12 15 [3 12 i0
Clonic movements (0-3) 0 0 ] 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 ] 1 [ 1 I ] I
Mobility score (1-3) I i 1 1 1 ] 1 ] 1 ]
Pupillary response (1-2) 1 1 1 I I i 1 ] I 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : Ist weck
Parameters Animal Number

(Grades) 93 [ 94 L os T o6 [ 07 ] 08
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 3 3 2
Alterations Home cage (1-7) H 1 1 1 1 1
Vocalizations (1-2) 1 1 i 1 1 1
Respiration (1-2} 1 1 1 [ l 1
Palpebral closer (1-4) 1 1 1 1 1 H
b) Handling Observations
Reaction to removal (1-4) 1 2 1 2 2 [
Reaction to bandling (1-4) 1 2 2 1 2 1
Urination (0-2) 0 1 1 0 1 1
Defecation (0-2) 0 1 1 0 1 0
Prominence of Eye (1-3) I 1 1 1 1 1
Lacrimation (1-4) ] 1 { 1 1 !
Salivation (1-4) i i 1 | I 1
Pitoerection (0-1) 0 0 0 0 ] 0
Examination of mucous membrane (1-2) 1 I 1 1 i 1
Examination of skin/fur (1-2) [ ] 1 1 1 1
Examination of natural orifices {1-2) ] 1 I 1 1 I
Animal appearance (1.3} 1 1 1 1 [ 1

¢} Open Field Qbservations
Stereotype behaviour (0-2)

Bizzare behaviour (0-4)

0
0

Rearing (No.) 9 1111315 10 | 12
0
0

Clonic movements {0-3)

Tonic movements (0-3)

Gait pattern (1-7) 1 1 i 1 | 1
Mobility score (1-3) 1 1 1 i 1 1
Pupillary response (1-2) 1 1 1 1 ] 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : VI
Dose : 1000 mg/kg (Reversal) Time : Ist week
Parameters Animal Number
(Grades) 99 | 100 | 101 | 102 ] 103 | 104
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 2 3 2
Alterations Home cage (1-7) 1 1 | 1 1 1
Vocalizations (1-2) 1 I i 1 1 i
Respiration (1.2} 1 1 1 1 i 1
Palpebral closer ([-4) _ 1 1 ] 1 1 1
b) Handling Observations
Reaction to removat {1-4) 1 2 2 1 2 1
Reaction to handling (i-4) ] 1 2 1 2 2
Urination (0-2) 0 1 1 1 0 |
Defecation (0-2) 0 1 1 0 1 1
Prominence of Eye (1-3) 1 1 1 l 1 I
Lacrimation (1-4) 1 H 1 I 1 !
Salivation (1-4} i [ i i i i
Piloerection {0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 ! 1 1 i
Examination of skin/fur {1-2) 1 1 1 I i |
Examination of natural orifices (1-2) 1 i 1 1 ] 1
Animal appearance {1-3) 1 ] | 1 I i
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 Q0 0 0
Bizzare behaviour (0-4) 0 0 v 0 0 O
Rearing (No.) i0 16 15 13 14 12
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements {(-3} 0 0 0 0 0 0
Gait pattern ({-7) ] 1 I 1 I 1
Mobility seore (1-3) 1 1 1 1 1 1
Pupiliary response (1-2) 1 1 1 ! i I

Page 196 0f 514



APPENDIX NO.IX (Contd.)

27-JAN-2015

IIT STUDY NUMBER 17956

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Ttem Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male

Dose : 0 mg/kg

Group : I

Time : 2nd week

Parameters Animai Number

(Grades) tl2fslals]el 78 90
#) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 l 1 i 1 1 i l
Vocalizations (1-2) 1 I i 1 1 1 1 1 1 1
Respiration (1-2) 1 1 1 1 1 1 1 i I 1
Palpebral closer (I-4) 1 1 I 1 i 1 1 1 1 }
b) Handling Observations
Reaction to removal (1-4) [ 2 I ] 2 1 i 1 1 ]
Reaction to handling ({-4) 1 1 1 1 2 I 2 ! 1 ]
Urination (0-2) 0 1 1 0 l i 0 1 0 0
Defecation (0-2) 0 0 ¢ 1 1 ¢ 1 0 1 ]
Prominence of Eye (1-3) 1 i 1 1 1 1 1 i 1 |
Lacrimation {1-4} 1 1 1 1 i 1 1 ] ! I
Sahivation (i1-4) i 1 i I i I I 1 1 I
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (I-2) 1 1 1 I H 1 1 1 1 i
Examination of skin/fur (1-2) 1 1 I 1 ] l 1 1 I 1
Examination of natural orifices (1-2) 1 1 1 l ] 1 l 1 1 1
Animal appearance (1-3) i i 1 1 i 1 i [ 1 i
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 ¢ O 0 0 0 0
Rearing (No.) 10 12 13 16 Il 13 12 14 12 10
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) G 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 l 1 1 1 1 1 1 1
Meobility score (1-3) 1 1 1 I 1 1 ] 1 1 1
Pupillary response (1-2) I I 1 I i 1 1 1 1 1

Page 197 of 514



27-JAN-2015
IIT STUDY NUMBER 17956

APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : I
Dose : 0 mg/kg Time : 2nd week
Parameters Animal Number

(Grades) n sl [s] ] 20
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 3 2 2 3 3 2 3
Alterations Home cage (1-7) i I 1 1 1 1 i 1 1 |
Vocalizations (1-2) 1 1 1 1 1 1 1 i 1 1
Respiration (1-2) 1 1 1 1 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 1 1 1 1 1 1 ]
k) Handling Observations
Resction to removal (1-4) ‘ 1 2 i i 2 1 2 i 1 2
Reaction to handling (1-4) 1 1 2 1 2 1 1 I 2 1
Urination {0-2) 0 1 1 0 i 0 1 0 1 1
Defecation (0-2) i I 0 1 1 i 0 0 i i
Prominence of Eye (1-3) 1 1 I 1 1 I 1 1 1 |
Lacrimation (1-4) 1 1 1 1 i 1 ! ! 1 I
Salivation (1-4) I J i 1 i | 1 l 1 J
Piloerection (0-1) 0 0 0 0 0 0 0 0 { 0
Examination of mucous membrane (1-2) 1 1 1 H i | ] l 1 1
Examination of skin/fur (1-2) 1 1 1 1 1 1 [ i 1 1
Examination of natural orifices (1-2) i i 1 1 i 1 1 | 1 1
Animal appearance (1-3) 1 | i 1 1 H 1 1 i i
¢) Open Field Observations
Stereotype behaviour (0-2) o 0 0 0 0 0 { 0 0 0
Bizzare behaviour (0-4) 0 O 0 0 0 0 0 0 0 0
Rearing (Na.) 14 12 15 13 13 12 14 13 12 14
Clonic inovements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 i 1 1 1 ] 1 1 ]
Mobility score (1-3) 1 1 1 i 1 i 1 1 1 |
Pupillary response {1-2) I H 1 1 ] 1 i 1 ! 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Male
Dose : 0 mg/kg (Reversal)

Group : I

Time : 2nd week

Parameters Atrimal Number

(Grades) 2t |22 [ ]2a]25 ] 26
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Honse cage (1-7) 1 1 I 1 ] i
Vocalizations (1-2) 1 I ] 1 i 1
Respiration (1.2} 1 1 1 H 1 1
Palpebral closer (1-4) 1 l 1 | 1 1
b) Handling Observations
Reaction to removal (1-4) 1 2 1 2 1 1
Reaction to handling (1-4) 1 2 1 [ 2 l
Urination (-2} 0 1 1 0 1 0
Defecation (0-2) 1 ¢ 0 1 0 0
Prominence of Eye (1-3) 1 1 1 i 1 |
Lacrimation {1-4) { ! ! 1 ! E
Salivation (1-4) ) i I 1 ] E
Piloerection ((-1) 0 0 0 ] 0 0
Examination of mucous membrane (1-2) i 1 1 1 | 1
Examination of skin/fur (1-2) 1 i 1 1 1 i
Examination of natural orifices (1-2) | | I i i 1
Animal appearance (1-3) i ] 1 1 ] 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) ¢ 0 0 ¢ 0 0
Rearing (No.) 13 10 16 14 11 i2
Clonic mavements (0-3) 0 0 0 0 0 0
Tonic movemnents (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 | 1 1 1
Mobility score {1-3) 1 1 i 1 1 I
Pupillary response (1-2) 1 1 1 1 ] 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 0 mg/kg (Reversal)

Group : [1

Time : 2nd week

Parameters Animal Number
(Grades) 27 128 |29 [30 [ 31 | m
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 3 3 2 3
Alterations Home cage (1-7) i 1 1 1 1 I
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) 1 1 1 1 I 1
Palpebral closer {1-4) 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 2 ] 2 1 1
Reaction to handling (1-4) 2 I 1 2 I 2
Urination {0-2) i 1 0 1 0 1
Defecation (0-2) 0 1 0 1 1 l
Prominence of Eye (1-3) 1 1 1 ] I ]
Lacrimation {1-4} ! 1 1 1 ! !
Salivaton (1-4) { i } i ] 1
--i’il(lc:'ecli()n (0-1) 0 0 0 0 0 0
Examination of mucous membrane {1-2) I 1 I 1 1 1
Exarmination of skin/fur (1-2) 1 1 1 I 1 I
Examination of natural orifices {1-2) ] ! 1 1 1 1
Animal appearance (1-3) 1 1 1 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 o 0 0
Bizzare behaviour {0-4} 0 0 0 0 0 0
Rearing (No.) 14 12 12 15 13 14
Clonic movements {0-3) 0 0 G 0 0 G
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 i 1 1
Mobility score (1-3) 1 l 1 ] 1 I
Pupiliary response {1-2) 1 i 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 250 mg/kg

Group : III

Time : 2nd week

Parameters
(Grades)

Animal Number

33 [ 34 (35 [36 [ 373830 40 ] a1 | a2

a) Home Cage Observations

Behavior in Home cage (1-5) 2 2 2 3 2 3 2 2 2 2
Alterations Home cage (1-7) i 1 1 1 1 ; 1 1 1 i

Yocalizations (1-2) 1 1 f 1 1 | I H 1 1

Respiration (1-2} 1 I 1 1 { 1 1 1 i 1

Paipebral closer (1-4) 1 1 1 i 1 1 1 1 1 1

b} Handling Observations

Reaction to removal (1-4) 1 2 1 2 1 1 ! ] 2 1

Reaction to handling (1-4) 1 1 1 2 I 1 2 1 1 ]

Urination (0-2) 0 I ] 0 0 I 0 1 i 1

Defecation (0-2) 0 1 0 0 0 0 H i 0 1

Prominence of Eye {1-3} 1 | I 1 1 1 1 I 1 1

Lacrimation (1-4) 1 1 ! 1 1 ! 1 1 i i

saiivanon (-4} i 1 i i i i i } ] ]

Piloerection (0-1) 0 0 0 0 0 0 0 0 ¢ 0
Examination of mucous membrane (1-2) 1 1 1 1 1 I 1 1 I 1

Examination of skin/fur {1-2) 1 1 1 1 1 1 I 1 1 ]

Examination of natural orifices (1-2) i i 1 ! I 1 1 1 1 1

Animal appearance (1-3) 1 1 i 1 1 i 1 ] ! [

¢) Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 ¢ 0 0 0 0
Rearing {No.) 11 16 12 13 12 13 i5 11 It 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) 1 ] 1 I ] 1 1 1| |

Mobility score (1-3) | i 1 1 1 ] i 1 I 1

Pupillary response (1-2) ] 1 I 1 1 i 1 1 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female Group : 111
Dose : 250 mg/kg Time : 2nd week
Parameters Animal Number

(Grades) 43 | 44 [ 45 |46 [ 47 [ a8 [ 49 [ 50 | 51 | 52
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 2 3 3 2 3 2 3
Alterations Home cage (1-7) 1 1 ] 1 1 1 1 i 1 1
Vocalizations (1-2) 1 1 1 i 1 1 1 1 i 1
Respiration (1-2) i 1 1 1 1 [ i 1 1 1
Palpebrat closer (1-4) 1 1 1 1 1 1 1 1 1 1
b} Handling Observations
Reaction to removal (1-4) 1 ] 2 1 2 I 1 2 1 i
Reaction to handling (1-4) | 2 1 1 2 1 1 2 I {
Urination {0-2} 0 1 | 0 1 0 0 1 I 0
Defecation (0-2) 1 0 1 1 0 1 0 1 i 1
Prominence of Bye (1-3) 1 i | 1 1 I 1 i 1 1
Lacrimation (1-4) ! 1 1 1 i ! ! 1 ! I
éiaiivzuion {1-4) ] i i I ! 1 t ] i |
Piloerection (0-1) 0 0 0 G G 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 i 1 1 1 i
Examination of skin/fur (1-2) 1 1 1 1 1 1 { 1 1 1
LExamination of natural orifices {1-2) I 1 1 1 } 1 1 ! 1 |
Animzl appearance {1-3) 1 1 1 1 1 | i 1 i ]
¢) Open Ficld Observations
Stereotype behaviour (0-2) 0 0 0 0 0 o 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 ] 0 0 G 0 0 0
Rearing (No.) 15 13 13 14 12 13 & 12 17 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 G t]
Tonic movements {(-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) | [ 1 1 1 1 1 i 1 1
Mobility score (1-3) I ! i ] 1 1 1 1 i 1
Pupillary response (1-2) I i ! 1 1 1 l 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : IV
Dose : 500 mg/kg Time : 2nd week
Parameters Aninmial Number

(Grades) 53 [ 54 [ss |56 | 5715859 60]61] o2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 3 2 2 2 3 2 3 3
Alterations Home cage (1-7) 1 1 1 I 1 1 1 1 1 |
Vocalizations {1-2) 1 1 1 1 1 i 1 ] 1 1
Respiration (1-2) 1 1 1 1 1 1 I i 1 1
Palpebral closer (1-4) 1 1 I 1 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 2 1 1 2 i 1 2 2 2 1
Reaction to handling (1-4) 1 1 2 1 1 2 1 1 1 i
Urination (0-2) - I 0 I 1 { 0 1 0 0 1
Defecation (0-2) 0 1 1 0 1 ] 1 1 1 0
Prominence of Eye (1-3) 1 ] 1 1 I 1 1 ] 1 1
Lacrimation (§-4) 1 | 1 1 ] ! 1 ! ! ]
Salivation {i-4} i 1 i H I 1 i H | ]
Piloereetion (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 | 1 1 [ i 1 i i i
Examination of skinfur {1-2) 1 1 i 1 1 1 ] 1 1 |
Examination of natural orifices (1-2) j 1 ] 1 ] 1 1 ; ] 1
Animal appearance (1-3) 1 i 1 1 i 1 1 | 1 1

¢) Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour {0-4} 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 15 12 il 16 13 10 12 13 15 12
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 [ 1 1 i 1 1 I 1 1
Mobility score (1-3) l 1 ] 1 1 i ! 1 1 i
Pupilfary response (1-2) I 1 1 } 1 1 1 1 1 |
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : IV
Dose : 500 mg/kg Time : 2nd week
Parameters Aninmal Number

(Grades) 63 | 64 | 65 [ 66 [67 [ 68 |60 | 70| 7 |
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 3 2 2 3 2
Alterations Home cage (1-7) [ i 1 1 i i | | 1 1
Vocalizations (1-2) 1 1 1 1 1 1 | 1 1 1
Respiration (1-2) 1 1 1 1 1 l 1 1 I 1
Palpebral closer (1-4) i 1 1 1 1 i 1 1 1 1
b) Handling Ohservations
Reaction to removal (1-4) 1 2 2 1 2 1 2 1 1 1
Reaction to handling (1-4) ] 1 2 i 1 2 1 l 2 1
Urination ((~2) 0 \ 0 0 I 0 1 1 0 0
Defecation (0-2) 1 1 0 1 1 1 0 1 o 0
Prominence of Eye (1-3) i 1 [ 1 1 1 1 I [ 1
[Laerimation (1-4) 1 ] 1 ! 1 ! ! 1 ] !

__Saiivarion (-4} 1 i 1 ] ] l i ] 1 b

Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 H 1 1 1 1 ] ] ]
Examination of skin/fur (1-2) 1 1 1 1 1 1 I 1 1 |
Examination of natural orifices (1-2) | i 1 i 1 I 1 1 1 1
Animal appearance (1-3) 1 l H 1 i 1 1 1 1 i
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 O 0 ¢ 0 0 0 0 0
Rearing {No.) i1 16 12 13 14 13 15 12 16 ii
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 ¢ 0
Cait paitern (1-7) i 1 1 1 1 1 I 1 1 1
Mobility score (1-3) 1 1 1 1 1 1 1 i 1 1
Pupillary response (12} ] 1 I 1 I 1 ] ] I ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test liem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : V
Dose : 1000 mg/kg Time : 2nd week
Parameters Animal Number

(Grades) B s w988 |
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 3 2 2 2 3 2 3 3
Alterations Home cage (1-7) i 1 1 1 1 [ 1 1 | 1
Vocalizations (1-2) 1 1 1 I 1 1 i 1 1 1
Respiration (1-2) 1 1 I 1 1 1 1 ! 1 1
Palpebral closer (1-4) ] 1 1 I I 1 I 1 1 1
b} Handling Observations
Reaction to removal (1-4) 2 1 l I 1 2 2 1 1 i
Reaction to handling (1-4) 1 2 2 1 2 1 1 2 1 2
Urination (0-2) i 1 ] 0 0 i 1 0 1 ¢
Defecation {0-2) 1 0 1 i 1 0 i 1 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 I |
Lacrimation (1-4) i ! t 1 ! ! ! H i !
Saiivation {1-4} ] 1 t ! 1 i ] 1 1 I
Piloerection (0-1) 0 0 0 ¢ 0 0 ¢ 0 0 0
Examination of mucous membrane {1-2) 1 1 1 1 i 1 1 i ] 1
Examination of skin/fur (1-2) 1 1 I 1 ] 1 1 1 1 1
Examination of natural orifices (1-2) 1 [ 1 1 ] 1 i 1 1 1
Animal appearance (1-3) i i 1 i i 1 1 { 1 ]
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzarc behaviour {0-4) 0 0 0 0 0 0 ¢ 0 ¢ 0
Rearing (No.) 14 1i 15 13 16 12 11 13 5 16
Clenic movements {0-3) 0 0 0 ¢ 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 i 1 l 1 1 i 1 i
Mobility score (1-3) 1 1 1 i 1 i 1 1 1 1
Pupillary response {1-2) 1 i 1 I i 1 I 1 ! 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female Group : V
Dose : 1000 mg/kg Time : 2nd week
Parameters Animal Number

(Grades) 83 | 84 | 85 |86 [ 87 [ 88 [ 89 | 90 | 91 | o2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 3 2 3 2 2
Alterations Home cage (1-7) i 1 1 1 1 1 1 I 1 1
Vocalizations (1-2) 1 1 1 1 1 1 1 1 1 1
Respiration (1-2) 1 1 1 1 1 1 ] 1 1 ]
Palpebral closer (1-4) 1 1 I t 1 1 ] I i 1
b) Handling Observations
Reaction to removal (1-4) 1 2 1 2 2 1 2 1 I 1
Reaction to handling {1-4) 1 1 2 I } 2 1 1 2 ]
Urination (0-2) 0 1 1 1 0 I 0 1 1 1
Defecation {0-2) 1 0 I i 1 0 1 1 1 0
Prominence of Eye (1.3} 1 1 I 1 1 1 1 1 1 1
Lacrimation (i-4) 1 1 ! 1 ! 1 I ! ! t
salivation (1-4) i i i | i 1 1 i ] 1
Pilocrection (0-1) 0 G 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 | 1 1 1 1 1 1 1
Examination of skin/fur (1-2) ; 1 1 I 1 1 1 1 i I
Examinalion of natural orifices (1-2) i ] 1 } 1 1 f 1 1 1 |
Animal appearance (1-3) i 1 I ] i 1 i 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) { 0 0 0 0 O 0 0 0 O
Rearing (No.} 12 13 12 16 17 14 15 16 13 il
Clonic movements (0-3) 0 o 0 0 0 0 0 0 0 0
Tonic movements ((-3) 0 0 0 0 0 0 0 0 0 0
Guit pattern {1-7) 1 1 1 1 1 1 l 1 1 1
Mobility score (1-3) 1 1 1 1 1 1 1 1 H 1
Pupiliary response (1-2) i 1 I 1 | 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 2nd week
Parameters Animal Number

(Grades) 93 | 94 | 95 [ 96 [ o7 | o8
4) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 3 2 2
Alterations Home cage (1-7) ! 1 1 1 1 1
Vocalizations (1-2) 1 } 1 1 1 1
Respiration {1-2) | 1 1 l 1 |
Palpebral closer (1-4) 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 2 1 1 2 1
Reaction to handling (1-4) I ] 2 1 2 2
Urination (0-2) 1 1 i G I 0
Defecation (0-2) 1 0 1 0 1 1
Prominence of Eye (1-3) 1 i 1 1 1 1
Lacrimation (1-4) 1 1 I ! 1 i
Sa%ivaﬁom (i-43 i f i i 1 i
Piloercetion (0-1) 0 0 0 0 0 0
Examination of mucous membrane {1-2) i 1 1 1 1 1
Examination of skin/fur (1-2) 1 1 ] 1 1 [
Examination of natural orifices (1-2) 1 i 1 i | 1
Animal appearance {1-3) 1 1 1 1 1 1
¢} Open Field Observations
Stereetype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing {(No.} 15 14 11 3 15 12
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 i i 1
Mobility score (1-3) 1 i 1 1 1 1
Pupillary response (1-2) 1 i l ] 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female
Dose : 1000 mg/kg (Reversal)

Group : VI

Time : 2nd weck

Parameters
{Grades)

Animal Number

99 | 100 | 101 [ 102 | 103 | 104

a) Home Cage Observations

Behavior in Home cage {1-5)

2 2 3 2 2 3

Alterations Home cage (1-7) 1 1 1 i 1 i
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) 1 1 1 1 i 1
Palpebral closer (1-4) 1 1 1 i 1 1

b} Handling Observations

Reaction to removal {1-4)

Reaction to handling (1-4) 1 2 I 2 2 1
Urination (0-2) 0 1 ] 0 1 ¢
Defecation (0-2) 1 0 1 0 1 1
Prominence of Eye {1-3) 1 1 1 1 I 1

Lacrimation {1-4}

Salivation (-4}

Pilocrection (0-1)

Examination of mucous membrane (]-2} 1 i 1 1 1 1
Examination of skinffur (1-2) | { ] 1 1 1
Examination of natural orifices (1-2) i 1 1 i 1 |
Animal appearance (1-3) 1 1 1 1 1 i

¢) Open Field Observations

Stereotype behaviour (0-2)

Bizzare behaviour (0-4)

0 0 ] 0 0 0

Rearing {(No.)

12 16 14 15 [6 13

Clonic movements (0-3)

Tonic movements (0-3)

0 0 0 0 0 0

Gait pattern (1-7) 1 1 I 1 1 1
Mobility score (1-3) 1 i 1 i 1 1
Pupillary response (1-2) 1 1 1 1 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male

Dose : 0 mg/kg

Group : 1

Time : 3rd week

Parameters Animal Number
(Grades) 123 Ta]s[6]78]9 0
2) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 i 1 1 i
Vocalizations (1-2} I 1 1 ; 1 1 1 1 i 1
Respiration (1-2) i i 1 1 1 1 1 1 1 1
Palpebral closer (1-4) i 1 I 1 1 [ ! 1 1 i
b) Handling Observations
Reaction to removal (1-4) 1 2 1 2 1 1 I 1 1 1
Reaction to handling (1-4) 1 1 i 1 2 I 1 1 2 I
Urination (0-2) 0 1 0 I 0 0 0 i 0 0
Defecation (0-2) 0 0 1 0 i 0 0 0 1 1
Prominence of Eye (1-3) 1 1 1 ] 1 1 1 1 1 1
Lacrimation {1-4) H 1 i 1 1 i 1 i ! !
mgaii\f:nim‘: {1-4} | i } i i ) i i i H
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0 )
Examination of mucous membrane (1-2) 1 l 1 1 1 l 1 1 1 1
Examination of skin/fur (1-2) 1 1 I i 1 i 1 1 1 1
Examination of natural orifices (1-2) l } I 1 1 ] l i 1 1
Animal appearance (1-3) i | i 1 H 1 1 1 H !
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) ] 0 0 0 0 0 0 0 0 0
Rearing (No,) 11 14 15 15 12 16 13 17 13 11
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) I i 1 1 1 1 i | 1 1
Mability score {1-3) I 1 i 1 i I ] 1 1 1
Pupillary response (1-2) i ] I | 1 I 1 1 1 l
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/A002/015
Test System : Sprague Dawley Rat

Sex :Female Group : 1
Dose : 0 mg/kg Time : 3rd week
Parameters Animal Number

(Grades) nlejusluwlis]ws 178 o] 2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2 2 3 2 2
Alterations Home cage (1-7) 1 | 1 1 I 1 1 1 1 |
Vocalizations (1-2) I 1 I l 1 i 1 1 1 1
Respiration {1-2) 1 1 1 1 1 1 1 i i 1
Palpebral closer (I-4) 1 1 1 1 1 1 1 1 1 ]
b) Handling Observations
Reaction to removal {1-4) 1 2 1 2 1 i 1 1 1 1
Reaction to handling (1-4) 1 2 1 2 1 1 1 1 I 1
Urination ((-2) 0 I 0 0 1 0 0 0 1 0
Defecation (0-2) 0 1 0 I 0 0 0 1 1 0
Prominence of Eye (1-3) 1 | 1 1 1 I 1 1 1 1
Lacrimation {1-4) 1 ) i l 1 1 1 i | 1
Sallvation (i-4) i i i ! i ] ! | I -
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 i i 1 ! i 1 I 1
Examination of skin/fur (1-2) [ 1 1 1 1 1 1 l 1 i
Examuination of natural orifices {1-2} 1 1 1 1 1 i 1 1 1 1
Animal appearance (1-3) 1 1 1 i 1 1 i 1 1 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 15 13 16 14 14 13 16 15 13 15
Clonic movements (0-3) 0 0 0 0 4 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 ] 1 1 1 1 1
Mobility score (1-3) 1 1 I 1 i ! l i ] l
Pupillary response (1-2) 1 1 ] 1 ] 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 0 mg/kg (Reversal)

Group : 11

Time : 3rd week

Parameters Animal Number

(Grades) 2t |22 [ 23 |24 25 | 2
#) Home Cage Observations
Behavior in Home cage (1-5} 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1
Vocalizations (1-2) I i 1 1 i 1
Respiration (1-2) 1 1 1 i 1 1
Palpebral closer (1-4) I i | 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 2 1 1 1 1
Reaction to handling (1-4) 1 1 2 1 1 1
Urination (0-2} 0 0 1 0 1 0
Defecation (0-2) 0 1 0 1 I 0
Prominence of Eye (1-3) i 1 1 I 1 1
Lacrimation (1-4) 1 ! ! ! i !
Salivation (i-4) 1 ! 1 § i 1
Piloerection (0-1) 0 0 0 i 0 0
Examination of mucous membrane (1-2) 1 ] 1 1 1 1
Exarnination of skin/fur (1-2) 1 1 1 1 1 1
Examination of natural orifices (1-2) 1 i | i 1 1
Animal appearance (1-3) i 1 1 1 1 1
¢} Open Field Observations
Stereotype behaviour {0-2) 0 0 0 0 0 0
Bizzare bebaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 15 il 17 13 12 15
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 | 1 f 1 1
Maobility score (1-3) l 1 1 1 1 1
Pupillary response ([-2) I 1 1 1 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test Systemn : Sprague Dawley Rat

Sex : Female Group : I
Dose : 0 mg/kg (Reversal) Time : 3rd week
Parameters Animal Number
(Gradcs) MENEIEIERE

a) Home Cage QObservations
Behavior in Home cage {1-5) 2 3 2 2 2 2
Alterations Home cage (-7} 1 1 I i 1 1
Vocalizations (1-2) H 1 1 1 1 i
Respiration (1-2) l 1 1 1 1 1
Palpebral closer {1-4) 1 l 1 1 1 1
b) Handling Qbservations
Reaction to removal (1-4) 1 2 1 2 1 1
Reaction to handling (1-4) 1 i 2 1 1 1
Urination (0-2) 0 1 0 0 0 1
Defecation (0-2) 1 0 1 0 0 0
Prominence of Eye (1-3) 1 ] 1 1 I i
Lacrimation (1-4) 1 1 ! ! ! !

-“gifiléva{i()l1 {i-d} ] 1 i i | 1
Piloerection (0-1) 0 0 0 ¢ 0 0
Examination of mucous membrane (1-2} 1 1 1 1 1 ]
Examination of skin/fur {1-2) 1 ] i 1 i 1
Examination of natural orifices (1-2) ] 1 ] [ 1 I
Animal appearance (1-3) | i 1 1 I 1
¢) Open Field Observations
Stereotype behaviour {0-2) 0 0 t 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 15 13 16 14 15 16
Clonic movements {0-3) 0 0 0 0 0 0
Tonic movements ((-3) 0 0 ¢ 0 0 0
Gait pattern (1-7) 1 H 1 ] 1 1
Mobility score (1-3) 1 1 1 1 1 1
Pupilfary response (1-2) 1 1 1 I 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : 111
Dose : 250 mg/kg Time : 3rd week
Parameters Animal Number

(Grades) 33 (3¢ |35 (36 |37 |89 ]ala o
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2 2 2 2 2
Alterations Home cage (1-7) | 1 1 1 1 1 l I 1 1
Vocalizations (1-2) 1 1 1 1 1 1 ] 1 1 i
Respiration (1-2) 1 1 1 [ 1 1 1 1 1 1
Palpebral closer (1-4) i i 1 1 I H 1 1 I i
b) Handling Observations
Reaction to removal (1-4) 1 2 I 1 i 2 1 1 i 1
Reaction to handling (-4} 1 1 1 1 2 1 ’ 1 1 2 1
Urination (0-2) 0 i 1 0 0 0 ] 0 1 0
Defecation (0-2) 0 1 0 0 1 0 0 0 1 0
Prominence of Eye (1-3) 1 1 ] 1 1 1 1 I [ 1
Lacrimation (1-4) H 1 1 1 ! ! 1 1 | !
Saiivation (1-4) i | I | 1 i ] 1 1 |
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane {1-2) i 1 1 I ] 1 1 1 1 1
Examination of skin/fur (1-2) 1 1 1 1 1 1 1 1 | i
Examination of natural orifices (1-2) 1 ] i 1 1 ! ! 1 1 1
Animal appearance (1-3) 1 ] 1 1 1 1 1 ] 1 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 1 0 0 0 0 0 0 0
Rearing (No.) 12 15 13 14 12 15 16 12 13 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 ] l 1 1 1 ] 1 1 1
Mobility score (1-3) 1 1 1 1 | 1 1 1 1 1
Pupillary response (1-2) | 1 1 ! I 1 1 1 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test Systenm : Sprague Dawley Rat

Sex : Female Group : III
Dose : 250 mg/kg Time : 3rd week
Parameters Animal Number
(Grades) 43 [ 44 [ a5 | a6 | a7 [ a8 [a9 [ 50 [ 51 [ 52

&) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2 2 2 2 2
Alterations Home cage (1-7) 1 1 i 1 1 1 1 1 i 1
Vocalizations (1-2) 1 1 1 ! 1 1 1 1 1 |
Respiration (1-2) 1 1 1 1 ] 1 1 1 1 1
Palpebrat closer (1-4) ] i 1 1 1 1 1 1 1 I
b) Handling Observations
Reaction to removal (1-4) 1 2 1 2 2 1 1 2 I 1
Reaction to handling (1-4) 1 2 1 1 1 1 2 1 1 1
Urination (0-2) 0 0 0 1 0 i 0 1 0 0
Defecation {0-2) 0 1 4 0 0 1 0 0 1 0
Prominence of Eye (1-3) 1 1 ] 1 1 | 1 I 1 I
Lacrimation {1-4} ! H 1 1 H 1 1 1 I !

w;uiiv;iiion {(i-43 i i i i i i I i i 1
Piloerection (0-1) 0 0 0 0 0 0 ¢ 0 0 0
Examination of mucous membrane {1-2) 1 | 1 1 1 1 1 i 1 1
Examsination of skin/fur (1-2) 1 1 ] I l 1 1 1 l f
Examination of natural orifices (1-2) 1 i 1 1 1 1 1 ] 1 1 |
Animal appearance {1-3) ] 1 i 1 1 1 | 1 1 1
¢) Open Field Observations
Stereotype behaviour {0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 16 14 15 12 [4 15 17 I3 18 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 Y
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern ([-7) i ] 1 | 1 1 1 1 1 1
Mobility score (1-3) 1 1 1 1 1 1 1 i 1 1
Pupiltary response (1-2) I 1 1 1 1 1 1 1 I 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : 1V
Dose : 500 mg/kg Time : 3rd week
Parameters Anima] Nuinber
(Grades) 53 [ 54 55 [s6 | 575850606l 62

a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 2 2 3 2 2 2 2
Alterations Home cage (1-7) 1 1 1 1 i 1 1 1 1 1
Vocalizations (1-2) ! [ 1 1 1 { 1 ] 1 [
Respiration (1-2) 1 1 1 1 1 1 i 1 1 1
Paipebral closer (1-4) 1 1 1 1 ] 1 1 i l 1
Iy} Handling Observations
Reaction to removal (1-4) . l 1 1 2 1 1 2 1 1 1
Reaction to handling (1-4) 1 1 2 I 1 1 1 1 I 1
Urination (0-2) 0 0 1 0 I 0 0 1 0 0
Defecation (0-2) 0 0 1 1 0 0 0 0 1 0
Prominence of Eye (1-3) I ] 1 I I 1 1 1 i 1
Lacrimation {1-4) } 1 1 1 i ! 1 ! 1 !

m:‘;aiivznion {i~4} i i i 1 i H i i I ]
Pioerection (0-1) 0 0 0 0 0 0 0 0 ( 0
Examination of mucous membrane (1-2) 1 1 | 1 i 1 1 1 1 i
Examination of skin/fur (1-2) 1 ] l 1 ] I 1 1 1 1
Examination of natural orifices (1-2) ] 1 1 1 1 ] 1 1 1 1
Animal appearance (1-3) i i i I 1 1 I 1 i 1
¢) Open Ficid Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviowr (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 16 13 12 5 14 11 13 14 16 13
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements ((-3) ) 0 0 0 0 0 0 0 0 0 0
Cait pattern (1-7) 1 1 1 1 i i 1 1 1 I
Mobitity score (1-3) 1 1 1 l ] 1 I 1 1 ]
Pupillary response (1-2) 1 1 I I 1 1 I ] l |
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : IV
Dose : 500 mg/kg Time : 3rd week
Parameters Animal Number

(Grades) 63 | 64 |65 66 |7 |6 ][] 7n]mn
4) Home Cage Observations
Behavior in Home cage {1-5) 2 3 2 2 2 2 3 2 2 2
Alterations Home cage (1-7) 1 i 1 1 1 1 1 1 I i
Vocalizations {1-2) 1 1 1 1 I ] 1 1 1 1
Respiration (1-2) 1 1 I 1 1 I i i 1 |
Palpebral closer (1-4) 1 1 1 H 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 i 2 1 2 I 1 2 1 1
Reaction 1o handling (1-4) 1 2 1 1 H 2 1 1 1 i
Urination (0-2) 0 1 0 0 ¢ 0 0 0 1 l
Defecation (0-2) 0 1 0 0 1 0 0 0 1 0
Prominence of Eyve (1-3) 1 1 I 1 1 1 1 1 1 1
Lacrimation {11 i H | ! I 1 l I I ;

“-Sa!ivmi(m (1-4) N ] 1 H 1 i 1 1 - 1 1 i

Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of nucous metmbrane (1-2) l ] 1 i 1 1 i I 1 I
Examination of skin/fur (i-2) i 1 1 1 1 1 1 1 1 ]
Examination of natural orifices (1-2) 1 1 1 1 i 1 1 1 I t
Animal appearance (1-3) 1 1 1 ] 1 ] 1 1 1 1
¢) Open Field Observations
Stereotype behaviour (4-2) 0 0 0 0 0 0O 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 12 17 14 15 16 14 16 15 1t 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements ((-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 ! 1 ] 1 l 1 1
Mohility score (1-3) 1 I i 1 1 1 1 1 l 1
Pupiliary response (1-2) 1 ] 1 [ 1 i 1 1 1 1 |
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male _ Group : V
Dose : 1000 mg/kg Time : 3rd week
Parameters Animal Number

(Grades) Bl wlw]s s8]
a) Home Cage Qbservations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 1
Vocalizations (1-2)} 1 1 1 1 1 1 1 1 1 i
Respiration (1-2) 1 i 1 1 ! H 1 1 1 1
Palpcbrat closer (1-4) 1 1 i 1 1 l 1 1 1 1
D) Handling Observations
Reaction to removal {1-4) 1 2 1 2 1 I 1 ] 1 1
Reaction to handling (1-4) 1 ] 2 1 1 1 i ! 1 2
Urination (0-2) 0 1 0 0 0 0 0 1 0 I
Defecation (0-2) 0 0 0 1 0 0 1 0 0 0
Prominence of Eye (1-3) 1 1 1 i 1 1 i 1 l 1
Lacrimation {1-4) ! i 1 H i I i I i }
Salivation (1-4) i 2 ] 1 1 ] 1 1 ] i
Piloerection ((-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) I 1 1 | 1 1 i 1 l 1
Examination of skin/fur (1-2) 1 1 1 l 1 1 1 1 ] 1
Examination of natural orifices (1-2) i 1 1 1 1 1 | 1 1 |
Animal appearance (1-3) 1 1 H 1 i 1 1 1 1 !
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 ) 0 0 0 0 0 0
Bizzare behaviour {0-4} ] 0 0 0 0 0 0 0 0 0
Rearing (No.) 15 12 1] 14 17 13 12 14 16 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) H ] ] 1 i 1 i I ! 1
Mobility score (1-3) I H 1 ] 1 1 1 1 1 1
Pupillary response (1-2) [ 1 I 1 l 1 I I ] H
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : V
Dose : 1000 mg/kg Time : 3rd week
Parameters Animal Number

N (Grades) 183 184 |85 |8 |87 |88 ] 8 [90]o1 ]
.} Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 1
Vocalizations ([-2}) I 1 1 1 1 1 1 1 1 1
Respiration {1-2) 1 1 1 1 i 1 1 1 1 t
Paipebral closer (1-4) 1 1 1 1 [ 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 2 2 1 1 1
Reaction to handling (-4} 1 1 1 i 2 1 2 i 1 1
Urination (0-2) 0 | 0 0 0 1 0 0 1 0
Defecation (0-2) 0 ] 0 0 0 1 0 0 i 0
Prominence of Eye (1-3) I ] 1 1 1 1 1 1 1 l
Lacrimation (1.4} ! 1 i ! } { i ! ! t
Salivation (i-4) J 1 1 i i 1 ] i ] ! 1
Piloerection (0-1) 0 0 0 0 ] 0 0 0 0 0
Examination of mucous membrane (1-2) i 1 | 1 1 1 1 1 i 1
Examination of skin/fur (1-2) 1 1 1 1 1 | I 1 1 1
Examination of natural oritices {1-2) 1 1 i | 1 i 1 1 1 1
Animal appearance (1-3) ] 1 1 i 1 | 1 1 1 1
¢) Open Field Observations
Stereotype hehaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 13 15 16 17 15 t6 17 18 14 12
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) [ i | 1 1 1 1 1 1 1
Mobility score (1-3) 1 1 1 1 i 1 1 1 i H
Pupillary response (1-2) I 1 1 1 1 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 3rd week
Parameters Animal Number

o (Grades) 93 | 94 | 95 | 96 | 97 | 98
i) Home Cage Observations

Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 [ i 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) 1 1 1 1 i 1
Palpehral closer (1-4) 1 1 1 i 1 t
b} Handling Observations

Reaction to removal {1-4) 1 2 1 1 1 1
Reaction to handling ([-4) 1 1 2 1 i 1
Urination {0-2) 0 1 0 0 1 0
Defecation (0-2) 1 0 0 1 0 0
Prominence of Eye (1-3) 1 | 1 1 [ i
Lacrimation (F-4) 1 1 } ! ! ]
Salivation {1-4} 1 | i 1 i 1
Piloerection (0-1) 0 0 0 0 it 0
Examination of mucous membrane {1-2) i 1 | 1 1 1
Examination of skin/fur (1-2) 1 1 1 ] ] ]
Examination of natural orifices (1-2) 1 1 1 I 1 1
Animal appearance (1-3} I 1 ! 1 1 I
¢) Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour {0-4) 0 0 0 0 0 0
Rearing (No.) 16 115 [ 12 | 13 | 14 | 13
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
(Gait pattern (1-7) I | 1 i 1 1
Mobility score (1-3) 1 1 ] 1 1 1
Pupitlary response (1-2) I t 1 1 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Female
Dose : 1000 mg/kg (Reversal)

Group : VI

Time : 3rd week

Parameters
(Grades)

Animal Number

99 | 100 | 101 [ 102 | 103 | o4

a)} Home Cage OQbservations

Behavior in Home cage (1-5)

2 3 2 2 2 3

Alterations Home cage (1-7) | i 1 1 1 1
Vocalizations (1-2) 1 1 1 I 1 1
Respiration (1-2} 1 i 1 1 1 1
Palpebral closer ([-4) H 1 1 1 1 1

I3} Handling Observations

Reaction to removal (1-4)

Reaction to handling {1-4) 1 1 2 1 H 1
Urination (0-2}) ] 0 1 0 0 1
Defecation (0-2) 0 1 1 0 0 0
Prominence of Eye (1-3) 1 I 1 1 1 1

Lacrimation (7-4)

Salivation (-4}

Piloerection (0-1)

Examinationt of mucous membrane (1-2) 1 1 | | 1 1
Examination of skinffur (1-2) 1 1 1 1 1 \
Examination of natural orifices (1-2) i 1 | 1 i |
Animal appearance (1-3) 1 i 1 1 1 1

¢) Open Field Observations

Stereotype behaviour (0-2)

Bizzare bebaviour (0-4)

Rearing (No.)

Clonie movements (0-3)

Tonic movements (0-3)

Gait pattern (1-7} i 1 1 1 1 i
Mobility score (1-3) 1 i 1 i I 1
Pupillary response (1-2} | 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : I
Dose : 0 mg/kg Time : 4th week
Parameters Animal Number

(Grades) Ll 2(3]afs]e]7 89710
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 2 2 2
Alterations Home cage (1-7) 1 | 1 l i 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 i 1 1 1 1 1
Respiration {1-2) 1 1 | 1 1 i 1 1 ] i
Palpebral closer (1-4) I i 1 1 1 1 1 1 1 |
b) Handling Observations
Reaction to removal {1-4} 1 1 ; 2 1 1 1 2 1 1
Reaction to handling (1-4) 1 1 2 i 1 2 1 i i |
Urination {0-2) 0 0 0 1 0 1 0 1 0 0
Defecation (0-2) 0 1 0 0 0 i 0 1 0 0
Prominence of Eye (1-3) 1 1 1 1 1 I 1 { 1 1
Eacrimation (1-4) ! 1 i ! ] ! ] | i J
Salivation {1-4) 1 1 1 1 ] 1 1 1 1 ] -
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0]
Examination of mucous membrane (1-2) i 1 1 1 H ] 1 l 1 |
Examination of skin/fur (1-2) 1 1 1 i 1 i 1 1 1 i
Examination of natura} orifices (1-2) ! ] i ] i 1 1 1 1 1
Animal appearance {1-3} 1 1 1 1 ] 1 H 1 1 1
¢) Open Field Observations
Stereotype behaviour {0-2) 0 0 0 0 0 0 0 0 0 0
Bizeare behaviour (0-4) 0 4] 0 0 0 0 0 0 0 it
Rearing {No.) 12 15 16 17 13 17 14 16 14 12
Cloniec movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements {(-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) I 1 1 1 1 1 i 1 1 1
Maobility score (1-3) 1 1 1 1 i 1 1 1 1 i
Pupillary response (1-2) 1 ] f 1 1 1 1 1 i 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/G02/015
Test System : Sprague Dawley Rat

Sex : Female Group : I
Dose : 0 mg/kg Time : 4th week
Parameters Animal Number

| (Grades) |l s s] w2
#) Home Cage Observations
Behavior in Home cage (1-3) 2 2 3 2 2 2 3 2 2 2
Alterations Home cage (1-7) 1 I 1 1 1 1 1 i i l
Vocalizations (1-2) 1 1 1 1 1 1 1 I 1 1
Respiration (1-2) 1 1 i 1 1 1 1 I i 1
Palpebral closer (1-4) 1 1 l 1 1 1 1 1 I 1
b) Handling Observations
Reaction to removal (1-4) 1 I ] 2 1 1 1 1 1 1
Reaction to handling (1-4) ! 1 2 1 1 1 2 1 | 1
Urination (0-2) 0 ! ! 0 j 0 0 0 0 0
Defecation (0-2) 1 0 0 0 1 0 i 0 0 0
Prominence of Eye ([-3) 1 1 1 l 1 I i 1 1 i
Lacrimation (1-4) 1 ] 1 } i ; i } i ]
Salivation {1-4)} 1 1 | 1 1 1 1 i I 1
Piloerection (0-1) 0 0 0 6 0 0 0 0 0 0
Examination of mucous membrane (}-2) i 1 1 1 1 1 1 1 ] 1
Examination of skin/fur (1-2) i 1 1 1 ] 1 1 1 1 1
Examination of natural orifices (1-2) 1 [ 1 1 H 1 1 i i 1
Animal appearance (1-3) 1 1 1 1 1 i 1 1 1 i
¢) Open Field Observations
Stereolype behaviour {0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 16 14 17 15 15 16 17 14 13 17
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tenic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) i 1 1 I I ] 1 1 I 1
Mobility score {1-3) 1 ] I ] 1 1 1 1 1 }
Pupillary response (1-2) * S S N T T A O A S S N 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System . Sprague Dawley Rat

Sex : Male Group : 11
Dose : 0 mg/kg (Reversal) Time : 4th week
Parameters Animal Number

(Grades) 21 122 | 23 [ 24 ] 25 | 26
a) Home Cage Observations
Behavior in Home cage (1-3) 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 i 1 1 1
Vocalizations (1-2) 1 1 I 1 i i
Respiration (1-2) 1 1 1 ] } f
Palpebral closer (1-4) i 1 1 i 1 1
b) Handling Observations
Reaction to removal (1-4) 1 2 1 1 2 1
Reaction to handling (1-4) ] 1 2 1 1 1
Urination (0-2) 0 0 0 1 0 1
Defecation (0-2} 0 1 0 0 1 0
Prominence of Eye (1-3} i 1 1 1 i 1
Lacrimation (1-4) ! ! 1 ] H }
Salivation (1-4) 1 } 1 1 l 1
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 i 1 1 1
Examination of skin/fur (1-2) 1 1 1 ] ] ]
Examination of natural orifices (1-2) I ] ] i 1 1
Animal appearance (1-3) 1 i 1 l 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 O
Bizzare belaviour (0-4) 0 0 0 0 0 )
Rearing (No.) 16 12 16 14 13 17
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movemnents (0-3) 0 0 0 0 0 0
Gait pattern {1-7) 1 1 1 1 1 i
Mobility score (1-3} | 1 ) | 1 I
Pupillary response (1-2) 1 1 1 ] ] |
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 0 mg/kg (Reversal)

Group : I

Time : 4th week

Parameters
(Grades)

Animal Number

27 [ 28 129 [ 30 ] 31 | 2

a) Home Cage Observations

Behavior in Home cage (1-5)

Alterations Home cage (1-7) 1 1 1 i 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) i 1 1 1 1 i
Palpebral closer (1-4) 1 1 1 1 1 ;

b) Handling Observations

Reaction to removal {1-4)

Reaction to handling (i-4) 1 1 1 2 1 1
Urination (0-2) it I 0 0 1 0
Defecation (0-2) I 1 ] 0 0 1
Prominence of Eye (1-3) 1 i 1 1 1 |
Laorimation (1-4) 1 ! i ] ! }
Salivation (1-4) 1 ] 1 1 ] !

Pilocrection (0-1)

Examination of mucous membrane (1-2) i 1 1 l 1 1
Examination of skin/fur (1-2) 1 i 1 1 1 1
Examination of natural orifices (1-2) 1 1 ] 1 ! i

Animal appearance (1-3}

¢) Open Field Observations

Stereotype hehaviour (0-2)

Bizzare behaviour (0-4)

Rearing (No.)

Clonie movements (0-3)

Tonic movements (0-3)

Gait pattern (1-7) | 1 1 [ i 1
Mohility score (1-3) 1 H 1 1 1 1
Pupillary response (1-2) 1 1 i 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male "Group : III
Dose : 250 mg/kg Time : 4th week
Parameters Animal Number

(Grades) 33 | 3 [35 [36 [ 37383940 |4 | 4
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 i 1 1 1 1 1 1 1
Vaocalizations (1-2) i i 1 1 i 1 1 1 1 i
Respiration (1-2) 1 ] 1 1 l i 1 1 ] l
Palpebral closer (1-4) 1 1 I i 1 1 i 1 i 1
b) Handling Observations
Reaction to removal (1-4) 1 2 1 2 1 1 1 1 1 1
Reaction to handling (1-4) | 1 2 ] 2 1 1 1 1 1
Urination (0-2) 0 1 0 0 0 0 1 0 1 0
Defecation (0-2) 1 0 I 1 0 I 0 0 1 0
Prominence of Eye (1-3) 1 1 1 1 I 1 1 1 1 1
Lacrimation (1-4) 1 i 1 ! ! 1 1 | ! ]
Salivation. (1-4) 1 ] I 1 i 1 1 | 1 I
Piloereetion (0-1) 0 0 0 0 0 0 0 0 ] ¢
Examination of mucous membrane (1-2) 1 l 1 i 1 [ 1 1 i 1
Examination of skin/fur (1-2) i 1 1 | 1 ! I 1 1 1
Examination of natural orifices (1-2) 1 i 1 ! 1 i 1 I 1 1
Animal appearance {1-3) 1 1 1 1 1 1 1 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 13 16 14 15 13 16 18 11 i3 16
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) i 1 ] I i i 1 I ] l
Mobility score (1-3) 1 1 l 1 1 1 i 1 1 1
Pupillary response {i-2) 1 1 1 1 1 1 1 1 ] 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/013

Test System : Sprague Dawley Rat
Sex : Female

Dose : 250 mg/kg

Group : 111

Time : 4th week

Parameters
(Grades)

Animal Number

43 [ 44 | 45 | 46 | 47 | 48

49 150 | 51| 52

a) Home Cage Observations

Behavior in Home cage (1-5) 2 2 3 2 2 3 2 2 2 2

Alterations Home cage {1-7) 1 1 1 I 1 1 1 1 I 1

Vocalizations {1-2) 1 1 1 1 1 1 1 1 1 i

Respiration (1-2) 1 1 1 1 i 1 1 1 1 I

Palpebral closer (1-4) 1 i 1 1 l 1 1 1 1 \

) Handling Observations

Reaction to removal {1-4) 1 2 [ 1 2 I 1 1 1 1

Reaction to handling (1-4) 1 1 1 2 1 1 2 1 i 1

Urination {0-2) 0 1 0 i 1 0 0 1 0 0
Defecation (0-2} 0 0 0 1 0 ] 1 0 0 0
Prominence of Eve (1-3) 1 i ] | i 1 1 1 1 i

Lacrimation (1-4) i J I ! ] f ! ! 1 i

Salivation (1-4) ] 1 i ] 1 H 1 1 1 I

Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 i 1 1 1 1 i |

Examination of skin/fur (1-2) 1 i 1 1 1 1 1 i 1 |

Examination of natural arifices (1-2) i ! ] 1 i 1 1 1 1 i

Animal appearance {1-3) 1 1 i ] 1 1 1 1 1 l

¢} Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 Q0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 18 15 16 14 16 14 18 15 19 16
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movenents {0-3) 0 0 ] 0 0 0 0 0 0 0
Gait pattern {1-7) I } 1 ] 1 1 1 1 I 1

Mobility score (1-3) 1 1 1 1 1 I 1 1 1 1

Pupillary response (1-2) I i 1 1 1 1 } ] i 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test Systen : Sprague Dawley Rat

Sex : Male Group : IV
Dose : 500 mg/kg Time : 4th week
Parameters Animal Numbet

(Grades) 53 [ 54155 5657158 )59 60|61 e
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 i 1 1 I I 1
Vocalizations (1-2) 1 1 1 i 1 1 1 1 1 1
Respiration (1-2) 1 1 1 1 1 1 1 1 1 1
Palpebral closer (1-4) 1 i 1 1 i 1 1 1 1 i
b} Handling Observations
Reaction to removal {1-4) i 2 1 1 [ i 2 1 1 1
Reaction to handling (1-4) 1 1 i 2 1 I i 1 1 1
Urination {0-2) 0 1 0 0 0 O } 0 i 0
Defecation (0-2) 0 1 0 0 1 0 1 0 i 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 1 1
Lacrimation (1-4) 1 i ! 1 1 1 1 1 [ i
Salivation (1-4) ] | ] 1 t i 1 1 1 ]
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 i 1 1 1 1
Examination of skin/fur (1-2) 1 1 1 I 1 1 I ] t 1
Examination of natural orifices (1-2) H i 1 1 1 1 1 i 1 1
Animal appearance (1-3) 1 1 1 1 1 1 1 | 1 i
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 17 3 14 16 15 12 12 16 17 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 ] 1 I 1 1 1 i t
Mobility score {1-3) 1 1 I 1 1 1 ! ] I 1
Pupillary response (1-2) 1 1 1 ; 1 i 1 1 1 ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female Group : IV
Dose : 500 mg/kg Time : 4th week
Parameters Animal Number
(Grades) 63 | 64 [ 65 66 676860 ]| 1|
.2} Home Cage Observations

Behavier in Home cage (1-5) 2 2 2 2 3 2 2 2 2 2
Alterations Home cage (1-7) 1 1 | 1 1 i 1 1 1 1
Vocalizations (1-2) 1 1 1 i 1 1 i l i 1
Respiration (1-2) 1 1 1 1 1 1 I I 1 1
Palpebral closer (1-4) 1 1 I 1 ] ] 1 1 1 ]
b) Handling Observations
Reaction to removal (1-4) I 1 i 2 1 1 1 2 1 1
Reaction to handiing (1-4) 1 1 2 1 1 1 2 1 1 1
Urination (0-2) 0 1 0 I 0 0 0 0 0 0
Defecation (0-2) 0 0 0 0 0 0 i 0 1 0
Prominence of Eye (1-3) i i 1 1 1 1 1 1 1 1
Lacrimation (1-4) H ! 1 1 ; ! i ! i j
Salivation {1-4} 1 | | 1 l 1 1 1 ] !
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 ]
Examination of mucous membrane {1-2) i ] 1 1 1 1 I i 1 1
Examination of skin/fur (1-2) 1 1 i 1 I I 1 1 1 i
Examination of natural orifices (1-2) 1 1 l 1 ] 1 1 1 l 1
Animal appearance (1-3) 1 1 1 H 1 1 1 I 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 o 0 0 0 0 o
Bizzare behaviour (0-4} 0 0 0 0 0 0 0 4 0 0
Rearing (No.} 13 18 15 16 17 16 17 16 12 15
Clonie movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 i i 1 ] 1 1 1
Mobitity score (1-3) 1 1 i 1 I 1 [ i 1 1
Pupillary response (1-2) 1 ] 1 H ] 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : V
Dose : 1000 mg/kg Time : 4th week
Parameters Animal Namber

(Grades) Bl {w|n[w]m 0|8 8
4) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 3 2 2 2 2
Alterations Home cage (1-7) | 1 1 1 1 1 1 1 1 H
Vocalizations {1-2) 1 1 1 1 1 1 1 1 1 i
Respiration (1-2) 1 1 1 1 1 1 1 1 1 i
Palpebral closer (1-4) 1 1 1 1 i 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) i 2 i 1 l 2 1 1 1 1
Reaction to handting (1-4) 1 1 I 2 l 1 ] 1 1 ]
Urination (0-2) 0 1 0 1 0 0 0 0 0 0
Defecation (0-2) 0 0 0 0 { 0 0 1 0 0
Prominence of Eye (1-3) 1 ] ] 1 1 1 1 I I 1
Lacrimation (1-4) ] I 1 H ] 1 1 i H !
Salivation (1-4) i i 1 | 1 1 1 1 1 1
Piloerection (0-1} 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 l 1 I i ] ] 1 1 l
Examination of skin/fur (1-2) 1 ] 1 1 1 I | 1 1 1
Examination of naturat ovifices (1-2) 1 i 1 1 | 1 1 1 1 1
Animal appearance (1-3) 1 1 1 i 1 1 H 1 1 !
¢) Open Field Observations
Stereotype behaviour (0-2) o 0 0 0 0 0 0 0 ) 0
Bizzarc behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 16 13 15 16 18 14 13 16 i7 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3} 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7} 1 1 ] H 1 [ 1 1 1 1
Mobility score (i-3) 1 ] 1 [ 1 1 1 1 1 1
Pupillary response (1-2) 1 1 1 1 I 1 ! 1 ] ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test liem Code ; TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : V
Dose : 1000 mg/kg Time : 4th week
Parameters Animal Number

(Grades) 83 [ 84 85 |86 | 87 |88 [ 80 [ o0 [ 91 [ 92
a) Home Cage Observations
Behavior in Home cage {1-5) 2 2 2 3 2 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 l 1 1 1 [
Vaocalizations (1-2) 1 1 1 1 i 1 1 1 1 l
Respiration (1-2) 1 1 1 1 1 ] 1 1 1 |
Palpebral cioser (1-4) i 1 I 1 1 I 1 1 \ i
b} Handling Observations
Reaction to removal (1-4) 1 1 1 2 1 ] 1 1 2 ]
Reaction to handling (1-4) 1 2 1 1 ] 1 2 1 1 I
Urination (0-2) 0 I 0 0 0 0 i 0 0 0
Defecation (0-2) \ 0 0 0 1 0 0 0 0 0
Prominence of Eye {1-3) 1 1 1 1 1 1 i 1 i 1
Lacrirnation {1.4) 1 ! i I I 1 i i i }
Safivation (1-4) ] H ] 1 i 1 1 1 ] 1
Piloerection (0-1) 0 0 0 ] 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 i 1 I 1 1 1 1
Examination of skin/fur {1-2) 1 1 1 1 1 1 1 1 i |
Examination of natural orifices (1-2) 1 i | 1 1 1 1 1 1 i
Animal appearance (1-3) | 1 i 1 [ 1 1 { { 1
) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 G 0
Rearing (No.) 14 16 17 16 14 17 18 19 i5 13
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (i-7) 1 1 I 1 1 1 1 1 1 1
Mobility score (1-3) I i 1 1 1 1 1 1 1 1
Pupillary response (1-2) 1 1 i 1 1 1 1 ] ] i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System ; Sprague Dawley Rat

Sex :Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 4th week
Parameters Animal Number

(Grades) 93 | 94 195 96 | 97 | 98
a) Home Cage Observations
Behavior in Home cage (1-5} 2 3 2 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1
Yocalizations (1-2} 1 1 1 1 1 ]
Respiration (1-2) 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 i 1 1 i
by Handling Observations
Reaction to removal (1-4) i 1 2 1 1 1
Reaction to handiing (1-4) 1 1 1 2 i 1
Urination (0-2) 0 H 0 1 0 0
Defecation {0-2) 1 0 0 0 I 0
Prominence of Eye (1-3) 1 1 1 ] 1 1
Lacrimation (1-4) ! ! ! i ! 1
Salivation (1-4) ] 1 | 1 | ]
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane {1-2}) i 1 l 1 1 1
Examination of skin/fur (1-2) 1 1 1 1 1 1
Examination of natoral orifices (1-2) | i | I 1 i
Animal appearance {1-3} 1 i 1 1 1 i
¢) Open Field Observations
Stereotype behaviour {(0-2) 0 0 0 0 iy 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing {(No.) i7 16 13 14 16 17
Clonic movements ((-3) 0 0 0 0 0 0
Tonic movements {0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 i 1 1 1 1
Mobility score (1-3) 1 1 1 1 1 1
Pupillary response (1-2) 1 ] I 1 ] i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 1000 mg/kg (Reversal)

Group : VI

Time : 4th week

Parameters
(Grades)

Amimal Number

99 | 100 | 101 | 102 | 103 | 104

a) Home Cage Observations

Behavior in Home cage (1-5) 2 2 3 2 2 2

Alterations Home cage (1-7) I 1 1 1 1 1

Vocalizations {1-2) 1 i 1 1 1 1

Respiration (1-2) 1 ] 1 1 1 1

Palpebrat closer (1-4) 1 i 1 1 ] 1

b) Handling Observations

Reaction to removal (1-4) 1 2 1 1 1 1

Reaction to handling ([-4) 1 ] 2 1 f 2

Urination (0-2) 0 0 i 0 0 0
Defecation (0-2) 1 0 0 | 0 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1

Lacrimation {1-4) i ! 1 1 1 1

Sativation (1-4) [ j 1 1 1 i

Piloetection {0-1} 0 O 0 0 0 0
Examinationt of mucous membrane (1-2) 1 1 ] 1 1 1

Examination of skin/fur (1-2} 1 1 1 1 | 1

Examination of natural orifices (1-2) 1 1 ] 1 1 1

Animal appearance (i-3) 1 1 l ] i ]

¢) Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour {0-4) 0 0 0 0 0 0
Rearing (No.) 4 18 16 16 15 14
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1

Mobility score (1-3) 1 1 [ ] 1 1

Pupillary response (1-2) I 1 ] I I 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAIL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male

Group : I

Dose : 0 mg/kg Time : 5th week
Parameters Animal Number

(Grades) tj2]3]a]s Tl 789w
&) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 2 3 2 2 2 2
Alterations Home cage (1-7) 1 1 1 ] i 1 1 1 l 1
Vocalizations (1-2) 1 1 1 1 1 1 1 1 ] ]
Respiration (1-2) 1 1 1 1 1 1 1 1 1 l
Palpebral closer (1-4) | 1 1 1 1 1 1 i 1 1
) Handling Observations
Reaction to removal (1-4) 1 2 1 1 i 2 1 1 1 1
Reaction to handling (1-4) 1 ! 1 2 1 1 1 ! l 1
Urination (0-2) 0 1 0 0 0 0 0 1 0 1
Defecation (0-2) 0 1 0 0 0 1 0 0 [ 0
Prominence of Eye (1-3) 1 1 1 1 I 1 1 1 1 1
Lacrimation {1.4) ! ! ! ] ! ! ! 1 ! ]
Sabivation (1-4) i 1 H I 1 1 1 ] 1 |
Piloerection (0-1) 0 0 0 0 0 0 0 ¢ 0 0
Examination of mucous membrane (1-2} [ t 1 1 1 1 1 1 1 i
Exarmnination of skin/fur {1-2} 1 1 1 1 1 1 1 1 1 ]
Examination of nafural orifices (1-2) 1 ] | I 1 1 l 1 i i
Animal appearance (1-3) i i i 1 i 1 1 I 1 ]
¢) Open Field Observations 7
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 13 16 17 16 15 18 15 17 5 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 {
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) ] i 1 | 1 1 1 1 1 ]
Mability score (1-3) 1 l 1 ] I 1 1 I ] 1
Pupillary response (1-2) | 1 1 1 1 I 1 1 1 1
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INDIVIDUAL ANIMAL - DETATLED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/0135

Test System : Sprague Dawley Rat

Sex : Female

Dose : 0 mg/kg

Group : 1

Time : 5th week

Parameters Animal Number

(Grades) el luls ][]0 w0
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 3 2 3 2 3 2
Alterations Home cage (1-7) 1 1 H 1 ! 1 I 1 1 1
Vocalizations (1-2) 1 1 1 1 ] 1 1 1 1 1
Respiration (1-2) 1 1 1 1 f I } 1 1 i
Palpebral closer (1-4) I I 1 1 1 1 1 1 1 1
b) Handling Qbservations
Reaction to removal (1-4) 1 1 1 2 1 1 2 1 1 2
Reaction to handling (1-4) 1 i 2 1 [ i 2 1 1 2
Urination (0-2) 1 1 0 1 1 0 1 0 1 1
Defecation (0-2) 1 1 0 1 0 ] 1 0 1 1
Prominence of Eve (1-3) i 1 1 1 i 1 1 1 1 |
Lacrimation {1-4) 1 | ! 1 ! ! | ! i H
Salivation {i-4) i I 1 ] 1 1 | i i 1
Piloerection (0-1) 0 0 0 ] 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 [ ] 1 1 I 1 1 1 |
Examination of skin/fur (1-2) 1 1 1 1 1 1 1 I 1 1
Ixamination of patural orifices (1-2) i | i 1 1 1 1 1 1 1
Animal appearance (1-3) 1 i 1 1 1 1 ] 1 1 i
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour {(0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 16 17 16 18 14 16 I8 15 14 19
Clonic movements (0-3) 0 0 0 0 0 0 0 0 ¢ 0
Tonie movements (0-3) 0 0 0 0 0 0 0 0 0 ¢
Gait pattern {1-7) 1 1 i 1 1 i 1 1 1 1
Mobility score (1-3) ] 1 1 1 I 1 | 1 1 1
Pupillary response (1-2) 1 i 1 1 1 1 1 1 1 ]
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INDIVIDUAL ANIMAL - DETATLED CLINICAL OBSERVATIONS

Laboratory Test Ttem Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male

Dose : 0 mg/kg (Reversal)

Group : II
Time : 5th week

Parameters Animal Number

(Grades) 21 | 2 123 [ 24 [ 25 [ 26
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Home cage (1-7) I 1 1 1 1 i
Vocalizations ([-2) 1 1 1 | 1 1
Respiration {1-2) 1 1 1 1 [ 1
Palpebral closer (1-4) ] 1 1 1 1 1
b} Handiing Observations
Reaction to removal {1-4) 1 1 1 2 2 !
Reaction to handling (-4} 1 1 2 ] 1 2
Urination (0-2) 0 1 0 0 1 0
Defecation (0-2) 1 1 0 0 1 4
Prominence of Eye (1-3) 1 1 1 1 i 1
Lacrimation (1.4} i i 1 ! ] ]
Salivation (1-4) i | ] 1 1 i
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) i ] 1 1 1 I
Examination of skin/fur (1-2) 1 1 ] I 1 i
Examination of natural orifices (1-2) 1 1 l 1 ] l
Animal appearance (1-3) 1 i 1 ] 1 I
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviouwr (0-4) 0 ¢ 0 0 0 0
Rearing (No,) 18 13 i5 17 14 18
Clonic movements {0-3) 0 0| 0 0 0 0
Tenic mavements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 I 1 1
Mobility score (1-3) 1 1 1 ] 1 1
Pupillary response (1-2) 1 i 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : 11
Dose : 0 mg/kg (Reversal) Time : 5th week
Parameters Animal Number
(Grades) 27 | 28 [ 20 [ 30 | 31 | 32

a) Hente Cage Observations

Behavior in Home cage (1-5) 2 2 3 2 2 2

Alterations Home cage (1-7) 1 | 1 ] 1 1

Vocalizations (1-2) 1 1 1 l 1 1

Respiration (1-2) 1 i 1 1 ] 1

Palpebral closer (1-4) 1 1 1 1 1 1

b) Handling Observations

Reaction to removal (1-4) 2 1 1 1 1 2

Reaction to handling (1-4) 1 [ 1 2 1 [

Urination {0-2)
Defecation (0-2)

[ R e
—
[w=)

Prominence of Eye (1-3) 1 i 1 1 1 1
Lacrimation (1-4) 1 1 1 ! | H
Salivation (-4} | 1 | H i 1
Piloerection (0-1) 0 0 ] 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 I H
Examination of skin/fur (1-2) 1 1 1 1 1 ]
Examination of natural orifices (1-2) l 1 i 1 | 1
Animal appearance (1-3) 1 1 ] 1 1 ]
¢} Open Field Observations

Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 16 15 19 16 17 14
Clonic movements {0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 Y 0 0 0 0
Gait pattern {1-7) 1 1 1 1 1 ]
Mability score (1-3} 1 1 1 1 1 1
Pupitlary response (1-2) 1 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 250 mg/kg

Group : III
Time : 5th week

Parameters
(Grades)

Animal Number

33 | 34 | 35 | 36

37 |38 [30 40 [ a1 [ 2

a) Home Cage Observations

Behavior in Home cage (1-5) 2 2 2 2 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 ] 1 1 i 1 i 1

Yocalizations (1-2) 1 1 i 1 1 1 1 1 I 1

Respiration (1-2} 1 1 1 1 1 1 1 1 ] 1

Paipebral closer (1-4) 1 i 1 1 1 1 1 1 1 i

b} Handling Observations

Reaction to removal (1-4) 1 1 1 1 2 1 1 2 i 1

Reaction to handling (1-4) 1 1 1 2 i 1 1 1 2 1

Urination {0-2} 0 1 0 0 0 0 1 1 0 H

Defecation (0-2) 0 1 0 0 1 0 0 0 1 0
Prominence of Eye (1-3) i ] 1 1 1 i ] 1 I ]

Lacrimation (1-4) 1 1 1 ! 1 ] | ! ] 1

Safivation {i-4) ; | 1 ] i 1 | | i i

Piloerection (0-1) 0 0 0 0 ¢ 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 i 1 1 i i | 1

Examination of skin/fur (1-2) 1 1 1 1 1 1 1 1 ] 1

Examination of natural orifices ([-2) 1 l 1 1 ] 1 1 1 \ |

Animal appearance {1-3) i 1 1 ] | 1 1 1 1 1

¢) Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 i 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.} 14 17 15 6 15 17 19 12 14 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) i 1 I 1 i 1 1 1 1 1

Mobility score (1-3) 1 1 1 i 1 i 1 1 1 1

Pupiflary response {1-2) | 1 1 1 1 1 1 i 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : III
Dose ; 250 mg/kg Time : 5th week
Parameters Animal Number

(Grades) 43 (44 145 [a6 Ja7 [as a0 50 ]s1] s
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 3 2 2 2 3 2 2 2
Alterations Hone cage (1-7) 1 1 1 1 i i 1 1 1 1
Vocalizations {1-2) | ] 1 | 1 I 1 1 1 1
Respiration (1-2) I 1 1 1 1 1 ] i 1 i
Palpebral closer {1-4) 1 1 1 i l 1 1 1 1 1
b} Handling Observations
Reaction to removal (1-4) 1 1 2 1 i 2 1 1 2 1
Reaction to handling (1-4) i 1 ] 1 2 i 2 1 1 1
Urination (0-2) ¢ 1 0 1 0 0 i 0 i 0
Detecation ((-2) l 0 0 i 0 0 0 1 o 0
Prominence of Eye (1-3) 1 1 | 1 i 1 1 1 1 H
Lacrimation (1-4) H ! 1 i ! ! ] 1 1 !
Sabvanon (i-4) i i i i i i H i i |
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) ] 1 1 1 1 1 1 1 ] 1
Examination of skinffur (1-2) 1 1 1 1 1 i 1 i I !
Examination of natural orifices {1-2) ] 1 1 1 1 1 1 1 1 ]
Animat appearance (1-3) 1 1 1 i 1 1 I 1 i 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 19 16 17 is 16 18 19 16 18 17
Clonic movements (0-3) G G 0 0 0 0 0 O 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 G 0 0
Gait patiern (1-7) i 1 i 1 1 1 1 1 - |
Mobitity score (1-3) 1 1 1 ] 1 [ 1 1 1 1
Pupillary response (1-2) ! i 1 1 1 ! 1 1 I 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : IV
Dose : 500 mg/kg Time : 5th week
Parameters Apnimal Number

(Grades) s3 | 54 [ 55 [ 56 [ s7]58 [ 59 6061 ] e
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 3 3 2 2 3 2 3 3
Alterations Home cage (1-7) i 1 1 1 1 t i 1 1 I
Yocalizations (1-2) 1 1 i i 1 1 1 1 1 1
Respiration (1-2) I 1 1 1 1 1 1 t 1 !
Palpebral closer (1-4) 1 1 1 1 1 i 1 1 1 l
) Handiing QObservations
Reaction to removal (1-4) 2 1 I 2 2 1 I 1 2 1
Reaction to handling (1-4) 1 2 1 1 i 1 2 2 1 i
Urination (0-2) i 0 1 { 0 1 1 1 1 1
Defecation (0-2) 1 i 1 0 1 1 1 0 1 0
Prominence of Eye (1-3) 1 1 1 | i 1 1 1 i 1
Lacrimation {1-4} i 1 1 i ! ! 1 ! ! ]
Sadivation (1-4) 1 i ] 1 ! } ] ] 1 !
Piloerection (0-1) 0 0 0 ) 0 0 ) 0 0 0
Examination of mucous membrane (1-2) i 1 1 1 [ 1 1 i 1 i
Examination of skin/fur (1-2) 1 1 1 1 1 1 1 1 ] 1
Examination of natural orifices (1-2) 1 1 1 i ] I 1 1 1 I
Animal appearance (1-3) ] 1 1 1 i 1 1 H i 1

~-c) Open Field Observations

Stereotype behaviowr (0-2) 0 0 0 0 0 ) 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 ¢ 0 0 0
Rearing (No.) 16 14 18 17 15 14 16 18 17 16
Clonic movements (0-3) ] 0 ¢ 0 0 0 ] 0 0 0
Tonic movements {(-3) 0 0 0 0 0 ¢ 0 0 0 0
Gait pattern (1-7) 1 1 I 1 i 1 | 1 I 1
Maobility score (1-3) 1 1 i 1 1 ] 1 I 1 i
Pupillary response (1-2) ! 1 1 i 1 1 1 1 I 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : IV
Dose : 500 mg/kg Time : 5th week
Parameters Animal Number

(Grades) 63 | 64 | 65 | 66 [ 67 [ 68 |60 |0 [71 [ 72
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 i 1 i 1 1 1 1 l
Vocalizations (1-2) I 1 1 1 1 I H 1 i 1
Respiration (1-2) 1 1 [ i i | 1 1 1 |
Palpebral closer (1-4) 1 1 1 | 1 1 | 1 1 i
b} Handling Observations
Reaction to removal (1-4) ) 1 1 2 1 1 2 1 1 1 1
Reaction to handiing (1-4) 1 1 | i 2 1 l 2 1 1
Urination {0-2} 0 1 1 0 ] ] 0 0 0 0
Defecation (0-2) 0 0 1 0 0 0 0 I 0 0
Prominence of Eye (1-3) 1 I i 1 1 1 1 1 I 1
Lacrimation (1-1 ! ! 1 1 ! 1 ! } } I
Sadivation {1-4) i 1 1 1 H 1 l 1 1 - 1
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of nucous membrane (]-2) 1 1 1 1 1 1 [ I 1 1
Examination of skin/fur (1-2) | 1 1 1 i 1 1 1 I l
Exansination of natural orifices (1-2) 1 1 [ 1 1 i 1 1 i !
Animal appearance (1-3} 1 } 1 1 1 1 i i 1 1
¢} Open Field Observations
Stereotype bebaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 4\ 0 0 0 0 0 0
Rearing (No.) 14 19 16 16 I8 15 18 17 13 17 ]
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements {(-3) 0 0 0 4\ 0 0 0 0 0 0
Gait pattern (1-7) l 1 1 i 1 1 1 I 1 1
Mobility score (1-3) 1 1 i 1 l 1 ] 1 1 !
Pupillary response (1-2) ! 1 ] [ I 1 ] 1 1 !
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group: V
Dose : 1000 mg/kg Time : 5th week
Parameters Animal Number
(Grades) 17l [ 76 [ 77779 s |81 ]s2

a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 3 3 3 2 2 2 3
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 ] 1 1 l
Respiration (1-2) I ) i 1 1 1 i ] 1 1
Palpebral closer (1-4) 1 1 1 i 1 1 1 I 1 i
b) Handling Qbservations
Reaction to removal (1-4) 2 i 1 I 1 2 2 1 2 1
Reaction to handling (1-4) 1 2 i 1 1 1 1 2 I 1
Urination {0-2) i 0 1 I 1 0 1 1 | 1
Defecation (0-2) 1 1 0 1 1 1 I 0 1 0
Prominence of Eye (1-3) I 1 1 1 1 1 1 1 1 1
Lacrimation {1-4) 1 ! 1 1 1 ! ! i i 1

[ Saltvation (1-4) ] I 1 1 ] I ) 1 1 1 i
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2} 1 ] 1 1 1 1 1 1 i 1
Examination of skin/fur (1-2) 1 1 I 1 1 1 1 1 1 1
Examination of natural orifices (1-2) i i ] 1 I 1 1 1 i 1
Animal appearance (1-3) 1 1 l 1 1 i 1 1 ] !
¢) Open Field Observations
Stereotype behaviour (0-2) o 0 o 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 18 16 14 15 17 17 16 18 14 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 i 1 I 1 1 1 1
Mobility score (1-3) ] H 1 ] 1 1 I ] 1 1
Pupitlary response (1-2) 1 1 I 1 1 1 1 1 I l
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : V
Dose : 1000 mg/kg Time : 5th week
Parameters - Animal Number

(Grades) 83 | 84 |85 [ 8o [ 87 [s8 [ 80 [0 ] o1 | 2
1) Home Cage Observations
Behavior in Home cage (§-5) 2 2 2 3 3 2 3 3 3 2
Alterations Home cage (1-7) 1 1 i i 1 1 1 1 1 |
Vocalizations (1-2) 1 1 1 1 1 1 1 I l 1
Respiration (1-2) 1 1 1 1 i 1 1 1 1 i
Palpebral closer (1-4) 1 1 1 1 1 1 1 1 I 1
b) Handling Observations
Reaction to removal (1-4) 1 2 2 f 1 1 1 2 i 1
Reaction to handling (1-4) vl 2 b2 2 b2
Urination {(0-2) 1 1 1 1 0 0 1 1 | 0
Defecation (0-2) 0 1 0 ] I l 0 1 1 {
Prominence of Eye (1-3) 1 1 | 1 ] 1 1 1 1 [
Lacrimation (1-4) 1 1 1 ! 1 1 1 i ! !
Sulivavion (i-4) i i i 1 1 i 1 1 i |
Piloereetion (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of nucous membrane (1-2) 1 1 1 1 1 1 [ 1 1 1
Examination of skin/fur (1-2) 1 1 I 1 1 1 1 1 1 1
[Examination of natural orifices {1-2) I 1 1 ] l 1 1 1 i l
Animal appearance (1-3) 1 1 ] i 1 | 1 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour ((-4) 0 0 0 0 0 0 0 0 0 |0
Rearing (No.} 18 14 12 15 17 13 15 16 16 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1+7) 1 1 | 1 1 i 1 I i 1
Mobility score (1-3} 1 1 1 i 1 ! 1 1 1 1
Pupillary response (1-2) 1 I 1 1 i 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 5th week
Parameters Animal Number

(Grades) 93 | 94 195 | 96| 97 | o8
a) Home Cage Observations 5
Behavior in Home cage (1-5) 2 2 3 3 2 3
Alterations Home cage (1-7) 1 I 1 1 1 I
Vocalizations (1-2} I 1 1 i ; 1 1
Respiration (1-2) 1 i 1 1 ] 1
Palpebral closer (1-4) ) 1 I 1 1 i 1
b) Handling Observations
Reaction to removal (1-4) 2 | 1 2 1 1
Reaction to handling (1-4) I 2 1 ] 1 2
Urination (0-2) 0 1 0 I 1 1
Defecation (0-2) I 0 1 1 0 0
Prominence of Eye (1-3) 1 1 I 1 1 l
Lacrimation (1.4} H ] 1 | 1 1
Salvvation (i-4) i i i i i i
Piloerection {0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 | 1 1 i 1
Examination of skin/fur {1-2) 1 1 I i 1 1
Examination of natural orifices (1-2) i 1 1 1 1 1
Animal appearance (1-3) 1 1 1 ] 1 i
¢} Open Field Observations
Stercotype behaviour (0-2) 0 0 O 0 0 0
Bizzare behaviour (0-4) 0 0 Y 0 0 0
Rearing (No.) 15 14 17 14 13 17
Clonic movements (0-3) 0 O 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 ¢
Gait pattern (1-7) 1 1 1 1 1 1
Mobility score (1-3) i 1 1 1 I 1
Pupillary response (1-2) l i 1 | 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : VI
Dose : 1000 mg/kg (Reversal) Time : 5th week
Parameters Animal Number
(Grades) 99 | 100 { 101 ] 102 | 103 | 104
1} Home Cage Observations
Behavior in Home cage (1-5) 3 2 2 3 2 3
Alfterations Home cage (1-7) 1 1 1 i | 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) 1 1 i 1 i |
Palpebral closer (1-4) 1 1 1 1 l 1
Iy} Handling Observations
Reaction to removal (1-4) 2 1 1 2 1 1
Reaction to handling (1-4) 1 2 2 1 1 1
Urination {0-2}) 1 0 I 1 i 0
Defecation (0-2} ) 1 0 1 0 0
Prominence of Eve (1-3) 1 1 1 1 1 ]
Lacrimation (1-4) 1 ) 1 ! 1 |
Saiivaiion {§-4} i i i i H ]
Piloerection (0-1) 0 0 0 ¢ 0 0
Examination of mucous membrane {1-2) 1 1 1 1 1 1
Examination of skin/fur (1-2) ] 1 i 1 1 1
Examination of natural orifices (1-2) i 1 1 1 i i
Animal appearance (1-3) | I 1 1 1 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 ) 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing {(No.) 14 Io 17 12 15 13
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7} ] I i 1 1 1
Mobility score (1-3) 1 1 1 ! i 1
Pupillary response (1-2) 1 I 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male . Group : 1
Dose : 0 mg/kg Time : 6th week
Parameters Animal Number

(Grades) tl23i4a]sTe] 7189 0
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 2 2 2
Alierations Home cage (1-7) I 1 i 1 1 1 1 1 i I
Vocalizations (1-2) 1 1 1 1 1 1 1 1 1 1
Respiration (1-2) 1 1 1 1 1 1 1 1 1 [
Patpebral closer (1-4) 1 f 1 1 1 1 1 1 1 1
b} Handling Observations
Reaction to removal (1-4) 1 1 ] f 1 2 1 1 1 1
Reaction to handling (1-4) 1 1 1 1 1 1 2 1 ] 1
Urination (0-2) 0 1 0 0 0 0 1 0 0 1
Defecation {0-2) 0 0 0 0 1 0 0 0 1 0
Prominence of Eye (1-3) 1 i 1 1 H 1 1 1 ] 1
Lacrimation (}-4) | 1 ¥ ! 1 1 ! 1 ! !
Salivarion (i-4) | i i i I 1 | 1 1 I
Piloerection (0-1) 0 0 0 0 0 0 0 0 6 0
Examination of mucous membrane {1-2) 1 1 I 1 1 [ 1 1 1 1
Examination of skin/fur (1-2) 1 i 1 1 1 1 1 1 1 ]
Examination of natural orifices (1-2) i | 1 1 | 1 1 ] t |
Animal appearance {1-3) ! 1 1 } 1 1 ] 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 O 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 14 i3 18 17 16 19 16 17 16 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) | i 1 1 i 1 1 1 1 i
Mobility score (1-3) 1 ] i 1 1 1 1 1 I 1
Pupiliary response (1-2) ] ] ] ] ] 1 ] 1 1 ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : O mg/kg

Group :

Time

1
: 6th week

Parameters Animaj Number

(Grades) n |l el ][] ]
4) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 I 1 1 1 1 1 1
Vocalizations (1-2) 1 I 1 1 i 1 1 1 1 [
Respiration (1-2) 1 1 1 1 1 1 1 1 1 1
Palpebral closer (1-4) i } 1 1 1 1 1 1 ] ]
1) Handling Observations
Reaction to removal (1-4) 1 1 1 2 1 1 1 2 1 1
Reaction to handling (i-4) | 1 1 2 ] 1 2 1 1 i
Urination {0-2) 0 1 0 ! 0 1 1 0 0 0
Defecation (0-2) 0 0 0 ] 0 l 0 0 0 0
Prominence of Eye (1-3) 1 1 1 H 1 1 1 1 1 ]
Lacrimation (1-4) ! ] 1 ! 1 ! ! H 1 I
Salivation (1-4) } i ] i i ] ] ] 1 1
Piloerection (0-1) 0 0 0 ] 0 0 ] 0 0 0 |
Examination of mucous membrane (1-2) 1 1 1 t 1 1 [ i 1 1
Examnination of skin/fur (1-2) 1 1 1 | 1 | i 1 ] 1
Examination of natural orifices (1-2) I 1 1 I ] 1 I 1 l 1
Animal appearance {1-3) 1 1 i 1 1 1 1 1 1 !
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 ¢ 0 0 0 0 0
Rearing (No.) 16 18 17 9 15 16 18 16 19 20
Clonic moventents (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 ]
Gait pattern (1-7) 1 1 i 1 1 | 1 1 I i
Mobility score (1-3) 1 ] 1 1 1 ! 1 I 1 1
Pupiltary response (1-2) ] 1 I 1 1 1 I 1 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 0 mg/kg (Reversal)

Group : 11
Time : 6th week

Parameters Animal Number

(Grades) 21 | 22 [ 23 ] 24 25 | 2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2
Alterations Home cage (1-7) i 1 1 1 i 1
Yocalizations (1-2) 1 ] 1 1 1 1
Respiration (1-2) 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 ! 1 i
b) Handling Observations
Reaction to 1'emoyal (1-4y i 1 2 1 1 1
Reaction to handiing (1-4} 1 i 1 2 1 1
Urination {0-2} 0 1 0 0 0 1
Defecation (0-2) 0 1 1 0 0 0
Prominence of Eye (1-3) I 1 1 1 1 1
Lacrimation (1.4} ! 1 ! ! I !
Salivation (1-4} 1 ) H i 7“1 1
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) [ 1 1 1 1 H
Examination of skin/fur (1-2) 1 1 ] 1 1 1
Examination of natural orifices (1-2) 1 l H ] i 1
Animal appearance (1-3) 1 i 1 I ] 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 ] 0 0 0 0
Rearing (No.) 19 14 17 16 14 19
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements {0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 ] 1 1 I
Mobility score {1-3) 1 1 1 ! 1 1
Pupiltary response (1-2) 1 1 l 1 ] 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female Group : II
Dose : 0 mg/kg (Reversal) Time : 6th week
Parameters Animal Number

B  (Grades) 27 | 28 | 29 | 30 | 31 | :
_8) Home Caze Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 I 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) 1 1 i 1 1 l
Palpebral closer (1-4) 1 1 1 I 1 1
b Handling Observations
Reaction to removal (1-4) 1 H 2 1 1 1
Reaction to handling {1-4) 1 1 1 2 t 1
Urination {0-2} 0 1 0 0 1 0
Defecation (0-2) 0 1 1 0 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1
Lacrimation (I-4) ! 1 i } ] J
Salivation (1-4) i 1 l H 1 1
Piloerection {0-1) 0 it 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1
Examination of skinffur (1-2} 1 1 l 1 1 1
Examination of natural orifices (1-2) [ 1 1 1 1 1
Animal appearance (1-3) 1 1 1 1 1 H
¢) Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour {0-4) 0 0 0 0 0 0
Rearing (No.) 16 19 18 20 20 16
Clonic movements {0-3) G 0 0 0 G 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1
Mobility score (1-3) 1 1 1 1 1 I
Pupillary response (1-2) I ] 1 | 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Male Group : 111
Dose : 250 mg/kg Time : 6th week
Parameters Animal Number

(Grades) 3 ]335 3 373 [30[a]a]a

&) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 2 3 2 2 2 2
Alterations Home cage (1-7) ] 1 I 1 i 1 1 1 1 1
Vocalizations (1-2) 1 1 1 [ 1 1 1 1 1 1
Respiration (1-2} 1 1 1 1 i 1 1 1 1 i
Palpebral closer (1-4) i 1 1 1 1 I i 1 1 |
b} Handling Observations
Reaction to removal (1-4) 1 1 [ 2 1 1 1 1 1 1
Reaction to handling (1-4) 1 1 1 1 1 2 1 1 1 1
Urination {0-2} 0 i 0 0 0 1 0 0 0 0
Defecation (0-2) ) 1 0 0 0 I ; 0 1 0
Prominence of Eye (1-3) 1 I I 1 1 1 1 1 t |
Lacrimation {1-4) 1 ! ! ] ! 1 1 ! ! ]
Salivation ({-4) i i i ] } 1 1 1 ] I

. Piloerection {0-1} 0 0 0 0 0 0 0 0 0 0
Examinatien of mucous membrane (1-2) 1 1 i 1 i 1 1 i I |
Examination of skin/fur (1-2) 1 1 1 1 1 1 1 | 1 1
Examination of natural orifices (1-2) 1 1 1 1 H 1 1 1 { 1
Animal appearance (1-3) 1 1 ] 1 1 ] 1 1 1 i
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 O 0 ) 0
Bizzare behaviour {0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (Neo.) 15 18 16 16 15 18 | 20 13 15 16
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 it 0 0 0 ] 0 0
Gait pattern (1-7) [ i 1 1 1 1 1 i 1 1
Mobility score (1-3) 1 ] 1 1 1 I 1 I i ]
Pupillary response (-2} 1 1 I 1 1 1 1 1 1 1
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Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female

Dose : 250 mg/kg

Group : III
Time : 6th week

Parameters Animal Number

(Grades) 43 [ 44 a5 Jac [ 47 [ 48 [ 49 ] 50 | 51 | 52
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 2 2 3 3 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 [
Vocalizations (1-2) 1 i ] 1 i ] 1 1 ] |
Respiration ([-2) i I i 1 1 1 1 1 1 ]
Palpebral closer (1-4) 1 1 1 1 1 I i i i |
b) Handling Observations
Reaction to removal (1-4) I 2 I 1 2 2 1 1 1 1
Reaction to handling (1-4} 1 i 2 1 1 2 1 1 2 1
Urination (0-2) [ 0 0 0 0 1 0 1 1 0
Defecation {0-2) ] 0 1 ] 1 0 0 1 0 0
Prominence of Eye (1-3) I 1 1 1 1 1 1 l 1 1
Lacrimation (1-4) ! i 1 1 ! 1 1 ! 1 !
Salivation (1-4) i | i 1 i ]M 1 1 | 1
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane ([-2) 1 1 i 1 [ 1 1 i 1 ]
Examination of skin/fur (1-2) 1 i ] 1 1 1 1 1 ] l
Examination of natural orifices (1-2) ] 1 I 1 | 1 l 1 ] l
Animal appearance (1-3) 1 1 1 ] 1 i 1 1 1 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 o
Bizzare behaviour {0-4) 0 0 o 0 Y 0 0 0 0 0
Rearing (No.) 18 20 16 i6 19 17 15 14 16 19
Clonic movements {0-3) 0 0 0 0 0 0 0 0 ¢ ]
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) l 1 1 i ] 1 1 | 1 1
Mobility score (1-3) 1 1 1 ] H 1 1 1 | 1
Pupillary response (1-2) 1 1 1 [ 1 I 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : IV
Dose : 500 mg/kg Time : 6th week
Parameters Animal Number

(Grades) 53 54 | ss|s6|s7[s8]s9 606 ] 62
a) Home Cage OQbservations
Behavior in Home cage (1-5) 3 2 2 2 3 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 i 1 |
Vocalizations (1-2) 1 1 I 1 1 ] 1 1 I 1
Respiration (1-2) 1 1 1 [ 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 1 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 2 1 1 2 I i 1 1 1
Reaction to handling (1-4) 1 1 2 ] 1 1 2 | 1 1
Urination (0-2}) 0 1 0 I 1 1 0 1 1 1
Defecation (0-2) 0 i 0 0 0 1 0 0 1 0
Prominence of Eye (1-3) 1 | 1 1 1 i 1 1 1 l
Lacrimation (1-4) 1 1 H 1 1 H ! ! 1 !
Salivigion {i-4) i i i i | i i : i |
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (i-2) [ 1 | 1 1 1 1 1 1 i
Examination of skin/fur (1-2) 1 1 i 1 1 1 1 1 1 1
Examination of natural orifices (1-2) 1 1 1 ] 1 1 i 1 1 {
Animal appearance (1-3) i i 1 l 1 1 1 H 1 ]
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 17 15 18 16 16 15 17 19 18 16
Clonic moveimnents (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) 1 1 [ 1 | 1 1 1 1 |
Mobility score (1-3) 1 1 1 i 1 I 1 1 1 I
Pupillary response (1-2) l I 1 1 1 1 l ] 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : IV
Dose : 500 mg/kg Time : 6th week
Parameters Animal Number

(Grades) 63 |64 | o5 |66 [67 o8 [60 |70 71 [ m
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 i 1 1 1 1 1 1
Vocalizations {1-2) 1 1 1 1 1 1 1 1, 1 1
Respiration (1-2) 1 I 1 1 l 1 1 ] 1 1
Palpebral closer (1-4) 1 1 1 1 ] 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 1 2 2 1 H
Reaction to handling (1-4) 1 1 2 1 2 i 1 l 2 1
Urination (0-2) 0 1 0 1 1 0 ¢ 0 ¢ 0
Defecation (0-2) 0 [ 0 0 0 0 1 ¢ ] 0
Prominence of Eye (1-3) i 1 1 l 1 1 1 1 1 1
Lacrimation (1-4) 1 1 1 1 ! 1 ! 1 i ]
Salivation {i-4} I i I 1 1 1 H 1 1 1
Piloerection (0-1) 0 0 0 0 0 0 0 6 0 0
Examination of mucous membrane (1-2) 1 | 1 1 | 1 I 1 1 i
Examination of skin/fur (1-2) 1 1 1 1 1 i 1 1 1 1
Examination of natural orifices (1-2) 1 1 ] i 1 1 i 1 1 |
Animal appearance (1-3) i i 1 1 1 1 1 1 1 }
¢) Open Field Observations
Stereotype bchaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour {0-4) 0 0 ] ¢ 0 0 0 0 0 0
Rearing (No.) 14 17 £S5 16 18 13 14 17 I3 16
Clonic movements (0-3) 0 0 0 0 0 ¢ 0 0 0 0
Tonic movements (0-3) ¢ 0 0 0 0 0 0 0 0 0
Qait pattern (1-7) 1 l 1 1 | t 1 i | ]
Mobility score (1-3) 1 1 i 1 l ] 1 1 ] 1
Pupillary response (1-2) 1 1 ] I 1 I i 1 1 !
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : V
Dose : 1000 mg/kg Time : 6th week
Parameters Animmai Number

(Grades) 73i74{75]76|77|78{79{80|81|sz
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 2 2 3
Alterations Home cage (1-7) 1 i 1 1 | 1 1 1 1 l
Vocalizations (1-2) i 1 1 1 1 I 1 i i 1
Respiration (1-2) 1 1 1 i 1 1 1 1 1 l
Palpebral closer (1-4) ‘ 1 ] 1 1 1 1 1 I l 1
b) Handling Observations
Reaction to removal (1-4) I 2 2 2 1 ! 2 i 1 ]
Reaction to handling (1-4) 1 1 1 1 1 2 1 1 2 1
Urination (0-2) 0 1 ] 0 0 1 0 0 1 1
Defecation (0-2) 0 0 0 0 1 0 0 1 0 0
Prominence of Eye (1-3) 1 1 1 I 1 1 1 l 1 1
Lacrimation {1.4) ! ! 1 ! ! 1 ! ! ! 1

wSaiivmion (1-4) H i 1 1 - | ! 1 1- 1 I

Piloerection (0-1) 0 0 0 0 0 0 0 O 0 0 B
Examination of mucous membrane (1-2) 1 1 I 1 1 1 1 1 1 1
Examination of skin/fur (1-2) I 1 ] I 1 1 1 1 1 l
Examination of natural orifices (1-2) 1 i 1 1 1 l 1 1 1 1
Animal appearance (1-3) ] 1 1 1 1 1 l i ] ]
¢} Open Field QObservations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 ¢ ] 0
Rearing (No.) 19 17 15 16 18 19 15 18 16 17
Clonic mavements (0-3) 0 0 0 0 0 O 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 ] 0
Gait pattern (1-7) | [ 1 1 I 1 1 1 i i
Mobitity score (1-3) 1 ! 1 1 1 1 I ] 1 ]
Pupillary response (1-2) I i 1 1 1 1 ! 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : V
Dose : 1000 mg/kg Time : 6th week
Parameters Animal Number

(Grades) 83|s4|35|86{87|88{89|90|91{92
&) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 1
Vocalizations (£-2) i 1 1 1 1 I i 1 1 1
Respiration (1-2} I 1 i ! 1 1 1 1 1 1
Palpebral closer {1-4) 1 1 1 1 ] 1 1 1 l 1
b) Handling Observations
Reaction to removal (1-4) ! 2 1 1 2 1 2 1 1 1
Reaction to handling (1-4) 1 1 2 1 2 1 1 2 2 1
Urination {0-2) 0 1 0 0 0 ] 1 0 0 0
Defecation (0-2) I i 0 0 0 0 1 0 0 0
Prominence of Eye (1-3) 1 1 I 1 1 1 1 i 1 I
Lacrimation {1-4} ! ! 1 1 i ! 1 ! ] f
Sahvation (1-4) 1 i ] 1 1 1 1 ! H i

- Piloerection (0-1) 0 0 ] 0 0 0 4 0 0 0

Examination of mucous membrane (1-2) 1 1 1 1 i 1 1 l 1 1
Examination of skin/fur (1-2) 1 H 1 1 1 1 1 1 i i
Examination of naturat orifices (1-2) 1 ] i i I 1 i 1 1 ]
Animal appearance (1-3) 1 1 1 | 1 1 1 i 1 1
¢} Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 19 5 13 16 16 14 16 17 17 i5
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 1, 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 H 1 1 1 | ]
Mobility score (1-3) I I 1 1 1 1 ] l 1 I
Pupillary response (1-2) I 1 1 1 1 1 i 1 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 6th week
Parameters Apimal Number

(Grades) 93 | 94 [ 95 [ 96 | o7 | 08
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Home cage (1-7) 1 | 1 1 1 1
Vocalizations (1-2) | 1 i 1 I 1
Respiration {1-2) 1 1 1 I 1 1
Palpebral eloser (1-4) I ] 1 1 1 1
b) Handling Observations
Reaction to removal {-4) 1 2 i 1 i 2
Reaction to handling (1-4) 1 1 1 2 1 1
Urination (0-2) 0 1 0 0 1 0
Defecation (0-2) 1 1 0 1 0 0
Prominence of Eye (1-3) 1 1 1 i 1 1
Lacrimation {1-4} 1 ! 1 ] 1 !
salivadon {1-93 i i i i i i
Pilocrection (0-1) 0 0 0 0 ) 0
Examination of mucous membrane (1-2) [ i 1 1 1 1
Examination of skin/fur (1-2) 1 1 ] 1 1 I
Examination of natural orifices (i-2) ] i 1 1 j 1
Animal appearance (1-3) i 1 | 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 16 15 18 15 16 19
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 O
Gait pattern (1-7) 1 ] 1 i i 1
Maobility score (1-3) i i 1 1 1 ]
Pupiltary response (1-2) 1 1 i I 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code ; TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : VI
Dose : 1000 mg/kg (Reversal) Time : 6th week
Parameters Animal Number
(Grades) 99 | 100 [ 101 [ 102 | 103 ] 104
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 3 3
Alterations Home cage (1-7) 1 1 1 1 1 I
Vocalizations (1-2) [ 1 1 1 1 1
Respiration (1-2) 1 I 1 1 1 1
Palpebral cioser (1-4) I 1 i 1 1 1
b) Handling Observations
Reaction to removal (1-4) I 2 ] 1 2 !
Reaction to handling (1-4) 1 t 2 1 2 1
Urination (0-2) 0 1 1 0 H 0
Defecation (0-2) 0 0 0 i 0 1
Prominence of Eye (1-3) I 1 1 1 1 I
Lacrimation (1-4) 1 ! 1 1 1 1
Salivation {i-4) i i i i i i
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2} 1 i 1 1 i I
Examination of skin/fur (1-2) I 1 1 l 1 1
Examination of natural orifices (1-2) i 1 1 1 I 1
Animal appearance ([-3) 1 i 1 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 15 [6 18 13 16 14
Clonic movements (0-3) 0 0 0 0 0 G
Tonic movements {0-3) 0 0 0 0 0 0
Gait pattern (1-7) i 1 1 1 i 1
Mobility score (1-3) 1 i ] 1 1 1
Pupillary response (1-2) ] ] i i I i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test Systen1 : Sprague Dawley Rat

Sex  : Male Group : 1
Dose : 0 mg/kg Time : 7th week
Parameters Animal Number

(Grades) L2 ]3| a]s5[s[7]8]9T w0
a) Home Cage Observations
Bebavior ip Home cage (1-5) 2 2 3 2 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 i 1 1 1
Vocalizations (1-2) 1 1 [ 1 1 1 1 i i 1
Respiration (1-2} 1 1 1 [ | l 1 I 1 1
Palpebral closer (1-4) i 1 1 1 i 1 1 1 1 [
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 1 2 1 1 1
Reaction to handling (1-4) 1 1 1 H 2 1 1 i 1 1
Urination {(0-2) 1 0 0 1 0 0 0 1 0 0
Defecation (0-2) 1 0 0 0 I 0 0 1 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 1 1
Lacrimation (1-4) 1 1 1 i ! 1 ! ! ! !
Salivation {i-4) i i i I i i i 1 i }
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 i 1 1 ] | i 1 | i
Examination of skin/fur (1-2) H 1 1 1 1 i 1 i 1 ]
Examination of natural orifices (1-2) 1 1 1 1 i 1 I 1 i i
Animal appearance (1-3) 1 1 i 1 1 i 1 1 1 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 ] 0 0 0
Rearing {(No.} 13 12 16 17 13 B! 12 1 13 12
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 ]
Gait pattern (1-7) 1 1 1 I i 1 1 ] i t
Mobility score (1-3) 1 1 1 1 1 1 1 1 1 1
Pupillary response (1-2) I 1 1 [ 1 1 i 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : |
Dose : 0 mg/kg Time : 7th week
Parameters Animal Number

(Grades) ][] s o
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 3 2 2 2 3 2
Alterations Home cage (1-7) 1 I i 1 1 1 I 1 i 1
Vocalizations (1-2) 1 1 1 1 I 1 1 1 1 1
Respiration {1-2) 1 1 1 1 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1] ! 1 1 1 1 I
b) Handling Observations
Reaction to removal (1-4) 1 2 | i 1 2 1 1 l 2
Reaction to handling (-4} 2 1 1 2 1 2 1 1 1 1
Urination (0-2) 1 1 0 0 0 1 0 0 0 1
Defecation (0-2) 0 [ 0 1 0 ¢ 0 1 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 I 1 1
Lacrimation (1-4) 1 ! i 1 ! i 1 ! ] !
Sajivation (i-4) i i 1 ) : 1 1 | I -
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 [ I 1 1 I 1 1
Examination of skin/fur (£-2) i i 1 1 1 1 1 1 I i
Examination of natural orifices (1-2) 1 1 i 1 1 1 1 1 1 1
Animal appearance (1-3} l 1 ] i ] [ i i 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 o
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 15 17 14 16 18 13 17 12 14 il
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tontc movements {(-3) 0 0 ¢ 0 0 0 0 0 0 0
Gait pattern (1-7) ] 1 1 I 1 I 1 1 l i
Mobility score (1-3) [ i | 1 1 1 1 I 1 1
Pupillary response (1-2) I ] I 1 1 1 I 1 1 l
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 0 mg/kg (Reversal)

Group : I

Time : 7th week

Parameters Animal Number

(Grades) 21 |2 [ 23 24 [ 25 | 26
#) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Home cage (1-7) ] i 1 1 1 1
Vocalizations (1-2) 1 1 1 i [ 1
Respiration (1-2) 1 1 | | 1 1
Palpebral closer (1-4) 1 1 1 1 l 1
b) Handling Observations
Reaction to removal (I-4) 1 2 1 1 [ 1
Reaction to handling (1-4) 1 1 2 1 1 1
Urination (0-2) 0 1 0 0 1 0
Defecation (0-2) 0 0 0 1 O 0
Prominence of Eye (1-3) 1 1 1 1 1 ]
Lacrimation (1-4) 1 ! 1 ! 1 i
Safivation (1-4) t 1 1 i i 1
Piloerection (0-1) 0 0 0 0 0 0
Exasmination of mucous membrane (1-2) 1 1 1 1 1 |
Examination of skin/fur (§-2) 1 1 1 t i 1
Examination of natural orifices (1-2) i ] 1 1 1 1
Animat appearance (1-3} 1 1 1 1 ] H
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 16 13 15 14 13 18
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 | 1 1
Mobility score (1-3) 1 I ! | 1 1
Pupillary response (1-2) 1 1 1 I ] I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female
Dose : 0 mg/kg (Reversal)

Group : 11

Time : 7th week

Parameters

(Grades)

Animal Number

27|23[29{30f31|32

a) Home Cage Observations

Behavior in Home cage (1-5)

2 3 3 2 2 2

Alterations Home cage (1-7) 1 I i 1 1 I
Vocalizations (1-2} 1 1 1 1 1 1
Respiration (1-2) i 1 1 1 1 |
Palpebral closer (1-4) l i i 1 I 1

b) Handling Observations

Reaction to removal (1-4)

Salivation {1-43

Reaction to handling (i-4) 1 2 I 2 i 1
Urination {0-2) 1 0 0 1 0 0
Defecation (0-2) 0 1 1 0 0 ¢
Prominence of Eye (1-3) 1 1 1 ] 1 ]
Lacrimation (1-4) 1 ! ! 1 ! !

i H H i i 1

Piloerection (0-1)

Examination of mucous membrane (1-2)

Exanunation of skinfur (1-2)

Examination of natural orifices (1-2)

Animal appearance {1-3)

¢) Open Field Observations

Stereotype behaviour (0-2)

Bizzare behaviour ((-4)

0 ¢ O 0 0 o

Rearing {No.)

12 14 18 15 13 17

Clonic movements (0-3)

Tonic movements (0-3)

Gait pattern (1-7)

Mobility score (1-3)

Pupiliary response (1-2)
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male

Dose : 250 mg/kg

Group : 111
Time : 7th week

Parameters
{Grades)

Animal Number

33!34]35]36[37|38|39|40|41]42

a) Home Cage Observations

Behavior in Home cage (1-5) 2 2 3 2 2 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 | 1 1 1 1

Vocalizations (1-2) i 1 1 1 1 1 1 1 1 1

Respiration (1-2) 1 1 H 1 1 I 1 i 1 1

Palpebral closer (1-4) 1 1 1 1 1 1 1 1 [ i

b) Handling Observations

Reaction to removal (1-4) i 2 1 1 i 2 1 1 I 1

Reaetion to handling (1-4) 1 1 2 1 1 1 1 I 1 1

Urination {0-2) 0 1 0 0 0 0 1 0 0 0
Defecation (0-2) 0 1 0 0 0 I 0 0 0 0
Prominence of Eye (1-3) 1 1 i 1 1 1 I 1 1 l

Lacrimation (1-4) 1 1 1 ! 1 1 1 ! [ I

Sabivation (1-4) i H i | 1 i 1 1 ] 1

Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) ] 1 1 1 1 1 1 [ I 1

Examination of skin/fur (1-2) 1 I 1 1 l ; 1 1 1 1

Examination of natural orifices (1-2) 1 i I 1 1 1 i 1 l 1

Animal appearance (1-3) H 1 1 1 1 1 1 i I 1

¢) Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 18 i3 16 15 I3 11 16 4 13 iz
Clonic mevements (0-3) 0 0 0 0 0 G 0 0 0 0
Tonic movements ((-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern ([-7) 1 1 t 1 1 I 1 1 I 1

Mobility seore (1-3) 1 1 | 1 1 1 1 f 1 i

Pupillary response (1-2) 1 I l 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 250 mg/kg

Group : 111
Time : 7th week

Parameters
(Grades)

Animal Number

43|44|45|46|47[48]49|50f5t|52

a) Home Cape Observations

Behavior in Home cage (1-5) 2 2 3 2 2 2 3 3 2 3

Alterations Home cage (1-7) i 1 1 1 1 I 1 1 1 1

VYocalizations {1-2) 1 1 1 | 1 1 1 I H 1

Respiration (1-2) ] 1 1 1 1 1 1 1 1 l

Palpebral closer (1-4) 1 1 1 I 1 1 1 1 1 1

b) Handling Observations

Reaction to removal (1-4) 2 1 1 1 2 1 i 1 2 2
Reaction to handling (1-4) 1 1 2 ! 1 1 1 2 1 i

Urination (0-2} 1 0 ] 0 0 0 0 1 1 0
Defecation ((-2) 0 i 1 0 0 ] 0 0 0 I

Prominence of Eye (1-3) 1 1 1 ] 1 l i 1 i 1

Lacrimation (1-4) 1 1 1 1 1 1 1 i ! ]

Safivation {(i-4) t i 1 i : i i i | i

Piloerection {0-1} 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 l 1 I 1 I 1

Examination of skin/fur (1-2) H i 1 1 1 | 1 1 ] 1

Examination of natural orifices {1-2) I 1 1 I | 1 1 i 1 I

Animal appearance (1-3) 1 1 I ] I 1 H 1 I ]

¢) Open Field Observations

Stereotype behaviour (0-2) ) ) 0 0 0 0 0 0 0 0
Bizzare behaviour ((-4) 0 0 0 0 0 0 0 0 0 {
Rearing {(No.) 18 13 15 i8 12 16 Il 13 16 14
Clonie movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 i 1 1 1 1 1 1 l

Mobility score (1-3) 1 1 1 1 1 ] i | I 1

Pupitlary response (1-2) 1 i 1 1 ] ] 1 1 1 1
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INDIVIDUAL ANIMAL - DETATILED CLINICAL OBSERVATIONS

Laboratory Test I[tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : IV
Dose : 500 mg/kg Time : 7th week
Parameters Animal Number

(Grades) 53 | 54 [ 5556 [ 571 s8] 59 6061 c2
4) Home Cage Observations i
Behavior in Home cage (1-5) 2 3 3 2 2 2 2 3 3 3
Alterations Home cage (1-7) 1 1 1 } 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 ] 1 1 1
Respiration (1-2) 1 1 1 1 [ 1 f 1 1 1
Palpebral closer (1-4) 1 1 1 1 1 1 1 H i 1
b) Handling Observations
Reaction to removal (1-4) 2 1 1 1 2 2 1 1 2 1
Reaction to handling (1-4) 1 2 ] 1 1 [ 2 | 1 \
Urination (0-2) 0 1 l 1 0 1 1 i 1 1
Defecation (0-2) 1 1 1 0 1 1 1 1 0 0
Prominence of Eye (1-3) i 1 1 1 1 1 1 1 1 1
Lacrimation (1-4) 1 1 i 1 ! I i 1 1 i
Sabivation {{-4} i 1 1 i i i 1 i i i
Piloerection (0-1) G 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 ] 1 i 1 1 1 1 H
Examination of skin/fur (1-2) 1 1 1 1 1 1 t ] 1 l
Examination of natural orifices (1-2) 1 1 i i 1 1 1 i 1 1
Animal appearance (1-3) 1 1 1 1 1 1 1 1 ] ]
¢) Open Field QObservations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) { 0 0 0 0 0 0 0 0 0
Rearing (No.} 14 12 10 11 13 il 10 12 15 13
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tenic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 | 1 1 1 I 1 I 1 ]
Mobility score {1-3) l 1 i 1 i 1 1 1 [ 1
Pupillary response (1-2) 1 1 1 I ] 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : IV
Dose : 500 mg/kg Time : 7th week
Parameters Animal Number

(Grades) 63 64 | 6566 6768|6070 ] |7
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 I -1 H 1 1 1 |
Vocalizations (1-2) l 1 t 1 1 1 1 [ H ]
Respiration {1-2) 1 1 ] 1 1 1 1 1 1 1
Palpebral closer (1-4) 1 i 1 1 1 1 1 l 1 !
b) Handling Observations
Reaction to removal {1-4) 1 1 I 2 1 1 2 i I 1
Reaction to handling {1-4) 1 1 1 1 2 1 1 1 1 1
Urination (0-2) ¢ ¢ 1 0 ¢ 0 1 0 0 0
Defecation (0-2) 0 1 0 0 | 0 0 0 1 0
Prominence of Eye (1-3) 1 1 1 I 1 1 I 1 1 i
Lacrimation (1.4} 1 1 1 1 1 1 1 1 1 !
Salivation (1-4) i i i i i I 1 1 1 i
Piloerection (0-1) 0 0 0 0 0 ¢ 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1 1 I 1 1
Examination of skin/fur (1-2) i 1 1 1 1 1 1 1 I i
Examination of natural orifices {1-2) 1 i i 1 1 ] 1 1 1 1
Animal appearance (1-3) 1 ] 1 { 1 | H | 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 o 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 12 11 13 15 i3 10 12 I5 2 il
Clonic movenents (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 ¢ 0 0 0 0 0 0
Gait pattern (1-7) I 1 1 1 1 1 i 1 1 1
Mobility score (1-3) 1 1 1 1 ] I 1 1 I i
Pupillary response (1-2) ] 1 ] } 1 1 1 1 1 ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : V
Dose : 1000 mg/kg Time : 7th week
Parameters Animal Number

(Grades) B 76|17 w1980 s | s
a} Home Cage Observations
Behavior in Home cage (1-5) 2 3 3 2 3 2 2 2 3 3
Alterations Home cage (1-7) l 1 1 I 1 i 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 1 1 H 1
Respiration {1-2) 1 1 1 1 1 1 1 i 1 i
Palpebral closer (1-4) 1 1 1 1 ] 1 1 1 1 I
b} Handling Observations
Reaction to removal (1-4) 1 2 2 1 1 ! 2 1 2 1
Reaction to handling (1-4) 1 1 1 2 1 1 1 2 2 2
Urination (0-2) 1 1 0 1 0 ] 1 ) 1 ]
Defecation (0-2) i 1 1 1 1 0 1 1 0 0
Prominence of Eye (1-3) 1 1 1 l 1 1 1 1 1 1
Lacrimation (1-4) i i 1 1 ] ! 1 ! 1 ]
Salivation (1-4) i I i i I i | i 1 ]
Piloerection {0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) | 1 i 1 1 1 1 1 1 1
Examination of skin/fur {1-2) i 1 1 1 1 1 I 1 1 1
Examination of natural orifices (1-2) 1 ] 1 1 1 1 1 1 1 1
Animal appearance (1-3) i i 1 1 | 1 1 1 1 1
¢) Open Field Observations
Stereotype behaviour {0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 ( 0 0 ]
Rearing (No.) 14 15 il 13 12 10 12 14 I3 13
Clonic movements (0-3) 0 0 0 0] 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) i i 1 1 1 1 l 1 1 1
Mobility score (1-3) 1 1 ] 1 1 I 1 H 1 i
Pupillary response (1-2) 1 I 1 ] 1 ! 1 ] 1 ] N
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test Systen : Sprague Dawley Rat

Sex : Female Group: V
Dose : 1000 mg/kg Time : 7th week
Parameters Animal Number

(Grades) 83 | 84 |85 | 8o [ 87 [as [ 89 [ o0 [ o1 |

-8 Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 2 2 2
Alterations Home cage (1-7) 1 1 I 1 1 1 I I I 1
Vocalizations (1-2) 1 1 1 1 1 1 1 1 1 [
Respiration (I-2) 1 1 1 1 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 1 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 ] 2 | 1 l 1
Reaction to handling (1-4) 1 1 I 2 1 1 2 1 | i
Urination (0~2) 0 1 0] 0 0 1 0 0 0] 0
Befecation (0-2) I 0 0 0 1 0 0 0 0 0
Prominence of Eye (1-3) 1 1 1 i 1 1 1 1 1 1
Lucrimation {1-4) 1 1 1 1 i 1 1 ] ! H
Salivation (i-4) i H 1 1 | I 1 1 i 1
Piloerection (0-1) 0 0 0 0 ] 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1 i 1 1 1
Examination of skin/fur (1-2) 1 1 I 1 ! 1 1 I 1 i
Examination of natural orifices (]1-2) 1 i 1 1 1 1 I 1 i 1
Animal appearance (1-3} 1 ] i ] I 1 1 1 ] i
¢) Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour ((-4) 0 0 0 0 0 0 0 0 0 0
Rearing {No.) 17 16 14 I8 16 I5 16 15 18 13
Cionic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 U] 0
Gait pattern (1-7) 1 1 1 1 1 1 1 [ 1 |
Mobility score (1-3) I 1 | 1 1 i 1 1 I 1
Pupiliary response (1-2) i ] ] 1 1 1 1 1 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 1000 mg/kg (Reversal)

Group : VI
Time : 7th week

Parameters Animal Number

(Grades) 93 | o4 [ 95 | o6 | 97 | o
a) Home Cage Observations
Bebavier in Home cage (1-5) 2 3 2 2 3 2
Alterations Home cage (1-7) 1 I | I [ 1
Vocalizations (1-2) 1 1 1 1 1 ]
Respiration (i-2) 1 1 1 1 I ]
Palpebrat closer (1-4) 1 ] 1 1 1 1
b) Handling Observations
Reaction to removal {1-4) 1 1 2 2 1 I
Reaction {o handling (1-4) 2 1 1 2 1 1
Urination (0-2) 0 ] 0 1 1 1
Defecation {0-2) 1 1 t 0 i 0
Prominence of Eye (1-3) 1 1 1 1 1 1
Laerimation (1-4) 1 ! 1 1 1 H
Salivation (1-4} i ; i I I 1
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 ] 1
Exanmination of skin/fur (1-2) 1 i 1 ] 1 1
Examination of naturat orifices (1-2) 1 1 1 ] 1 1
Animal appearance (1-3) 1 1 ] 1 l 1
¢) Open Field Observations
Stercotype behaviour (0-2) 0 o o 0 0 o
Bizzare behavioar (0-4) 0 0 0 0 0 0
Rearing {(No.) 12 14 15 12 13 15
Clonic movements (0-3) O 0 0 0 0 0
Tonic movements {0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 i 1 I
Mobility score (1-3) ] 1 1 1 1 1
Pupillary response (1-2) 1 ] 1 1 ] 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 1000 mg/kg (Reversal)

Group : VI

Time : 7th week

Parameters

(Grades)

Animal Number

99 | 100 [ 101 [ 102 | 103 | 104

a} Home Cage Observations

Behavior in Home cage (1-5)

Alterations Home cage (1-7)

Vocalizations (1-2) 1 1 I 1 1 1
Respiration (1-2) | 1 1 1 1 i
Palpebral closer (1-4) I 1 1 1 1 I
) Handling Observations

Reaction to removal (1-4) i 1 2 1 I 1
Reaction to handling (1-4) 1 2 l i 1 1
Urination {0-2) 0 1 0 1 I 0
Defecation (0-2) 0 i 0 1 1 0
Preminence of Eye (1-3) 1 1 1 1 I 1
Lacrimation (1-4) 1 ! 1 1 1 !
Salivaton (1-4) i j i I 1 H

Piioerection {0-1)

Examination of mucous membrane (1-2) 1 1 i 1 1 1
Examination of skin/fur (1-2) i 1 ] 1 1 1
Examination of natural orifices (1-2) 1 i 1 1 1 i
Animal appearance (1-3) 1 1 1 1 H I

<) Open Field Observations

Stercotype behaviour (0-2)

Bizzare behaviour (0-4)

Rearing (No.)

Cionic movements (0-3)

Tonic movements (0-3)

Gait pattern (1-7)

Mobitity score (1-3)

Pupiliary response (1-2)
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Male
Dose : 0 mg/kg

Group : 1
Time : 8th week

Parameters Animal Number

(Grades) t 23 jalsfe[ 78] 9w
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2 2 2 2 2
Alterations Home cage (1-7) 1 1 [ i 1 1 1 1 i 1
Vocalizations (1-2) 1 1 1 1 I ] 1 1 1 H
Respiration (1-2) 1 1 1 1 1 1 i 1 1 1
Palpebral closer (1-4) I 1 1 1 1 1 1 1 1 |
b) Handling Observations
Reaction to removal (1-4} 1 i 2 I 1 1 2 1 ] 1
Reaction to handling (1-4) 1 1 1 2 I i | 1 1 ]
Urination (0-2) 0 1 0 1 0 1 0 0 0 0
Defecation (0-2) 1 0 i 0 0 0 1 0 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 1 !
Lacrimation (1-4) 1 ] 1 ! ! 1 1 ! ] !
Saiivation (i-4) i i 1 | i ! i 1 l }
Piloerection {(0-1} 0 0 0 0 0 0 () 0 0 0 B
Examination of mucous membrane (1-2) I 1 1 i 1 1 1 1 1 1
Examination of skin/fur (1-2) 1 1 1 1 i 1 1 I 1 1
Examination of natural orifices {1-2) i [ I i 1 i 1 1 ] i
Animal appearance (1-3) 1 1 i ] | 1 ; ] 1 1 N
¢) Open Ficld Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 ) 0
Bizzare behaviour {0-4) 0, () 0 0 0 0 0 0 0 ¢
Rearing (No.) 11 10 12 15 T 13 11 14 12 12
Clonic movements (0-3) 0 0 0 0 0 0 0 0 ¢ 0
Tonic movements (0-3) 0 ¢ 0 0 ¢ 0 0 ¢ ¢ 0
Gait pattern (1-7) l 1 1 i 1 1 1 1 1 i
Mobility score (1-3) 1 1 I 1 1 1 1 1 1 1
Pupillary response (1-2) 1 1 1 1 1 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : 1
Dose : 0 mg/kg Time : 8th week
Parameters Animal Number

| (Grades) e Ul w1 ] w0
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 2 2 2
Alterations Homie cage (1-7) 1 1 1 1 1 l I 1 1 l
Vocalizations ([-2) 1 1 i 1 1 1 1 I 1 1
Respiration (1-2) l 1 1 1 | 1 1 1 1 1
Palpebral closer (1-4) i i 1 1- l H i 1 1 i
b) Handling Observations
Reaction to removai (1-4) 1 1 2 i I 1 2 i I |
Reaction to handling (1-4) 1 i 1 2 i 1 1 2 1 1
Urination (0-2) 0 1 0 1 0 0 0 0 0 0
Defecation (0-2) 1 i 0 0 0 0 0 0 0 0
Prominence of Eye (1-3) 1 1 ! l ] 1 ! | 1 1
Lacrimation {1-4) 1 ! 1 1 ] 1 ! ! ] i
Salivation (1-4) | i 1 ] i | 1 I 1 I
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane {1-2) 1 i 1 1 l 1 1 1 1 i
Examination of skin/fur (1-2) 1 1 [ | 1 I ! 1 1 1
Examination of natural orifices (1-2) 1 1 i l ] i 1 1 | 1
Animal appearance (1-3) 1 i 1 1 | 1 1 1 i i
¢) Open Field Observafions
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing {(No.) 13 17 15 i4 11 13 is 16 14 e
Clonic movements (0-3) O 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 it 0 0 0 0 0
Gait pattern {1-7) | i [ 1 1 i 1 1 1 1
Mobility score (1-3) 1 1 ] I 1 l t ] I I
Pupillary response (1-2) 1 1 1 I I 1 1 1 [ I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Male

Dose : 0 mg/kg (Reversal)

Group : 1
Time : 8th week

Parameters Animal Number
o (Grades) 21 122 [ ;324 25 ] 2
) Home Cage Observitions
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1
Vocatizations (1-2) i 1 1 1 1 !
Respiration (£-2) 1 i ] 1 1 1
Palpebral closer (1-4) 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4} 1 | 2 i I 1
Reaction to handling (1-4) 1 1 1 2 1 1
Urination (0-2) 1 0 1 0 l 1
Defecation {0-2) ] ] 1 0 ] l
Prominence of Eye (1-3) ] 1 1 1 I 1
Lacrimation {1-4} ! i ! ! 1 i
Saitvation (i-4) | i i | | 1
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) H 1 1 1 f |
Examination of skin/fur (1-2) | i 1 1 1 1
Examination of natural orifices {1-2) i 1 1 i 1 1
Animal appearance {1-3) 1 1 1 1 1 1
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing {No.} 14 12 12 i1 i3 15
Clonie movements (0-3) O 0 0 0 0 0
Tonic movements (0-3) 0 O 0 0 0 0
Gait pattern {1-7) 1 1 i 1 1 i
Mobility score {1-3) ] 1 1 1 1 1
Pupillary response (1-2) 1 l I i I 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 0 mg/kg (Reversal)

Group : 11
Time : 8th week

Parameters Animal Number

(Grades) 27 {28 129 [30 ] 3 | %
a) Home Cage Ohservations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) ] 1 1 | 1 1
Vocalizations (1-2) 1 i ] 1 1 1
Respiration (1-2) 1 1 I 1 i 1
Palpebral closer (1-4) 1 1 1 i 1 1

b) Handling Observations

Reaction to removal (1-4) 1 1 2 1 1 1
Reaction to handling (1-4) 1 1 2 1 I 1
Urination {0-2) 0 1 0 1 0 0
Defecation (0-2) 1 l 0 0 0 0
Prominence of Bye (1-3) 1 1 1 1 1 1

Lacrimation (1.4}

Salivation (1-4)

Piloerection (0-1)

Examination of mucous membrane (1-2)

Exanination of skin/fur (1-2)

Examination of naturaf orifices (1-2)

Animal appearance (-3)

¢) Open Field Observations

Stereotype behaviour (0-2)

Bizzare behaviour (0-4)

Rearing (No.)

Clonic movements (0-3)

Teonic movements ((-3)

Gait pattern (1-7) 1 1 i | 1 1
Mobility score (1-3) 1 | 1 ] 1 i
Pupillary response (1-2) 1 i | 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : 111
Dose : 250 mg/kg Time : 8th week
Parameters - Animal Nuntber

(Grades) 33 134 |35 |36 |37 |38 [39 [40 [ 41 ] a
2} Home Cagpe Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 2 2 2
Alterations Home cage (1-7) { 1 1 [ 1 1 1 i i 1
Vocalizations (1-2) 1 i 1 1 1 1 1 1 1 1
Respiration (1-2) 1 I 1 1 l 1 1 1 1 1
Palpebral closer (1-4) 1 1 i 1 1 I I 1 1 [
b) Handling Observations
Reaction to removal {1-4) 1 1 1 1 2 1 1 I 2 1
Reaction to handling (1-4) 1 [ 1 1 i 1 2 1 1 2
Urination (0-2) 0 ] 1 1 0 0 0 0 0 0
Defecation (0-2) 0 l 0 O 0 1 0 0 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 I l |
Facrimation {1.4) 1 1 1 1 i ! ! ! 1 i
Salivation {1-4) i | i H ] i i 1 1 ]
Piloerection (0-1) 0 0 0 0 0 0 0 0 ] 0
Examination of mucous membrane (1.2) 1 I 1 I H 1 1 1 1 1
Examination of skin/fur (1-2) 1 1 i 1 1 i 1 1 1 1
Examination of natural orifices (1-2) 1 ] 1 f 1 1 1 1 1 1
Animal appearance {i-3) i H 1 1 1 1 1 i 1 ]
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 14 12 13 14 11 12 14 15 13 i2
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) i 1 1 1 1 1 1 1 1 1
Mobility score (1-3) 1 1 1 i ! 1 1 I 1 i
Pupillary response {1-2) 1 1 1 1 1 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Female Group : III
Dose : 250 mg/kg Time : 8th week
Parameters Animal Number

(Grades) 43 | 44 | 45 [ 46 [ 47 [48 [ 49 [ 50 | 51 | 2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 2 2 2
Alterations Home cage (1-7) i 1 1 l 1 1 i 1 1 i
Vocalizations (1-2) H i 1 1 1 1 1 1 1 1
Respiration (1-2) i 1 1 1 | 1 1 l 1 1
Palpebral closer (1-4) ] 1 1 1 1 ) 1 t 1 1
b} Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 2 1 i 1 1
Reaction to handling (1-4) ] 1 1 2 1 i 1 1 1 1
Urination (0-2) 0 1 0 1 0 0 0 1 0 0
Defecation (0-2) 1 1 0 0 0 0 1 0 0 0
Prominence of Eye {1-3} 1 1 1 1 I 1 1 1 1 1
Lacrimation {1-4} ] 1 1 | H 1 i 1 1 !
Salivation {(1-4) i i i i L i i i i l
Piloerection (0-1) O 0 0 0 0 0 0 0 0 ]
Examination of mucous membrane {1-2) 1 1 1 1 i 1 1 1 I 1
Examination of skin/fur (1-2) 1 1 1 1 H 1 1 1 1 1
Examination of natural orifices (1-2) i 1 ] 1 i 1 1 1 1 1
Animal appearance (1-3) i 1 | 1 i 1 1 { i 1
¢) Open Field Observations
Stereotype behaviour (0-2) o 0 0 0 0 0 0 0 0 0
Bizzare behaviour {0-4) ¢ 0 0 0 0 0 0 0 0 0
Rearing (No.) 16 i3 15 12 11 13 14 6 14 12
Clonic movements (0-3} 0 0 0 0 0 0 0 0 0 0
Tonic movernents (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7} ] 1 1 l 1 1 1 1 1 1
Mobility score (1-3) i 1 1 | 1 1 1 1 1 ]
Pupillary response (1-2) i 1 1 | i 1 I ] 1 1

Page 274 of 514



27-JAN-2015
IT STUDY NUMBER 17956

APPENDIX NO.IX (Contd.)

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

sex @ Male Group : IV
Dose : 500 mg/kg Time : 8th week
Parameters Animal Number

(Grades) 53 | 54 |55 15657 ]s8]59]60]6l] e
a) Home Cage Observations ]
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 3 2 2
Alterations Home cage (1-7) 1 i 1 1 1 1 1 1 l |
Yocalizations (1-2) 1 1 1 I 1 I i 1 1 i
Respiration (1-2) 1 1 1 1 1 1 1 1 1 l
Palpebral closer {1-4) 1 1 1 H 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) i 1 1 2 i 1 2 1 1 2
Reaction to handling (1-4) 1 1 i 1 2 i 1 2 i i
Urination (0-2) ol 1 loetoelo{1tio]|o]| 1] o
Defecation (0-2) ] ] 0 0 0 1 1 0 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 ] 1
Lacrimation {1-4) ! I ! 1 i 1 ! 1 ! 1
Saiivation {1-4) ] i i ] 1 i ] 1 i 1
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1 1 1 1 1
Examination of skin/fur (1-2) 1 1 ] 1 { l 1 1 1 ]
Examination of natural orifices (1-2) i i i 1 | 1 1 1 i i
Animal appearance (1-3) ] 1 1 i | 1 ] 1 1 ]
¢) Open Field Observations
Stercotype behaviour (6-2) 0 ) 0 0 ) 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 ] 0 0 0 0 0
Rearing (No.) 12 1] 13 EZ_ 13 12 11 13 14 16
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 } I i 1 ] t 1 ]
Mobility score (1-3) I l 1 1 ! ] L 1 I !
Pupillary response (1-2) i 1 1 1 1 I 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code ; TAS/002/015
Test System: : Sprague Dawley Rat

Sex :Female Group : IV
Dose : 500 mg/kg Time : 8th week
Parameters Animal Number

(Grades) 63 64 |65 66 |67 |8l ][nw][n]|m
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 2 2 2
Alterations Hoine cage (1-7) 1 1 1 | 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 i H 1 1 1 i 1
Respiration (1-2) 1 i 1 l 1 1 1 1 1 i
Palpebral closer (1-4) i [ i 1 1 i 1 1 1 1
1) Bandling Observations
Reaction to removal {1-4} 1 ] 2 f 1 ! 1 2 I ]
Reaction to handling (1-4) 1 1 1 1 1 2 1 i I 1
Urination {0-2) 0 1 0 1 0 0 0 0 0 0
Defecation (0-2) 0 1 0 1 0 0 0 0 0 0
Prominence of Eye (1-3) I 1 i 1 1 1 1 1 1 I
Lacrimation {14} ! ! J f ! i } i H ]
Salivations (1-4) i i 1 i 1 1 l ]M 1 ]
Pifoerection (0-1) 0 0 0 0 0 0 0 0 ¢ 0
Examination of mucous membrane {1-2) 1 1 1 1 1 1 I i 1 1
Examination of skin/fur (1-2) 1 I 1 1 1 1 1 1 i ]
Examination of natural orifices (1-2) ] 1 l 1 1 i 1 1 1 1
Animal appearance (1-3) 1 1 1 i 1 i 1 I 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 16 18 15 i6 13 i6 15 12 18 14
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements ((-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) t i 1 1 1 1 ] 1 L 1
Mobility score (1-3) l 1 ] 1 1 I } ] 1 1
Pupillary response (1-2) 1 1 1 1 1 1 ] 1 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : V
Dose : 1000 mg/kg Time : 8th week
Parameters Animal Number
(Grades) Bl |7l 9 s [s1] s

a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 i 1 1 1 I 1 1
Vocalizations (1-2) . 1 1 1 1 1 1 1 1 I 1
Respiration {1-2) 1 1 1 1 1 1 1 1 1 1
Palpebral closer (1-4) i i 1 1 i 1 ] | 1 1
b) landling Observations
Reaction to removal (1-4) 1 2 i | 1 1 2 1 1 I
Reaction to handling (1-4) 1 1 1 2 1 1 1 i 1 1
Urination {0-2} 0 1 0 l 0 0 1 0 0 0
Defecation (0-2) I 1 0 0 0 0 0 1 0 0
Prominence of Eye (1-3) | 1 1 1 I 1 1 1 ] 1
Lacrimation (7-4) i ] 1 } i i i ] i !
Salivation {1-4) ] | 1 1 I l “ ? 1 1 | l
Piloerection (0-1) 0 0 0 0 0 0 0 0 ) 0
Examination of mucous membrane {(1-2) I i 1 1 1 1 1 [ 1 I
Examination of skinffur (1-2) 1 1 1 1 i 1 1 1 ] 1
Examination of natural orifices (1-2) I l i 1 1 ] 1 1 I i
Aninzal appearance {1-3) 1 1 1 1 1 I I 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0

“ Rearing (No.} 13 12 10 11 13 12 11 14 12 14
Clonic movements {0-3) Q0 0 0 0 0 0 0 0 0 0
Tonic movements ((-3) ¢ 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 | 1 1 1 1 1 1 | 1
Mobility score (1-3) I 1 ] 1 i l 1 I 1 i
Pupillary response (1-2) ] 1 1 1 1 | 1 | 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 1000 mg/kg

Group: V

Time : 8th week

Parameters Animal Number

(Grades) 83 [ 84 | 85 | 86 | 87 [ 88 | 80 | 90 | 91 | 9
1) Home Cage OQbservations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 2 2 2
Aifterations Home cage (1-7) I [ i 1 1 1 l 1 1 I
Yocalizations (1-2) 1 l i i 1 1 1 1 i 1
Respiration (1-2) 1 1 I i 1 1 1 1 i 1
Palpebral closer (1-4) 1 1 I H 1 1 1 i 1 1
b) Handling Observations
Reaction to removal (i-4) 1 1 2 1 1 2 1 i I 1
Reaction o handling (1-4) 1 1 1 2 1 1 1 I 1 1
Urination ((-2) 0 1 0 1 0 0 0 0 0 0
Defecation (0-2) 1 1 0 0 0 0 0 0 0 0
Prominence of Eye (1-3} 1 1 1 1 1 1 1 1 1 i
Lacnmation {14} i i 1 i i ! | 1 I ]
Salivation (1-4) i | i 1 1 1 1 1 1 |
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 { 1 1 i 1 1 1
Examination of skin/fur {1-2} i 1 l ] I 1 i 1 1 1
Examination of natural orifices (1-2) i 1 1 l 1 1 1 1 1 i
Animal appearance (1-3) 1 1 i 1 ] 1 1 1 | 1
¢) Open Field Observations
stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 ) 0
Bizzare behaviour (0-4) Y 0 0 0 0 0 0 0 0 0
Rearing (No.) 16 15 [7 12 16 18 15 14 19 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonie movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) i 1 1 ! 1 i 1 1 i i
Mobility score {1-3} 1 1 1 i 1 i 1 1 i 1
Pupillary response (1-2) 1 1 1 l 1 l ] ] 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 8th week
Parameters Animal Number

(Grades) 93 | 94 [ 95 J o6 | 97 | o8
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1
Vocalizations (i-2) 1 i 1 1 1 1
Respiration (1-2) 1 1 H 1 1 1
Palpebral closer (1-4) 1 1 1 1 1 !
b) Handling Observations
Reaction to removal ([-4) i 2 1 i 2 1
Reaction to handling (1-4) 1 1 2 1 i i
Urination (0-2) 0 I 0 1 1 0
Defecation (0-2) 1 0 { 1 0 1
Prominence of Eye (1-3) 1 1 1 1 i 1
Lacrimation {1-4) i ; i ] i !
Sativation (1-4) o O R A R
Piloerection (0-1) 0 0 { 0 0 0
Examination of mucous membrane (1-2) 1 1 1 ] ] 1
Examination of skin/fur (1-2) I 1 1 | i 1
Examination of natural orifices (1-2) 1 ] 1 1 1 |
Animal appearance (1-3) I l 1 1 ] i
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) I 12 13 14 12 11
Clonic movements (0-3) 0 O 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) H 1 1 1 1 1
Mobility score (1-3) 1 1 1 1 1 1
Pupiltary response {1-2) ] [ 1 1 I 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 1000 mg/kg (Reversal)

Group : VI
Time : 8th week

Parameters
{Grades)

Animal Number

99 | 100 | to1 | 102 | 103 | 104

#) Home Cage Observations

Behavior in Home cage (1-5)

Alterations Home cage (1-7) 1 1 i 1 1 1
Vocalizations (1-2) 1 1 l 1 I 1
Respiration {i-2) 1 ] ] 1 1 1

Paipebral closer (1-4)

b) Handling Observations

Reaction to removal (1-4) 1 1 1 2 1 1
Reaction to handling (1-4) i i 2 ] 1 1
Urination {0-2) 0 1 0 0 1 0
Defecation {0-2) 0 1 0 1 0 0
Prominenece of Eye (1-3) i ] 1 1 i 1

Lacrimation {J-4)

Salivation (1-4)

Piloerection (0-1)

Examination of mucous membrane (1-2)

Examination of skin/fur {1-2}

Examination of natural ovifices (1-2)

Animal appearance (1-3}

¢} Open Field Observations

Stereotype behaviour (0-2)

Bizzare behaviour (0-4)

Rearing {(No.)

Cionic movements {0-3)

Tonic movements (0-3)

Guit pattern (1-7) 1 1 1 1 ] 1
Mobility score (1-3) i i 1 1 1 i
Pupitlary response (1-2) ] 1 1 I | 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test kemn Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male ' Group : 1
Dose : 0 mg/kg Time : 9th week
Parameters Animal Number
(Grades) t 213l als]e ] 7189w

a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 3 3 2 3 2 3 2
Alterations Home cage (1-7) 1 1 l 1 1 i I 1 1 |
Vocalizations (1-2) 1 1 1 i 1 1 1 1 1 1
Respiration {1-2) 1 1 1 1 i H 1 | i 1
Paipebral closer {1-4) 1 1 1 1 t l 1 1 i i

b) Handling Observations

Reaction to removal (1-4) 2
Reaction to handling (1-4) 2 1 2 1 1 1 2 2 1 1
Urination (0-2) 0

Defecation {0-2) 1 1 0 1 1 1 0 ] 0 0
Prominence of Eye (1-3) 1 1 1 ! 1 1 1 I 1 I

Lacrimaiion (-4} i 1 i i 1 i i i ] i

Piloerection {(0-1} 0 0 0 0 0 Y 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 | 1 1 1 1 H

Examination of skin/fur (1-2) 1 1 1 1 1 1 1 1 1 |

Exanination of natural orifices {1-2) | i i 1 I 1 i 1 i |

Animal appearance (1-3} 1 1 ] j 1 1 1 1 l ]

¢) Open Field Observations

Stereotype behaviour (0-2) ) 0 0 0 0 0 0 0 ) 0
Bizzare bebaviour (0-4) 0 0 0 0 0 0 0 0 ] 0
Rearing (No.) 12 10 3 14 10 12 11 13 12 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements {0-3} 0 0 0 0 0 0 0 0 0 0
(iait pattern (1-7) 1 1 ] ] ] 1 } ] l 1

Mobility score (1-3) 1 1 1 i 1 1 I 1 1 1

Pupillary response (1-2) 1 i 1 1 ] 1 1 1 i 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : I
Dose : 0 mg/kg Time : 9th week
Parameters Animal Number

(Grades) vl ps e |17 ] s ] 9] 2
a) Home Cage Observations
Behavior in Home cage {1-5} 2 2 2 3 2 2 2 2 2 2
Alterations Home cage (1-7) i 1 1 1 ] 1 1 1 1 1
Vocalizations (1-2) 1 [ 1 1 i i 1 1 1 H
Respiration (1-2) 1 ; 1 1 1 ] i 1 ] i
Palpebrai closer (1-4) 1 1 1 1 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 1 2 1 1 1
Reaction to handiing (1-4) 1 1 I 2 1 1 | ] l 1
Urination (0-2} 0 1 0 1 0 ] ( 0 0 0
Defecation (0-2) 1 0 O ¢ 0 0 1 0 0 0
Prominence of Eyc (1-3) 1 1 ] ] 1 1 1 1 i 1
Lacrimation {1-4) i § i i i § i i i i
Piloetection {0-1) 0 0 0 0 0 ¢ 0 0 0 0
Examination of mucous membrane (1-2} 1 1 1 1 I i 1 1 1 i
Examination of skin/fur (1-2) 1 1 ] 1 1 ! 1 1 1 |
Examination of natural orifices (1-2) 1 1 i 1 1 1 1 1 1 1
Animal appearance (1-3) 1 1 1 1 1 1 i 1 1 |
¢} Open Field Observations
Stereotype behaviour (0-2} 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 ¢ 0 0 0 0 0 0
Rearing (No.) 14 17 14 13 H] 12 13 14 12 |
Clonic movementé {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 o 0 i\ o 0 0 0 o
Gait pattern (1-7) | 1 I 1 1 i 1 1 1 |
Mobitity score (1-3) 1 1 1 1 1 i 1 1 1 1
Pupiliary response (1-2) ! 1 1 1 1 1 1 1 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : 11
Dose : 0 mg/kg (Reversal) Time : 9th week
Parameters Animal Number

(Grades) 20 [ 222324 25| 2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 2 3 3
Alterations Home cage (1-7) i 1 1 1 1 I
Vocalizations (1-2) 1 i 1 1 1 !
Respiration (1-2) 1 i 1 1 1 1
Palpebral eloser (1-4) 1 | 1 1 1 1
b) Handling Observations
Reaction to removat (1-4) 2 1 1 2 i 1
Reaction to handling (1-4) 2 1 2 2 1 1
Urination (0-2) 0 1 0 1 1 1
Defecation (0-2) 1 i 1 0 1 0
Prominence of Eye (1-3} 1 I 1 1 1 ]
Lacrimation (§-4) i i : ! i i
Salivatim;u(ul..#} - 1 ] 1 1 1 ]
Pilocrection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 I 1
Examination of skin/fur (1-2) I 1 1 I l 1
Examination of natural orifices (1-2} 1 i 1 1 1 1
Animal appearance (1-3) i 1 i ] 1 i
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 12 13 12 12 14 16
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 i 1 | l
Mobility score (1-3) 1 1 I 1 1 1
Pupiliary response (1-2) ] ] ] ] 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 0 mg/kg (Reversal)

Group : 11

Time : 9th week

Parameters Animal Number
(Grades) EIEIERERE
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2
Alterations Home cage (1-7) 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) i 1 1 1 1 1
Palpebral eloser (1-4) 1 1 i 1 1 1
b) Handling Observations
Reaetion to removal (1-4) i 1 1 2 1 1
Reaction to handling (1-4) i 1 1 1 2 1
Urination ({(-2) 0 1 0 1 0 0
Defecation (0-2) 0 0 t 0 0 0
Prominence of Eye (1-3) I 1 1 1 1 1
Lacrimaiion {1-4} { I i H i i
 Salivation (1-4) R R O T R
Piloerection (0-1) 0 0 0 0 0 0
Examination of mueous membrane (1-2) 1 i 1 l 1 1
Examination of skin/tur (1-2) 1 1 1 | 1 1
Examination of natural orifices (1-2) 1 i 1 1 1 1
Animal appearance (1-3) 1 ] 1 l 1 ]
¢} Open Ficld Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzarc behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 15 13 15 14 16 17
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1
Mobility score (1-3) 1 I ] 1 1 1
Pupillary response (1-2) 1 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test Systemn : Sprague Dawley Rat

Sex :Male Group : III
Dose : 250 mg/kg Time : 9th week
Parameters Animal Number

(Grades) 33 13435 136 373839 [4a|a]a
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 3 2 2 2 3 2 2
Alterations Home cage (1-7) 1 I I 1 [ 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 ] 1 1 i
Respiration (1-2) 1 1 1 1 1 i 1 1 1 !
Palpebrak closer (1-4) ] 1 1 1 1 l 1 1 1 l
b) Handling Observations
Reaction to removal {1-4) i I 2 1 1 2 2 1 1 1
Reaction to handling (1-4) 2 1 l 1 2 1 l 2 i 2
Urination {0-2} 1 1 0 1 1 0 1 0 l 1
Defecation (0-2) 0 1 1 0 i 1 1 1 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 1 i
Lacrimation (-4) i i i i i } i | i j

Hg;;ri'\,mi{,,'] i ; 1 . ] ; ; 1 l 1 e ] ................ 1 ........

Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) i 1 1 1 1 1 ; 1 I I
Examination of skin/fur (1-2) 1 1 1 1 1 1 1 H ] 1
Examination of natural orifices (1-2) ] 1 1 1 i 1 1 1 1 1
Animal appearance (1-3) H i 1 1 1 1 1 1 ] i
¢} Open Field Observations
Stereotype behaviour {(0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 15 13 11 12 12 14 13 12 11 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 ¢ 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) | 1 ] 1 1 1 1 1 l i
Mobility score (1-3) 1 1 l 1 1 1 1 1 I [
Pupillary response (1-2) 1 1 1 [ 1 i 1 ] | 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : 111
Dose : 250 mg/kg Time : 9th week
Parameters Animal Number

(Grades) © [ a4 [ 45 |46 [ 47 [ 48 | 49 [ 50 | 51 | 52
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 2 3 2 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 1
Vaocalizations (1-2) 1 1 1 i 1 1 1 1 1 1
Respiration (1-2) 1 1 i 1 1 1 1 i I 1
Palpebral closer (1-4) i i 1 1 1 i i 1 1 l
by Handling Observations
Reaction to removal (1-4) 1 1 1 1 2 1 1 1 1 1
Reaction to handling (1-4) 1 I 2 i 1 1 1 2 1 1
Urination (0-2) 0 1 0 1 0 0 0 0 0 0
Defecation {0-2) 1 0 0 1 0 0 0 0 0 0
Prominence of Eye (1-3) | 1 1 1 1 1 1 1 1 1
Jacrinsation (1-4) j | i ] i i i ] ] !
S (1 W e ; 1 1 ] 1 ] 1 | : : ]
Pitoerection {0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2} l i 1 1 i 1 1 1 1 1
Examination of skin/fur {1-2} 1 1 I 1 1 1 i 1 1 1
Examination of natural orifices (1-2) 1 1 1 i 1 1 1 i 1 i
Animal appearance (1-3) 1 1 1 1 1 1 i 1 i 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) i5 13 12 11 13 12 13 15 12 11
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 | 1 1 | 1 1 1 1 1
Mobility score (1-3) i i ! 1 1 1 1 1 1 1
Pupiliary response (1-2) ] ] 1 1 1 1 1 ] 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Group :

Sex :Male v
Dose : 500 mg/kg Time : 9th week
Parameters Animal Number
o (Grades) 53 | 54 | 55 | s6 | s7[s8]59 60|66
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 3 2 2 3 2
Alterations Home cage (1-7) 1 ] 1 1 1 i 1 1 1 \
Vocatizations (1-2} 1 1 1 1 1 i 1 1 1 l
Respiration {1-2) 1 1 1 1 ] 1 1 1 1 i
Palpebral closer (1-4) 1 1 ] 1 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4} 2 1 1 2 1 1 1 2 2 1
Reaction to handling (1-4} 1 1 2 1 1 1 2 1 2 l
Urination (0-2} 1 0 1 0 1 1 1 0 0 0
Defecation (0-2) 1 1 0 0 ] 1 0 ] 1 0
Prominence of Eye (1-3) 1 1 1 i 1 1 1 1 1 |
Lacrimation (}-4) { i i b i ] ] i i i
Salivation (14) AT U A A A A R A R
Piloerection {0-1) 0 0 0 ] 0 0 0 0 0 0
Examination of mucous membrane (1-2} i 1 1 1 1 ] 1 1 1 \
Examination of skin/fur (1-2) | 1 1 1 I 1 1 1 1 l
Examination of natural orifices (1-2) i i 1 I H 1 1 | 1 i
Animal appearance (1-3) 1 i 1 1 i 1 1 H l i
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour {0-4) 0 0 0 0 O 0 ¢ 0 0 0
Rearing (No.) 3 12 12 11 i2 13 11 14 12 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (3-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7} 1 1 i 1 1 1 ] 1 1 i
Mobility score {1-3) l 1 1 1 1 1 1 1 1 1
Pupillary response (1-2) 1 1 ] 1 1 1 1 1 1 ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System ; Sprague Dawley Rat

Sex :Female Group : IV
Dose : 500 mg/kg Time : 9th week
Parameters Animal Number

(Grades) 63 |64 | 65 |66 | 67686 |70 | 71| ™
a) Home Cage Observations
Behavior in Home cage {(1-5) 2 2 2 2 3 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 i 1 1 1 1 i i
Vocalizations (1-2) 1 1 1 1 1 1 1 1 i 1
Respiration (1-2) 1 1 1 1 1 1 1 i ] 1
Palpebral closer (1-4) 1 1 1 1 1 1 I 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 i 1 2 1 i 2 1 1
Reaction to handling {1-4) 1 2 2 1 1 2 1 1 1 1
Urination (0-2) 0 1 0 1 1 0 1 0 0 0
Defecation (0-2) 1 0 0 0 0 0 1 0 0 1
Prominence of Eye (1-3) 1 1 1 1 1 l 1 1 1 I
Lacrimation {(1-4) 1 i i i ] i i ! i }
Salivation {1-4) ] | ) 1 ‘‘‘‘‘ 1 H ] 1 1 i
Piloerection {0-1} 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 ] 1 i 1 1 1 i
Examination of skin/fur (1-2) 1 1 1 1 | 1 1 1 1 i
Examination of natural orifices (1-2} 1 | 1 1 1 ] 1 1 1 ]
Animal appearance (1-3) 1 1 1 1 1 1 1 | 1 i
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) a 0 0 0 0 0 0 0 0 0
Rearing (No.) 14 16 i3 15 12 16 14 11 16 12
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1 1 I 1 1
Mobility score (1-3) 1 1 i 1 1 1 1 1 1 |
Pupiltary response {1-2) 1 1 } 1 1 1 1 I 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Labhoratory Test Jtem Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Male
Dose : 1000 mg/kg

Group :

Time

v

- Oth week

Parameters Animal Number

(Grados) 73174 |75 |76 | 77 18 [ 79 | 80 | i | 8
a) Home Cage Observations
Behavior in Home cage (i-5) 2 3 2 2 3 2 2 3 2 3
Alterations Home cage (1-7) 1 1 1 1 1 I 1 1 1 1
Vocalizations (1-2) 1 1 1 I i 1 1 1 I 1
Respiration (1-2} 1 1 1 i 1 ] 1 1 I 1
Palpebral closer (1-4) 1 1 1 i 1 i | | i 1
b) Handling Observations
Reaction fo removal (1-4) 2 1 1 2 1 1 | 1 2 i
Reaction to handling (1-4) 1 1 2 i 1 2 1 1 1 2
Urination {0-2) 1 0 1 1 ] 1 0 0 1 0
Defecation {0-2) 1 1 0 1 1 1 0 i ] 0
Prominence of Eye (1-3} 1 1 1 | 1 1 1 i 1 1
Lacrimation {i-4} i 1 i j i i i i i i
Salivation (1-4} l 1 i : 1 . 1 1 i 1 1
Pilocrection (0-1) 0 0 0 0 0 0 0 0 0 0
Examinaticn of mucous membrane (1-2) ] 1 I 1 1 1 1 1 1 1
Examination of skin/fur (1-2} ] | ! 1 1 1 I 1 1 1
Examination of natural orifices (1-2) 1 1 i 1 1 i i 1 1 1
Animal appearance (1-3) i i H 1 1 1 i 1 1 |
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 o 0 0 0 0 0 0 O
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing {No.) 12 11 11 13 12 1t 12 13 11 13
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 i 1 1 i 1 1 ] 1
Mobility score (1-3) 1 1 ] I 1 I 1 1 1 1
Pupillary response (1-2) 1 | I 1 1 1 1 1 ] i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Female Group : V
Dose : 1000 mg/kg Time : 9th week
Parameters Animal Number

(Grades) 83 | 84 | 85 | 86 | & [ 88 | 89 | 90 | 91 | 92
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 2 2 2 3 2 2
Alterations Home cage (1-7) 1 i 1 i [ 1 1 1 i i
Vocalizations (1-2} 1 1 1 1 ! 1 1 1 1 i
Respiration (I-2) 1 i 1 1 i 1 1 1 1 1
Palpebral closer {1-4) 1 1 1 1 1 1 1 1 1 1
b) Handling Observations
Reaction to remeval (1-4) 1 1 1 1 2 1 1 1 1 1
Reaction to handling (1-4) 1 1 2 1 1 1 1 1 | 1
Urination (0-2) 0 1 1 0 1 0 0 0 0 0
Defecation (0-2} 1 0 1 0 1 0 0 0 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 1 1
Lacrimation {1-4) i I I 1 i i i i i i
PRI 1 ; | 1 1 ] 1 ! . 1 . 1 .
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1 1 i I 1
Examination of skin/fur (1-2) 1 ] 1 1 1 1 | 1 [ 1
Examination of natural orifices (1-2) 1 ] 1 1 1 1 1 i 1 1
Animal appearance (1-3) 1 i 1 1 1 1 1 H 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 o 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 O O 0
Rearing (No.) I5 16 14 1t 15 16 12 I3 17 14
Clonic movements (0-3} 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 i 1 1 1 1 1 1 H 1
Mebility score (1-3) 1 i 1 1 1 1 l 1 i |
Pupillary response (1-2} i t ] 1 1 1 1 1 ! ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 9th week
Parameters Animal Number

(Grades) 93 [ o4 [ 95 | 96 [ 97 | 8
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 3 2 3 2
Alterations Home cage {1-7) 1 1 i 1 1 1
Vocalizations (1-2) 1 1 i 1 i 1
Respiration (1-2) 1 1 1 1 H 1
Palpebral closer (1-4) 1 1 1 1 i l
b) Handling Observations
Reaction to removal (1-4) 1 2 i ] 2 1
Reaction to handling (1-4) 1 2 1 1 i 2
Urination (0-2) 0 1 0 0 i 0
Defecation (0-2) 1 0 0 1 i 0
Prominence of Eye (1-3) 1 1 1 1 i 1
Lacrimation (1-4} I | { } i 1
Salivations (1-43 1 1 1 i i l
Piloerection ((-1) 0 0 0 0 { 0
Examination of muccus membrane (1-2) 1 1 1 i | 1
Examination of skin/fur (1-2) 1 i 1 i 1 1
Examination of natural orifices (1-2) 1 1 1 t 1 1
Animal appearance (1-3) ] 1 ] 1 1 ]
¢) Open Field Observations
Stercotype behaviour (0-2) o 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 12 11 14 12 11 12
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 i l l 1
Mobility score (I-3) 1 1 1 1 1 1
Pupitlary response {1-2} 1 i I 1 ] 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female Group : VI
Dose : 1000 mg/kg (Reversal) Time : 9th week
Parameters Animal Number
 (Grades) 99 | 100 | 101 | 102 | 103 | 104
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 |
Vocalizations (1-2) 1 1 I 1 i 1
Respiration (1-2) 1 1 1 1 1 1
Paipebral closer (1-4) 1 1 1 1 1 1
b} Handling Observations
Reaction to removal {1-4) 1 [ 2 1 1 1
Reaction to handling (1-4) 1 1 l i 2 1
Urination {0-2) 0 1 0 1 I l
Defecation ((-2) i 1 0 1 0 1
Prominence of Eye (1-3) 1 | 1 1 1 !
.acrimation (1-4) 1 ] 1 1 1 1
Salivaiion (i-4) i i i i i i
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 i ] 1 i
Examination of skin/fur (1-2) 1 1 1 i 1 1
Examination of natural orifices (i-2) i 1 1 | l 1
Animal appearance (1-3) | i 1 1 1 1
¢} Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 15 16 17 12 11 i7
Clonic movements {0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1
Mobility score (1-3) 1 1 I 1 1 ]
Pupiltary response (1-2) 1 1 1 i 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Spragne Dawley Rat
Sex : Male
Dose : 0 mg/kg

Group : 1
Time : 10th week

Parameters Animal Number

(Grades) tl 23l a]s e 7] 8797w
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 2 3 2 2 3 3 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 1
Vocatizations (1-2) 1 1 1 1 1 I 1 1 1 1
Respiration (1-2) 1 1 1 1 1 l 1 1 1 1
Palpebral closer (1-4) 1 i ] 1 1 1 H 1 1 1
b} Handling Observations
Reaction to removal (1-4) 1 2 1 i ] 2 1 | H 1
Reaction to handling (1-4) 1 1 2 1 2 | 1 I 2 1
Urination {0-2) 0 1 1 0 0 1 0 ¢ 1 0
Defecation (0-2) 1 0 I 0 0 0 1 0 1 0
Prominence of Eye (1-3) i 1 1 1 1 i 1 1 1 1
Lacrimation (1-4) 1 H i 1 1 1 ! 1 1 !
Sativation (i-4) ] i i t i I i i I I
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 l 1 1 1 I 1 i 1 1
Examination of skin/fur (1-2) 1 1 1 I [ 1 1 1 1 i
Examination of natural orifices (1-2} 1 1 1 1 ! ] 1 1 i l
Animal appearance (1-3) | f i 1 1 I 1 1 1 1
¢} Open Field Observations
Stereotype behaviour {0-2} 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) il 10 12 13 11 12 10 11 14 12
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 } 1 1 ] 1 1 1 1
Mobility score (1-3) 1 1 1 i t I 1 1 1 1
Pupillary response (]-2) 1 I 1 1 1 1 i I 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test [tem Code : TAS/Q02/015
Test System : Sprague Dawley Rat

Sex : Female Group : I
Dose : 0 mg/kg Time ; 10th week
Parameters Animal Number

 (Grades) 12 13 s e ] 17| s 1o 2
#) Homze Cage Observations

Behavior in Home cage (1-5) 2 pi 3 2 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 1 i i 1 I 1 1
Vocalizations (1-2}) 1 1 1 1 1 1 1 1 1 i
Respiration {i-2) i i 1 1 1 1 i 1 1 1
Palpebral closer (1-4) i I 1 1 1 1 i 1 1 1
b) Handling Observations

Reaction to removal {1-4}) 1 2 I | 2 1 1 I 1 2
Reaction to handling (1-4) 1 t 2 1 1 1 2 1 2 1
Urination {0-2) 0 1 1 0 ] 1 l 0 0 0
Defecation (0-2) 0 1 0 1 0 0 0 1 1 0
Prominence of Eye (1-3) I I 1 i 1 1 i 1 1 1
Lacrimation (1-4) 1 1 i 1 1 1 1 1 1 !
Salivation (1-4) | i i i i | i i j }
Piloercction (0-1) 0 0 0 & 0 0 0 0 0 0
Examination of mucous membrane {1-2) i 1 i 1 i 1 1 1 1 1
Examination of skin/fur (1-2) I I 1 1 1 ] 1 1 1 i
Examiration of natural orifices (1-2) | 1 1 1 1 1 1 1 1 |
Animal appearance (1-3} 1 1 i 1 1 | i 1 1 ]
¢) Open Field Observations

Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 ] 0 0
Rearing (No.) 15 15 13 14 10 13 14 15 13 12
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 ] | 1 i ] 1 1
Mobility score (1-3} ] 1 ! I 1 1 1 1 I 1
Pupillary response (1-2) 1 I 1 1 1 1 1 [ 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Ifem Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male

Dose : 0 mg/kg (Reversal)

Group : 11
Time : 10th week

Parameters Animal Number

(Grades) 21 |22 | 23 | 24 ] 25 | 26
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 3 2 2 2
Alterations Home cage (1-7) 1 [ 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2} 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 1 ] 1
b) Handling Observations
Reaction to removal (1-4) i 2 1 2 1 1
Reaction to handling (1-4) 2 1 1 1 1 2
Urination (0-2) 1 0 0 1 0 1
Defecation (0-2) 0 ! 0 0 0 1
Prominence of Eye (1-3) 1 1 i 1 1 1
Laerinration (1-4) 1 1 ! 1 1 1
Salivation (1-4) i 1 1 ] i I
Piloerection {0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 i 1 1 1 1
Examination of skin/fur (1-2) 1 1 1 1 1 I
Examination of natural orifices (1-2) 1 1 i 1 1 |
Animal appearance (1-3) ] 1 i 1 1 1
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4} 0 Y 0 0 0 0
Rearing (No.) 10 12 11 13 14 5
Clonic movements (0-3) 0 0 it 0 0 ¢
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7} i 1 l 1 1 1
Mobility score (1-3} 1 1 1 ] ] 1
Pupillary response {1-2) 1 ] 1 i 1 !

Page 295 of 514



APPENDIX NO.IX (Contd.)

27-JAN-2015
IIT STUDY NUMBER 17950

INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Female Group : II
Dose : 0 mg/kg (Reversal) Time : 10th week
Parameters Animal Number

(Grades) 27 128 | 20 | 30 | 31 | 32
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 3
Alterations Home cage (1-7) 1 1 ! 1 1 1
Vocalizations (1-2) 1 1 l i i 1
Respiration (1-2) 1 1 1 i 1 1
Palpebral closer (1-4) 1 1 | 1 1 1
b) Handling Observations
Reaction to removal (1-4) i 2 1 1 2 1
Reaction to handling (1-4) } i 1 2 1 2
Urination (0-2) | 0 0 0 1 0
Defecation {0-2) 0 1 1 0 1 0
Prominence of Eye (1-3) 1 i 1 1 1 1
Lacrimation {1-4} ! 1 1 i i 1
Salivation {(1-4) ] I | 1 1 I
Pilocrection (0-1) 0 0 0 0 0 0
Examination of mucous membrane {1-2) 1 1 1 1 1 1
Examination of skin/fur {1-2} 1 1 i 1 1 f
Examination of natural orifices (1-2) 1 I 1 ] 1 1
Animal appearance (1-3) 1 ] | i H 1
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour ((-4) 0 0 0 0 0 0
Rearing (No.) 16 14 16 15 17 17
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) i 1 1 l l 1
Mobility score (1-3) 1 1 1 1 1 1
Pupillary response (1-2) ] 1 } 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code ; TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : 111
Dose : 250 mg/kg Timme @ 10th week
Parameters Animal Number

(Grades) 33 | 34 [ 35 |36 |37 38|39 40| 4|4
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 2 2 3 3 2 3 2 2
Alterations Home cage (1-7} ] 1 1 i 1 1 1 i 1 1
Vocalizations (1-2} 1 1 1 I ] l 1 I 1 1
Respiration {1-2) 1 1 1 l i 1 1 1 i ]
Palpebral closer (1-4) 1 1 1 1 I 1 I 1 l i
b) Handling Observations
Reaction to removal (1-4) 2 i 2 1 1 I 1 2 1 1
Reaction to handling (1-4) 1 1 | 2 1 1 2 1 1 2
Urination (0-2) 1 0 i 0 0 1 ! 0 0 I
Defecation (0-2) 1 1 0 0 0 1 0 0 1 0
Prominence of Eve (1-3) 1 1 1 1 i 1 1 I I 1
Lacrimation {1.4) i ! ! 1 ! ! 1 1 1 I
Salivation (1-4) 1 ! | 1 | i 1 1 | i
Piloerection ((-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 I 1 1 1 1 1 | 1
Examination of skin/fur {1-2} 1 1 1 H 1 1 H 1 1 i
Examination of natural orifices (1-2) 1 1 1 1 ] 1 1 ] i 1
Animal appearance (1-3) 1 ] I ] { 1 1 i 1 ]
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing {No.) 4 11 10 12 12 13 il 13 10 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) Q 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) | | 1 i 1 l 1 i 1 ]
Mobility score (1-3) 1 1 1 1 1 ] 1 1 | i
Pupillary response (1-2) i l 1 ] | I 1 1 I 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female , Group : 111
Dose : 250 mg/kg Time : 10th week
Parameters Animal Number

(Grades) 23 | aa [ a5 [a0 |47 [a8 | a0 |50 |51 ] 52
a} Home Cage Observations
Behavior in Home cage (1-5) 3 2 2 2 2 3 3 2 3 2
Alterations Home cage (1-7) 1 1 1 1 1 1 ! 1 1 1
Vocalizations (1-2) i I 1 1 i I 1 1 1 i
Respiration (1-2) 1 1 1 1 i 1 | 1 1 1
Palpebral closer (1-4) 1 1 1 1 l 1 I i 1 |
by Handling Observations
Reaction to removal {1-4) 2 1 1 2 1 1 2 1 1 1
Reaction to handling ([-4) 1 2 1 2 2 | 1 1 2 1
Urination (0-2) i 0 0 1 0 0 0 1 0 1
Defecation (0-2) I 0 1 1 0 0 0 0 1 0
Prominence of Eye (1-3) 1 1 1 1 1 1 | 1 1 |
Lacrimation (1-4) 1 1 ] 1 1 ! H ! ! !
Salivation (i-4) 1 ] ] ] i i I i i |
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane {1-2) I I 1 1 1 1 1’ 1 1 1
Examination of skin/far (1-2). l 1 1 1 1 1 1 1 ] i
Examination of natural orifices {1-2} 1 1 i 1 I I 1 1 1 1
Animat appearance (1-3) 1 1 | 1 1 1 H ] 1 1
¢} Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour {0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 16 14 i4 10 14 13 12 14 I3 12
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Taonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 | 1 1 1 1 |
Mohbility score (1-3) i 1 1 1 1 1 i H f i
Pupillary response (1-2) 1 1 1 I 1 1 1 I 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Itemn Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : IV
Dose : 500 mg/kg Time : 10th week
Parameters Animal Number

(Grades) s3 | 54 | 55 | 56| 5758 |59 606l | 62
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 i 1 i 1 i i 1
Vocalizations (1-2} 1 1 1 i 1 1 i 1 I 1
Respiration (1-2) 1 1 1 ! 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 1 1 1 1 1 1 1
1) Handling Observations
Reaction to removal (1-4) 1 I 1 2 I ] 1 2 1 1
Reaction to handling (1-4) I ! 1 2 ] I 2 1 1 l
Urination (0-2) 0 1 I 0 1 0 0 0 0 0
Defecation (0-2) 1 1 0 1 0 0 0 0 0 0
Prominence of Eye (1-3) 1 I 1 1 1 1 1 1 1 1
lacrimation (1-4) 1 1 ! H 1 1 1 1 H ]
Salivavon (i-4) i i i i i i i i i i
Piloerection {0-1} 0 0 0 0 0 ] 0 0 0 0
Examination of mucous membrane {1-2) 1 I i 1 I i 1 1 1 1
Examination of skin/fur (1-2) 1 1 i 1 1 1 1 1 1 1
Examination of natural orifices (1-2) 1 1 1 1 1 i 1 1 1 |
Animal appearance (1-3) 1 1 1 1 1 1 i ] 1 1
¢) Open Fieid Observations
Stereotype behaviour (0-2) 0 0 0 o 0 0 0 o 0 0
Bizzare behaviour {0-4) 0 ] ] 0 0 0 0 0 0 0
Rearing (No.) 12 13 il i 14 12 i1 12 13 12
Clonic movements (0-3) 0 0 0 0 O 0 0 0 0 G
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 i 1 l 1 1
Mability score (-3} 1 1 1 1 1 t 1 1 1 1
Pupillary response (1-2) 1 1 1 I 1 1 i 1 1 |
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System ; Sprague Dawley Rat
Sex : Female

Dose : 500 mg/kg

Group : IV
Time : 10th week

Parameters Animal Number
 (Grades) 63 | 64 165 |66 | 67 | 68 [ 69 | 70| 71 | 72
1) Home Cape Obseryations

Behavior in Home cage (1-5) 2 2 3 2 3 3 3 2 3 2
Alterations Home cage ([-7) 1 1 1 l 1 1 1 1 i 1
Vocalizations (1-2) 1 1 1 l i 1 1 t I 1
Respiration (£-2) 1 1 1 1 H 1 1 1 \ i
Palpebral closer (1-4) 1 1 1 1 I 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 2 i 1 2 1 I 1 1 2 1
Reaction to handling (1-4} 1 1 1 1 2 1 2 1 t 1
Urination (0-2) 0 1 0 1 0 0 i 0 1 0
Defecation (0-2) I 1 1 0 1 0 I 1 0 0
Prominence of Eye (1-3) 1 1 1 1 ] 1 1 1 i 1
Lacrimation {1-4} 1 1 1 1 H 1 1 H i 1
Salivation (}-4) i i i [ i i | i i }
Piloerection (0-1}) 0 0 ] 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 i 1 1 1 1 1 1 1
Examination of skin/fur (1-2) 1 ] I 1 1 1 1 1 1 1
Examination of natural orifices (1-2) 1 1 1 i 1 1 1 1 1 1
Animal appearance (1-3) 1 1 1 ] 1 I | 1 H 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 ! 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 15 17 14 16 12 17 15 11 19 16
Clonic movements (0-3) 0] 0 0 0 0 0 0 0 0] 0
Tonic movements ((-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1 i 1 1 1
Mobility score (1-3) I ] 1 1 1 1 I ] I 1
Pupiilary response (1-2) 1 I 1 1 I 1 1 ] 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : V
Dose : 1000 mg/kg Time : 10th week
Parameters Animal Number

(Grades) B 7als el w8 ]| s
a) Home Cage Qbservations
Behavior in Home cage (1-3) 2 2 2 3 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 I 1 1 1
Vocalizations (1-2) 1 1 i 1 1 1 1 1 1 1
Respiration {1-2) 1 1 | 1 1 i 1 i 1 I
Palpebral closer (1-4) 1 1 1 1 1 I 1 1 i |
b} Handiing Observations
Reaction to removal (1-4) I i 1 2 I 1 2 1 1 1
Reaction to handling (1-4) 1 \ 1 2 1 1 2 1 1 1
Urination (0-2) 0 1 1 ] 1 0 0 ] 0 0
Defecation (0-2) 1 0 1 0 0 0 0 0 0 ¢
Prominence of Eye (1-3) 1 1 ] i 1 1 1 i 1 1
Laerimation (1-4) 1 | 1 1 1 I 1 ! 1 1
Sadivation (1-4) i H 1 i i I i 1 1 1
Piloerection {0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1 1 1 l I
Examination of skinffur (1-2) 1 1 1 1 1 1 i | 1 |
Examination of natural orifices (1-2) i ] 1 1 1 1 ] i I 1
Animal appearance (1-3) 1 i 1 1 i 1 1 1 1 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 O 0 0 0 0 0 0
Rearing (No.) 13 i2 11 14 12 11 10 I 12 13
Clonic movements (0-3)} 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0] 0 0 0 0 0 0 0 -0
Gait pattern (1-7) 1 1 i ] I ] 1 1 1 i
Mobility score (1-3) 1 1 1 1 1 i 1 1 1 l
Pupillary response (1-2) 1 1 ] i 1 1 1 1 ! 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rai

Sex : Female Group : V
Dose : 1000 mg/kg Time : 10th week
Parameters Animal Number
{Grades) 83 | 84 | 85 [ 86 [ 87 [ 88 [ 80 [ 00 [ o1 | 2

a) Home Cage Qbservations
Behavior in Home cage (1-5) 3 2 2 3 2 2 2 3 2 3
Alterations Home cage (1-7) i 1 1 I 1 1 1 1 1 1
Vocalizations (1-2) 1 1 i 1 1 1 1 [ 1 i
Respiration (1-2) ) 1 1 1 1 i 1 1 | ] 1
Palpebral closer (1-4) 1 I ] 1 1 1 1 1 ] ]
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 2 2 1 1 2 1
Reaction to handling (1-4) 1 2 I { i 1 1 2 2 I
Urination (0-2) 1 0 1 0 0 I 0 1 0 0
Defecation {0-2) 1 1 0 I 0 ] ! 0 1 1
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 1 1
Lacrimation (1-4) H [ 1 1 ] 1 1 1 1 H
Salivation {1-43 i b i i i i i i i 1

) Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane {1-2) | i | 1 i 1 1 i 1 ]
Examination of skin/fur (1-2) 1 1 ] 1 1 ] I 1 1 1
Examination of natural orifices (1-2) 1 1 l i 1 | 1 i | 1 |
Animal appearance (1-3) ] ! 1 | 1 1 I ] i 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 o 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing {(No.) 14 16 17 12 19 11 14 15 17 i3 B
Clonic movements (0-3) ' 0 0 0 0 0 0 0 0 0 0
Tonic movements ((-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) H H 1 { 1 1 i 1 1 1
Mobility score (1-3) 1 1 1 1 [ 1 1 1 ] ]
Pupillary response (1-2) ] 1 1 I 1 1 | 1 I !
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 1000 mg/kg (Reversal)

Group : VI

Time : 10th week

Parameters Animal Number

(Grades) 93 | 94 [ 95 | 96 | 97 | o8
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 i i 1 1
Vocalizations (1-2} 1 1 1 l 1 1
Respiration (1-2) 1 1 1 1 i i
Palpebral closer (1-4) 1 1 1 I 1 I
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 i 1
Reaction to handling (1-4) i 1 1 2 1 1
Urination {0-2} 0 1 I 0 1 1
Defecation {0-2) 0 1 0 1 1 [
Prominence of Eye (1-3) | 1 I 1 1 1
Lacrimation (1-4) 1 1 1 ! ! 1
Safivation {i-4) i i i i ] i
Pitoerection (0-1) 0 Y 0 0 0 0
Examination of mucous membrane (1-2)} i 1 i 1 1 1
Examination of skin/fur (1-2) 1 1 l 1 1 1
Examination of natural orifices (1-2) i 1 1 ] | I
Animal appearance (1-3) I ] ] 1 ! 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 O 0 0 0
Bizzare belaviour {0-4} 0 0 0 0 0 0
Rearing (No.) 13 12 14 13 11 13
Clonic movements (0-3) 0 G 0 0 0 0
Tonic movements (0-3) 0 0 Y 0 0 G
Gait pattern (1-7) 1 I 1 1 1 I
Mobility score (1-3) 1 1 1 1 i 1
Pupillary response (1-2) O R R R A 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 1000 mg/kg (Reversal)

Group : VI
Time ; 10th week

Parameters
(Grades)

Animal Number

99 | 100 | 101 | 102 | 103 | 104

4) Home Cage Observations

Behavior in Home cage (1-5)

Alterations Home cage (1-7) 1 1 I i 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) 1 1 1 1 1 i
Palpebral closer (1-4) | 1 1 1 1 I
Iy} Handling Observations

Reaction to removai (1-4) 1 2 1 1 2 1

Reaction to handling (1-4)

Urination (0-2})

Lacrimation {1-4}

Defecation {0-2)} 0 1 1 i 0
Prominence of Eve (1-3) ] 1 1 1 ] 1
| 1 1 1 1 ]

Sabivation (1-4)

Piloerection (0-1)

Examination of mucous membrane (1-2) 1 1 i 1 i 1
Examination of skin/fur (f-2) ] 1 1 1 1 1
Examination of natural orifices (1-2) i 1 ] | I 1
Animal appearance (1-3) | i 1 1 1 |

¢) Open Field Observations

Stereotype behaviour (0-2)

Bizzare behaviour (0-4)

Rearing {(No.)

Clonic movements (-3}

Tonic movements (0-3)

Gait pattern (1-7) 1 1 1 1 1 1
Mobility score (1-3) 1 1 1 1 1 1
Pupillary response (1-2) 1 1 i 1 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : |
Dose : 0 mg/kg Time : 11th week
Parameters Animaj Number
(Grades) 1 l2]3]lals el ]g] o] 0

4) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) 1 l 1 l ! 1 t 1 1 ]
Vocalizations (1-2) 1 l H 1 1 1 | | 1 1
Respiration (1-2) 1 1 f 1 1 i 1 I 1 1
Paipebral closer (1-4) 1 1 1 1 1 1 1 I ] 1
b) Handling Observations
Reaction to removal (1-4) 1 1 1 2 1 1 2 1 | 1
Reaction to handling (1-4) i ] 1 1 2 ] 1 1 | 1
Urination (0-2) 0 I 0 1 0 0 0 0 0 |
Defecation (0-2) 1 0 i 0 0 0 0 0 0 0
Prominence of Eye (1-3) 1 1 i 1 1 1 i 1 1 1
Lacrimation (1-4) 1 I 1 1 ] 1 1 1 ] 1

w.“:e‘iiivuii(n'i {14 i ; i i § i i i i i
Piloerection (0-1) 0 0 0 0 Y 0 0 0 0 0
Examination of mucous membrane (1-2) 1 I 1 1 | 1 1 1 1 i
Examination of skin/fur (1-2) 1 | 1 1 1 1 1 1 I 1
Examination of natural orifices (1-2) 1 1 I ] 1 1 1 1 1 l
Animal appearance {1-3} 1 1 1 H 1 1 H 1 1 ]
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 ) 0
Bizzare behaviour {0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 12 1 il 12 13 11 10 12 I3 11
Cionic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 H ! I 1 1 1 1
Mobility score {1-3) 1 i 1 1 1 1 1 1 1 i
Pupillary response (1-2) 1 1 1 1 1 1 I 1 | 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : I
Dose : 0 mg/kg Time : 11th week
Parameters Animal Number

(Grades) |l las e 7] s ]19] 2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) l 1 i l 1 l I 1 1 |
Vocalizations (1-2) 1 1 1 1 1 1 I i 1 |
Respiration (1-2) 1 1 1 1 1 1 1 1 i l
Palpebral closer (1-4) 1 1 1 1 1 1 1 i | 1
b) Handling Observations
Reaction to removal (1-4) 1 1 2 i 1 i 2 1 I 1
Reaction to handling (1-4) 1 ] I 1 2 1 ] 1 | I
Urination ({-2) 0 i 0 0] ] 0 1 0 0 0
Dcfecation (0-2) 0 1 0 1 0 0 0 i 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 1 1 1 i
Lacrimation (1-4) 1 1 ! ] 1 i 1 1 1 ! |
Salivaiion {i-4} i i i i i i k i i i
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 i 1 1 1 i I 1
Examination of skin/fur (1-2) i 1 I 1 1 1 1 i 1 i
Exanination of natural orifices (12} 1 1 ] | 1 ! 1 1 1 1
Animal appearance (1-3) 1 1 ] 1 i 1 1 1 ] ]
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) i6 12 11 i3 12 10 i1 12 11 1}
Clonic movements (0-3) 0 0 0 0 0 ¢ O 0 ¢ 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 ¢ 0
Gait pattern (1-7) 1 i 1 1 1 l 1 1 1 1
Mobility score (1-3) 1 1 1 1 1 1 1 i 1 i
Pupillary response (1-2) 1 ] ] 1 ] 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Male
Dose : 0 mg/kg (Reversal)

Group : I
Time : 11th week

Parameters
(Grades)

Animal Number

21 |22 |23 24 [ 25 | 26

a) Home Cage Observations

Behavior in Home cage (1-5)

Alterations Home cage (1-7) 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 I
Respiration {1-2}) 1 1 i 1 1 1
Paipebral closer (i-4) 1 1 1 i 1 1

b) Handling Observations

Reaction to removal (1-4)

Reaction to handling (1-4)

—
—

[-I B - B (G R NN S ]
L]

Urination {0-2) 0 1 0 1 0
Defecation (0-2) 0 1 1 0 0
Prominence of Eye (1-3) I i | 1 I 1
Lacrimation (1-4) 1 1 1 1 1 1

palivation {1-4)

Piloerection (0-1)

Examination of mucous membrane {i-2) | 1 1 1 i I
Examination of skin/fur (1-2) ] 1 1 1 1 1
Examination of natural orifices (1-2) 1 1 i 1 1 i

Animal appearance (1-3)

¢) Open Field Observations

Stereotype behaviour (0-2)

Bizzare behaviour (0-4)

Rearing (No.)

Clonic movements (0-3)

Tonic movements ((-3)

Gait patiern (-7}

Mobility score (1-3)

Pupillary response (1-2)
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : II
Dose : 0 mg/kg (Reversal) Time : 11th week
Parameters Animal Number
 (Grades) NEAEIEIENERE
) Home Cage Obseyvattons
Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1
Vocalizations (1-2) 1 l l i 1 i
Respiration {1-2) 1 1 1 1 H 1
Palpebral closer (1-4) j 1 L 1 1 1
b} Handling Observations
Reaction to removal {1-4) 1 1 2 1 | 1
Reaction to handling (1-4) 1 1 1 2 1 2
Urination {0-2) 0 1 0 0 1 0
Defecation (0-2) 0 1 0 i 1 1
Prominence of Eye (1-3) 1 1 1 1 1 ]
Lacrimation {1-4} i 1 1 ] 1 I
Saftvation (1-4) i i i i i i
Piloerection (0-1) 0 0 0 0 0 0
Examination of nuicous membrane (1-2) I 1 H 1 I i
Examination of skin/fur (1-2) 1 1 1 | 1 \
Examination of natural orifices (i-2) 1 1 1 i 1 1
Animal appearance (1-3) ! 1 1 1 i 1
¢) Open Field Observations
Stereotype bebaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) iz 13 11 i4 16 13
Clonic movements (0-3} 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 [ 1
Mobility score (1-3) I 1 H 1 1 1
Pupililary response (1-2) 1 i 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Male Group : III
Dose : 250 mg/kg Time : 11th week
Parameters Animal Number

(Grades) 33 | 34 [ 35 | 36 [ 37 38 |30 |40 |41 ] 4
a) lHome Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 3 2 2
Alterations Home cage (1-7) 1 ] i 1 1 1 I 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 1 I 1 1
Respiration (1-2) 1 | 1 i 1 1 1 1 1 1
Paipebral closer (1-4) 1 1 ] 1 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 I 2 1 [ 1 2 1 1 l
Reaction to handling (1-4) 1 1 1 2 1 i 1 2 1 1
Urination (0-2} 0 ] 0 1 0 0 0 0 0 ]
Defecation {(0-2) 0 1 0 i 0 0 0 1 1 0
Prominence of Eye (1-3) 1 1 1 l 1 l 1 1 1 1
Lacrimation {1-4) ! i 1 1 H 1 1 1 1 !
Sativation {i-4) i i i { i i i i i i
Piloerection (0-1) 0 ] 1, 0 0 0 0 0 0 0
Examination of mucous membrane (1-2)} 1 I 1 1 i 1 i i I 1
Examination of skin/fur (1-2) 1 1 1 i 1 1 [ I 1 1
Examination of natural orifices (1-2) i H 1 1 1 1 1 [ | 1
Animal appearance (1-3) 1 1 1 i i 1 1 1 ] t
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzarc behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 13 11 11 11 i0 12 13 12 il i4
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonie movements {0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) 1 1 i 1 1 i l 1 1 |
Mobility score (1-3) ] 1 1 1 ] I 1 ] 1 ]
Pupillary response (1-2) 1 I 1 I 1 ] i 1 | 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : 111
Dose : 250 mg/kg Time : 11th week
Parameters Animal Number

(Grades) 43 |44 [ a5 [ a6 [ 47 [ a8 | 99 [ 50 | 51 | s2
a} Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 3 2 2 3 2
Alterations Home cage (1-7) 1 1 1 1 1 I 1 1 1 1
Vocalizations (1-2) 1 i 1 1 1 1 1 1 1 ]
Respiration (1-2) H 1 i 1 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 I 1 | ] b 1 1 1
b) Handling Observations
Reaction to removal (1-4) ] 2 1 1 1 2 1 1 I |
Reaction to handling (1-4) 1 1 1 2 1 1 1 1 2 |
Urination (0-2) 0 H 0 0 0 i 0 1 0 0
Defecation (0-2) 1 0 1 0 0 0 1 0 0 0
Prominence of Eye (1-3) I 1 i i 1 1 1 1 1 1
Lacrinration (1-4) 1 1 1 f 1 ] 1 1 1 |
Salivation (1-4) i i [ i i i i i i i
Piloercetion {0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane {1-2) 1 ] 1 l I 1 1 1 1 i
Examination of skin/fur (1-2) . 1 1 ] 1 1 1 1 1 1 1
Examination of natural orifices (1-2) 1 1 i ] ] l 1 1 1 ]
Animal appearance {1-3} 1 i ] i 1 1 1 1 ] i
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0 0 O 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 14 13 12 i1 16 i3 12 11 11 13
Clonic movements {0-3) 0 0 O 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) ] ] 1 1 1 1 1 1 | 1
Mobility score (1-3) I 1 l 1 1 1 I 1 i 1
Pupiilary response (1-2) 1 1 1 1 I 1 1 1 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : IV
Dose : 500 mg/kg Time : 11th week
Parameters Animal Number

(Grades) 53 | 54 | 55 |56 57| 58|59 606t 62
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 2 2 3
Alterations Home cage (1-7) 1 1 1 1 1 I i 1 1 1
Vocalizations (1-2) i i 1 1 1 1 i 1 1 1
Respiration (1-2) I | i 1 1 1 1 i 1 1
Palpebral closer {i-4) 1 1 1 1 1 ] 1 i ] J
b) Handling Observations
Reaction to removal (1-4) 1 1 1 2 1 1 ] l 2 1
Reaction to handling {1-4) 1 ] | 2 1 1 2 1 1 i
Urination {0-2} 0 1 0 1 1 0 0 0 0 0
Defecation {0-2) 0 I 0 0 0 0 1 0 0 0
Prominence of Eye (1-3) 1 1 l 1 ] 1 H 1 1 1
Lacrimation (1-4) } ] 1 { 1 1 | 1 1 1
Salivation (-4} i i | i ; i i i i i
Piloerection {0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2} I i 1 ! | 1 1 1 1 1
Examination of skin/fur {1-2} 1 1 1 1 1 i 1 1 1 [
Examination of natural orifices (1-2) 1 I | i 1 1 1 1 1 1
Animal appearance (1~3) ] | ] i 1 1 i 1 i 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 O 0 0 O 0 0
Bizzare behaviour (0-4) 0 0 0 0 1 0 0 ¢ 0 0
Rearing (No.) 12 14 10 11 12 i3 12 10 Il 12
Cionic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (I-7) 1 1 1 1 1 1 i 1 i 1
Mobility score (1-3} 1 i 1 1 1 1 I i 1 i )
Pupilltary response (1-2) 1 1 1 1 I I 1 I 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Itemn Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : IV
Dose : 500 mg/kg Time : 11th week
Parameters Animal Number

(Grades) 63 | 64 | o5 |66 |67 |68 oo |70 ] 1] 7
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) 1 I ] 1 1 ] 1 1 1 1
Vocalizations (1-2) i 1 1 1 1 i 1 i 1 1
Respiration (1-2) i 1 1 1 1 I ] 1 i ]
Palpebral closer (1-4) 1 1 1 ] 1 1 1 1 I ]
b) Handling Observations
Reaction to removal {1-4) 1 | 1 1 2 1 2 1 1 1
Reaction to handling ([-4) I 1 2 1 1 1 1 2 1 1
Urination {0-2} ] 1 0 0 0 1 0 0 O 1
Defecation (0-2) 0 1 0 1 1 0 1 0 1 0
Prominence of Eye (1-3) I 1 1 1 1 ] 1 1 1 |
Lacrimation (1-4) 1 ] 1 1 1 H 1 1 ] |
Salivaiion {i-4} i i } 1 i i i i i i
Piloerection (0-1) - 0 0 it ] 0 0 it 0 0 0
Examination of mucous membrane (1-2) 1 1 | i ] 1 I 1 1 |
Examination of skin/fur (1-2) i 1 1 I ] 1 1 i i 1
Examination of natural orifices (1-2) | 1 1 1 i 1 1 i | |
Animal appearance (1-3) 1 H ] i | i ] 1 1 !
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 O 0 0 0
Bizzare behaviour {0-4) 0 0 0 O 0 0 0 0 0 0
Rearing (Ne.) 13 12 12 11 13 15 13 i2 14 13
Clonic movements (0-3) 10 0 0 0 0 0 0 0 0 0
Tonic movements {0—3) 0 0 0 0 0 0 0 it ] 0
Gait pattern {1-7) 1 1 i 1 1 ! ! 1 1 i
Mobitity score (1-3} ] 1 | 1 1 i 1 1 1 1
Pupiliary response (1-2) i 1 1 I I 1 ] 1 1 ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System ; Sprague Dawley Rat
Sex : Male
Dose : 1000 mg/kg

Group : V
Time : 11th week

Parameters Animal Number

(Grades) 73 74|75 6 |77 |89 80 |8 %
3) Home Cage Ohseryations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 I 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 1 1 1 1
Respiration (1-2) 1 1 1 1 I 1 1 I 1 1
Palpebral closer (1-4) i 1 1 1 1 i 1 1 1 i
Iy} Handling Observations
Reaction to removal (1-4) | [ 1 2 1 1 H 2 1 |
Reaction to handling (1-4) 1 1 i 1 2 1 I i 2 1
Urination {0-2} 0 ] 0 | 0 0 0 0 0 0
Defecation (0-2} 1 1 0 0 0 0 1 0 4 0
Prominence of Eye {1-3} 1 1 1 | I 1 1 1 1 1
Lacrimation {1-4} t H ] 1 1 1 1 i 1 1
Saiivaiion (1-4) i i ] i I i i i I |
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 | 1 i 1 1 1 1 I 1
Examination of skin/fur (1-2) 1 1 1 | 1 I 1 1 1 l
Examnination of natural orifices (1-2) i i 1 ] | 1 i 1 1 1
Animal appearance (1-3) 1 l ] 1 | i 1 i 1 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 O 0 0 0 o 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 12 11 12 13 12 11 13 14 12 11
Clonic movements (0-3) 0 0 0 0 0 0 0 0] 0 0
Toni¢ movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 i } 1 1 i 1 1 1 1
Mobility score (1-3} 1 1 1 1 1 1 1 1 1 1
Pupillary response (1-2) I 1 1 1 1 1 i ! 1 ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Female

Dose : 1000 mg/kg

Group : V
Time :11th week

Parameters Animal Number

(Grades) 83|84|35|86|87|38|89§90|91|92
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 2 2 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 i 1 1 1 I i 1
Vocalizations (1-2) l 1 1 } 1 1 1 1 I 1
Respiration (1-2) 1 1 1 1 ] 1 1 1 l 1
Palpebral closer (1-4) l 1 1 1 f i 1 1 1 1
b} Handling Observations
Reaction to removal {1-4) 1 i 1 2 1 | 1 2 1 1
Reaction to handling (1-4) 1 1 2 1 ] 1 2 1 1 1
Urination {0-2) 0 1 0 1 0 0 1 0 0 0
Defecation (0-2) 1 0 0 0 1 0 0 0 i 0
Prominence of Eye {1-3) 1 ] 1 1 ] ] l 1 1 1
Lacrimation {]1-4} H ! 1 1 i ! 1 1 1 1
Saiivation (1-4) i i } i i i i i | H
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) ] 1 1 i 1 1 I 1 1 1
Examination of skin/fur (1-2) 1 1 1 H 1 1 1 ] 1 1
Examination of natural orifices (1-2) i 1 1 l 1 1 1 i [ 1
Animal appearance (1-3) | f 1 ] i ! 1 1 1 1
¢) Open Field Observations
Stereotype behaviour {0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 ] 0
Rearing (No.) 12 14 13 11 12 16 15 14 18 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 | 1 1 I 1 1 I ] 1
Mobility score (1-3) 1 1 H 1 l 1 I 1 1 }
Pupillary response (1-2) 1 1 1 ] 1 1 ] ] 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test Systemn : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 11th week
Parameters Animal Number

(Grades) 93 | 94 | 95 | 96 | 97 | 98
a} Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 I
Vocalizations {1-2) 1 1 1 1 1 1
Respiration (1-2) i ] 1 1 1 1
Palpebral closer (1-4) 1 H 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 i 1
Reaction to handling (f-4) 1 1 1 2 I 1
Urination {0-2} 0 t 0 i l 0
Defecation (0-2) 0 1 0 0 0 1
Prominence of Eye {(1-3) 1 1 1 1 1 I
Lacrimation {1-4) 1 i 1 1 1 1
Saiivation {1-4) i i i i i I
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 ] i 1
Examination of skin/fur (1-2) 1 I 1 i 1 1
Examination of natural orifices (1-2) I 1 i 1 | 1
Animal appearance (1-3) 1 1 1 1 1 ]
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 13 I 13 12 12 14
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 I 1 1 ] 1
Mobility score (1-3) 1 1 i ] ] ]
Pupiltary response (1-2) I 1 | 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System ; Sprague Dawley Rat
Sex : Female

Dose : 1000 mg/kg (Reversal)

Group : VI
Time : 11th week

Parameters
(Grades)

Animal Number

99 | 100 | to1 | 102 | 103 | 104

4) Home Cage Observations

Behavior in Home cage (1-3)

Alterations Home cage (1-7) 1 1 i 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2} 1 1 | i 1 1
Palpebral closer (1-4) i 1 1 I 1 1
b} Handling Observations

Reaction to removal (1-4) 1 2 1 1 2 I
Reaction to handling (1-4) 1 1 H 2 1 1
Urination (0-2) 0 1 0 1 0 0
Defecation (0-2) H 0 1 0 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1
Lacrimation (1-4) 1 1 1 i i }

Sabivaiion {(i-4}

Piloerection (0-1)

Examination of mucous membrane (i-2)

Examination of skin/fur (1-2)

Examination of natural orifices (1-2) 1 1 1 1 i i
Animal appearance {1-3) ] i 1 | 1 1

¢) Open Field Observations

Stercotype behaviour (0-2)

Bizzare behaviour (0-4)

Rearing (No.}

Clonic movements (0-3)

Tonic movements (0-3)

Gait pattern (1-7) 1 1 1 1 H 1
Mobility score (1-3) 1 1 1 1 1 1
Pupillary response (1-2) 1 1 i 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male

Group : 1

Dose : 0 mg/kg Time : 12th week
Parameters Animal Number
(Grades) it 2 sJafsJe[ 785910

a} Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 2 3 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 i 1 i 1 1 1
Yocalizations (1-2) 1 1 1 1 1 1 i 1 1 |
Respiration (1-2) 1 1 i 1 1 1 1 i 1 1
Palpebral closer (1-4) 1 1 1 i 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) i 2 1 ] 2 1 1 2 1 1
Reaction to handling (1-4) 1 2 1 1 1 I i 2 1 2
Urination (0-2) 1 0 0 ] I 0 0 0 1 0
Defecation (0-2) 0 1 0 0 0 I 1 0 ] 0
Prominence of Eye (1-3} 1 1 1 1 H 1 1 1 1 1
Lacrimation (1-4) ) 1 1 1 1 i 1 ! i H
Salivation {i-4} i i i i i i ! i I i

“ Piloerection (0-1) 0 0 0 0 0 0 0 it 0 0
Examination of mucous membrane (1-2} 1 I 1 1 i 1 1 1 1 1
Examination of skinffur (1.2) 1 1 H 1 1 t 1 1 1 1
Examination of natural orifices (1-2) ] 1 | i 1 1 i ] 1 |
Animal appearance (1-3) i 1 ] 1 ] 1 1 i ] 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 o 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 O 0 0 6 0 0 0
Rearing (No.) 10 10 9 11 14 10 9 9 12 10
Clonic movements (0-3) 0 0 0 0 0 0 0 4 0 0
Tonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) i 1 1 i ] 1 1 1 1 1
Mobility score (1-3) 1 1 1 1 1 1 i 1 1 i
Pupillary response {1-2) 1 1 ] 1 i 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Itemn Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : I
Dose : 0 mg/kg Time : 12th week
Parameters Animal Nuinber

(Grades) noj 2] s s e[ ] s 9] 2
a) Home Cage Qbservations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage {1-7} 1 1 1 1 1 1 1 I 1 1
Vocalizations (1-2) 1 1 1 i 1 1 1 1 i 1
Respiration (1-2} ] 1 ] i 1 1 1 1 1 ]
Palpebral closer (i-4} 1 1 1 I 1 1 1 1 ! 1
b} Handling Observations
Reaction to removal (1-4) ] ] 2 1 2 1 1 2 1 1
Reaction to handling (1-4) I 2 1 1 2 1 1 1 2 1
Urination (0-2) 0 0 0 0 i 0 1 0 1 0
Defecation (0-2) 1 0 1 0 0 0 1 0 0 i
Prominence of Eye (i-3) 1 1 i 1 1 1 1 1 l |
Lacrimation {1-4) ] 1 t 1 1 1 ! 1 ] !
Salivaton (-4} i i i i i i i j i i
Piloerection {(0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (i-2) i 1 1 1 1 1 1 1 H 1
Examination of skin/fur (1-2) [ i 1 1 1 1 1 1 | 1
Examination of natural orifices (1-2) 1 1 1 ] 1 1 1 1 ] 1
Animal appearance (1-3) 1 1 ] ! i H 1 1 ] ]
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 ] 0 0 0 0 0 0 0 0
Rearing (No.) 15 i4 12 14 12 9 10 il 10 9
Clonic movements {0-3) ] ] 0 0 0 0 0 0 0 0
Tonic mavements (0-3) 0 O 0 0 0 0 0 0 0 0
Gait pattern (1-7) ] 1 1 ] ] ] 1 I 1 1
Mobility score (1-3) | 1 1 1 1 1 1 1 1 1
Pupillary response {1-2) 1 1 i 1 i | 1 1 i i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : 11
Dose : 0 mg/kg (Reversal) Time : 12th week
Parameters Animal Number

(Grades) a0 [22 [ 2324 25 | 26
1) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alscrations Home cage (1-7) I 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) 1 i 1 1 i 1
Palpebral closer (1-4) 1 i 1 | 1 ]
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 1
Reaction to handling (1-4)} 1 2 I 1 2 I
Urination (0-2} 0 0 0 1 0 I
Defecation (0-2) 1 0 0 0 1 0
Prominence of Eye {1-3) 1 1 1 1 i 1
Lacrimation (1-4) i ! 1 ! H 1
salivation (1-4) i | i i i i
Piloerection {0-1) 0] 0 0 0 0 0
Examination of mucous membrane (1-2) 1 i | 1 1 1
Examination of skin/fur (1-2) 1 1 1 i 1 1
Examination of natural orifices (1-2)} I 1 | i 1 1
Animal appearance {1-3) ] 1 } ] ] 1
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour {0-4) 0 0 0 0 0 0
Rearing (No.) 10 11 12 9 10 12
Clonic movements ((-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
QGait pattern (1-7) 1 l 1 1 1 1
Mobility score (1-3) I 1 1 1 1 1
Pupillary response (1-2) ] 1 i 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code ; TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 0 mg/kg (Reversal)

Group :
Time : 12th week

Parameters Animal Number

(Grades) 27 |28 | 29 [ 30 | 31 | 32
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 H 1
Vocalizations (1-2) 1 1 1 1 i I
Respiration {1-2) 1 1 | 1 I l
Palpebral closer (1-4) 1 1 1 i ] 1
1) Handling Observations
Reaction to removal (1-4) 1 1 2 i 1 2
Reaction to handling (1-4) H 1 2 1 1 1
Urination ((-2) 0 H 1 0 0 0
Defecation (0-2) I 0 0 l 0 1
Prominence of Eye (1-3) | 1 1 1 1 1
Lacrimation {(1-4) ! ! ! 1 1 1
Salivation (1-4) 1 1 1 I i i
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2} I i 1 1 I I
Examination of skin/fur {1-2} 1 1 ] 1 1 1
Examination of natural orifices (1-2) 1 1 i 1 1 1
Animal appearance (1-3) 1 ] 1 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour {0-4) Ol 0 0 it it 0
Rearing (No.) 10 12 12 10 12 13
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern {(1-7) 1 1 1 1 1 1
Mobility score {1-3) 1 1 1 1 1 1
Pupillary response (1-2) 1 1 I 1 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 250 mg/kg

Group : 11T

Time : 12th week

Parameters Animal Number
| (Grades) 33 [ 34 |35 [ 36 [ 37 [ 38 | 39 | 40 | 4l | a2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) 1 | 1 H 1 1 1 i 1 1
Vocalizations (1-2} 1 1 1 i 1 { 1 ! i 1
Respiration {1-2) 1 1 1 1 1 1 | i i 1
Palpebral closer (1-4) 1 1 1 I 1 1 1 i i 1
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 2 1 I I 1
Reaction to handling (1-4) 1 1 1 1 2 1 1 2 1 ]
Urination (0-2) 0 0 0 1 0 1 1 0 1 0
Defecation (0-2) i 0 0 0 i 0 0 ] 1 0
Prominence of Eye (1-3) 1 1 1 1 1 1 l 1 1 1
Lacrimation (1-4) 1 ! f ! 1 1 ! 1 1 !
Salivation (i-4) 1 i 1 1 | H 1 i 1 1
Piloerection (0-1) 0 0 0 0 0 0 0 ] 0 0
Examination of mucous membrane (1-2) 1 1 1 i 1 1 1 1 1 1
Examination of skin/tur {1-2) 1 1 i I 1 1 ] 1 1 |
Examination of natural orifices (i-2) 1 1 1 l 1 1 i 1 1 1
Animal appearance (1-3) 1 1 1 1 1 1 i 1 i ]
c¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 4] 0 O 0 0
Rearing (No.) 12 10 10 11 10 12 2 12 9 i2
Clonic movements (0-3) 0 0 0 0 ¢ 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) 1 1 1 1 1 i 1 1 1 1
Mobility score (1-3) 1 1 1 i 1 ! 1 1 ] |
Pupillary response (1-2) 1 ] I I ] i 1 1 1 l
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 250 mg/'kg

Group : 111
Time : 12th week

Parameters Animal Number

(Grades) 43 | a4 [ 45 [ a6 [ 47 [ 48 [ 29 [ 50 | 51 | 2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) i 1 i 1 1 I 1 1 1 1
Vocalizations (1-2) 1 i I 1 1 1 i 1 1 1
Respiration (1-2) 1 1 1 1 1 1 i | 1 1
Palpebral closer {(1-4} ] 1 1 1 1 1 [ 1 i 1
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 2 1 i 2 1
Reaction to handling (1-4) 1 2 1 1 2 ] 1 2 1 1
Urination (0-2) 0 1 0 0 0 1 0 1 0 t
Defecation {0-2) 0 0 i ] 0 0 1 1 0 0
Prominence of Eye (1-3) 1 1 1 i 1 1 1 1 1 1
Lacrimation (1-4) ] 1 1 1 1 1 1 1 1 1
Salivation {1-4} i i { i } i i } i i
Piloerection (0-1) 0 0 ] 0 ¢ 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1 1 1 1 1
Examination of skin/fur (1-2) I 1 l 1 ] I 1 1 I 1
Examination of natural orifices (1-2) ] 1 ] i 1 1 1 1 1 1
Animal appearance (1-3) ] ] 1 1 1 1 i 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 ) 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 14 10 12 10 10 8 14 1§ 12 10
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic inovements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) [ ] 1 1 1 1 1 1 1 1
Mobility score (1-3) 1 i 1 1 ] 1 I 1 I 1
Pupillary response (1-2) 1 1 1 1 [ | | i 1 ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : IV
Dose : 500 mg/kg Time : 12th week
Parameters Animal Number
___(Grades) s3] sa]ss|s6 |57 s8|s9]e0] 6| 2
.A) Mome Cape Obseryatlons ‘

Behavior in Home cage (1-5) ' 2 2 2 2 2 3 2 2 2 3
Alterations Home cage (1-7) 1 i 1 1 1 1 ] 1 1 1
Vocalizations (1-2) i i i 1 1 1 I 1 1 1
Respiration (1-2} I 1 i i 1 1 1 i 1 1
Palpebral closer (1-4) I 1 1 1 ] 1 1 1 1 L
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 1 2 I H 2
Reaction to handling (1-4) 1 1 2 1 1 1 2 1 1 1
Urination {0-2) 0 0 I 0 1 0 0 1 0 0
Defecation (0-2) 0 1 0 0 0 1 l 0 1 0
Prominence of Eye (1-3) ] 1 ] 1 I ] 1 ] 1 I
[acrimation (1.4} i i 1 1 1 H 1 1 i !
salivation {i-4} i i i i i i i i i i
Piloerection (0-1} 0 0 0 O 0 ¢ 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1 i 1 1 1
Examination of skin/fur (1-2) 1 1 1 1 1 1 1 1 ] I
Examination of natural orifices (1-2) 1 1 1 1 1 1 ] H 1 1
Animal appearance (1-3) ] 1 1 1 ] 1 1 1 | 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 o 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 ] 0 0 ] 0 ] G
Rearing (No.) 12 13 9 10 12 14 14 9 12 1}
Clonic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 I 1 ] ] i ] H 1
Mobility score (1-3) H 1 1 1 1 1 1 1 I |
Pupillary response (1-2) l I 1 I 1 1 1 I 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : IV
Dose : 500 mg/kg Time : 12th week
Parameters Animal Number

(Grades) 63 | o4 Jos |66 [ 67|68 69 0| 7| 7,
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 3 2 2 3
Alterations Home cage (§-7) 1 1 1 i 1 1 1 1 1 1
Vocalizations (1-2) 1 1 ] 1 1 1 ] 1 1 1
Respiration (1-2) 1 1 1 1 i 1 1 ) 1 1
Paipebral closer (1-4) i i 1| L] 1 O i 1
Iy Handling Observations
Reaction to removal {1-4) 1 1 1 I 2 l 2 1 1 1
Reaction to handling {1-4} 1 2 1 1 1 1 2 1 2 1
Urination (0-2) 1 0 i 0 l 0 0 0 1 0
Defecation {0-2) 0 1 0 0 0 1 [ 0 1 0
Prominence of Eye {1-3} 1 1 1 [ 1 1 1 1 1 1
Lacrimation {1-4) 1 ! 1 1 i 1 1 H 1 1
Salivanon (1-4) 1 i i | i } i i i i
Pitoerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 [ ] 1 1 | 1 1 1 i
Examination of skin/fur {1-2) 1 1 i 1 1 1 1 1 1 1
Examination of natural orifices (1-2) 1 1 1 i 1 i i 1 1 l
Animal appearance (1-3) ! 1 i 1 1 1 1 ] 1 ]
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 ) 0
Bizzare behaviour (0-4) 0 O 0 0 O O 0 0 ; 0
Rearing (No.} 12 10 10 12 14 14 14 14 12 12
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 y
Tonic movements (0-3) 0 0 0 0 0 0 O 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1 I 1 i I
Mobility score (1-3) 1 i 1 | ] 1 1 i I i
Pupillary response (1-2) 1 1 1 1 1 1 1 i 1 1
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Laboratory Test Item Code : TAS/002/013

Test System : Sprague Dawley Rat
Sex : Male
Dose : 1000 mg/kg

Group:V
Time : 12th week

Parameters Animal Number

(Grades) B s [ [ w7 s |8 w
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 y 3 2 2 3 2 2 2
Alicrations Home cage (1-7}) 1 1 1 i 1 1 1 1 i 1
Vocalizations {1-2) 1 1 1 i 1 I 1 1 1 1
Respiration (1-2) 1 1 1 I 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 l 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 i 2 1 H 2 i 1 1 2
Reaction to handling (1-4) 1 1 1 i 1 1 2 ] 2 i
Urination (0-2) 0 1 0 0 1 0 0 0 0 1
Defecation {0-2) 0 0 l 1 ] i 0 0 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 i 1 1 1
Lacrimation {1-4) ! 1 ! ! 1 ! i ! ! 1
Salivation (1-4) i 1 ] H 1 ] H i i !
Piloerection (0-1) 0 0 0 0 0 0 0 0 ¢ ]
Examination of mucous membrane (1-2) 1 i 1 | ] l 1 b 1 1
Examination of skin/fur (1-2) 1 l | 1 H 1 1 l | 1
Examination of natural orifices (1-2) i l i 1 l 1 i 1 1 i
Animal appearance (1-3) ] ] 1 1 1 1 1 1 1 i
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 ¢ 0 0 0 0 0 0
Rearing (No.) 0 12 12 10 12 10 12 i2 10 11
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern {1-7) 1 1 i 1 I 1 1 i 1 i
Mobility score (1-3) 1 ] I 1 1 1 1 1 1 t
Pupillary response (1-2) 1 1 1 1 1 1 1 1 1 ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Female

Dose : 1000 mg/kg

Group : V

Time : 12th week

Parameters Animal Number

(Grades) 83 | 84 [ 85 I'so [ 87 [ 88 [ 89 [ o0 [ o1 [ o2
a) Home Cage Observations
Behavior in Home cage (1.5} 3 2 2 3 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 | 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 1 1 1 }
Respiration (1-2) ] 1 1 1 1 i 1 1 1 1
Palpebrat closer (1-4) 1 1 1 1 1 1 i 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 2 1 1 1 2 1 1 2
Reaction to handling (1-4) 1 1 1 2 1 1 1 2 1 1
Urination (0-2) 0 0 0 1 0 1 0 1 0 0
Defecation (0-2) 0 ] 1 0 0 0 1 0 1 0
Prominence of Eye (1-3) 1 1 1 1 1 I ] 1 1 1
Lacrimation (1-4) 1 1 ! ! 1 1 1 1 1 1
Salivation (i-4) i } I H ] | 1 ] i |
Pitoerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) i 1 1 ] I 1 i I 1 1
Examination of skin/fur (1-2) 1 1 1 1 1 | 1 1 1 i
Examination of natural orifices (1-2} 1 | I 1 1 1 1 1 1 ]
Animal appearance (1-3} 1 1 1 1 1 1 1 1 ] I
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 6 Y 0 0 0 0 0 0 0 0
Rearing (No.) 10 12 14 10 12 i4 14 12 15 14
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) } 1 1 1 1 1 I 1 i 1
Mobility score (1-3) 1 I 1 1 I 1 1 i 1 1
Pupillary response (1-2) 1 ] i 1 1 1 1 1 I i
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INDIVIDUAL ANIMAL - DETATLEY CLINICAL OBSERVATIONS

Laboratory Test liem Code : TAS/002/015
Test Sysiem : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 12th week
Parameters Animal Number

(Grades) 93 | 94 [ 95 [ 96 [ o7 | 98
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage {(1-7) 1 1 i 1 i 1
Vocalizations (1-2) 1 1 I 1 1 1
Respiration ([-2) 1 1 1 l 1 1
Palpebral closer (1-4) I 1 1 1 1 i
b} Handling Qbservations
Reaction to removal (1-4) 1 I 2 1 i 1
Reaction to handling (1-4) 1 1 1 2 1 !
Urination (0-2) 0 0 1 0 ] 0
Defecation (0-2) 0 0 0 1 1 0
Prominence of Eye (1-3) i 1 1 1 ] 1
Lacrimation (1-4) 1 ! H 1 ! 1
Sallvation {i-4) i i 1 i | 1
Piloerection (0-1} 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 I 1 1 1 1
Examination of skin/fur {1-2) | 1 1 1 i 1
Examination of natural orifices (1-2) 1 1 1 i 1 1
Animal appearance (1-3) ] 1 1 | 1 !
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 G 0
Rearing (No.) 10 10 12 10 11 12
Clonic movements (0-3) 0 0 0 0 ] 0
Tonic movements (0-3} 0 0 0 0 0 G
Gait pattern (i-7) 1 1 1 1 i 1
Mobility score (1-3) I 1 1 i 1 1
Pupiliary response {1-2) 1 j 1 ] 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Ifem Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female Group : VI
Dose : 1000 mg/kg (Reversal) Time : 12th week
Parameters Animal Numnber
o (Grades) 99 | 100 | 101 | 102 | 103 | 104
.1} Heme Crge Observations
Behavior in Home cage (1-5) 2 2 3 2 3 2
Alterations Home cage (1-7) 1 i 1 i 1 1
Vocalizations (1-2) 1 1 1 1 i 1
Respiration (1-2) 1 1 1 1 1 1
Palpcbral closer (1-4) 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 2 1 1 2 i
Reaction te handling (1-4) I 1 1 1 2 I
Urination (0-2) 0 0 0] i 1 Q
Defecation (0-2) 1 0 1 0 1 1
Prominence of Eye (1-3) 1 1 i 1 I I
Lacrimation (1-4) 1 1 1 ! 1 1
Sabivation (i-4) b i i i i i
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1
Examination of skin/fur {1-2) 1 1 1 1 1 1
Examination of natural orifices (1-2) ] I 1 1 l i
Animal appearance (1-3) i 1 1 H ] 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour ((-4) 0 0 0 0 0 0
Rearing (No.) 12 10 10 i0 12 13
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) i 1 1 1 1 1
Mobility score (1-3) 1 1 1 1 ] i
Pupillary response (1-2) 1 1 l 1 i 1
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Laboratory Test Item Code : TAS/002/013

Test System : Sprague Dawley Rat
Sex :Male
Dose : 0 mg/kg

Group : 1
Time : 13th week

Parameters Animal Number
 (Grades) L2 s ]als]e 7189w
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 I i 1
Vocalizations (1-2) 1 1 1 i 1 1 1 1 I 1
Respiration (1-2) 1 1 i 1 I i 1 1 1 1
Palpebral closer (1-4) i i 1 1 1 1 1 I 1 1
b) Handling Qbservations
Reaction to removal (1-4) 1 1 2 1 1 2 i 1 1 1
Reaction to handling (1-4) 1 ] I | 2 1 1 ] 2 1
Urination {0-2) 0 1 0 ¢ 1 0 0 1 0 0
Defecation (0-2) 1 0 0 1 0 0 0 0 1 0
Prominence of Eye (1-3) I l 1 1 1 I 1 1 1 ]
T.acrimation (1-4) 1 1 i 1 1 1 H 1 ] !
Saltvaion {1-4} i i i i 1 i i i ] I
Piloerection (0-1) ] 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) i i 1 1 i i 1 1 1 1
Examination of skin/tur {1-2) 1 1 1 1 ] I 1 1 1 i
Examination of natura} orifices (1-2) 1 1 i ] 1 1 i 1 1 |
Animal appearance (1-3) ] 1 1 i 1 1 I 1 1 ]
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.} 11 12 10 0 12 h 10 9 13 10
Clonic movements {(-3} 0 ] 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 i 1 1 ) 1 1
Maobility score (1-3) 1 ] 1 1 1 i 1 1 | i
Pupiliary response (1-2) 1 1 1 1 1 1 i 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/Q02/015
Test System : Sprague Dawley Rat

Sex : Female Group : |
Dose : 0 mg/kg Time : 13th week
Parameters Animal Number

(Grades) it 2 e s e ] 17| 18] 0] 20
1) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 i 1 1 1 1 I |
Vocalizations (1-2) 1 1 1 [ 1 1 1 1 1 1
Respiration {1-2) 1 1 1 l 1 1 1 1 1 i
Patpebral closer ([-4) 1 1 1 1 i I 1 I 1 1
1) Handling Observations
Reaction to removal (1-4) I I 1 2 1 1 2 1 1 1
Reaction to handling (1-4) 1 1 2 1 1 1 1 2 1 1
Urination (0-2) 0 0 i 0 1 0 0 i 0 0
Defecation {0-2} 1 1 0 i 0 0 0 1 0 0
Prominence of Eye (1-3) 1 1 1 1 ] 1 1 ] 1 !
Lacrimation (1-4} i 1 1 ! 1 H 1 1 1 1
Salivation {1-4) i i i | i i i 1 } I
Pitoerection {0-1} 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) I | H 1 1 1 1 1 ] 1
Examination of skin/fur {1-2) 1 1 1 1 1 1 1 l 1 1
Examination of natural orifices (1-2) 1 1 1 i 1 1 1 1 [ 1
Animal appearance (1-3) i 1 1 1 1 i 1 1 1 !
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.} 13 12 14 il 10 11 10 12 12 10
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 ]
Tonic movements ((-3) 0 0 0 0 0= 0 0 0 0 0
Gait pattern (1-7) 1 i 1 1 1 1 I 1 1 i
Mobility score (1-3) 1 1 1 i 1 } 1 ] ! 1
Pupillary response (1-2) 1 1 I 1 1 1 i 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test [tem Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Male Group : II
Dose : 0 mg/kg (Reversal) Time : 13th week
Parameters Animal Number

(Grades) 21 | 22 | 23 | 24 | 25 | 26
#) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Home cage {(1-7) 1 1 1 1 1 1
Vocalizations (1-2) [ 1 1 1 ] 1
Respiration (1-2) 1 1 1 i 1 1
Palpebral closer (1-4) 1 t 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) | 1 1 2 I I
Reaction to handling (1-4) 1 i 2 1 1 1
Urination (0-2) 0 1 0 1 0 1
Defecation {0-2) 0 1 0 1 ¢ 0
Prominence of Eye (1-3) 1 1 [ ] 1 1
Lacrimation (1-4) H 1 1 ! ! !
Salivanon (1-4) i j i i { ]
Pitoerection {0-1) 0 ¢ 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1
Examination of skin/fur (1-2) 1 1 i 1 1 1
Examination of natural orifices (1-2) 1 1 1 ] i 1
Animal appearance (1-3) i 1 1 i 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 O
Rearing (No.) il 10 11 i0 o 12
Clonic movements {0-3} 0 0 0 0 0 0
Tonic movements (0-3) ¢ 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1
Mobility score (1-3) 1 1 1 1 i 1
Pupillary rcsponse (1-2) 1 1 I 1 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Female Group : II
Dose : 0 mg/kg (Reversal) Time : 13th week
Parameters Animal Number

(Grades) 27 [ 28 [ 29 [ 301 31 | 32
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 ] 1 1 1 1
Vocalizations (1-2) I i i i i 1
Respiration (1-2) 1 1 1 i 1 1
Palpebral closer {1-4) 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 P 1 1 2
Reaction to handling (1-4) i 2 1 1 2 ;
Urination (0-2) 0 1 ] 0 i 0
Defecation (0-2) 1 0 O i & 0
Prominence of Eve {1-3) 1 1 1 l 1 !
Lacrimation (14} ! 1 1 ! I !
Salivation (1-4) ] ] 1 | 1 1
Piloerection {0-1) O 0 0 0 0 1]
Examination of mucous membrane (1-2) 1 1 i 1 i 1
Examination of skin/fur {1-2) 1 1 1 l 1 1
Examination of natural orifices (1-2) 1 1 i 1 1 1
Animal appearance (1-3) 1 1 1 i 1 1
¢) Open Field Observations
Stereotype bebaviour (0-2) 0 0 ) o O 0O
Bizzare behaviour (0-4) a 0 0 G 0 0
Rearing (No.) 11 12 13 1t 12 14
Clonic movements ((-3) 0 0 0 0 0 0
Tonie movements (0-3) ¢ 0 0 0 0 0
Gait patiern (1-7) 1 t } 1 1 1
Mobility score (1-3) 1 1 l ] 1 I
Pupillary response (1-2) 1 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Male Group : HI
Dose : 250 mg/kg Time : 13th week
Parameters Animai Number
. (Grades) 33 | 34 | 35 | 36 [ 37 | 38 | 39 | 40 | 41 | 42
) Home Cage Obseryations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 i 1 1 1
Respiration (1-2) ; i 1 1 1 1 i 1 1 1
Palpebral closer (1-4) 1 ! 1 1 1 1 1 1 1 1
b} Handling Observations
Reaction to removal (1-4) 1 1 2 i 1 1 2 i 1 1
Reaction to handling (1-4) 1 1 1 2 1 1 1 2 1 1
Urination (0-2} 0 1 0 1 0 1 L 0 0 0
Defecation (0-2) 1 0 ] 0 1 0 ] 1 0 ¢
Prominence of Eye (1-3) i 1 1 1 1 I 1 1 1 1
Lacrimation {1-4) 1 i 1 ! 1 ! 1 1 ! ]
Salivation (1-4) I 1 i 1 1 1 i 1 1 |
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of muceus membrane (1-2) 1 1 1 [ 1 1 1 1 1 i
Examination of skin/fur (1-2) 1 1 1 1 i 1 1 i I 1
Examination of natural orifices (1-2) i 1 1 1 1 1 1 1 1 1
Aninal appearance (1-3) 1 i ] 1 1 i 1 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 iy 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 11 12 9 12 10 12 11 i0 12 13
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1 1 1 1 i
Mobility score (1-3) 1 1 H 1 1 1 ! 1 1 I
Pupillary response (1-2) 1 I 1 1 1 i 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/013
Test System : Sprague Dawley Rat

Sex : Female Group : III
Dose : 250 mg/kg Time : 13th week
Parameters Animal Number

(Grades) 45 |44 |45 |46 |47 [ a8 [ 490 [ 50 [51 ]
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 3 2 2 2
Alterations Home cage (1-7) IO 1 1 i 1 1 1 1 1
Vocalizations (1-2) 1 1 1 ] \ i 1 1 1 1
Respiration {1~2) 1 1 1 1 1 I _1 1 1 l
Palpebral closer (1-4) 1 I 1 1 1 1 ] 1 1 1
b} Handling Observations
Reaction to removal (1-4) 1 1 2 i 1 2 1 i 1 1
Reaction to handling (1-4) 1 2 1 1 2 1 ] 1 i 1
Urination (0-2} 0 1 0 0 0 1 0 0 ¢ 0
Defecation ((-2) 1 0 0 1 0 0 1 0 0 0
Prominence of Eye (1-3) 1 1 1 1 1 1 i 1 ! 1
Lacrimation (§-4) 1 1 i H ] 1 ! ! 1 !
Salivation {(i-4) i i 1 i ! I 1 i 1 i
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 i 1 1 1 i 1 1 1 i
Examination of skin/fur (1-2) 1 l 1 1 1 1 1 1 1 l
Examination of natural ovifices (1-2) 1 i | i 1 1 i 1 1 |
Animal appearance ([-3) 1 ] 1 1 1 1 1 i i 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 o
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 15 11 12 11 10 9 12 i1 12 10
Clonic movements (0-3} 0 0 0 0 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1 i 1 1 1
Mobility score (1-3) 1 1 i 1 1 I 1 1 1 i
Pupillary response (1-2) ] 1 1 1 1 1 1 | 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : IV
Dose : 500 mg/kg Time : 13th week
Parameters Animal Number

(Gradcs) 53 | 54 155 | 56|57 | s8] 59 60]6t] 62
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 2 3 2 2 3 2 2
Alterations Home cage (i-7) 1 1 1 l 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1 1 1 1 1
Respiration (1-2) 1 1 1 i l i 1 1 l 1
Palpebral closer (1-4) i i 1 1 1 1 1 1 1 I
Iy} Handling Observations
Reaction to removal {1-4) 1 1 I 2 1 1 2 1 1 1
Reaction to handling (1-4) 1 1 1 2 1 1 1 2 1 i
Urination (0-2) 0 1 1 0 1 0 0 0 0 1
Defecation (0-2} 0 o 0 1 0 1 0 0 1 0
Prominence of Eye (i-3) 1 1 1 1 1 l 1 1 1 1
Lacrimation (1-4) i 1 | 1 1 1 H ] ] ]
Sahvation {i-4} 1 i i { i i 1 } | |
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 i 1 1 ! 1 1 1 1 1
Examination of skin/fur (1-2} 1 1 1 ] 1 I 1 1 1 !
Examination of natural orifices (1-2) 1 1 1 ] 1 1 ] 1 1 l
Animal appearance (1-3} 1 1 1 i ] ] 1 1 1 I
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 0
Rearing (No.) 13 11 10 12 il 13 11 12 14 10
Cionic movements {0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements ((-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern (1-7) 1 i 1 1 1 1 1 1 I 1
Molility score (1-3) 1 1 ] 1 I 1 1 i 1 1
Pupillary response (i-2) 1 I I 1 1 H 1 1 l [
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female Group : [V
Dose : 500 mg/kg Time : 13th week
Parameters Animal Number

| (Grades) 63 | 64 | 65 |66 67 68 60 0] 7 | m
#) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 i 1 i
Vocalizations (1-2) 1 1 1 1 1 1 1 I i 1
Respiration (1-2) 1 ] | 1 l L 1 1 1 ]
Palpebral closer (1-4) 1 1 1 ] 1 1 1 1 i 1
b) Handling Observations
Reaction to removal (1-4) 1 1 1 2 i H 1 2 1 1
Reaction to handling (1-4) i 1 2 1 1 I 1 1 I ]
Urination ((-2) 0 1 0 1 1 ¢ 0 6 1 0
Decfecation {0-2) 0 0 0 1 0 1 0 0 ¢ |
Prominence of Bye (1-3) 1 1 1 1 1 1 1 1 I 1
Lacrimation (1-4) 1 1 1 ! 1 1 1 1 ! !
Sahvauon (1-4) i i i i } i i 1 ] ]
Piloerection {0-1) 0 0 0 0 ¢ ¢ 0 0 0 0
Examination of mucous membrane (1-2) 1 1 i 1 1 1 1 1 i l
Examination of skin/fur (1-2) 1 1 1 1 1 1 1 i b 1
Examination of natural orifices (1-2) i i i i 1 1 1 1 1 1
Animal appearance (1-3) 1 I 1 1 i 1 1 1 1 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 G 0 ¢ 0
Rearing (No.) 11 10 12 10 13 11 12 10 11 13
Clonic movements (0-3) 0 0 0 0 0 0 0 G 0 0
Tonic movements (0-3) 0 0 0 0 ¢ 0 0 0 0 0
Gait pattern (1-7) 1 1 i 1 | i 1 1 1 1
Mobility score {1-3) 1 1 1 1 1 1 ] 1 ] 1
Pupillary response (1-2) I H 1 1 1 1 f i 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : V
Dose : 1000 mg'kg Time : 13th week
Parameters Animal Number

(Grades) 7 1576|778 w808 | %
4) Home Cage Observations
Behavior in Home cage (1-3) 2 2 2 3 2 2 2 2 2 2
Alterations Home cage (1-7} 1 1 1 i 1 1 1 i 1 l
Vocalizations (1-2) 1 1 1 | 1 1 1 1 ! 1
Respiration (1-2) i i 1 1 | 1 1 1 | i
Palpebral closer (1-4) 1 1 1 1 i i 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 ! 2 1 1 I 2 1 {
Reaction to handling (1-4) 1 1 2 1 1 2 1 ] | 1
Urination (0-2) 0 1 0 0 0 1 0 0 0 1
Defecation (0-2) 0 I 0 0 1 0 0 1 0 0
Prominence of Eye (1-3) 1 1 1 | [ i 1 1 1 1
Lacrimation (1-4) 1 1 1 1 ] ! ! ] ! i
salivaiton {§-4} i i 1 i | i | H j I
Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) l | 1 1 1 1 1 1 1 ]
Examination of skinffur (1-2) 1 1 H 1 1 i 1 1 1 I
Examination of natural orifices {1-2) 1 1 1 1 1 1 1 1 1 |
Animal appearance {1-3) i 1 1 | 1 1 1 1 1 1
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 o 0 0 o 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 4]
Rearing (No.} i1 12 10 12 11 10 12 11 13 10
Clonic movements (0-3) 0 0 0 O 0 0 0 0 0 0
Tonic movements ((-3} 0 0 0 0 0 0 0 G 0 0
Gait pattern (1-7) 1 1 ] 1 i 1 I 1 1 i
Mobility score (1-3) 1 1 | 1 | H 1 1 1 1
Pupillary response (1-2) 1 1 ] i ! 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : V
Dose : 1000 mg/kg Time : 13th week
Parameters Anjmal Number
_ (Grades) 33]84[85[36]37]88[89]90|91|92

-2 Home Cage Observations .

-‘“.Eellavior in Home cage (1-5) 2 2 2 3 2 2 2 2 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 H ! 1 I l i
Respiration (1-2) l ] 1 1 ] { I 1 1 l
Palpebral closer (1-4) 1 1 1 1 1 1 1 1 i 1
b} Handling Observations
Reaction to removal (1.4) 1 1 2 1 1 1 2 1 1 l
Reaction to handling {[-4) 1 2 1 1 1 2 1 1 1 1
Urination (0-2) 0 1 0 0 1 0 0 ! 0 0
Defecation {0-2) ] 0 0 0 ] 0 0 1 0 0
Prominence of Eye (1-3) I ! 1 l 1 1 1 1 1 1
Lacrimation (}-4) 1 1 H ] 1 1 ! ! ] ]
salivaton (1-4) H i i 1 ] ] | i 1 ]4

i Piloerection (0-1) 0 0 0 0 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 I 1 1 1 i 1 l
Examination of skin/fur (1-2) 1 1 1 1 1 i ] 1 ] 1
Examination of natural orifices (1-2) i ] l i 1 1 i 1 1 i
Animal appearance (1-3) | ] 1 1 i 1 1 1 1 i
<) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0 0 0 0 O
Rearing (No.) 11 12 13 I1 10 13 4 i1 12 15
Clonic movements (0-3) 0 0 0 0 0 0 0 0 0 0
Tonic movements ((-3) 0 0 0 0 0 0 0 0 0 0
Gait pattern ([-7) 1 [ 1 1 1 1 l ] I 1
Mobitity score (1-3) 1 1 1 1 | H 1 1 I I
Pupillary response (1-2) 1 i 1 1 1 ] S 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : V1
Dose : 1000 mg/kg (Reversal) Time : 13th week
Parameters Animal Number

(Grades) 93 | 94 [ 05 | o6 [ 97 | o3
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1
Yocalizations (1-2) 1 1 1 1 1 i
Respiration (1-2} 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 i i 1
) Handling Observations
Reaction to removal (1-4) [ 1 1 2 1 i
Reaction to handling (1-4) 1 2 1 1 1 1
Urination {0-2} 0 1 0 I ¢ 0
Defecation (0-2) I 0 ] 0 1 0
Preminence of Eye (1-3) 1 1 ] 1 | I
Lacrimation (1-4) 1 1 1 i f 1
salivation (i-4) } i i | 1 1
Piloerection (0-1) 0 ) 0 0 0 ¢
Examination of mucous mesnbrane (1-2) 1 1 1 1 1 1
Examination of skin/fur (1-2) 1 1 1 1 I 1
Examination of natural orifices (1-2) 1 | 1 1 1 1
Animal appearance (1-3) 1 1 I 1 1 i
¢) Open Field Observations
Stereotype behaviour (0-2) 0O 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 ¢ 0 0 0
Rearing (No.) 11 10 12 11 I3 10
Clonic movements (0-3) 0 Y 0 0 0 0
Tonic movements (0-3) 0 0 ¢ 0 0 0
Gait pattern (1-7) i | | 1 1 1
Mobility score (1-3) 1 i 1 1 I 1
Pupillary response (1-2) ] 1 i I 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : VI
Dose : 1000 mg/kg (Reversal) Time : 13th week
Parameters Animal Number
(Gradcs) 99 | 100 | 101 [ 102 ] 103 [ 104
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 3 2 2 2
Alterations Home cage (1-7) 1 1 1 H I 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration ([-2) ] } 1 1 1 |
Palpebral closer (1-4) I 1 1 1 1 i
b) Handling Observations
Reaction to removal (1-4) 1 1 2 i i 1
Reaction to handling (1-4) 1 2 l 1 2 1
Urination (0-2) 0 ] 0 0 1 0
Defecation (0-2) 1 0 i 0 0 0
Prominence of Eye (1-3) 1 1 1 1 ] 1
facrimation (1-4)Y 1 1 ] 1 1 1
Sabivation (1-4) i i j i i I
Piloerection (0-1) 0 0 ] 0 0 0
Examination of nmcous membrane (1-2) 1 | 1 | 1 I
Examination of skin/fur (I-2) { ] 1 1 I 1
Examination of natural orifices (1-2) 1 | 1 i 1 1
Animal appearance (1-3) 1 1 i 1 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 O 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 11 10 12 10 13 12
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movenents (-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 i 1 1 | 1
Mobility score (1-3) 1 1 i 1 1 1
Pupillary response (1-2) 1 | 1 ] 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : I
Dose : 0 mg/kg (Reversal) Time : 14th week
Parameters Animal Nuinber

(Grades) 21 |22 ] 23 |24 | 25 | 26
a) Home Cage Observations
Behavior in Home cage (1-%) 2 2 2 3 2 2
Alterations Home cage {1-7) i l 1 1 1 1
Vocalizations (1-2) 1 1 i 1 1 1
Respiration (1-2} 1 1 t 1 i 1
Palpebral closer (1-4) 1 1 1 i 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 1 2 1 i
Reaction to handling (1-4) 1 2 1 1 1 I
Urination {0-2) 0 1 0 0 1 0
Defecation (0-2) 1 0 0 i o 0
Prominence of Eye (1-3) 1 1 1 1 1 1
Lacrimation {1-4) 1 1 1 1 1 1
sabivation {i-43 i { i i i !
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) | 1 1 i i 1
Examination of skin/fur (1-2) 1 1 1 1 1 |
Examination of nateral orifices (1-2) i i 1 ] 1 1
Animal appearance (1-3) 1 1 ! ] 1 H
¢) Open Field Observations
Stereotype behaviowr ((-2) 0 0 0 ) 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 11 12 i0 9 1l i3
Clonic movements {((-3) 0 0 o 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 ] 1 i i 1
Mobility score (1-3) I i 1 ] | 1
Pupillary response (1-2) 1 1 1 1 ! ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Female

Dose : 0 mg/kg (Reversal)

Group : 11
Time : 14th week

Parameters Animal Number

(Grades) 27 128 | 29 [ 30 | 31 | 3@
a) Home Cage Observations
Behavior in Home cage (1-5) 2 3 2 2 3 2
Alterations Home cage (1-7) 1 1 i 1 1 1
Vocalizations {1-2} 1 i 1 1 1 1
Respiration (1-2) 1 1 1 1 1 1
Palpehrat closer (1-4) i 1 i i 1 I
b} Handling Observations
Reaction to removal (1-4) 2 [ 1 2 i 1
Reaction to handling (1-4) 1 2 ; 1 1 1
Urination {0-2) 1 1 0 \ 0 0
Defecation (0-2) O 1 1 0 1 0
Prominence of Eye (1-3) 1 i 1 1 1 I
Lacrimation (1-4) 1 ] 1 ! i |
Salivation (i-4) i i i j i 1
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) I ] 1 1 I ]
Examnination of skin/fur (1-2) 1 i 1 i 1 I
Examination of natural orifices (1-2) 1 | 1 1 i |
Animal appearance (1-3) | i l i 1 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.} 10 12 11 9 £l 12
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 | 1 1 1
Mobility score (1-3) i 1 ] 1 1 1
Pupillary response (1-2) 1 1 i 1 1 i
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratery Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male

Dose : 1000 mg/kg (Reversal)

Group : VI
Time : 14th week

Parameters Animal Number

(Grades) 93 | 94 | 95 | 96 | 97 | 98
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 l 1 1 1 1
Vocalizations (1-2) i 1 1 1 1 1
Respiration (1-2) I 1 1 1 ] 1
Palpebral closer (1-4) 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 H 2 [ 1
Reaction to handling (1-4) 1 1 2 1 1 1
Urination (0-2) 0 ] 0 1 0 |
Defecation (0-2) 0 0 0 1 0 0
Prominence of Eye (}-3) [ 1 L i 1 I
[acrimation {1-4) 1 ! 1 1 ! !
Sabivation (1-4} 1 i i I } i
Piloerection (0-1) 0 0 0 0 Y 0
Examination of mucous membrare {1-2) 1 ] 1 I 1 1
Examination of skin/fur (1-2) 1 1 1 1 1 1
Examination of natural orifices {1-2} 1 1 1 i I i
Animal appearance (1-3) 1 1 1 ! 1 H
¢) Open Field Obscrvations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 & ] 0
Rearing (No.) 10 11 13 10 12 9
Clonic movements ((~3) 4 0 0 0 0 0
Tenic movements (0-3) 0 0 0 0 ] 0
Gait pattern (1-7) 1 [ 1 1 1 1
Mobility score (1-3) 1 | 1 1 1 t
Pupillary response (1-2) ] 1 I 1 i 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test ltem Code : TAS/002/015

Test System ; Sprague Dawley Rat
Sex : Female

Dose : 1000 mg/kg (Reversal)

Group : VI
Time : 14th week

Parameters Animal Nunber
(Grades) 99 | 100 | 101 [ 102 | 103 | 104

a) Home Cage Observations
Bchavior in Home cage (1-5} 3 2 2 2 3 2
Alterations Home cage (1-7) | 1 1 1 1 ]
Vocalizations {1-2) [ 1 I i 1 I
Respiration (1-2) 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 ] 1 1 1
b) Handling Observations
Reaction to removal (1-4) 2 1 1 2 1 l
Reaction to handling (1-4) 1 1 2 1 1 2
Urination (0-2) I 0 1 0 0 1
Befecation (0-2) 1 1 0 0 1 0
Prominence of Eye (1-3) 1 ] 1 1 1 1
Lacrimation (1-4) 1 ! i ! i !
Salivation (i-4) I 1 ] : i 1
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 ] i
Examination of skin/fur (1-2) 1 1 1 1 1 i
Examination of natural orifices (1-2) | 1 i 1 1 1
Animal appearance (1-3) 1 1 l ] i 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 O 0 0 0 0
Rearing (No.) 10 10 11 8 il 12
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 { 1 1 1
Mobility score (1-3) 1 1 1 | ] 1
Pupillary response (1-2) 1 1 i 1 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : 11
Dose : 0 mg/kg (Reversal) Time : 15th week
Parameters Animal Number

(Grades) 21 [ 22 [ 23 [ 24 ] 25 | 2
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7} 1 1 ] 1 i 1
Vocalizations (1-2) 1 1 1 1 I 1
Respiration (1-2) | 1 [ 1 1 1
Palpebral closer (i-4) 1 1 1 i 1 1
b) Handling Observations
Reaction to removal {1-4) 1 1 2 1 1 2
Reaction to handling (1-4) 1 I 2 1 2 1
Urination (0-2) 0 1 0 I 1 1
Defecation (0-2) 0 1 0 0 [ 0
Prominence of Eye (13} 1 1 1 ] 1 1
Lacrimation (1.4} H ! 1 ! 1 i
Safivation (1-4) 1 H 1 ] 1 1
Piloerection (0-1} 0 0 0 0 0 0
Examination of mucous membrane (1-2) I 1 H 1 i 1
Examination of skin/fur (1-2) | 1 l 1 1 1
Examination of natural orifices (1-2) i 1 1 i | ]
Animal appearance (1-3) 1 i 1 1 1 i
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 O 0
Rearing (No.) 12 il 10 10 10 12
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1
Mobility score (1-3) 1 1 i 1 1 1
Pupillary response (1-2) I ] 1 1 I 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test 1tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : Il
Dose : 0 mg/kg (Reversal) Time : I5th week
Parameters Animal Number

(Grades) 27 [ 28 [ 29 | 30 | 31 | 32
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 l 1 i 1 1
Vocalizations (1-2) i 1 1 i 1 1
Respiration (£-2) I 1 1 1 1 i
Palpebral closer (1-4) 1 1 1 1 1 i
b) Handling Observations
Reaction to removal (1-4) 1 i 2 1 1 2
Reaction to handbing (1-4) 1 2 i 1 1 2
Urination (0-2}) 0 1 0 ] i 0
Defecation {0-2) 0 0 1 0 0 1
Prominence of Eye (1-3) § l 1 1 1 1
Lacrimation {1-4} ! 1 1 ! 1 1
Sativation {(i-4) i i i i | i
Piloerection (0-1) ] 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 i 1 1 1
Examination of skin/fur (1-2} 1 1 1 1 ] 1
Examination of natural orifices (1-2) i 1 l 1 i 1
Animal appearance (i-3) i 1 1 } 1 !
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 10 12 10 8 10 T
Clonic movements {0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) | 1 1 1 i 1
Maobility score (1-3) 1 i I I | 1
Pupillary response (1-2) 1 I 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Male
Dose : 1000 mg/kg (Reversal)

Group : VI

Time : 15th week

Parameters Animal Number

(Grades) 03 | o4 [ 05 | 96 | 97 | o8
a} Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) i 1 1 1 1 i
Vocalizations {1-2} l 1 1 1 1 1
Respiration (1-2) 1 ] 1 1 1 1
Palpebral closer (1-4) 1 1 1 1 1 1
b) Handling Observations
Reaction to removal (-4) 1 1 1 2 1 2
Reaction to handling (1-4) ] 2 ] 1 1 2
Urination ((-2) 0 1 1 0 0 0
Defecation (0-2) 1 0 1 0 1 0
Prominence of Eye (1-3) i 1 i l | 1
Lacrimation (1-4) 1 i 1 1 i i
Saltvation {(i-4) § i i ! i i
Piloerection (0-1) 0 0 0 ] 0 0
Examination of mucous membrane (1-2) | 1 1 1 1 I
Examination of skin/fur {1-2) 1 1 i 1 ] 1
Examination of natural orifices (-2) 1 I | ] i i
Animal appearance (-3) i 1 1 i l l
¢) Open Field Observations
Stercotype behaviour (0-2) 0 0 0 0 Q0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 11 10 9 il i2 10
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 i 1 1 1 1
Mobility score (1-3) 1 1 1 1 I i
Pupillary response (1-2) 1 1 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test [tem Code : TAS/002/015

Test System ; Sprague Dawley Rat

Sex :Female Group : VI
Dose : 1000 mg/kg (Reversal) Time : 15th week
Parameters Animal Number
(Grades) 99 | 100 | 101 | 102 | 103 | 104

a) Home Cage Observations

Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage {1-7) 1 i 1 1 I 1
Vocalizations (1-2) 1 I 1 1 1 1
Respiration (1-2)} 1 l 1 i \ 1
Palpebral closer (i-4) ! 1 1 b 1 1
b} Handling Observations

Reaction to removal (1-4) 1 1 2 1 ] t
Reaction to handling (1-4) 1 2 1 1 2 1
Urination (0-2) 0 1 0 i 0 1
Defecation (0-2) 0 0 0 1 0 1
Prominence of Eye (1-3) 1 1 1 1 1 1
Lacrimation (1-4) ! 1 1 1 i 1
Saltvation {(1-4) H 1 i } 1 i
Piloerection {0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 1
Examination of skin/fur (1-2) 1 i 1 1 1 i
Examination of natural orifices {(1-2) i | i i 1 i
Animat appearance (1-3) 1 1 i 1 ] 1
¢) Open Field Observations

Stereotype behaviour {(0-2}) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 11 i2 10 10 10 9
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 1 1 1
Mobility score (1-3) 1 1 i 1 1 1
Pupillary response (1-2) 1 1 l 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : I
Dose : 0 mg/kg (Reversal) Time ; 16th week
Parameters Animal Number

(Grades) o L2223 | u | 25 | 2
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 2 3 3 2
Alterations Home cage (1-7) 1 1 1 1 1 I
Vocalizations (1-2) 1 1 i 1 1 1
Respiration (1-2) 1 1 i 1 1 1
Palpebral ctoser (1-4) 1 1 I 1 1 1
b) Handling Observations
Reaction to removal (1-4) 2 i 1 2 i 1
Reaction to handling (-4) 1 1 2 1 2 1
Urination {0-2) i 0 1 0 0 1
Defecation (0-2) 0 1 1 0 1 1
Prominence of Eye (1-3) l 1 1 1 1 1
Lacrimation (1-4) 1 H 1 1 1 1
Sativation (1-4) ] i 1 l i ]
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 1 I
Examination of skin/fur (1-2} 1 1 1 | 1 1
Examination of natural orifices (1-2) i 1 i 1 i 1
Animal appearance (1-3) 1 1 I 1 l i
¢) Open Field Observations
Stercotype behaviour (0-2) 0 O 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 4] U] 0
Rearing (No.) 10 10 8 9 10 Il
Clonic mrovements (0-3) ] 0 0 0 0 0
Tonic movements (0-3} 0 ] 0 0 0 0
Gait pattern (1-7) i 1 1 i i 1
Mobility score (1-3) 1 1 I 1 I 1
Pupillary response (1-2) 1 [ 1 1 1 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female

Dose : 0 mg/kg (Reversal)

Group : II
Time : 16th week

Parameters Animal Number

(Grades) 27 28 [ 20 [ 30 | 31 | 32
a) Home Cage Observations
Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) 1 1 i | ] 1
Palpebral closer (1-4) 1 1 1 H 1 1
b) Handling Observations
Reaction to removal (1-4) 1 1 1 2 1 1
Reaction to handling (1-4) 1 2 1 1 1 2
Urination {0-2} 0 1 0 0 1 0
Defecation (0-2) 0 0 1 0 0 1
Prominence of Eye (1-3) i 1 1 1 1 1
Lacrimation {1-4) H 1 ! 1 1 !
Salivation (1-4} 1 b 1 | 1 ]
Piloerection (0-1) 0 0 0] G 0 0
Examination of mucous membrane (1-2} 1 I 1 1 1 1
Examination of skin/fur {1-2} 1 1 i 1 1 i
Examination of natural orifices (1-2) 1 | i 1 1 I
Animal appearance (1-3) 1 1 H 1 i [
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0] 0 0 0 0
Rearing (No.) 10 11 9 8 9 10
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) i I 1 i 1 1
Mobility score (1-3) 1 1 1 1 1 1
Pupillary response (1-2) 1 1 1 1 1 ]
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 16th week
Parameters Animal Number

(Grades) 93 | 94 | 95 [ 96 [ 97 | 8
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 3 2 2 2
Alterations Home cage (1-7) I 1 1 1 1 1
Vocalizations (1-2) 1 1 1 | 1 1
Respiration (1-2) 1 ] l ] | 1
Paipebral closer (1-4) i 1 1 I 1 1
b} Handling Observations
Reaction to removal (1-4) ] 1 2 1 2 1
Reaction to handling (1-4) 1 2 1 1 2 1
Urination (0-2) 0 1 I 0 1 0
Defecation {0-2) 1 0 0 I 1 0
Prominence of Eye (1-3) 1 | 1 i [ 1
Laerimation (1-4) i I I i ! i
R ] 1 1 1 e 1 [
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) i 1 1 1 1 1
Examination of skin/fur (1-2) 1 1 1 1 1 i
Examination of natural erifices (1-2) 1 1 ] 1 1 ]
Animal appearance (1-3) i 1 1 1 ! 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 ¢ 0 0 0
Rearing (No,) 10 8 9 10 12 9
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) ] 0 0 0 0 0
Gait pattern (1-7) 1 i 1 1 1 1
Mobility score (1-3) 1 1 1 1 1 1
Pupiltary response (1-2) I 1 1 ] ] 1
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex : Female

Dose : 1000 mg/kg (Reversal)

Group : VI
Time : 16th week

Parameters Animal Number
(Grades) 99 | 100 [ 101 | 102 | 103 | 104

a) Home Cage Observations

Behavior in Home cage (1-5) 2 2 2 3 2 2
Alterations Home cage (1-7) 1 1 1 i 1 1
Vocalizations (1-2) i 1 i I 1 1
Respiration (1-2) 1 i 1 1 1 i
Palpebral closer (1-4) 1 1 1 1 1 I
b) Handling Observations

Reaction to removal (1-4) 1 1 1 2 i 1
Reaction to handling (1-4) i 2 1 [ 2 1
Urination (0-2) 0 1 0 0 1 0
Defecation (0-2) 0 0 1 0 1 0
Prominence of Eye (1-3) 1 1 1 1 1 1
Lacrimation (1-4) { i ] i H j
Saiivation (1-4) 1 1 1 i 1 1
Piloerection (0-1) 0 ] 0 0 0 0
Examination of mucous membrane (1-2) 1 1 1 1 ] 1
Examination of skin/fur (1-2) 1 i 1 1 1 1
Examination of natural orifices (1-2) 1 1 1 1 1 1
Animal appearance {1-3) 1 1 i 1 1 i
¢) Open Field Observations

Stercotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 10 9 10 11 9 I1
Clonic movements {0-3) 0 0 0 0 0 0
Tonric movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 ] 1 i ] 1
Mobility score (1-3) ] I 1 1 1 !
Pupillary response (1-2) 1 1 1 [ i 1
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INDIVIDUAL ANIMAL - DETATLED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Male
Dose : 0 mg/kg (Reversal)

Group : 11
Time : 17th week

Parameters
(Grades)

Animal Number

21 | 22 023 | 24 ] 25 | 2

#) Home Cage Observations

Behavior in Home cage (1-5)

Alterations Home cage (1-7} 1 1 1 f 1 1
Vocalizations {1-2) 1 1 1 l 1 1
Respiration (1-2) i 1 1 1 1 1
Palpebral closer (1-4) I 1 1 1 1 1
b) Handling Observations
Reaction to removal (1-4) 1 2 I 2 1 i
Reaction to handling (1-4) | 1 2 i [ 2
Urination (0-2) 0 1 0 1 1 0
Defecation (0-2) 0 0 1 0 0 1
Prominence of Eye (1-3) 1 1 1 1 1 1
Lacrimation {14} ] | H i ! ]
---- ‘5 Aélival‘ion (1-4) 1 ] 1 ? 1 1

Piloerection {0-1})

Examination of mucous membrane (1-2)

Examination of skin/fur (1-2}) 1 1 i 1 1 ]
Examination of natural orifices (1-2) 1 1 1 ] i i
Animal appearance (1-3) } 1 1 i 1 1

¢} Open Field Observations

Stereotype bebaviour (0-2)

Bizzare behaviour (0-4)

Rearing (No.)

Cloanic inovements (0-3)

Tonic movements (0-3)

Gait pattern {(1-7)

Mobility score (1-3)

Pupillary response (1-2)
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat
Sex :Female

Dose : 0 mg/kg (Reversal)

Group : 11
Time : 17th week

Parameters
{Gracles)

Animal Number

27 |28 [ 29 [ 30 ] 31 | 32

a) Home Cage Observations

Behavior in Home cage (1-5)

Alterations Home cage (1-7) l 1 1 1 1 1
Vocalizations (1-2) 1 1 1 i 1 t
Respiration (1-2) 1 1 1 1 1 1
Palpebral closer (1-4) 1 1 1 1 1 1
b} Handling Observations

Reaction to removal (1-4) 1 2 1 1 2 1
Reaction to handling (1-4) 1 1 2 i [ 1
Urination (0-2) 0 1 0 0 1 0
Defecation (0-2) 0 0 1 0 0 i
Prominence of Eye (1-3) 1 1 1 1 1 1

Lacrimation (1-4)

Salivation {i-4)

Piloerection ((-1)

Examination of inucous membrane (1-2) 1 ] 1 ] 1 |
Examination of skin/fur (1-2) ] 1 I 1 1 1
Examination of natural orifices {1-2) i i ] ] 1 1
Animal appearance {1-3) 1 | { 1 1 i

¢) Open Field Observations

Stercotype behaviour (0-2)

Bizzare behaviour (0-4)

Rearing (No.}

Clonic inovements ((-3)

Tonic movements (0-3)

Gait pattern (1-7) i i 1 1 1 !
Mobility score {1-3) 1 1 I 1 1 1
Pupillary response (1-2) l 1 1 1 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Time : 17th week
Parameters Animal Nummber

(Grades) 93 | 94 [ 95 | 96 | 97 | 98
a) Home Cage Observations
Behavior in Home cage (1-5) 3 2 2 2 3 2
Alterations Home cage (1-7) 1 I i 1 1 1
Vocalizations (1-2) 1 i t 1 1 1
Respiration (1-2) ] 1 1 i 1 1
Palpebrat closer (1-4) 1 1 ] 1 t 1
b) Handling Observations
Reaction to removal (1-4) i 1 2 1 1 1
Reaction to handling (1-4) I 2 1 2 1 |
Urination (0-2) 0 i 0 0 ] 1
Defecation {0-2) 0 0 0 1 0 1
Prominence of Eye {1-3) 1 1 1 I 1 1
Pacrhnation {14} I i | i { i
Salivation (1-4) - i ] 1 1 1 1 |
Piloerection (0-1) 0 b 0 0 0 0
Examination of mucous membrane (1-2) 1 1 i 1 1 i
Examination of skin/fur {1-2} 1 1 1 1 1 1
Examination of natural orifices (1-2) 1 1 1 1 H |
Animal appearance (1-3) H 1 | 1 l 1
¢} Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) 0 0 0 0 0 0
Rearing (No.) 11 9 10 B 10 1t
Clonic movements ((-3) 0 0 0 0 0 0
Tenic movements (0-3) 0 0 0 0 0 0
Gait pattern {1-7) I I ] 1 1 1
Mobitity score (1-3) 1 1 1 1 1 1
Pupiliary response (1-2) i | ] i 1 I
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INDIVIDUAL ANIMAL - DETAILED CLINICAL OBSERVATIONS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : VI
Dose : 1000 mg/kg (Reversal) Time : 17th week
Parameters Animal Number
(Grades) 99 [ 100 | 101 | 102 | 103 | 104
.8} Home Cage Obseryations
Behavior in Home cage (1-3) 2 3 2 2 2 2
Alterations Home cage (1-7) i t i 1 1 1
Vocalizations (1-2) 1 1 1 1 1 1
Respiration (1-2) 1 l i 1 1 1
Palpebral cioser (1-4} 1 1 ] 1 1 1
b) Handling Observations
Reaction to removal (1-4) i 2 1 i 2 1
Reaction to handling (1-4) 1 1 2 I 1 1
Urination (0-2) ] ] 1 0 1 ]
Defecation (0-2) 0 | 1 0 1 0 0
Prominence of Eye (1-3) i i 1 1 1 1
facrimation {i-4) 1 1 i ] | i
Salivation (1-4) | 1 1 1 1 i
Piloerection (0-1) 0 0 0 0 0 0
Examination of mucous membrane (1-2) 1 1 I 1 1 i
Examination of skin/fur (1-2} i 1 1 1 ] 1
Examination of natural orifices (1-2) 1 1 1 i i 1
Antmal appearance (1-3) ] ] 1 i ] 1
¢) Open Field Observations
Stereotype behaviour (0-2) 0 0 0 0 0 0
Bizzare behaviour (0-4) ¢ ¢ 0 0 0 0
Rearing (No.) 11 9 10 12 g 10
Clonic movements (0-3) 0 0 0 0 0 0
Tonic movements (0-3) 0 0 0 0 0 0
Gait pattern (1-7) 1 1 1 ] 1 }
Mobility score (1-3) 1 1 i i i 1
Pupillary response (1-2) 1 I 1 ] 1 {
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Male Group : 1
Dose : 0 mg/kg Week : 13
Parameiers (Grades)
Animal | Arousal Visual Touch Auditory | Tail pinch Visgal . Ai?
No. level TESponse response response Tesponse placing -r1ghtmg
(1-5) (1-5) (1-5) (1-5) (a-s5) | YT Sy
1 3 2 2 2 2 1 1
2 3 2 2 2 2 I 1
3 3 2 2 2 2 1 1
4 3 2 2 2 2 1 1
5 3 2 2 2 2 1 1
6 3 2 2 2 2 1 1
7 3 2 2 2 2 1 1
8 3 2 2 2 2 [ 1
] 3 i z 2 2 i ]
10 3 2 2 2 2 1 I
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : 1
Dose : 0 mg/kg Week :13
Parameters (Grades)
Animal | Arousal Visual Touch Auditory | Tail pinch Visgal . Ai.r
No. level response response response response placing .rlghtmf;
(1-5) (1-5) (1-5) (1-5) (1-5) ‘e?f_‘g‘;se ‘e(sff’;;be
3] 3 2 2 2 2 1 1
12 3 2 2 2 2 1 1
13 3 2 2 2 2 1 I
14 3 2 2 2 2 1 1
15 3 2 2 2 2 1 |
16 3 2 2 2 2 1 i
17 3 2 2 2 2 1 1
18 3 2 2 2 2 1 1
19 3 z 2 i Z i 1
20 3 2 2 2 2 1 1
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : 11
Dose : 0 mg/kg (Reversal) Week :17
Parameters (Grades)
Animal | Arousal Visual Touch Auditory | Tail pinch Visgal . Ai.r
No. level response TESPOTSEe response response placing rl{;htmg
(1-5) (1-5) (1-5) (1-5) (1-5) re(sll’g';se "CE{’%I;*'B
21 3 2 2 2 2 i 1
22 3 2 2 2 2 1 1
23 3 2 2 2 2 1 1
24 3 2 2 2 2 1 1
25 3 2 2 2 2 1 1
26 3 2 2 2 2 1 I
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : 11
Dose : 0 mg/’kg (Reversal) Week : 17
Parameters (Grades)
Animal | Arousal Visual Touch Auditory | Tail pinch ViSI.Jal . Ai.r
No. level response response response response placing r;gllt1n$
(1-5) (1-5) (1-5) (1-5) (1-5) mf{’g")se re?f_"_,’";e
27 3 2 2 2 2 i 1
28 3 2 2 2 2 1 1
29 3 2 2 2 2 1 1
30 3 2 2 2 2 1 1
31 3 2 2 2 2 i 1
32 3 2 2 2 2 i 1
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : III
Dose : 250 mg/kg Week : 13
Parameters (Grades) N
Animal | Arousal Visual Touch Auditory | Tail pinch Vis‘.lai . Ai‘r
No. level 1ESponse response response Tesponse pI‘acmg‘ Tlghtmg
(1-5) (1-5) (1-5) (1-5) a5 | R ‘e(sf_ob};se
33 3 2 2 2 2 1 1
34 3 2 2 2 2 1 1
35 3 2 2 2 2 1 i
36 3 2 2 2 2 1 1
37 3 2 2 2 2 1 1
38 3 2 2 2 2 1 i
39 3 2 2 2 2 1 I
40 3 2 2 2 2 1 1
41 3 2 2 2 4 i i
42 3 2 2 2 2 1 I
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : 111
Dose : 250 mg/kg Week : 13
Parameters (Grades)
Animal |  Arousal Visual Touch Auditory | Tail pinch Visgal . AiT
No. level response response response response pl‘acmg rlghlmg
(1-5) (1-5) (1-5) (1-5) (1-5) rez.lla_o?’n)se rez'f_";;se
43 3 2 2 2 2 1 1
44 3 2 2 2 2 1 1
45 3 2 2 2 2 1 1
46 3 2 2 2 2 1 1
47 3 2 2 2 2 1 1
48 3 2 2 2 2 1 1
49 3 2 2 2 2 1 1
50 3 2 2 2 2 1 [
51 3 2 Z 2 1 i
52 3 2 2 2 2 1 1
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Iterm Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : IV
Dose : 500 mg/kg Week : 13
Parameters (Grades)
Animal | Arousal Visual Touch Auditory | Tail pinch Visgal : Ai'r
No. level response response response response placm% righting
(1-5) (1-5) (1-5) (1-5) s | i |
53 3 2 2 2 2 1 1
54 3 2 2 2 2 1 1
55 3 2 2 2 2 1 1
56 3 2 2 2 2 1 1
57 3 2 2 2 2 1 1
58 3 2 2 2 2 1 1
59 3 2 2 2 2 | 1
60 3 2 2 2 2 1 ]
Gl 3 2 2 2 i 1
62 3 2 2 2 2 1 1
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : IV
Dose : 500 mg/kg Week :13
Parameters (Grades)
A;Iimal Aronsal Visual Touch Auditory T-ail pinch ;1,;‘:11::; 1'igﬁtiirng
o. level response response response response .
(1-5) (1-5) (1-5) -5) (1-5) rez’f_";;se ‘"eé‘f_"_,gse
63 3 2 2 2 2 1 1
64 3 2 2 2 2 | i
65 3 2 2 2 2 1 1
66 3 2 2 2 2 1 1
67 3 2 2 2 2 1 1
68 3 2 2 2 2 1 1
69 3 2 2 2 2 1 1
70 3 2 2 2 2 1 1
T 3 2 2 2 2 i i
72 3 2 2 2 2 1 i
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Item Code : TAS/002/013
Test System : Sprague Dawley Rat

Sex :Male Group : V
Dose : 1000 mg/kg Week ;13
Parameters {Grades)

Az;}mal Arousal .VisuaI Touch z.ﬁuuditory T.ail pinch ;{;Z‘:ﬁ; rigﬁiirng

0. level response response response response -
(1-5) (1-5) (1-5) (1-5) a-s) | e )

73 3 2 2 2 2 1 1
74 3 2 2 2 2 1 1
75 3 2 2 2 2 1 1
76 3 2 2 2 2 1 1
77 3 2 2 2 2 1 1
78 3 2 2 2 2 1 I
79 3 2 2 2 2 1 1
80 3 2 2 2 2 1 1
81 3 2 2 2 2 i i
82 3 2 2 2 2 1 1
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test 1tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : V
Dose : 1000 mg/kg Week : 13
Parameters (Grades)
Aill\;'mal Arousal Visual .Touch Audifory | Tail pinch ;{;‘;ﬁé rigﬁti:irng
0, level IESPOnse response Tesponse response L
(1-5) (1-5) (1-5) (1-5) a5 | e oy
83 3 2 2 2 2 1 1
84 3 2 2 2 2 1 1
85 3 2 2 2 2 1 1
86 3 2 2 2 2 1 1
87 3 2 2 2 2 1 1
88 3 2 2 2 2 1 1
89 3 2 2 2 2 1 1
90 3 2 2 2 2 1 1
a1 3 "' 2 ?' 2 | i -E
- 92 3 2 2 2 2 i 1
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Ttem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : VI
Dose : 1000 mg/kg (Reversal) Week : 17
Parameters (Grades)
Animal |  Arousal Visual Touch Auditory | Tail pinch Visx.:al ! Ai!'
No. level respoinse TEespoIse response response placing rlghtlnjg
(1-5) (1-5) (1-5) (1-5) (1-5) re?%];se "’fi’f’;;“e
93 3 2 2 2 2 i 1
94 3 2 2 2 2 1 1
95 3 2 2 ' 2 2 | 1
96 3 2 2 2 2 1 1
97 3 2 2 2 2 1 1
98 3 2 2 2 2 | i
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(SENSORY REACTIVITY OBSERVATION)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : VI
Dose : 1000 mg/kg (Reversal) Week : 17
Parameters (Grades)

Animal |  Arousal Visual Touch Auditory | Tail pinch Vist‘ial . Ajl..

No. level response response response response placing nghtmg
(1-5) (1-5) (1-5) (1-5) (1-5) reff_";;se ref’ff’gg*‘e

99 3 2 2 2 2 1 1
100 3 2 2 2 2 1 1
101 3 2 2 2 2 1 i
102 3 2 2 2 2 1 1
103 3 2 2 2 2 1 l
104 3 2 2 2 2 1 1
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : |
Dose : 0 mg/kg Week : 13
Animal Grip Strength (kg)
No. " reading | 2™ reading | 3" reading Mean
1 1.105 0.975 0.920 1.000
2 1.110 1.030 1.190 1.110
3 1.125 0.890 1.110 1.042
4 1.310 1.255 1.315 1.293
5 1.320 1.105 1.135 1.187
6 1.250 1.110 1.210 1.190
7 1.075 0.995 1.115 1.062
8 1.105 1.185 1.090 1.127
9 1.165 1.090 1.110 1.122
10 1.100 0.935 0.930 0.988
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female Group : [
Dose : O mg/kg Week : 13
Animal Grip Strength (kg)

No. 1" reading | 2™ reading | 3™ reading Mean
11 1.180 1.123 1.025 1.109
12 1.039 1.095 0.915 1.016
13 1.025 1.050 1.011 1.029
14 0.975 1.110 1.029 1.038
15 1.265 1.190 1.015 1.157
16 1.247 1.029 1.016 1.097
17 1.315 1.031 0.990 1.112
18 0.895 1.065 0.912 0.957
19 1.115 0.921 1.015 1.017
20 1.070 1.130 0.985 1.062
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : I
Dose : 0 mg/kg (Reversal) Week : 17
Animal Grip Strength (kg)

No. 1" reading | 2™ reading | 3" reading Mean
21 1.070 0.735 1.050 0.952
22 1.100 1.090 0.765 0.985
23 0.845 1.075 1.115 1.012
24 1.045 1.065 1.445 1.185
25 1.050 0.835 0.960 0.948
26 1.250 1.245 1.010 1.168
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

L.aboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : H
Dose : 0 mg/kg (Reversal) Week : 17
Animal Grip Strength (kg)

No. 1" reading | 2" reading | 3" reading Mean
27 0.920 1.155 0.825 0.967
28 0.895 1.275 1.105 1.092
29 0.960 1.140 1.025 1.042
30 0.975 1.025 1.230 1.077
31 1.125 0.850 1.115 1.030
32 1.170 1.020 1.175 1.122
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test Item Code : TAS/002/013
Test System ; Sprague Dawley Rat

Sex :Male Group : 111
Dose : 250 mg/kg Week : 13
Animal Grip Strength (kg)

No. 1" reading | 2" reading | 3" reading Mean
33 1.150 1.120 1.110 1.127
34 1.140 1.055 1.205 1.133
35 1.310 1.225 1.115 1.217
36 0.965 1.105 1.050 1.040
37 0.985 1.100 1.125 1.070
38 1.595 1.340 1.260 1.398
39 1.410 1.365 1.250 1.342
40 1.145 1.210 1.010 1.122
41 1.180 1.525 1.460 1.388
42 0.990 0.875 0.870 0.912
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test Itern Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : 111
Dose : 250 mg/kg Week :13
Animal Grip Strength (kg)

No. ¥ reading | 2™ reading | 3" reading Mean
43 0.880 0.730 0.945 0.852
44 1.120 0.845 0.905 0.957
45 1.130 1.100 1.160 1.130
46 1.095 1.120 1.140 1.118
47 0.950 1.060 0.910 0.973
48 1.070 0.875 0.970 0.972
49 1.240 1.165 1.140 1.182
50 1.130 0.995 0.990 1.038
51 0.905 1.100 0.940 0.982
52 1.055 0.960 0.945 0.987
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test Item Code ; TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : IV
Dose : 500 mg/kg Week : 13
Animal Grip Strength (kg)

No. 1" reading | 2™ reading | 3" reading Mean
53 0.970 1.155 1.510 1.212
54 0.875 1.115 1.265 1.085
55 1.105 1.135 1.140 1.127
56 0.945 1.180 1.190 1.105
57 1.260 1.195 1.120 1.192
58 1.140 0.990 1.180 1.103
59 0.915 1.110 1.140 1.055
60 1.145 1.085 1.100 1.110
61 1.125 1.115 0.990 1.077
62 1.265 1.195 1.150 1.203

Page 375 0f 514



27-JAN-2015
{IT STUDY NUMBER 17956

APPENDIX NO.XI (Contd.)

INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : IV
Dose : 500 mg/kg Week : 13
Animal Grip Strength (kg)

No. 1" reading | 2™ reading | 3" reading Mean
63 1.120 1.180 1.160 1.153
64 0.995 0.760 0.720 0.825
65 1.060 1.075 1.090 1.075
66 1.140 0.915 0.895 0.983
67 1.100 1.120 1.125 1.115
68 1.165 1.135 1.185 1.162
69 0.925 0.750 1.030 0.902
70 0.950 0.755 0.885 0.863
71 1.090 1.045 1.050 1.062
72 1.235 1.110 1.105 1.150
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : V
Dose : 1000 mg/kg Week : 13
Animal Grip Strength (kg)

No. 1" reading | 2" reading | 3 reading Mean
73 1.105 1.110 1.195 1.137
74 0.925 0.970 1.110 1.002
75 1.260 1.215 1.175 1.217
76 1.450 1.040 0.980 1.157
77 1.165 1.250 1.115 1.177
78 1.100 1.175 1.105 1.127
79 1.310 1.070 1.120 1.167
80 1.180 1.005 1.195 1,127
81 0.985 0.940 0.975 0.967
82 1.165 1.190 1.105 1.153
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : V
Dose : 1000 mg/kg Week : 13
Animal Grip Strength (kg)

No. 1" reading | 2" reading | 3™ reading Mean
83 0.955 0.870 0.795 0.873
84 0.880 1.085 1.100 1.022
85 1,130 1.170 1.185 1.162
86 0.850 0.995 1.020 0.955
87 0.770 0.725 0.850 0.782
88 0.805 1.145 0.775 0.908
89 1.155 ~ 0.865 0.705 0.908
90 0.960 0.930 0.890 0.927
01 1.020 0.790 0.915 0.908
92 1.140 (.945 0.810 0.965
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male Group : VI
Dose : 1000 mg/kg (Reversal) Week : 17
Animal Grip Strength (kg)

No. 1™ reading | 2" reading | 39 reading Mean
93 1.440 1.085 1.015 1.180
94 1.210 1.050 1.255 1.172
95 1.070 0.855 0.995 0.973
96 1.380 1.120 0.910 1.137
97 1.185 1.160 1.075 1.140
98 0.925 0.965 0.885 0.925
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(GRIP STRENGTH MEASUREMENT)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : VI
Dose : 1000 mg/kg (Reversal) Week : 17
Animal Grip Strength (kg)

No. " reading | 2™ reading [ 3" reading Mean
99 1.055 1.065 1.160 1.093
100 0.950 0.805 1.105 0.953
101 1.120 0.895 1.125 1.047
102 1.195 1.120 1.265 1.193
103 1,260 1.005 1.320 1.195
104 1.150 0.890 1.020 1.020
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(MOTOR ACTIVITY)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : [
Dose : 0 mg/kg Week : 13
Animal Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity
Interval “1°
1 864 464 400
2 - 841 421 420
3 1101 672 429
4 1098 724 374
5 846 440 406
6 1163 760 403
7 1158 737 421
8 1104 655 449
9 1395 920 475
10 1123 087 436
Interval €2’
2 471 173 298
3 804 379 485
4 395 194 201
5 538 197 341
6 262 96 166
7 803 336 467
8 565 131 434
9 814 414 400
10 629 334 295
Interval 3°
1 130 49 81
2 430 182 248
3 619 253 366
B 4 152 56 96
5 349 76 273
0 122 38 84
7 407 98 309
8 398 158 240
9 606 307 299
10 409 182 227
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(MOTOR ACTIVITY)

Laberatory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female

Dose : 0 mg/kg

Group : 1
Week :13

Animal Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity

Interval ‘1’
11 3261 2475 786
12 2216 1556 660
13 1569 1044 525
14 2143 1512 631
15 1014 670 344
16 1633 1077 556
17 2012 1381 631
18 1320 742 578
19 3164 2381 783
20 1421 863 558

Interval <2’
iZ 2014 1390 624 |
13 1422 947 475
14 1297 822 475
15 505 301 204
16 1533 1005 528
17 1080 654 426
18 680 350 330
19 2478 1795 683
20 717 371 346

Interval 3°
11 2485 1883 602
12 2209 1585 624
13 063 610 353
14 890 582 308
15 715 393 322
16 1093 699 394
17 928 546 382
18 321 123 198
19 639 218 421
20 389 227 162
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(MOTOR ACTIVITY)

Laboratory Test Iltem Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Male
Dose : 0 mg/kg (Reversal) Week : 17
Animal Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity
Intervai ‘1° '
21 1793 426 1367
22 1674 288 1386
23 1205 657 548
24 1092 486 606
25 1801 424 1377
26 1075 657 418
Interval <2’
21 643 278 365
22 335 120 215
23 618 350 268
24 385 195 190
25 603 367 326
i 26 531 02 769
Interval ¢3’

21 515 144 371
22 296 139 157
23 578 298 280
24 211 111 100
25 375 184 191
26 454 299 155
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(MOTOR ACTIVITY)

Laboratory Test Item Code : TAS/002/015
Test Systein : Sprague Dawley Rat

Sex : Female Group : Il
Dose : 0 mg/kg (Reversal) Week 17
Animal . Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity

Interval ‘1’
27 1400 1258 142
28 1423 505 918
29 1014 561 453
30 1018 488 530
31 1501 982 519
32 1306 867 439

Interval 2’
27 1189 720 469
28 860 546 314
29 475 269 206
30 402 207 195
31 770 559 __ 71
32 i 947 014 328

Intervai ‘3’
27 811 439 372
28 615 363 252
29 416 175 241
30 486 236 250
31 746 513 233
32 711 667 44
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(MOTOR ACTIVITY)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male

Dose : 250 mg/kg

Group : 11l
Week : 13

Animal Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity

Interval ‘1’
33 804 509 295
34 1266 720 546
35 851 471 380
36 876 402 474
37 1039 661 378
38 893 526 367
39 758 447 311
40 1033 659 374
41 1049 674 375
42 1248 800 448

Interval <2°
33 451 245 206 )
34 614 310 304
35 381 148 233
36 541 175 366
37 426 124 302
38 526 255 271
39 456 187 269
40 398 205 193
41] 987 530 457
42 367 122 445

Interval ¢3°
33 235 122 113
34 321 135 186
35 269 35 234
36 160 48 112
37 526 233 293
38 333 154 179
39 216 162 54
40 367 182 185
41 787 406 381
42 452 222 230
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(MOTOR ACTIVITY)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : I1
Dose : 250 mg/kg Week : 13
Animal Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity

Interval “1°
43 1291 815 476
44 1461 046 515
45 2137 1607 530
46 1589 992 597
47 1141 718 423
48 1405 863 542
49 1447 961 486
50 2646 1894 752
51 1640 1094 546
52 1864 1296 568

Interval ‘2’
43 943 583 360
44 1302 818 484
45 2545 1945 600
46 1146 742 404
47 1122 690 432
48 1050 667 383
49 827 469 358
50 1806 1254 552
51 1048 653 395
52 1267 822 445

Interval ‘3’
43 819 533 286
44 843 514 329
45 1684 1267 417
46 894 559 335
47 1173 694 479
48 839 480 359
49 1065 637 428
50 979 600 379
51 858 509 349
52 762 500 202
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(MOTOR ACTIVITY)

Laboratory Test Item Code ;: TAS/002/015

Test System : Sprague Dawley Rat

Sex :Male Group : IV
Dose : 500 mg/kg Week : 13
Animal | - 3 Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity

Interval ‘1’
53 314 146 163
54 921 568 353
55 913 502 411
56 960 502 458
57 1005 643 362
58 955 618 337
59 1591 1073 518
60 1249 769 480
61 770 429 341
62 1287 767 520

Interval ‘2’
53 352 ig2 170
54 440 193 247
55 485 194 291
56 618 248 370
57 681 406 275
58 626 322 304
59 1459 901 558
60 737 416 321
61 768 383 385
62 756 385 371

Interval 3’
53 617 282 335
54 481 241 240
55 320 99 221
56 204 91 113
57 396 200 196
58 588 320 268
59 182 106 76
60 167 105 62
61 112 10 102
62 166 99 67
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(MOTOR ACTIVITY)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : IV
Dose : 500 mg/kg Week :13
Animal Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity

Interval 1°
63 1961 1361 600
64 1594 995 599
65 1508 1010 498
66 1459 1005 454
67 1961 1428 533
68 1722 1124 598
69 1648 1023 625
70 1606 1094 512
71 1578 1089 489
72 1607 1147 460

Interval ‘2’ )
63 L1189 07 482
64 863 385 478 )
65 548 281 267
66 1027 638 389
67 1883 1365 518
68 1446 1014 432
69 1551 1035 516
70 974 599 375
71 656 352 304
72 1266 841 425

Interval <3°
63 1150 716 434
64 696 359 337
65 452 255 197
606 680 427 253
67 1172 835 337
68 1075 726 349
69 806 520 286
70 1394 956 438
71 886 526 360
72 1253 809 444
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY

(MOTOR ACTIVITY)

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Male

Deose : 1000 mg/kg

Group: V
Week : 13

Animal Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity

Interval 1’
73 935 485 450
74 756 409 347
75 1353 887 460
76 1080 682 398
77 1014 623 391
78 1131 679 452
79 1738 897 841
80 1307 803 504
81 1371 880 491
82 927 443 484

Intervai <2’
73 612 354 R
74 559 317 282
75 711 369 342
76 999 573 426
77 950 487 463
78 470 192 278
79 709 305 404
80 050 327 323
81 012 339 273
82 692 313 379

Interval ‘3”
73 45] 201 250
74 409 183 226
75 034 330 304
76 447 204 243
77 505 222 283
78 725 272 453
79 506 197 309
80 507 198 309
81 494 281 213
82 313 89 224
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(MOTOR ACTIVITY)

Laboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Group : V
Dose : 1000 mg/kg Week : 13
Animal Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity

Intervai ‘1’

83 1320 741 579

34 2054 1407 647

85 1516 1039 477

86 1666 1174 492

87 1624 1059 565

88 2486 1766 720

89 1233 805 428

90 1680 1144 536

91 1714 1248 466

92 1672 1185 487
Interval ‘2’

g2 659 355 304

84 150U7 1007 500

85 1072 692 380

86 1329 835 494

87 1092 670 422

88 1656 1168 488

89 977 561 416

90 1197 747 450

91 1135 661 474

92 785 456 329
Interval ‘3’

83 544 248 296

84 1069 657 412

85 741 387 354

86 921 473 448

87 1069 637 432

88 1338 933 405

89 391 86 305

90 740 514 226

91 812 537 275

92 685 407 278
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(MOTOR ACTIVITY)

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Group : VI
Dose : 1000 mg/kg (Reversal) Week : 17
Animal Motor Activity
Number Total Activity | Ambulatory Activity | Stereotypic Activity

Interval ‘1’
93 1809 502 1307
04 1488 250 1238
95 1793 452 1341
56 1923 574 1349
07 1285 906 379
98 1134 700 434

Interval ‘2’
93 812 290 522
04 801 141 660
95 749 365 384
96 558 254 304
o7 790 692 98
98 758 390 368 |

Interval ©3°
93 332 183 149
94 209 00 119
95 554 288 266
96 232 132 100
97 812 431 381
98 509 247 262
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INDIVIDUAL ANIMAL - FUNCTIONAL OBSERVATIONAL BATTERY
(MOTOR ACTIVITY)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female Group : VI
Dose : 1000 mg/kg (Reversal) Week @17
Animal . Motor Aetivity
Number Total ACtiVity | Ambulatory Activity | Stereotypic Activity
Interval ‘1’
99 1322 868 454
100 2080 1502 578
101 1854 1377 477
102 2133 1486 647
103 1572 982 590
104 1866 1337 529
Interval ‘2’
99 800 659 ‘ 141
100 537 188 349
101 676 411 265
102 722 216 506
1 (}3 83 (} - 454 . 382
104 971 402 569 E
Interval <3’
99 969 542 427
100 883 606 277
101 756 497 259
102 806 439 367
103 739 402 337
104 861 ‘ 529 332
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Male
Group : 1
Dose :0mg/kg
Day :91
Animal Hb Total RBC HCT MCV MCH MCHC
No. | (gdl) | &1Ly | (%) (L) (pg) | (gdl)
1 17.2 9.90 43.8 443 17.4 39.3
2 16.8 9.72 42.9 44.2 17.3 39.1
3 16.2 8.64 39.9 46.2 18.8 40.6
4 15.8 8.60 399 46.4 18.4 39.8
5 16.2 8.81 40.9 46.4 18.5 39.8
6 13.4 7.15 33.5 46.9 18.8 40.1
7 13.4 7.07 33.0 46.7 18.9 40.5
8 17.2 9.99 43.9 44.0 17.2 39.2
9 14.4 7.66 36.6 47.8 18.8 39.3
10 14.2 7.49 35.7 47.7 18.9 39.7
Animal 1 Platelets Total WEBC isifferential % Pt
No. | @107/uL) | (x10° /L) N L B M B | (Sec)
1 430 14.2 17 83 00 00 00 20
2 424 13.4 20 78 01 01 00 14
3 388 16.1 I8 80 02 00 00 15
4 352 15.6 21 79 00 00 00 I8
5 321 16.2 22 75 02 01 00 11
O 292 14.7 14 85 01 00 00 12
7 280 14.9 18 79 03 00 00 [7
8 345 14.0 20 79 01 00 00 20
9 277 12.2 24 74 02 00 00 15
10 277 12.0 16 80 03 01 00 16
Hb : Hemoglobin RBC  : Red Blood Corpuscles
HCT : Hematocrit MCV  : Mean Corpuscular Volume
MCH  : Mean Corpuscular Hemoglobin MCHC : Mean Corpuscular Hemoglobit Concentration
WBC @ White Blood Corpuscles Py, : Prothrombin Time
N : Neutrophils L : Lymphocytes
E : Eosinophils M : Monocytes
B : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test ltem Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Female

Group : 1

Dose :0mgkg

Day :91

Animal Hb Total RBC HCT MCV MCH MCHC
No. | (g/dL) | :10°/L) (%) (fL) (pg) (z/dL)
11 16.6 8.20 40.8 49.7 20.2 40.7
12 14.1 7.08 34.4 48.6 19.9 41.0
13 15.6 8.03 38.8 48.3 19.5 40.3
14 14.5 7.41 35.7 48.2 19.5 40.5
15 14.7 7.48 36.3 48.6 19.7 40.5
16 17.0 8.44 42.0 49.8 20.2 40.5
17 15.1 8.10 37.0 45.7 18.7 40.8
18 15.1 8.18 37.6 46.0 18.5 40.1
19 15.6 8.01 38.2 47.7 19.4 40).8
20 15.8 7.89 39.1 49.6 20.0 40.3
Apimal | Platelets Total WBC Differential % Pt

No. (10" /uL) (x 10° /uL} N | L E M B (Sec.)
11 282 11.9 17 82 01 00 00 17
12 300 6.3 20 79 00 01 00 20
13 281 8.6 22 76 02 00 00 15
14 319 6.9 16 83 01 00 00 16
15 310 7.0 15 &84 00 01 00 14
16 336 12.2 20 78 02 00 00 i5
17 346 10.8 16 81 01 02 00 18
18 332 10.9 19 80 00 01 00 20
19 331 7.6 22 76 01 01 00 11
20 310 7.1 15 &1 02 02 00 13

Hb : Hemoglobin RBC  :Red Blood Corpuscles

HCT : Hematocrit MCY  :Mean Corpuscular Volume

MCH  : Mean Corpuscular Hemoglobin MCHC : Mean Corpuscular Hemoglobin Concentration

WBC : White Blood Corpuscles Pt. : Prothrombin Time

N : Neutrophils L : Lymphocytes

E : Eosinophils M : Monocytes

B : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male

Group : 11

Dose :0mg/kg (Reversal)

Day :119

Anima} Hb Total RBC HCT MCV MCH MCHC
No, (g/dL) (x 10° /uL) (%) (fL) (pg) (g/dL)
21 14.1 7.36 39.6 53.8 19.2 35.6
22 14.7 7.89 41.8 53.0 18.6 35.1
23 13.5 7.73 39.0 50.4 17.4 34,6
24 14.1 7.37 30.8 54.0 19.1 353
25 14.9 7.91 42.1 53.2 18.9 35.4
26 13.6 7.81 39.3 50.4 17.4 34.6
Animal | Platelets | Total WBC Differential % Pt.

No, | ®10%pl) | (x10°/L) N L E M B | (Sec)
21 282 12.6 22 75 01 02 00 18
22 345 15.8 19 77 02 02 00 12
251370 3.0 201075 1ol 3 o0 20
24 285 12.9 20 76 02 02 00 13
25 348 16.3 24 72 03 01 00 17
26 373 13.2 18 78 01 03 00 11

Hb : Hemoglobin RBC : Red Blood Corpuscles

HCT : Hematoerit MCV  : Mean Corpuscular Volume

MCH  : Mean Comuscular Hemoglobin MCHC : Mean Corpuscular Hemoglobin Concentration

WBC  : White Blood Corpuscles Pt : Prothrombin Time

N : Neutrophils L : Lymphocytes

E : Eosinophils M : Monocytes

B : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Female
Group : 11
Dose : 0 mg/kg (Reversal)
Day :119
Animal Hb Total RBC HCT MCV MCH MCHC
No. [ (gdL) | (x10°/uL) (%) (fL) (pg) (z/dL)
27 15.5 8.48 44.4 52.3 18.3 35.0
28 13.7 7.07 39.4 55.8 19.4 34.7
29 16.2 7.95 46.5 58.5 20.4 34.9
30 13.4 6.79 37.3 54.9 19.7 35.9
31 13.3 6.77 37.3 55.2 19.6 35.5
32 13.6 6.82 37.2 54.5 20.0 36.6
Animal | Platelets Total WBC Differential % Pt.
No. (x 10° /uL) (x 10° /L) N L i M B (Sec.)
27 379 11.0 23 74 01 02 00 15
28 220 6.3 19 78 02 01 00 20
29 266 0.5 20 1 76 | 02 | 02 | 00 19
30 294 6.4 22 75 01 02 00 16
31 275 9.4 21 76 00 03 00 14
32 283 6.9 19 77 02 02 00 18
Hb : Hemoglobin RBC  :Red Bloed Corpuscles
HCT : Hematoerit MCV  : Mean Corpuscular Volume
MCH  : Mean Corpuscular Hemoglobin MCHC : Mean Corpuscular Hemoglobin Concentration
WBC  : White Biood Corpuscles Pt : Prothrombin Time
N : Neutrophils L : Lymphocytes
L » Eosinophils M : Monocytes
B : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male

Group : III

Dose :250 mg/kg

Day :91

Animal Hb Totail RBC HCT MCV MCH MCHC
No. (g/dL) (x 10° /Ly (%) 1) (pg) (g/dL)
33 12.8 7.15 33.0 46.2 17.9 38.7
34 14.1 8.08 35.9 44.5 17.4 39.1
35 13.0 7.22 334 46,2 18.0 35.0
36 14.2 8.00 36.1 45.1 17.8 39.4
37 14.4 8.12 36.0 44.3 17.7 399
38 14.4 8.23 36.9 44.9 17.6 39.1
39 14.2 7.96 36.1 45.4 17.9 39.4
40 14.2 8.09 36.1 44.6 17.6 39.4
41 14.3 8.02 36.4 45.3 17.8 39.2
42 14.5 8.04 36.2 45.0 18.0 40.0
Animal Plaiciets Total WBC Differential % Pi.

No. (x 107 /uL) (x 10° /ul) N I B M B (Sec)
33 283 12.7 14 86 00 00 00 18
34 258 13.8 22 75 02 01 00 15
35 292 12.9 18 79 01 02 00 17
36 314 18.4 19 80 01 00 00 12
37 248 13.9 20 79 00 01 00 14
38 252 14.1 16 80 02 02 00 13
39 309 18.2 15 81 03 01 00 19
40 245 13.9 21 77 01 01 00 13
41 330 18.4 20 79 01 00 00 16
42 315 18,7 22 75 02 01 00 11

Hb : Hemoglobin RBC :Red Blood Corpuscles

HCT : Hematocrit MCV  : Mean Corpuscular Volume

MCH  : Mean Corpuscular Hemoglobin MCHC : Mean Corpuscular Hemeglobin Concentration

WBC  : White Blood Corpuscles Pt. : Prothrombin Time

N : Neutrophils L : Lympliocytes

I : Eosinophils M : Monocytes

6] : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laberatory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female

Group : II1

Dose :250 mg/kg

Day .91

Animal Hb Total RBC HCT MCV MCH MCHC
No. | (wdl) | (x10°/L) (%) (fL) (pg) (g/dL)
43 16.9 8.80 42.8 48.6 19.2 39.5
44 14.8 7.05 35.6 50.5 21.0 41.6
45 16.9 8.26 42.2 51.0 20.4 40.0
46 17.4 8.88 43.4 48.8 19.6 40.1
47 15.7 7.43 38.6 51.9 21.2 40.8
48 16.6 8.13 41.2 50.7 20.4 40.3
49 16.1 8.33 40.3 48.4 19.4 40.1
50 15.8 7.54 39.2 52.0 21.0 40.3
51 14.0 6.70 33.9 50.5 20.9 41.3
52 17.0 8.74 42.5 48.6 19.4 39.9
Animal | Platelets Tolal WBC [niferential % . Pt

No. | my) | iy | N | L E M B | (Sec)
43 357 7.8 19 79 02 00 00 17
44 291 11.6 20 80 00 00 00 12
45 337 11.6 22 76 01 01 00 14
46 351 9.2 17 83 00 00 00 13
47 281 0.8 18 78 02 02 00 19
48 323 I1.8 14 85 00 01 00 13
49 291 11.4 23 76 00 01 00 16
50 281 0.5 21 76 03 00 00 11
51 284 14.2 20 80 00 00 00 18
52 337 8.1 16 82 01 01 00 15

Hb : Hemoglobin RBC  :Red Blood Corpuscies

HCT : Hematocrit MCV  : Mean Corpuscular Volume

MCH  : Meanr Corpuscular Hemoglobin MCHC : Mean Corpuscular Hemoglobin Concentration

WBC : White Blood Corpuscles Pt, : Prothrombin Time

N . Neutrophils L : Lymphocytes

E : Eosinophils M : Monocytes

B : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male

Group : IV

Dose : 500 mg/kg

Day :91

Animal Hb Total RBC HCT MCV MCH MCHC
No. | (gdl) | 104l | (%) (L) (pg) | (g/dL)
53 16.8 9.34 42.8 45,9 18.0 39.2
54 15.6 8.77 39.9 45.4 17.8 39.3
55 16.2 8.98 41.2 45.9 18.0 39.2
56 16.5 8.23 40.8 49.5 20.0 40.5
57 15.6 8.78 39.9 45.4 17.7 39.1
58 17.0 9.56 43.0 45.0 17.8 39.6
59 17.4 9.66 44.0 45.5 18.0 39.6
60 17.0 8.52 42.3 49.7 19.9 40.1
61 17.0 9.34 43.0 46.1 18.2 39.4
62 17.3 9.65 43.9 45.5 17.9 39.3
Animal | Plaiciets Total WRBC Differential % Pt

No. | &107/m) | (x10°/uL) N | L E M B | (Sec)
53 305 16.7 19 79 00 02 00 19
54 323 15.8 22 76 02 00 00 11
55 322 16.3 15 82 03 00 00 19
56 382 18.5 18 81 00 01 00 14
57 306 15.6 19 77 03 01 00 15
58 401 16.1 21 79 00 00 00 20
59 392 159 17 80 02 01 00 16
60 408 18.9 23 76 01 00 00 13
61 321 16.1 20 77 01 02 00 18
62 404 16.0 16 82 01 01 00 17

Hb : Hemoglobin RBC : Red Blood Corpuscles

HCT : Hematocrit MCV  : Mean Corpuscular Volume

MCH  : Mean Corpuscular Hemoglobin MCHC : Mean Corpuscular Hemoglobin Concentration

WBC  : White Blood Corpuscles Pt. : Prothrombin Time

N : Neutrophils L : Lymphocytes

E : Eosinophils M : Monocytes

B : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  :Female

Group : IV
Dose :500 mg/kg
Day :91 _
Animal Hb Total RBC HCT MCV MCH MCHC
No. | (wdl) | I10°/ub) (%0} (L) (pg) (g/dL)
63 16.3 7.94 40.0 50.4 20.5 40.8
64 16.2 7.89 39.5 50.1 20.6 41.1
65 16.3 8.00 40.4 504 20.4 40.4
66 14.4 7.29 35.0 48.0 19.8 41.2
67 15.6 . 8.28 38.9 47.0 18.9 40.1
68 15.6 7.80 38.0 48.7 20.0 41.0
69 15.6 8.23 38.7 47.0 18.9 40.3
70 14.9 7.58 36.6 48.3 19.6 40.6
71 14.4 7.31 35.3 48.3 19.8 40.9
72 17.0 8.53 41.7 48.9 19.9 40.7
Animal | Plateles Total WBC Differential % Pt
No. (x 10° L) (x 107 /ul) N L B M B (Sec.)
63 312 15.6 18 80 01 01 00 16
64 310 15.7 21 79 00 00 00 13
05 317 16.3 17 81 02 00 00 18
66 233 13.7 19 30 01 00 00 11
67 342 13.9 24 75 00 01 00 14
68 311 18.9 15 83 02 00 00 17
69 330 14.0 18 81 01 00 00 15
70 250 17.3 20 79 00 01 00 19
71 243 18.2 19 81 00 00 00 12
12 362 14.2 20 78 02 00 00 20
Hb : Hemoglobin RBC  : Red Blood Corpuscles
HCT : Hematocrit s MCV  : Mean Corpuscular Volume
MCH  :Mean Corpuscular Hemoglobin MCHC : Mean Corpuscular Hemogiobin Concentration
WBC » White Blood Corpuscles Pt. : Prothrombin Time
N : Neutropbils L : Lymphocytes
E : Eosinophils M : Monocytes
B : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male

Group : V

Dose : 1000 mg/kg

Day :091

Animal b Total RBC HCT MCV MCH MCHC
No. | (g/dl) | (x10°/Ly (%) (fL) (pg) (g/dL)
73 16.3 3.58 40.6 47.3 19.0 40.1
74 16.6 8.62 41.1 47.7 19.2 40.2
75 16.6 9.19 42.3 46.1 18.1 39.3
76 16.4 9.07 41,7 45.9 18.1 39.5
77 16.7 3.71 41.6 47.8 19.2 40.3
78 15.8 8.63 39.5 45.8 18.3 40.0
79 14.2 7.61 36.3 47.7 18.7 39.2
80 16.3 3.90 41.2 46.3 18.4 39.6
81 16.4 8.98 41.5 46.2 18.3 39.6
82 16.1 8.82 40.5 45.9 18.3 39.8
Apimal | Platelets Total WiBC Differential % N P,

No. (x 10° /ul) (x 10% /uL) N L B M B {Sec.)
73 393 13.3 18 80 02 00 00 18
74 424 13.5 21 78 00 01 00 12
75 299 15.6 19 30 01 00 00 15
76 328 15.9 20 77 01 02 00 11
77 404 13.5 14 85 00 01 00 13
78 317 14.9 18 80 02 00 00 14
79 387 16.2 21 70 03 00 00 19
80 249 15.3 24 74 00 02 00 17
81 238 15.5 17 81 01 01 00 12
82 322 15.7 15 83 01 01 00 20

Hb : Hemoglobin RBC : Red Blood Corpuscles

HCT : Hematocrit MCV  : Mean Corpuscular Volume

MCH  : Mean Corpuscular Hemoglobin MCHC : Mean Corpuscular Hemoglobin Concentration

WBC  : White Blood Corpuscics Pt. : Prothrombin Time

N : Neutrophils L : Lymphocyles

E : Eosinophiis M : Monocytes

IE) : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female

Group : V

Dose : 1000 mg/kg

Day :91

‘Animal | Hb | TotalRBC | HCT | MGV | MCH | MCHC
No. (g/dL) | (x10°/uL) (%) (L) (pe) (g/dL)
83 14.9 7.50 35.8 47.8 19.9 41.7
84 15.0 7.69 36.9 48.0 19.5 40.6
85 14.9 7.58 36.5 48.1 19.7 40.9
86 15.5 7.80 37.3 47.8 19.9 41.5
87 15.9 7.74 38.2 49 4 20.5 41.5
88 15.8 7.60 37.7 49.6 20.8 41.9
89 16.2 8.30 39.7 47.8 19.6 40.9
90 16.0 8.48 40.4 47.6 18.9 39.7
91 16.0 8.41 39.9 47.4 19.0 40.0
92 16.4 8.55 40.9 47.8 19.1 40.0

Animal | Platelets Total WBC Pifferential % Pi.

No. (X 167 /L) (x 107 /uL) N L 15 M B (Sec)
33 263 8.3 19 79 01 01 00 11
84 279 8.0 21 77 02 00 00 13
85 265 8.0 22 75 01 02 00 14
86 278 8.0 17 83 00 00 00 19
37 208 14.9 16 82 02 00 00 17
88 217 15.9 22 76 01 01 00 12
89 308 17.6 24 76 00 00 00 20
90 276 10.4 15 84 01 00 00 18
91 272 10.4 17 82 00 01 00 15
92 293 12.2 138 82 00 00 00 12

Hh : Hemoglobin RBC  :Red Blood Compuscles

HCT : Hematoerit MCV  : Mean Corpuscular Volume

MCH  : Mean Corpuscular Hemogiobin MCHC : Mean Corpuscular Hemoglobin Concentration

WBC  : White Blood Corpuscles . P : Prothrombin Time

N : Neutrophils L : Lymphocytes

E : Eosinophils M : Monoeytes

B : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male
Group : VI
Dose : 1000 mg/kg (Reversal)
Day :119
Animal Hb Total RBC HCT MCV MCH MCHC
No. | (g/dL) | (x10°/uL) (%) (fL) (pg) (g/dL)
93 14,7 7.87 41.1 52.2 18.7 35.8
94 13.9 7.68 39.4 51.3 18.1 35.3
95 13.9 8.17 40.3 49.3 17.0 34.5
96 14.8 8.21 42,7 52.0 18.1 34.7
97 12.6 7.09 36.3 51.2 17.8 34.8
9% 11.9 6.74 34.3 50.9 17.6 34.6
Animal | Platelets Total WBC Differential % Pt,
No. (x 10° /uL) (x 10* /uL) N L E M B (Sec.)
93 319 16.1 18 80 01 01 00 17
94 313 15.3 20 75 03 02 00 19
95 298 13.8 17 75 | 02 | 0Z [ 0o i3
96 342 15.4 19 77 03 01 00 20
97 257 14.3 18 79 00 03 00 14
98 188 12.0 16 81 02 01 00 11
Hh : Hemoglobin RBC : Red Blood Corpuscles
HCT : Hematoerit MCV  : Mean Corpuscular Volume
MCH : Mean Compuscular Hemoglobin MCHC : Mean Corpuscular Hemoglobin Concentration
WBC  : While Blood Corpuscies Pt. : Prothrombin Time
N : Neutrophils L : Lymphocytes
E : Bosinophils M : Monocytes
B : Basophils
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INDIVIDUAL ANIMAL - HAEMATOLOGY

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Female
Group : VI
Dose : 1000 mg/kg (Reversal)
Day :119
Animal Hb Total RBC HCT MCV MCH MCHC
No. (g/dl) | (x10°/uL) (%) (fL) (pg) (g/dL)
99 15.8 7.75 44.7 57.7 20.5 35.4
100 15.9 7.71 44.7 58.0 20.7 35.7
101 14,77 7.31 40.9 56.0 20.1 35.8
102 15.6 7.86 43.8 55.7 19.9 35.7
103 13.9 6.84 38.5 56.3 204 36.2
104 16.4 8.25 45.7 55.4 19.9 35.9
Animal | Platelets Total WBC Differential % Pt.
No. (x10° /L) | (x 10° /uL) N L E M B (Sec.)
00 281 16.5 19 78 01 02 00 13
100 283 16.6 20 76 02 02 00 17
101 252 Iis 17 79 03 01 00 12
102 224 7.1 18 80 00 02 00 15
103 296 11.5 20 76 01 03 00 18
104 275 7.3 16 80 02 02 00 20
Hb : Hemoglohin RBC : Red Blood Corpuscles
HCT : Hematocrit MCY : Mean Corpuscular Volume
MCH » Mean Corpuscular Hemoglobin MCHC : Mean Corpuscular Hemogiobin Concentration
WBC 1 White Blood Corpuscies Pt. : Prothrombin Time
N : Neutrophils L : Lymphocytes
E : Eosinophils M : Monocytes
B : Basophils
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code ;: TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male
Group : I
Dose :0mgkg
Day :91
Animal Urea
No. Total Protein BUN | Nitrogen ALT AST ALP Glucose
(g/dl.) (mg/dL) | (mg/dL) (U/L) (U/L) (U/L) (mg/dlL)
1 7.40 13 28.34 63 117 119
2 0.98 13 28.34 57 99 131
3 7.80 13 28.34 62 149 100
4 7.11 14 30.52 79 251 117
5 7.88 11 23.98 60 117 92
6 7.45 12 26.16 72 168 139
7 7.97 13 28.34 59 147 84
8 6.98 14 30.52 54 164 87
9 7.41 11 23.98 42 73 108
10 7.41 13 28.24 54 105 95
Total
Animal { Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine
No. (mmolVL) | (mg/dL) (U/L) (mg/dL) | (g/dL) (g/dL) | (mg/dl)
1 4.10 7.8 8 0.11 0.99 6.4 0.76
2 4.15 7.4 9 0.13 1.02 6.0 0.72
3 3.75 5.7 8 0.14 1.24 6.6 0.76
4 3.58 5.5 9 0.16 1.12 6.0 0.64
5 3.73 5.8 8 0.14 1.31 6.0 0.73
6 3.52 6.4 6 0.23 1.28 6.2 0.62
7 3.52 5.4 9 0.17 1.21 6.8 0.65
8 3.48 55 8 0.14 1.18 5.8 0.60
9 3.46 5.5 9 0.13 1.27 6.1 0.66
10 3.31 5.3 8 0.13 1.12 6.3 (.59

BUN : Blood Urea Nitrogen
ALT : Alanine Aminotransferase
GGT : Gamma Glutamyl Transferase

AST : Aspartate Aminotransferase

ALP : Alkaline Phosphatase
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex  : Male
Group : 1
Dose : 0mgkg
Day :91
Total
Animal | Sodium | Potassium Chloride | Cholesterol | Triglycerides
No. (mmol/L) | (mmol/L) | (mmol/L) {mg/dL) (mg/dL)
1 152.98 4.60 92.81 32 66
2 152.27 4.25 01.25 44 57
3 144.93 4.54 108.59 34 72
4 145,61 4.64 110.45 33 65
5 145.61 4.54 110.92 37 63
6 144.59 3.45 109.98 45 66
7 146.64 3.89 112.82 40 81
8 143,91 3.64 109.98 32 64
9 145.61 3.73 112.82 44 79
10 148.73 3.63 116.23 28 63
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female
Group : I
Dose : 0 mg/kg
Day :91
Animal Urea
No. Total Protein | BUN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dL) | (mg/dL) (U/L) (U/L) (U/L) {mg/dl)
11 7.20 16 34.88 49 105 111 95
12 7.81 13 28.34 43 100 87 113
13 7.48 11 23.98 46 95 97 92
14 7.57 12 26.16 38 102 104 84
15 6.87 13 . 28.34 37 88 99 83
16 7.34 12 26.16 40 91 120 85
17 6.18 12 26.16 50 102 119 69
18 6.80 11 23,98 39 94 103 76
19 6.96 14 30.52 51 08 67 96
20 7.47 12 26.16 44 110 105 02
Total
Animal | Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine
No. {mmol/L) (mg/dL) (U/L) (mg/dL) | (g/dL) (g/dL) | (mg/dL)
11 3.68 6.3 10 0.15 1.54 5.7 0.78
12 3.70 4.4 8 0.17 1.81 6.0 0.74
13 3.64 5.2 7 0.17 1.43 6.1 0.70
14 3.34 4.0 9 0.19 1.37 6.2 0.66
15 3.55 4.9 5 0.22 1.45 5.4 0.63
16 3.60 4.8 7 0.27 1.58 5.8 0.63
17 3.70 4.3 8 0.15 1.03 5.1 0.57
18 3.43 4.9 8 0.21 1.35 5.5 0.57
19 3.64 4.6 8 0.16 1.37 5.6 0.62
20 3.68 5.0 9 0.10 1.29 6.2 0.70

BUN : Blood Urea Nitrogen

ALT : Alapine Aminoiransferase
GGT : Ganuna Glutamyl Transferase

AST : Aspartate Aminotransferase
ALP : Alkaline Phosphatase

Pape 407 of 514




27-JAN-2015

II'T STUDY NUMBER 17956

APPENDIX NO.XTV (Contd.)

INDIVIDUAIL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Female

Group : 1
Dose :0mgkg
Day 9]
Total
Animal | Sodium | Potassium Chloride Cholestero} | Triglycerides
No. (mmol/L) | (mmol/L) | (mmol/L) (mg/dL) (mg/dL)
11 146.08 3.27 111.02 45 .55
12 145.38 3.73 111.50 66 72
13 146.08 4.13 111.98 61 127
14 143.98 4,02 104.99 56 95
15 146.08 4.39 107.73 33 78
16 145.73 4.37 107.73 35 88
17 147.14 4.06 107.27 44 20
18 146.08 4.26 107.73 49 87
19 146.43 3.79 105.89 51 53
20 146.08 4372 106.35 46 20
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test {tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male
Group : 11
Dose :0mg/kg (Reversal)
Day :119
Animal Urea
No. TownlProtein | BUN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dl) | (mg/dL) (U/L) (U/L) (U/L) (mg/dL)
21 7.08 19 41.42 70 127 123 133
22 7.72 18 39.24 45 105 149 84
23 6.76 14 30.52 46 102 108 109
24 7.50 17 37.06 52 108 99 158
25 6.51 16 34.88 51 98 108 84
26 7.12 14 30,52 48 98 82 96
Total
Animal | Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine
~ No. (mmol/L) (mg/dL) (/1) (mg/di) | (g/dl) (g/dl) | (mg/dl)
21 411 6.2 9 011 0,29 6.1 0.66
22 411 5.8 7 0.08 1.14 0.6 0.69
23 4.34 9.4 8 0.11 1.16 5.6 0.54
24 4.23 9.1 7 0.10 1.20 6.3 0.48
25 4.01 4.9 7 0.15 0.87 5.6 0.50
20 3.99 5.8 8 0.07 1.12 6.0 0.41
Total
Animal | Sodium | Potassium | Chloride | Cholesterol | Triglycerides
No. (mmol/L) | (mmol/L) | (mmol/L) (mg/dL) (mg/dL)
21 145.91 3.75 109.80 34 71
22 147,33 4,00 107.70 29 56
23 147.04 3.54 111.95 35 52
24 144.78 3.71 107.28 39 54
25 145.91 3.77 109.80 32 100
26 147.04 4,02 107,28 32 82

BUN : Blood Urea Nitrogen
: Alanine Aminotransferase

ALT

GOT @ Ganuna Glutamyl Transferase

AST : Aspartate Aminotransferase

ALP : Alkaline Phosphatase
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female
Group : I
Dose :0mg/kg (Reversal)
Day :119
Animal Urea k
No. Total Protein | BUN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dL) | (mg/dL) (/L) (U/L) (U/L) (mg/dL)
27 7.01 15 32.70 40 99 81 74
28 7.92 18 3924 36 99 87 110
29 7.13 16 34.88 35 108 &9 94
30 7.277 18 39.24 30 82 55 99
31 7.46 16 34.88 43 159 65 93
32 7.01 15 32,70 39 104 74 88
Total
Animal | Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine
~ No., {mmoVL) | (mg/dl} (U/1.) (mg/dL) | (g/dl)) (g/dly | {mg/dl)
27 4 06 5,4 7 011 128 5.7 258
28 3.98 4.4 9 (.08 1.54 6.4 0.77
29 4.13 5.8 8 0.11 1.29 5.8 0.72
30 4.06 3.7 7 0.10 1.50 5.8 0.68
31 4.25 4.6 7 0.14 1.63 5.8 0.64
32 4.16 3.9 7 0.11 1.49 5.5 0.59
Total
Animal | Sodium | Potassium Chloride Cholestero]l | Triglycerides
No. (mmol/L) | (mmol/L) | (mmol/L) (mg/dL) (mg/dL)
27 145.06 5.04 112.26 27 48
28 147.04 3.68 110.92 66 61
29 145.62 3.80 111.81 63 66
30 144.78 3.81 111.36 70 113
31 144.21 4.06 108.71 54 49
32 145.62 . 4.34 112.71 54 47

BUN : Blood Urea Nitrogen
: Alanine Aminotransferase

ALT

GGT : Gamma Glutamy] Transferase

AST : Aspartate Aminotransferase

ALP : Alkaline Phosphatase
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male

Group : III

Dose :250 mg/kg

Day :91

Animal Urea
No. TotalProtein | BN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dl) | (mg/dL) (U/L) (U/L) (U/L) {(mg/dL)
33 7.15 13 28.34 52 127 118 101
34 7.88 14 30.52 48 116 118 ]2
35 6.95 13 28.34 53 106 130 136
36 7.53 14 30.52 62 140 97 121
37 7.46 12 26.16 55 102 142 83
38 7.41 12 26,16 54 132 102 111
39 7.01 12 26.16 41 103 103 01
40 7.01 13 28.34 51 118 114 97
41 7.82 12 26,16 46 106 90 115
42 608 12 26,16 590 122 06 10s
Total
Animal | Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine

No. (mmol/L) |  (mg/dL) (U/L) (mg/dL) | (g/dl) (g/dL) | (mg/dL)
33 3.60 7.2 9 0.14 1.11 6.0 0.81
34 3.69 5.8 9 0.16 1.17 6.7 0.76
35 3.69 7.0 7 0.13 1.18 5.8 0.06
36 3.44 8.1 8 0.11 0.99 6.5 0.84
37 3.33 5.9 8 0.14 1.27 0.2 0.69
38 3.56 6.5 8 0.10 1.07 6.3 0.70
39 3.70 6.3 8 0.13 1.23 5.8 0.70
40 3.70 6.7 8 0.17 1.15 5.9 0.65
41 3.33 7.2 9 0.15 1.19 0.6 0.72
42 3.58 6.5 7 0.13 1.16 5.8 0.73

BUN : Blood Urea Nitrogen
: Alanine Aminotransferase

ALT

GGT : Gamma Glutamyl Transferase

AST : Aspartate Aminotransferase
ALP ; Alkaline Phosphatase
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015
* Test System : Sprague Dawley Rat

Sex :Male

Group : I

Dose : 250 mg/kg

Day :91

Total
Animal | Sodium | Potassium Chloride Cholesterol | Triglycerides

No. (mmol/L) | (mmol/L) | (mmol/L) (ing/dL) (mg/dL)
33 147.68 4.41 109.05 29 50
34 148.03 4.60 107.67 38 56
35 145,96 4.60 110.45 27 65
36 144.59 3.71 108.59 31 68
37 149.78 3.71 113.79 30 70
38 146.30 4.45 111.39 29 83
39 146.30 4.62 109.05 42 68
40 146.64 4.61 109.98 25 53
41 145.27 3.89 112.82 44 108
472 146,64 4.46 110,45 26 57
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female

Group : 111

Dose :250 mg/kg

Day :01

Animal Urea
No. Total Protein }  BUN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dL) | (mg/dL) (U/L) (U/L) (U/L) (mg/dL)
43 7.47 13 28.34 37 86 97 88
44 6.68 11 23.98 43 52 69 83
45 7.78 13 28.34 50 100 59 90
46 7.50 14 30.52 66 119 82 80
47 7.13 12 20.16 44 85 77 96
48 7.82 9 19.62 40 102 118 91
49 7.57 12 26.16 34 91 56 98
50 7.78 13 28.34 52 102 76 85
51 6.77 11 23.98 49 124 106 74
52 7.50 15 32.70 36 78 59 78
Total
Animal | Calcium | Phosphorous GGT | Bilirubin | Albumin | Globulin | Creatinine

No. (mmol/L) (mg/dl) (U/L) (mg/dL) | (g/dL) (g/dL) (mg/dL)
43 3.43 5.4 7 0.13 1.57 5.9 0.77
44 3.21 52 7 (.11 1.38 5.3 0.55
45 3.36 6.5 8 0.13 1.50 6.3 0.78
46 3.48 6.3 8 0.13 1.43 6.1 0.74
47 3.64 5.7 7 0.15 1.33 5.8 0.49
48 3.80 5.6 7 0.13 1.52 6.3 0.54
49 3.40 4.2 8 0.11 1.26 6.3 0.71
50 3.68 5.3 8 0.13 1.67 6.1 0.59
51 3.63 5.5 7 0.10 1.21 5.6 0.60
52 3.40 5.1 8 0.12 1.64 5.9 0.52

BUN : Blood Urea Nitrogen AST : Aspartate Aminotransferase

ALT : Alanine Aminotransferase ALP : Alkaline Phosphatase

GGT : Gamma Glutamyl Transferase
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INDIVIDUAL ANIMAL -~ CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015

Test Systemn ; Sprague Dawley Rat

Sex :Female

Group : Il

Dose : 250 mg/kg

Day :91

Total
Animal | Sodium | Potassium Chiloride Cholesterol | Triglycerides

No. (mmol/L) | (mmol/L) | (mmol/L) (mg/dL) (mp/dL)
43 149.64 4.09 110.54 51 63
44 145.38 3.88 110.54 47 87
45 147.49 4,08 111.50 49 119
46 148.21 3.96 111,98 49 81
47 145.38 4.31 108.19 62 90
48 146.79 4.59 111.02 40 58
49 146.43 4.28 107.73 68 82
50 145.73 4.68 107.73 51 67
51 146.43 4.62 107.27 51 56
52 143,20 463 100.12 34 54
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male
Group : IV
Dose : 500 mg/kg
Day :91
Animal Urea .
No. Total Protein BUN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dL) | (mg/dL) (U/L) (U/L) (U/L) (mg/dL)
53 8.01 13 28.34 58 130 128 92
54 7.27 13 28.34 56 101 159 96
55 7.22 13 28.34 48 116 69 98
56 6.89 13 28.34 53 128 85 92
57 7.38 12 26.16 41 97 105 105
58 7.21 12 26.16 50 99 106 94
59 7.73 15 32.70 60 142 114 93
60 7.37 15 32.70 56 107 124 88
61 8.35 15 32.70 47 119 136 120
62 7.48 11 21.98 51 142 144 100
Total
Animal | Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine
No. (mmol/L) | (mg/dL) (G/L) (mg/dL) | (g/dL) (g/dLl) | (mg/dL)
53 3.38 5.6 9 0.11 1.29 6.7 0.89
54 3.69 5.7 9 0.12 1.19 6.1 0.80
55 3.48 5.7 9 0.10 1.08 6.1 0.75
56 3.66 6.1 10 0.14 1.20 5.7 0.69
57 3.66 5.4 9 0.17 1.34 6.0 0.76
58 3.66 6.2 8 0.15 1.39 5.8 0.72
59 3.75 5.4 3 0.13 1.05 6.7 0.77
60 3.54 6.6 8 0.16 1.39 6.0 0.80
61 3.52 6.8 9 0.09 1.30 7.1 0.87
62 3.52 7.6 10 0.11 1.28 6.2 0.79

BUN : Blood Urea Nitrogen

ALT : Alanine Aminofransferase
GGT : Gamma Glutamy! Transferase

AST : Aspartate Aminotransferase
ALP : Alkaline Phosphatase
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex @ Male

Group : [V

Dose : 500 mg/kg

Day :91

Total

| Animal | Sodium | Potassium Chloride Cholesterol | Triglycerides
No. (mmol/L) i (mmol/L) | (mmol/L) (mg/dL) (mg/dL)
53 150.13 3.69 112.34 32 85
54 146,99 3.73 108.59 29 64
55 145.27 3.48 107.67 31 79
56 146.99 4.56 109.52 36 75
57 144.93 4.09 108.59 46 100
58 145.96 4.43 110.92 33 63
59 146.30 4,59 109.52 34 101
60 148.03 3.95 110.92 61 63
61 146.99 3.80 110.92 41 73
62 14527 2171 107.67 A5 79
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female

Group : IV

Dose : 500 mg/kg

Day :91

Animal Urea
No. Total Protein BUN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dL) | (mg/dL) (U/L) (U/L) (U/L) (mg/dL)
63 6.75 13 28.34 52 112 117 76
64 7.55 13 28.34 39 94 102 89
65 7.72 15 32.70 55 106 84 107
66 8.27 13 28.34 47 120 128 08
67 9.00 15 32.70 52 115 94 115
68 8.82 13 28.34 48 124 109 103
69 8.36 15 32.70 49 119 08 86
70 8.78 15 32.70 52 124 115 08
71 9.00 15 32.70 48 119 100 106
72 9.37 15 32,70 47 135 99 109
Total
Animal | Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine

No. (mmol/L) | (mg/dL) (U/L) (mg/dl) | (g/dL) (g/dL) | (mg/dL)
63 348 4.7 8 0.08 1.17 5.6 0.55
64 3.83 5.1 8 0.14 1.49 6.1 0.50
65 3.24 4.6 9 0.14 1.56 6.2 0.57
66 3.91 5.0 9 0.15 1.44 6.8 0.65
67 3.83 4.9 9 0.16 1.71 7.3 0.58
68 3.66 4.9 9 0.13 1.48 7.3 0.69
69 3.48 5.0 8 0.18 1.44 6.9 0.59
70 3.66 5.9 8 0.24 1.73 7.0 0.64
71 3.59 5.3 8 0.22 1.91 7.1 0.66
72 3.78 4.6 8 0.19 1.87 7.5 0.72

BUN : Blood Urea Nifrogen
ALT : Alanine Aminotransferase
GGT ; Gamma Glutamy] Transferase

AST : Aspartate Aminotransferase
ALP : Alkaline Phosphatase
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Ttem Code : TAS/002/015

Test System : Sprague Pawley Rat

Sex :Female

Group : 1V

Dose : 500 mg/kg

Day :91

Total
Animal | Sodium | Potassium Chloride Cholesterol | Triglycerides

No. (mmol/L) | (mmol/L) | {mmol/L) (mg/dL) (mg/dL)
63 147.14 3.91 103.20 54 30
64 147.85 4.02 104.09 58 90
65 147.14 4.09 104,99 60 47
66 148.21 4.39 101.44 54 22
67 147.14 4.23 105.89 78 52
08 143.29 4.32 107.73 67 55
69 143.98 4.08 107.27 52 83
70 145,73 4.39 106.35 64 102
71 145.73 4.56 104.99 58 114
72 146.79 4.57 104.54 74 124
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male

Group : V

Dose : 1000 mg/kg

Day 91

Animal Urea
No. Total Protein BUN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dL) | (mg/dL) (U/L) (U/L) (U/L) {mg/dL)
73 7.23 13 28.34 55 121 114 70
74 6.98 13 28.34 50 112 126 90
75 6.62 14 30.52 50 119 165 85
76 6.73 11 23.98 49 100 98 90
77 6.62 11 23.98 54 112 102 88
78 6.64 14 30.52 58 99 133 97
79 6.72 13 28.34 45 86 114 93
80 7.45 12 26.16 44 90 131 83
81 7.56 12 26.16 56 126 158 84
82 7.23 12 2616 48 102 102 86
Total
Animal | Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine

No. (mmol/L) {mg/dL) (U/L) (mg/dL) | (g/dL) (g/dL) | (mg/dl)
73 341 5.3 8 0.14 1.10 6.1 0.72
74 3.48 4.9 8 0.12 1.10 5.9 0.69
75 3.69 6.4 7 0.11 1.18 5.4 0.63
76 3.75 6.4 7 0.12 1.20 5.5 0.60
77 3.63 6.0 8 0.16 1.14 5.5 0.60
78 3.69 5.5 10 0.11 1.09 5.5 0.60
79 3.69 5.8 9 0.10 1.06 5.7 0.64
80 3.52 52 9 0.14 1.22 6.2 0.68
81 3.52 5.9 9 0.10 1.01 0.6 0.66
82 3.54 5.1 9 0.14 1.31 6.0 0.59

BUN : Blood Urea Nitrogen

ALT

: Alanine Aminofransferase

GGT : Gamma Glutamyl Transferase

AST : Agpartate Aminotransferase

ALP : Alkaline Phosphatase
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Male

Group : V

Dose : 1000 mg/kg

Day :91

Total
Animal | Sodium | Potassium Chloride Cholesterol | Triglycerides

No. (mmol/L) | (mmol/L) | (mmol/L) (mg/dL) {mg/dL)
73 145.61 3.73 113.30 38 69
74 146.99 3.91 113.30 33 83
75 145,96 4,55 109,05 21 62
76 145,96 4,57 107.67 27 62
77 146.99 4.38 111.39 34 66
78 144,93 4.07 109.05 36 66
79 146.99 4.53 109.52 38 111
80 145.61 3.48 108.59 32 102
81 145.27 3.69 107.22 32 60
82 148.03 3.03 110.45 20 54
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IIT STUDY NUMBER 17956

INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female

Group : V

Dose : 1000 mgkg

Day :91

Animal Urea
No. Total Protein BUN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dL) | (mg/dL) (U/L) (U/1) (U/L) {mg/dl)
83 6.99 14 30.52 56 136 74 67
84 7.45 11 23.08 57 102 114 82
85 6.59 15 32.70 45 107 72 73
86 7.37 16 34.88 44 111 67 71
87 6.88 12 26.16 43 100 83 77
88 7.44 15 32.70 52 106 102 83
89 7.09 11 23.98 39 104 76 77
00 7.94 12 26.16 47 116 102 61
91 7.08 17 37.06 38 107 78 95
a2 7.00 11 23.08 51 118 81 68
Total
Amimal | Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine

No. (mmol/L) {mg/dL) (U/L) (mg/dL) | (g/dL)} {(g/dL) | (mg/dL)
83 3.21 4.6 8 0.09 1.28 5.7 0.72
84 3.60 4.2 8 0.13 1.49 6.0 0.68
85 3.64 6.0 8 0.08 1.10 5.5 0.70
86 3.80 5.0 7 0.09 1.53 5.8 0.75
87 3.29 4.6 7 0.08 1.32 5.6 0.72
88 3.60 5.1 7 0.12 1.43 6.0 0.77
89 3.72 5.1 8 0.15 1.51 5.6 0.72
90 3.64 4.8 8 0.10 1.64 6.3 0.77
01 3.80 5.4 8 0.10 1.48 5.6 0.81
92 3.34 4.9 8 0.10 1.47 5.6 0.70

BUN : Blood Uyrea Nitrogen
ALT : Alanine Aminotransferase
GGT : Gamma Glutamyl Transferase

AST : Aspartate Aminotransferase

ALP : Alkaline Phosphatase
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015

Test System : Spragne Dawley Rat

Sex :Female

Group: V

Dose : 1000 mg/'kg

Day :91

Total
Animal | Sodium | Potassium Chloride Cholesterol | Triglycerides

No. (mmol/L) [ (mmol/L) | (mmol/L) (mg/dL) (mg/dL)
83 144,33 4.26 107.27 34 57
84 146.08 4.21 103.64 48 91
85 147.14 4.16 102.32 45 49
86 147.49 4.57 102,75 33 33
87 146.08 4.04 106.81 42 112
88 144.68 4,25 107.27 45 40
89 146.79 4.43 107.27 46 77
90 147.49 3.95 106.35 57 52
91 148.56 4.45 107.27 40 58
072 14503 4.02 105 80 54 4]
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male
Group : VI
Dose : 1000 mg/kg (Reversal)
Day :119
Animal Urea
No. Total Protein BUN | Nitrogen ALT AST ALP Glucose
(g/dL) (mg/dL) | (mg/dL) (U/L) (U/L) (U/L) (mg/dlL)
93 6.61 16 34.88 44 102 142 82
04 7.22 16 34,88 52 128 129 162
95 7.09 19 41.42 73 130 127 133
96 6.79 15 32.70 56 121 154 85
97 6.97 17 37.06 45 101 99 91
08 6.92 17 37.06 47 105 95 90
Total
Animal | Calcium | Phosphorous GGT Bilirubin | Albumin | Globulin | Creatinine
No. fmmol/L) | (mge/dl.) (U/1Y 1 (mg/dL) | {p/d]) {o/dly | fmo/dl)
03 4.13 6.8 3 0.07 0.99 5.6 J.55
94 4,25 7.1 8 0.10 0.96 6.3 0.68
95 4,29 6.2 9 0.12 1.00 6.1 0.67
96 4,35 5.9 9 0.13 1.01 5.8 0.52
97 4.03 5.7 8 0.15 1.12 5.8 0.51
08 4.03 5.8 10 0.13 1.11 5.8 0.50
Total
Animal | Sodium | Potassium Chloride Cholestero] | Triglycerides
No. (mmol/L) | (mmol/L) | (mmol/L) (mg/dL) (mg/dL)
93 145,34 4.81 100.83 25 68
94 146.76 3.87 104.00 33 61
95 148,77 4.22 102.80 32 73
96 146.19 4.07 104.41 25 49
97 143,94 4.81 108,11 38 100
98 145.34 3.90 110.66 38 100

BUN : Blood Urea Nitrogen

ALT

: Alanine Aminotransferase

GGT : Gamma Glutamy! Transferase

AST : Agpartate Aminotransferase

ALP : Alkaline Phosphatase
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INDIVIDUAL ANIMAL - CLINICAL BIOCHEMISTRY

Laboratory Test Itemn Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female
Group : VI
Dose : 1000 mg/kg (Reversal)
Day :119
Animal Urea
No. Total Protein | BUN | Nitrogen ALT AST ALP Glucose
(g/dl.) (mg/dL) | (mg/dL) (U/L) (U/L) (U/L) (mg/dL)
99 8.26 20 43.60 36 100 60 86
100 7.61 19 41.42 45 110 68 78
101 7.57 18 39.24 43 107 76 89
102 7.56 17 37.06 35 107 98 96
103 7.23 18 39.24 37 90 77 84
104 7.50 15 32,70 50 134 76 90
Total
Animal Calcium | Phosphorous GGT Bilirubin | Albumin Globulin | Creatinine
No. (mmol/LY | (mg/dL) (UI/1.) (meg/dly | (g/dl) (g/dl) ! (mg/dl)
09 4.10 4,0 G G.11 1.63 6.6 0.77
100 4.16 4.7 6 0.14 1.54 6.1 0.62
101 4,14 6.3 6 0.08 1.42 6.2 0.72
102 3,95 5.5 6 0.09 1.37 6.2 0.69
103 4.04 4.4 7 0.10 .25 6.0 0.50
104 4.13 4.5 10 0.12 1.47 6.0 0.59
Total
Animal | Sodium | Potassium Chloride Cholesterol | Triglycerides
No. (mmol/L) | (mmol/L) | (mmol/L) {mg/dl.) (mg/dL)
09 145.06 3.82 110.92 65 67
100 145,34 4.22 115.92 45 51
101 146.19 4.38 118.27 32 39
102 145.62 4.35 112.26 44 41
103 144.78 4.10 106.99 31 58
104 144,78 4.52 109.59 51 51

BUN : Blood Urea Nifrogen

ALT

: Alanine Aminotransferase

GGT : Gamma Glutamy! Transferase

AST : Aspartate Aminotransferase
ALP : Alkaline Phosphatase
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INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male
Group : 1
Dose :0mgkg
Day :86
Animal | Appea- Colour Volume | Glucose | Bilirubin ; Ketones | Sp.Gr. | Occult Bloed
No. rance (ml) (mmol/L) | (mumol/L) | (munol/L} | (g/L) | (caCELLS/UL)
1 Clear Yellow 9.0 -ve ~Ve ~Ve 1.020 -ye
2 Clear Yellow 8.5 -ve -ve -ye 1.020 Ve
3 Clear Yelow 7.0 -Ve -ve -Ve 1.015 -Ve
4 Clear Yellow 8.1 -VE -ve -ve 1.015 Ve
5 Clear | Pale Yellow 7.0 -ve -ve -ve 1.020 -ve
6 Clear Yellow 6.2 -Ve -ve -Ve 1.015 -ve
7 Clear | Pale Yellow 8.1 -Ve -ve -ve 1.020 -Ve
& Clear Yellow 10.0 -Ve -ve -ve 1.020 Ve
9 Clear Yellow 7.0 -ve -ye -ve 1.015 -ve
10 Clear Yellow 8.1 -V -ve Ve 1.020 -ve
Animal pH Proteins | Urobilinogen | Nitrite
No, (g/1) (/i)
1 7.0 -+ -Ve -ve
2 7.5 + -VE -Vg
3 7.5 + -ve Ve
4 7.5 ++ -ve -Ve
5 7.0 + -ve -ve
6 7.5 -+ “Ve -ve
7 7.5 1+ -Ve -ve
8 7.0 + -ve -ve
g 7.5 4+ -ve ~Ve
10 7.5 + -ve ~Ve
Sp.Gr. : Specific gravity +ve : Positive -ve : Negative
Qualitative
Absent =
Trace =+
Small amount of analyte = )
Moderate amount of analyte = 4+
Large amount of analyte = Aot
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IIT STUDY NUMBER 17956

INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Iltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex

Group : 1

Dose :0mg/kg

: Female

Day .87
Animal | Appea- Colour Volume | Glucose Bilirubin Ketones Sp.Gr. Occult Blood
No. rance {ml) {mmol/L) | (mmol/L} | (mmoi/L) (/L) {caCELLS/uL)
11 Clear Yellow 6.0 ~ve -ve -ve 1.015 -y
12 Clear Yellow 5.2 -ve -ve -Ve 1.015 -ve
13 Clear Yellow 7.4 -ve -ve -ve 1.020 -ve
14 Clear | Pale Yellow 6.0 -ve ~Ve -ve 1.015 -Ve
15 Clear Yelow 5.1 ~VE -ve -ve 1.020 -ve
t6 Clear | Pale Yellow 4.0 -ve -ve -ve 1.015 -ve
17 Clear Yellow 7.0 -ve -ve -ve 1,015 -ve
18 Clear Yellow 6.2 -Ve -ve -ve 1.020 -ve
19 Clear Yellow 5.8 -ve -Ve -ve 1.015 -ve
20 Clear Yellow 6.0 -ve -ve -ve 1.020 -ve
Animal pH Proteins | Urobilinogen | Nitrite
No. (/L) (mmol/L)
11 7.5 i Ve -ve
i2 7.5 + -Ve -Ve
13 7.5 + -Ve -Ve
14 7.0 i -ve -ve
15 7.5 + -Ve -ve
16 7.0 + -ve ~ve
17 7.0 - ~Ve -ve
18 7.5 A -ve -ve
19 7.5 -+ ~VE -Ve
20 7.5 o -ve -ve
Sp.Gr. : Specific gravity +ve :Positive -ve : Negative
Qualitative
Absent = ()
Trace =+
Small amount of anaiyte =
Moderate amount of analyte = 4=+
Large amount of analyte w5 A
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APPENDIX NO.XV (Contd.)

INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Male
Group : [1
Dose : 0 mg/kg (Reversal)
Day :119
Animal | Appea- Colour Volume | Glucose Bilirubin Ketones Sp.Gr. Qccult Blood
No. rance {ml) (mmol/L) | (mmol/L) | (mmol/L) (g/L) {caCELLS/uL)
21 Clear Yellow 9.7 -ve ~Ve “Ve 1.015 -Ve
22 Clear Yellow 8.9 ~Ve -ve -ve 1.015 ~VE
23 Clear Yellow 10.0 -ve -ve Ve 1.020 -ve
24 Clear Yellow 8.7 ~VE -ve ~Ve 1.020 -VE
25 Clear Yellow 9.2 -ve ~Ve “VE 1.015 -Ve
26 Clear Yellow 7.2 -ve -ve -ve 1.015 -ve
Animal pH Proteins | Urobilinogen | Nitrite
No. (g {mumol/L)
21 7.5 +4 “ve -ve
22 7.5 + -ve -Ve
23 7.5 + -Ve ~VE
24 7.0 e e -ve
25 7.5 + -ve -Ve
26 7.5 ++ -ve -ve
Sp.Gr. : Specific gravity +ve : Positive -ve : Negative
Qualitative
Absent =
Trace =+
Smail amount of analyte =t
Moderate amount of analyte = 44+
Large amount of analyte =ttt
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INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code : TAS/Q02/015
Test System : Sprague Dawley Rat

Sex : Female

Group : 1l

Dose : 0 mg/kg (Reversal)

Day :119

Animal | Appea- Colour Volume | Glucose Bilirubin Ketones Sp.Gr. Occult Blood
No. rance {ml) {(mmol/L) | (mmol/L) | {mmol/L) {g/L) (caCELLS/uL)
27 Clear Yellow 7.2 -ve -ve -ve 1.015 -ve
28 Clear Yellow 8.4 -ve ~VE Ve 1,020 ~Ve
29 Clear { Pale Yellow 9.0 -ve -ve Ve 1.015 -ve
30 Clear Yellow 8.3 -ve -ve ~ve 1.015 Ve
31 Clear Yellow 6.9 -Ve -VE Ve 1.020 -ve
32 Clear Yeilow 9.1 -ve -Ve ~Ve 1.015 -V
Animal pH Proteins | Urobilinogen | Nitrite

No. (g/L) {mmol/L)
27 7.5 ++ -ve -Ve
28 7.5 + -ve Ve
29 7.0 i -ve -Vg
S0 7.3 B Ve Ve
3] 7.5 A+ -ve -ve
32 7.0 A -ve ~VG

Sp.Gr. : Specific gravity +ve : Positive -ve : Negative

Qualitative

Absent = ()

Trace =

Small amount of analyte = 4+

Moderate amount of analyte = +++

Large amount of analyte = At
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IIT STUDY NUMBER 17956

INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male

Group : 1I1

Dose :250 mg/kg

Day :86

Animal | Appea- Colour Volume Glucose Bilirubin Ketones Sp.Gr. Occult Blood
No. rance {ml) (mmol/L) | (mmol/L) | (mmol/L) (g/'L) (caCELLS/uI)
33 Clear Yellow 9.0 -ve -ve -V 1.020 -ve
34 Clear Yellow 6.1 -ve -ve ~ve 1.020 -ve
35 Clear Yellow 8.6 -ve -ve -ve 1.020 -ve
36 Clear Yellow 54 -Ve -Ve -Ve 1.015 -ve
37 Clear Yellow 9.2 -ve -ve -ve 1.015 -ve
38 Clear Yellow 8.7 -Ve -ve -ve 1.015 ~Ve
39 Clear Yellow 7.2 -ve Ve -ve 1.020 -ve
40 Clear Yellow 54 -ve Ve -ve 1.015 -ve
41 Clear | Pale Yellow 7.3 -ve -ve -ve 1,620 Ve
42 Clear Yellow 8.4 -ve -ve -ve 1.020 Vg
Animal pH Proteins | Urobilinogen | Nitrite

No. {p/1.) {mmol/i)
33 7.5 s Ve -Ve
34 7.5 - ~ve -ve
35 7.5 A -Ve -ve
36 7.0 + -ve ~Ye
37 7.0 + -ve -ve
38 7.5 A ~Ve -ve
39 7.5 + Ve -ve
40 7.0 1 -ve “VE
4] 7.5 et ~Ve -ve
42 7.0 + -ve -ve

Sp.Gr. : Specific gravity +ve : Positive -ve : Negalive

Qualitative

Absent

Trace = o

Small amnount of analyte = 4

Moderate amount of analyte = 4

Large amount of analyte = At
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INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female

Group : 11l

Dose : 250 mg/kg

Day :87

Animal | Appea- Colour Volume | Glucose Bilirubin Ketones Sp.Gr. Qccult Blood
No. rance (ml) (mmol/L) | (mmol/L) | {(mmol/L) (g/L) {caCELLS/ul)
43 Clear Yellow 6.0 -Ve ~ye -ve 1.015 ~VE
44 Clear Yellow 5.2 “Ve -ve -Ve 1.015 -ve
45 Clear Yellow 4.0 -ve -ve ~Ve 1.020 -ve
46 Clear Yellow 5.0 -ve -ve -ve 1.015 -ve
47 Clear | Pale Yellow 6.1 ~Ve -ve ~Ve 1.015 -ve
48 Clear Yellow 5.8 -ve -Ve -ve 1.020 -ve
49 Clear Yellow 5.2 -ve ~ve -ve 1.015 -Ve
50 Clear | Pale Yellow 6.2 -ye -ve -ve 1.015 -ve
51 Clear Yellow 7.0 -Ve Ve -ve 1.015 Ve
52 Clear Yellow 7.2 “ye -ve -ye 1.020 -ve
Animal pH Proteins | Urobilinogen | Nitrite

No. {g/l.) {mumnol/Ly |
43 7.5 - -Ve -ve
44 7.0 + -ve -VE
45 7.5 1 -ve “Ye
46 7.0 ++ -ve -ve
47 7.5 + -Ve -ve
48 7.5 + -ve -ve
49 7.5 At Ve -ve
50 7.5 + “VE -ve
51 7.0 ++ -ve ~Ve
52 7.5 A+ -V ~Ve

Sp.Gr. : Specific pravity +ve : Positive -ve : Negative

Qualitative

Absent =

Trace =4

Small amount of analyte R

Moderate ainount of analyte = +-++
Large amount of analyte

=
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INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Itemn Code ; TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male

Group : IV

Dose : 500 mg/kg

Day :87

Animal | Appea- Colour Vohime Glucose Bitirubin Ketones Sp.Gr. Occult Blood
No. rance {ml) (nmol/L) | (mmel/l) | (mimol/L) {g/L) {caCELLS/uL)
53 Clear Yellow 7.5 -Ve -ve ~Ve 1.020 -ve
54 Clear Yellow 8.2 -ve “Ve -ve 1.015 -ve
55 Clear Yellow 9.0 -ve -ve -ve 1.020 -ve
56 Clear Yellow 7.0 -ve -V -ve 1.015 -VE
57 Clear Yellow 6.4 ~ve -ve -ve 1.015 -V
58 Clear | Pale Yellow 7.2 -ve ~Ve -ve 1.020 ~Ve
59 Clear Yellow 6.1 -ve -ve -ve 1.020 -ve
60 Clear | Pale Yellow 5.9 -ve -ye -ve 1.015 -Ve
61 Clear Yellow 6.0 -ve “Ve -ve 1.020 -Ve
62 Clear Yellow 7.0 ~Ve -ye -ve 1.015 “VE
Animal pH Proteins | Urobilinogen | Nitrite

No, (2l (mimol/L)
53 7.5 + -ve -Ve
54 7.5 + -ve -VE
55 7.0 + -ve ~Ve
56 7.5 + -ve -VE
57 7.5 ++ -ve -Ve
58 7.5 4 -Ve -Ve
59 7.0 e -ve -ve
60 7.0 + ~ve -ve
61 7.5 + -ve -Ve
62 7.5 4 -ve -ve

Sp.Gr. : Specific gravity +ve : Positive -ve : Negative

Qualitative

Absent ={

Trace e

Small amount of analyte == e

Moderate amount of analyte = -+++

Large amount of analyte = b4
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INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex :Female

Group : IV

Dose : 500 mg/kg

Day :88

Animal | Appea- Colour Volume Glucose Bilirubin Ketones Sp.Gr. Oceult Blood
No. rance (ml) (mmol/L) | (mumol/L} | (mmol/L) {g/L) (caCELLS/ul)
63 Clear Yellow 6.0 ~Ve -ve -Ve 1.020 ~Ve
64 Clear Yellow 52 -ve -ye -ve 1.015 -ve
65 Clear Yellow 5.7 -ve -ve ~Ve 1,020 -ve
66 Clear | Pale Yellow 6.0 -ve Ve -ve 1.015 ~ve
67 Clear Yellow 7.4 -ve -ve -ve 1.015 -ve
68 Clear Yellow 8.1 -ye -ve Ve 1.020 -ve
69 Clear Yellow 5.8 -ve -ve -ve 1.020 -ve
70 Clear Yellow 6.7 ~Ve -ve -ve 1.015 ~Ve
71 Clear Yellow 1.7 -ve -ve -ve 1.020 -ve
72 Clear | Pale Yellow 7.9 -ve ~Vg -ve 1.020 -ve
Animal pH Proteing | Urobilinogen | Nitrite

No. (/i) (nunol/L)
63 7.5 A -ye Ve
64 7.0 + -ve ~VE
65 7.5 + e -ve
66 7.5 ++ -ve -ve
67 7.0 + -ve -ve
68 7.5 + -ve -V
69 7.5 ++ -ve -V&
70 7.5 + -Ve Ve
71 7.0 + -ve Ve
72 7.5 A+ ~Vg -ve

Sp.Gr. : Specific gravity +ve : Positive -ve : Negative

Qualitative

Absent 0

Trace =+

Small amount of anatyte = ++

Moderate amount of analyte = -+

Large amount of analyte = 4
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IIT STUDY NUMBER 17956

INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code : TAS/002/015
Test System ; Sprague Dawley Rat

Sex :Male

Group : V

Dose : 1000 mg/kg

Day :8&7

Animal | Appea-~ Colour Volume Glucose Bilirubin Ketones Sp.Gr. Occult Blood
No. rance {ml) (mmol/i} | {mmol/L) | (mumel/L) {g/L) (caCELLS/uL)
73 Clear Yellow 6.2 -Ve -ve ~Ve 1,020 -ve
74 Clear Yellow 7.4 -ve ~Ve -Ve 1.015 Ve
75 Clear Yellow 8.0 -ve -ve ~Ve 1.020 -ve
76 Clear Yellow 9.0 -ve -Ve -ve 1.020 -ve
77 Clear | Pale Yeilow 5.6 -Ve ~VE -ve 1.015 ~VE
78 Clear Yellow 6.7 -Ve -ve -ve 1.015 -ve
79 Clear | Pale Yellow 7.5 Ve -ve -Ve 1.015 -ve
80 Clear Yellow 8.1 -ve -ve -ve 1.020 -ve
81 Clear | Pale Yellow 7.9 -ve -ve -ve 1.020 -ye
82 Clear Yellow 7.0 -Ve -ve ~ve 1,015 -ve
Animal pH Proteins Urobilinegen | Nitrite

No. {g/1.} {(mmol/L.)
73 7.5 - ~VE -ve
74 7.5 4 -ve ~VEe
75 7.0 ++ ~Ve -ve
76 7.5 + -Ve -ve
77 7.0 + -ve ~ve
78 7.5 ++ -ve ~VE
79 7.5 4 -ve Ve
80 7.0 -+ -ve -ve
81 7.5 + -ve -ve
82 7.5 -+ -ve -ve

Sp.Gr. @ Specific gravity +ve : Posilive -ve : Nepative

Qualitative

Absent == ()

Trace =

Small amount of analyte =

Moderate amount of analyte = +4++

Large amount of analyte = ot
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INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female

Group : V

Dose : 1000 mg/kg

Day :88

Animal | Appea- Colour Volume | Glucose Bilirubin Ketones Sp.Gr. Occult Blood
No. rance {ml) {mmol/L.) [ (mmol/L) | (mmel/L) {g/L) (caCELLS/uL)
83 Clear Yellow 6.4 -V -ve -ve 1.020 -ve
84 Clear Yellow 7.2 -ve -ve -ve 1.015 -ve
85 Clear | Pale Yellow 7.0 -ve -ve -ve 1.020 -Ve
86 Clear Yellow 5.4 -ve -Vg Ve 1.020 ~Ve
87 Clear Yellow 6.1 -ve -ve -ve 1.015 -ve
88 Clear Yellow 6.8 -Ve -ve -ve 1.620 -ve
89 Clear Yellow 7.2 Ve -ve -ve 1.015 -ve
90 Clear | Pale Yellow 8.2 -ve -ve -ve 1.020 -ve
91 Clear Yellow 7.4 -ve -ve -ve 1.015 -ve
92 Clear Yellow 9.0 -ve -VE -Ve 1.020 -ve
Animal rH Proteins | Urobilinogen | Nitrite

No. (/1) {mimol/L)
83 7.5 1+ -ve Ve
84 7.0 + -ve -VE
85 7.5 + ~Ve -ve
86 7.5 4+ -Ve -ve
87 7.0 + -ve -Ve
88 7.0 4 -ve -ve
89 7.5 -+ -ve -ve
90 7.0 + “ve -ve
91 7.0 + -ve -V
92 7.5 - -ve -ve

Sp.Gr. : Specific gravity +ve : Positive -ve ; Negative

Qualitative

Absent = ()

Trace =+

Small amount of analyte =+t

Moderate amount of analyte = +++-

Large amount of analyte

= e
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INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code ; TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male

Group : VI

Dose : 1000 mg/kg (Reversal)

Day :119

Animal | Appea- Colour Volume Glucose Bilirubin Ketones Sp.Gr. QOccult Blood
No. rance {m]) (mmol/L) | (omol/l) [ (mumol/L) (/1) (caCELLS/uL)
93 Clear Yellow 8.5 -Ve -ve -ve 1.015 -ve
94 Clear Yellow 9.0 -Ve -ve Ve 1.015 -ve
95 Clear | Pale Yellow 8.9 -ve -ve -ve 1.020 “VE
96 Clear Yellow 9.0 -ve -ve -ve 1.020 -ve
97 Clear Yellow 7.5 -V& -ve -ve 1.015 -ve
98 Clear Yellow 7.0 -ve -Ve ~Ve 1.020 -ve
Animal pH Proteins ! Urobilinogen | Nitrite

No. (gL} {mmol/L)
93 7.5 ++ -Ve ~Ve
94 7.5 - -ve -ve
95 7.0 + -ve -V
96 7.0 + Ve b ove
97 7.5 - -Ve -ve
98 7.5 b -ve -ve

Sp.Gr. : Specific gravity +ve : Positive -ve : Negative

Qualitative
Absent =
Trace B

Small amount of analyte
Moderate amount of analyte = +++
Large amount of analyte = et
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INDIVIDUAL ANIMAL - URINE ANALYSES

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female

Group : VI
Dose : 1000 mg/kg (Reversal)
Day :119
Animal | Appea- Colour Volume | Glucose Bilirubin Ketones Sp.Gr. Occult Blood
No. rance (ni) | (umolL} | (mmol/l) | (mmoll) | (g/l) | (caCELLS/uL)
99 Clear Yellow 7.8 -ve -ve -ve 1.015 “Ve
100 Clear Yellow 8.2 -ve -Ve -ve 1.020 -ve
101 Clear Yellow 7.0 -Ve -ve ~ve 1.015 Ve
102 Clear Yellow 6.2 Ve -ve -ve 1.015 -ve
103 Clear Yellow 8.2 Ve -ve -ve 1.020 -Ve
104 Clear Yellow 9.0 -ve -ve -ve 1.020 -Ve
Animal pH Proteins | Urobilinogen | Nitrite
No. {g/L) {mmol/L)
99 7.5 A+ -ve -ve
100 7.5 + -ve -ve
101 7.0 ++ -ve -ve
102 7.5 + -Ve Ve
103 7.5 A& -ve -ve
104 7.5 1 -ve -Ve

Sp.Gr. : Specific gravity

Absent

Trace

Qualitative

Small amount of analyte =
Moderate amount of analyte = -+

Large amount of analyte

+

+ve : Positive

4+

2 et

-ve : Negative

Page 436 of 514




APPENDIX NO.XVI

27-JAN-2015

IIT STUDY NUMBER 17956

INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex  : Male
Group : 1
Dose :0mg/kg
Day :91
) Terminal
A;l\;:?al “I?e(;gﬁt Brain Liver Kidneys | Adrenals | Testes
(g)
1 503.0 1 2.096 17.960 3.479 0.0431 3.539
2 472.3 2.276 18.305 3.352 0.0696 3.234
3 4404 | 2.094 13.399 2.688 0.0466 2.892
4 4329 | 2.066 14,326 2.835 0.0389 3.464
5 431.6 ¢ 2.266 14.039 3.040 0.0532 3.298
6 4452 | 2.027 13.876 2.856 0.0696 3.539
7 4124 | 2.051 11.321 2.863 0.0381 3.524
8 448.8 | 2.120 14.640 3.131 0.0830 3.299
0 4592 [ 2.174 18.039 3.595 (0.0885 3.190
0 4414 1 2206 14 086 2785 0.0548 3.173
Animal . e .
No. Heart Spleen | Thymus | Epididymides
1 1.471 1.874 0.226 1.405
2 1.929 1.929 0.261 1.304
3 1.302 1.302 0.229 1.146
4 1.590 1.651 0.273 1.290
5 1.389 1.809 0.273 1.228
6 1.426 1.410 0.234 1.234
7 1.371 1.551 0.415 1.261
8 1.593 1.629 0217 1.292
9 1.715 1.766 0.216 1.303
10 1.508 1.513 0.190 1.234
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (®

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  :Female

Group : I

Dose : 0 mg/kg

Day :91
. Terminal

A;}(Tal fe?;gt Brain Liver Kidneys | Adrenals | Ovaries
{g)
11 2614 1 2.041 3.407 1.778 0.0523 0.0908
12 251.4 1.947 8.377 1.709 0.0555 0.0857
13 280.1 1.857 8.039 1.716 0.0510 0.0830
14 270.1 1.855 7.663 1.933 0.0589 0.0013
15 2804 | 2.058 9.139 1.976 0.0767 0.0922
16 2020 | 2.091 7.675 1.672 0.0512 0.0762
17 280.5 ; 2.013 7.567 1.515 0.0544 0.0929
18 296.7 1.919 8.745 1.705 0.0601 0.0805
19 270.1 1.989 7.561 1.763 0.0680 0.0970
20 2685 2174 TA556 1.960 0.0641 0.0841
m;;z:mi Heart Spleen | Thymus Uterus

11 0.950 1.328 0.145 0.331
12 1.115 0,752 0.209 0.440
13 0.981 0.825 0.319 0.448%
14 1.078 1.075 0.274 0.364
15 1.165 1.182 0.251 0.358
16 0.920 | 0.712 0.294 0.360
17 0.752 | 0.963 0.249 0.288
18 1.114 1.295 0.349 0.596
19 1.046 1.046 0.269 0.461
20 1.233 0.805 0.231 0.453
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  :Male

Group : II

Dose :0mg/kg (Reversal)

Day :119

) Terminal
A;;S'lal “l?e(i)gﬁt Brain Liver Kidneys | Adrenals | Testes
()

21 483.6 | 2.006 17.493 3.029 0.0502 3.247
22 498.3 | 2.157 13.356 3.059 0.0580 3.239
23 504.5 | 2.165 17.507 3.361 0.0500 3418
24 481.1 | 2.285 17.460 3.230 0.0683 3.455
25 483.5 | 2.058 16.372 3.328 0.0502 3.168
26 505.2 | 2.184 14.872 3.005 0.0557 3.050

Animal - . .
No. Heart | Spleen | Thymus | Epididymides
21 1.529 | 1.788 0.323 1147
22 1582 1 1.420 0.17G [.197
23 1.635 | 1.348 0.185 1.09%
24 1.891 1.264 0.220 1.269
25 1.538 | 1.225 0.180 1.153
26 1,702 | 1.734 0.174 1.051
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  :Female

Group : 11

Dose : 0 mg/kg (Reversal)

Day :119

. Terminal
Arrgg.lal f;ggt Brain | Liver | Kidneys | Adrenals | Ovaries
(g)
27 288.2 | 2.032 | 9.456 1.768 0.0490 0.0900
28 301.8 1 2.101 | 9.382 1.915 0.0699 0.0776
29 2943 | 1.963 | 8.015 1.527 0.0460 0.0661
30 208.6 | 2.091 | 10.905 1.769 0.0846 0.0797
31 2854 | 2.116 | 8.825 1.772 0.0717 0.0763
32 2827 1 2.183 | 8.542 1.830 0.0792 0.0712
Animal I . ‘

No. eart | Spleen | Thynws Uterus
27 1.052 | 0.897 0215 0.352
28 1.012 | 0.985 0.201 U.374
29 0.989 | 0.936 0.272 0.583
30 1.160 | 0.998 0.216 0.427
31 0.883 | 0.803 0.210 0.513
32 1.146 | 0.849 0.342 0.480
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (2)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male
Group : 111

Dose : 250 mg/kg
Day :91

) Terminal
Animal | Body

No. weight
(g)

33 443.0 | 2.201 13.633 3.123 0.0700 | 3.082
34 407.4 1 2.056 | 13.655 3.261 0.0655 | 3.386
35 4544 1 2.366 | 18.075 3.518 0.0457 | 3.370
36 461.1 | 2.021 12.762 | 2.959 0.0711 3.059
37 471.0 | 2.014 | 12.468 2.646 0.0600 | 3.220
38 503.1 | 2.200 | 19.355 3.600 0.0948 | 3.332
39 476.4 | 2.140 | 15.798 3.175 0.0671 3.396
40 4809 | 2.264 | 16.130 3.617 0.0821 3.871
41 490.5 | 2.092 | 18.143 3.545 0.0961 | 3.165
42 5071 1 2415 1 17148 3.565 0.0918 | 3,731

Brain Liver Kidneys | Adrenals | Testes

Aill:]al Heart | Spleen | Thynws | Epididymides
33 1.433 1 0.890 0.239 1.162
34 1.428 | 1.440 0.209 1.283
35 1.879 | 2.010 0.392 1.318
36 1.156 ; 1.675 0.349 ().998
37 1.321 1.350 0.189 1.238
38 1.699 | 1.510 0.424 1.250
39 1.727 | 1.583 0.359 1.226
40 [.852 | 1.354 0.220 1.448
41 1.825 | 1.670 0.234 1.247
42 1.997 | 1.234 0.203 1.275
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test liem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  :Female

Group : 111

Dose : 250 mg/kg

Day :91
. Terminal

Al;;g?a] ‘fgsgﬁt Brain | Liver { Kidneys | Adrenals | Owvaries
(2)
43 2584 1 1.977 | 8.387 1.632 0.0666 0.0833
44 2743 | 1.907 | 8.825 1.829 0.0715 0.0750
45 288.9 1 2.003 | 9.686 1.925 0.0615 0.0925
46 287.8 | 1.848 | 8.925 1.836 0.00681 0.0618
47 271.8 | 1.876 | 7.502 1.796 0.0656 0.0625
48 2763 | 1.905 | 7.636 1.548 0.0624 0.0717
49 2984 | 1.806 | 8.612 1.724 0.0691 0.0826
50 289.6 | 2.115 | 7.966 1.615 0.0500 0.0510
51 276.8 | 1.924 | 7.974 1.641 0.0769 0.0901
52 27557 ¢ 1.908 | 7.924 1.50G2 0.0534 G.0602
A;Iiglal Heart Spleen | Thymus Uterus

43 1.339 | 0,999 0.331 0.644
44 0.970 1.111 0.245 0.485
45 0.905 1.026 0.200 0.394
46 1.008 1.183 0.202 0.317
47 0.924 | 0.933 0211 0.391
48 0.910 | 0912 0.2606 0.519
49 0.926 1 0.980 (.305 0.471
50 0.984 | 0.931 0.284 0.482
51 0.900 ; 0.988 0.276 0.265
52 1.002 | 0.858 0.210 0.478
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Male

Group : IV

Dose : 500 m/ke

Day 91

) Termingi
A;I(Tai “1,3 e?ggt Brain Liver Kidneys | Adrenals | Testes
(g)
53 467.5 | 2.057 13,927 2.807 0.0887 | 3.308
54 480.8 | 2.171 13.091 2.798 0.0479 1 3.192
55 4922 1 2.223 16.577 3.253 0.0363 | 3.033
56 4295 | 2.270 16.267 3.291 0.0528 | 3.829
57 450.6 | 2,093 13.535 2,948 0.0796 | 2.845
58 451.1 | 2.153 12921 2.704 0.0754 1 3.535
59 4144 | 2.152 12.889 2.498 0.0915 | 2.845
60 425.9 1 2,102 12.037 2.628 0.0610 | 3.438
61 430.0 | 1.982 14.109 2.837 0.0438 | 2.880
62 466.8 1 2.145 13.385 2.923 0.0606 | 3,189
Aﬁz}nai Heart | Spleen | Thymws | Epididymides

53 1.349 | 1.575 0.276 1.106
54 1.672 | 1.418 0.190 1.004
55 1.750 | 1.955 0.254 1.043
56 1.600 | 1.906 0.334 1,285
57 1.762 | 1.774 0.185 1.139
58 1.529 | 1.750 0.230 1.221
59 1.475 | 1.552 0.211 0.910
00 1.320 | 1.910 0.265 1.120
61 2.039 | 1.223 0.195 1.210
62 1.770 | 1.114 0.216 1.175
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female

Group : IV

Dose : 500 mg/kg

Day :91
. Terminal

A%lg'lal “]?(:;g});t Brain Liver Kidneys | Adrenals | Ovaries
(g
63 2663 | 2,003 8.792 1.800 0.0685 0.0930
64 2989 | 2.066 10.050 2.022 0.0804 0.0920
65 269.2 | 2.078 8.373 1.713 0.0631 0.0831
66 301.0 | 2.059 8.631 1.819 0.0730 0.0811
67 257.6 | 1.861 7.444 1.747 0.0788 (0.0961
68 273.1 | 2.077 9.473 1.615 0.0810 0.0821
09 2743 | 1.894 9.345 1.900 0.0633 0.0962
70 273.1 | 2,046 7.901 1.667 0.0580 0.0768
71 318.1 | 2.081 10.061 2.231 0.0901 0.0862
72 2662 1 2.043 10.260 1.829 0.0754 0.0786
Ai]igml Heart | Spleen | Thymus | Ulerus

63 1.010 | 1.000 0.175 0.388
64 1.262 | 1.144 0.186 0.258
65 1.020 | 1.090 0.309 0.486
66 0.980 | 1.102 0.268 0.389
67 0.991 | 1.013 0.268 0.317
68 1.313 | 0.999 0.243 0.326
69 1.095 | 1.048 0.286 0.468
70 0.939 | 1.091 0.243 0.395
71 1.190 | 1.020 0.235 0.491
72 1.067 | 1.097 0.215 0.473
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex @ Male
Group : V

Dose : 1000 mg/kg
Day :91

Terminal
Animal | Body
No. weight
(g
73 4103 | 2.283 13.856 2.758 0.0579 3.037

74 437.6 | 2.211 14.548 3.146 0.0453 | 2.906
75 495.5 | 2.108 | 13.549 2.945 0.0721 | 3.544
76 450.4 | 2.173 14.131 3.042 0.0670 | 3.340
77 476.2 | 2.203 15.191 3.485 0.0731 | 3.475
78 4523 | 2,154 | 13.292 2.855 0.0534 | 2.801
79 4432 | 1.981 12.616 2.892 0.0652 1 2.977
30 494.4 | 2.059 | 14.636 2.958 0.0843 | 3.088
81 4524 | 2.057 | 17.170 2.855 0.0580 | 3.520
82 466.0 | 2,106 | 16480 2.564 0.0695 | 3.451

Brain Liver Kidneys | Adrenals | Testes

Ai}lgﬂal Heart | Spleen | Thymus ; Epididymides
73 1.301 | 1.134 0.179 1.148
74 1.690 | 1.407 0.305 1.103
75 1.488 | 1.906 0.197 1.128
76 [.571 1 1.309 0.241 1.152
77 2016 | 1.610 0.225 1.198
78 1.326 | 1.943 0.293 0.936
79 1.811 | 1.488 0.248 1.089
80 1.463 | 1,780 0.294 1.031
31 1.706 | 1.700 0.331 1.157
82 1.674 | 2,072 0.247 1.306
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test ltem Code ; TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female

Group : V

Dose : 1000 mg/kg

Day :91

. Terminal
Al;}:'lal ‘Ec?gﬁt Brain | Liver | Kidneys | Adrenals | Ovaries
(g)
83 281.6 | 1.902 | 7.679 1.629 0.0714 0.0918
84 278.4 { 1.802 | 6.483 1.692 0.0599 0.0920
85 3052 | 1.850 | 9.826 1.866 0.0775 0.0767
36 3153 | 2.147 | 8.121 1.886 0.0772 0.0785
87 266.1 11,931 | 7.270 1.671 0.0501 0.0576
88 269.6 | 1.946 | 7.880 1.770 0.0690 0.0955
89 266.7 | 1.940 | 8.170 1.615 0.0615 0.0812
90 286.0 | 2.017 | 8.830 1.735 0.0621 0.0881
91 2748 | 2111 | 6.817 1.599 0.0595 0.0695
a2 276.5 1 2017 [ 9.286 1.985 0.0575 G.0960
Animal . .

No. Heart | Spleen | Thymus Uterus
83 0.996 | 0.749 0.297 0.490
84 1.093 | 0.898 0.200 0.505
85 1.008 | 1.820 0.321 0.360
86 1.223 1.091 0.221 0.419
87 1.014 | 0.970 0.332 0.361
88 1.060 | 0.820 0.233 0.380
89 1.052 | 0.789 0.312 0.489
90 1.199 | 1.046 0.309 0.452
91 1.022 | 0.632 0.224 0.365
92 1.071 | 0.820 0.318 0.349
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test Item Code : TAS/002/015
Test Systemn : Sprague Dawley Rat

Sex  : Male

Group : VI

Dose : 1000 mg/kg (Reversal)

Day :119

) Terminal
AES.MI \fe?(g]gt Brain Liver Kidneys | Adrenals | Testes
(8)

93 471.4 | 2.045 13,923 2.895 0.0523 | 3.710
94 500.2 | 2.154 | 15.578 3.454 0.0796 | 3.556
95 531.3 1 2.261 16.583 3.627 0.0607 | 3.615
96 470.6 | 2.200 | 15.824 3.422 0.0822 | 3.682
97 4733 | 1.9607 14.813 3.032 0.0489 | 3.491
08 494.8 | 2.250 | 14.740 2,718 0.0530 | 3.119

Animal | . g .
No. Heart | Spleen | Thymus | Epididymides
93 1.538 | 1328 0.166 1.185
54 1.654 | 0.905 U.215 1.178
95 1.812 | 1.729 0.347 1.252
96 1.363 | 1.375 0.200 1.224
97 1.357 | 1.596 0.221 1.165
98 1.391 | 1.726 0.254 1.143
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - ABSOLUTE VALUES (g)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female

Group : VI

Dose : 1000 mg/kg (Reversal)

Day :119

. Terminal
A];;glal fg;gt Brain Liver Kidneys | Adrenals | Ovaries
(g)

99 304.3 2.070 0.824 1.859 0.0912 0.0736
100 266.5 2.176 8.376 1.592 0.0699 0.0951
101 276.0 | 2.176 9.286 1.996 0.0743 0.0870
102 284.0 | 2.101 8.333 1.986 0.0648 0.0878
103 2864 1 2174 8.746 1.885 0.0608 0.0750
104 2856 | 2.018 8.533 1.925 0.0750 0.0889

Arlir)nal Heart Spleen | Thymus Uterus
aa 1.147 1.203 0.205 (.356
106 3.924 0.925 U221 0.373
101 1.181 1.160 0.202 0.336
102 0.929 0.854 0216 0.450
103 1.010 1.147 0.217 0.389
104 0.920 | 0.927 0.231 (.398
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Item Code : TAS/002/015

Test System : Sprague Dawley Rat

Sex : Male
Group : 1
Dose :0mgkg
Day :91
‘ Terminal
Aﬁ:}r‘ml :?e?:gt Brain Liver Kidneys | Adrenals | Testes
(g
| 503.0 | 0417 3.571 0.692 0.0086 | 0.704
2 472.3 | 0.482 3.876 0.710 0.0147 | 0.685
3 4404 1 0.475 3.042 0.610 0.0106 | 0.657
4 432.9 | 0.477 3.309 0.655 0.0090 | 0.800
5 431.6 | 0.525 3.253 0.704 0.0123 0.764
6 445.2 | 0.455 3.117 0.642 0.0156 | 0.795
7 412.4 | 0.497 2,745 0.694 0.0092 | 0.855
8 448.8 | 0.472 3.262 0.698 0.0185 | 0.735
9 459.2 | 0473 3.928 0.783 0.0193 0.695
10 4414 ¢ 0.500 3,161 0.631 G.0i24 | 6,715
Animal . _ ‘1 .
No. Heart | Spleen | Thymus | Epididymides
1 0.292 | 0.373 0.045 0.279
2 0.408 | 0.408 0.055 0.276
3 0.296 | 0.296 0.052 0.260
4 0.367 | 0.381 0.063 (0.298
5 0.322 | 0.419 (.063 0.285
6 0.320 | 0.317 0.053 0.277
7 0.332 | 0.376 0.101 0.306
8 0.355 ; 0.363 0.048 0.288
9 0.373 | 0.385 0.047 0.284
10 0.342 | 0.343 0.043 0.280

Page 449 of 514



APPENDIX NO.XVII (Contd.)

27-JAN-2015

HT STUDY NUMBER 17956

INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female

Group : [

Dose : 0 mg/kg

Day :91
. Terminal

Al;\}g?al \?e?git Brain Liver Kidneys | Adrenals | Ovaries
(&)
11 261.4 | 0.781 3.216 0.680 0.0200 0.0347
12 2514 | 0.774 3.332 0.680 0.0221 0.0341
13 280.1 | 0.663 2.870 0.613 0.0182 0.0296
14 270.1 | 0.687 2.837 0.716 0.0218 0.0338
15 2804 | 0.734 3.259 0.705 0.0274 0.0329
16 2020 | 0.716 2,628 0.573 0.0175 0.0261
17 280.5 1 0.718 2,698 0.540 0.0194 0.0331
18 296.7 | 0.647 2,947 0.575 0.0203 0.0271
16 270.1 | 0.736 2.799 0.653 0.0252 0.0359
20 268.5 | 0.810 2514 (.730 0.0239 0.0313 |
Alllégml Heart | Spleen | Thymus | Uterus

11 0.363 | 0.508 0.055 0.127
12 0.444 | 0.299 0.083 0.175
13 0.350 | 0.295 0.114 0.160
14 0.399 | 0.398 0.101 0.135
15 0.415 | 0422 0.090 0.128
16 0.315 | 0.244 0.101 0,123
17 0.268 | 0.343 0.089 0.103
18 0.375 | 0.436 0,118 0.201
19 0.387 | 0.387 0.100 0.171
20 0.459 | 0.300 0.086 0.169
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  :Male

Group : 11

Dose : 0mg/kg (Reversal)

Day :119

‘ Terminal
Aﬁgml \?e?gzt Brain Liver Kidneys | Adrenals | Testes
()
21 483.6 | 0415 3.617 0.626 0.0104 0.671
22 498.3 | 0.433 2.680 0.614 0.0116 (0.650
23 504.5 | 0.429 3.470 0.666 0.0099 0.678
24 481.1 | 0.475 3.629 0.671 0.0142 0.718
25 483.5 | 0.426 3,386 0.688 0.0104 0.655
26 505.2 1 0432 2,944 0.595 0.0110 | 0.604
Animal . . ,

No. Heart | Spleen | Thymus | Epididymides
21 0316 | 0370 0.067 0237
22 G317 ¢ 0285 G.034 0.240
23 0.324 | 0.267 0.037 0.218
24 0.393 | 0.263 0.046 0.204
25 0.318 | 0.253 0.037 0.238
26 0.337 | 0.343 0.034 0.208
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female

Group : 11

Dose : 0 mg/kg (Reversal)
Day :119

Terminal
Animal { Body

No. weight
(g)

27 288.2 | 0.705 | 3.281 0.613 0.0170 | 0.0312
28 301.8 | 0.696 | 3.109 0.635 0.0232 | 0.0257
29 294.3 | 0.667 | 2.723 0.519 0.0156 | 0.0225
30 298.6 | 0.700 | 3.652 0.592 0.0283 0.0267

3] 2854 1 0.741 | 3.092 0.621 0.0251 0.0267

Brain | Liver | Kidneys | Adrenals | Ovaries

32 2827 1 0.772 | 3.022 0.647 0.0280 | 0.0252

Ai?al Heart | Spleen } Thymus Uterus
27 0365 ¢ 0311 0.075 0,122
28 4,335 | 0.320 0.067 (J.124

29 0.336 | 0.318 0.092 (0.198

30 0.388 | 0.334 0.072 0.143

31 0.309 | 0.281 0.074 0.180

32 0.405 | 0.300 0.121 0.170
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Item Code : TAS/002/015
Test System @ Sprague Dawley Rat

Sex :Male
Group : 111
Dose : 250 mg/kg
Day :91
‘ Termninal
A;;g'lai fe?g}):t Brain Liver Kidneys | Adrenals | Testes
(g
33 443.0 | 0.497 3.077 0.705 0.0158 0.696
34 4074 1 0.505 3.352 0.808 0.0161 0.831
35 454.4 1 0.521 3.978 0.774 0.0101 0.742
36 461.1 0.438% 2.768 0.642 0.0154 0.663
37 471.0 | (0.428 2.647 0.562 0.0127 0.684
38 503.1 0.437 3.847 0.716 0.0188 0.662
39 476.4 | .0.449 3.316 0.666 0.0141 0.713
40 4809 | 0471 3.354 0.752 0.0171 0.805
41 400.5 0.427 3.699 0.723 0.0196 0.645
42 A07.1 0.476 | 3.382 0,763 4.0181 0.736
Animal . s .
No. Heart | Spleen | Thymus | Epididymides
33 0.323 0.201 0.054 0.262
34 0.351 0.353 0.051 0.315
35 0.414 | 0.442 0.086 0.290
36 0.251 0.363 0.076 0.216
37 0.280 | 0.287 0.040 0.263
38 0.338 0.300 0.084 0.248
39 0.363 0.332 0.075 0.257
40 (0.385 0.282 0.0406 0.301
41 0.372 | 0.340 0.048 0.254
42 0.394 | 0.243 0.040 0.251
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  :Female

Group : 11

Dose :250 mg/kg

Day :91

. Terminal
Ai;g.lal v?;gﬁt Brain | Liver | Kidneys | Adrenals | Owvaries
(2)
43 258.4 1 0.765 | 3.246 | 0.632 0.0258 0.0322
44 2743 | 0.695 | 3.217 | 0.667 0.0261 0.0273
45 288.9 | 0.693 | 3.353 | 0.666 0.0213 0.0320
46 287.8 | 0.642 | 3.101 { 0.638 0.0237 0.0215
47 271.8 1 0.690 | 2760 | 0.661 0.0241 0.0230
48. 276.3 | 0.689 | 2.764 | 0.560 0,0226 0.0260
49 2984 | 0.605 { 2.886 | 0.578 0.0232 0.0277
50 289.6 | 0.730 | 2,751 | 0.558 0.0173 0.0176
51 276.8 | 0.695 | 2.881 § 0.593 0.0278 0.0326
52 2757 1 0.692 | 2.874 | (.545 0.0261 | 0.0218
Animal _

No. Heart | Spleen | Thymus | Uterus
43 0.518 | 0.387 0.128 0.249
44 0.354 | 0.405 0.089 0.177
45 0.313 | 0.355 0.071 0.136
40 0.350 | 0.411 0.070 0.110
47 0.340 | 0.343 0.078 0.144
48 0.329 | 0.330 0.096 0.188
49 0.310 | 0.328 0.102 0.158
50 0.340 | 0.321 0.098 0.166
51 0.325 | 0,357 0.100 0.096
52 0.363 | 0.311 0.076 0.173
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

1aboratory Test Item Code ; TAS/002/015
Test System : Sprague Dawley Rat

Sex :Male
Group : IV
Dose : 500 mg/kg
Day :91
) Terminal
Aﬁ.?al \fggﬁt Brain Liver Kidneys | Adrenals | Testes
(2)
53 467.5 | 0.440 2.979 0.600 0.0190 | 0.708
54 480.8 | 0,452 2.723 0.582 0.0100 | 0.664
55 492.2 | 0.452 3.368 0.661 0.0074 | 0.616
56 4295 | 0.529 3.787 0.766 0.0123 0.892
57 450.6 | 0.464 3.004 0.654 0.0177 | 0,631
58 451.1 | 0.477 2.864 0.599 0.0167 | 0.784
59 414.4 | 0.519 3.110 0.603 0.0221 0.687
60 4259 | 0.494 2.826 0.617 0.0143 0.807
61 430.0 | 0.461 3.281 0.660 0.0102 | 0.670
62 466.8 | 0.460 2.807 0.626 G.0I30 | 0.083
Animal . . - .
No. Heart | Spleen | Thymus | Epididymides
53 0.289 1 0.337 0.059 0.237
54 0.348 | 0.295 0.040 0.209
55 0.356 | 0.397 0.052 0.212
56 0.373 | 0.444 0.078 0.299
57 0.391 | 0.394 0.041 0.253
58 0.339 | 0.388 0.051 0.271
59 0.356 | 0.375 0.051 0.220
60 0.310 | 0.448 0.062 0.263
61 0.474 | 0.284 0.045 0.281
62 0.379 | 0.239 0.046 0.252
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Ttem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female
Group : IV

Dose : 500 mg/kg
Day :91

Terminal
Animal | Body
No, weight
(g)
63 2606.3 {1 0.752 3.302 0.676 0.0257 0.0349

64 298.9 1 0.691 3.362 0.676 0.0269 0.0308
65 2602 | 0.772 3.110 0.636 0.0234 | 0.0309
606 301.0 | 0.684 2.867 0.604 0.0243 0.0269
67 257.6 | 0.722 2.890 0.678 0.0306 0.0373
68 273.1 | 0.761 3.469 0.591 0.0297 0.0301
69 2743 1 0.690 3.407 0.693 0.0231 0.0351
70 273.1 | 0.749 2.893 0.610 0.0212 | 0.0281
71 318.1 | 0.654 3.163 0.701 0.0283 0.0271
72 266.2 | 0767 3.854 0.687 00263 06,0295

Brain Liver Kidneys | Adrenals | Ovaries

Animal
No.
63 0.379 | 0.376 0.066 0.146

Heart | Spleen | Thymus ; Uterus

64 0.422 | 0.383 0.062 0.086
65 0.379 | 0.405 0.115 0.181
66 0.326 | 0.366 0.089 0.129
67 0.385 | 0.393 0.104 0.123

68 0.481 | 0.366 0.089 0.119

69 0.39% | 0.382 0.104 0.171

70 0.344 | 0.399 0.089 0.145

71 0374 | 0.321 0.074 0.154

72 0.401 | 0412 0.081 0.178
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Item Code : TAS/002/015
Test System ; Sprague Dawley Rat

Sex :Male
Group : V
Dose : 1000 mg/kg
Day :91
) Terminal
Aﬁ?al “I? e?gf:t Brain Liver Kidneys | Adrenals | Testes
(g
73 4103 | 0.556 3.377 0.672 0.0141 0.740
74 437.6 | 0.505 3.324 0.719 0.0104 | 0.664
75 495.5 | 0.425 2.734 0.594 0.0146 | 0.715
76 450.4 | 0.482 3.137 0.675 0.0149 | 0.742
77 476.2 + 0.463 3.190 0.732 0.0154 | 0.730
78 4523 | 0476 2.939 0.631 0.0118 0.619
79 443.2 | 0.447 2.847 0.653 0.0147 | 0.672
80 4944 | 0.416 2.960 0.598 0.0171 0.625
31 452.4 1 0.455 3.795 0.631 (0.0128 0.778
82 466.0 | 0452 3.536 0.636 0.0149 0.741
Animal g .
No. Heart | Spleen | Thymus | Epididymides
73 0.317 t 0.276 0.044 0.280
74 0.386 | 0.322 0.070 0.252
75 0.300 | 0.385 0.040 0.228
76 0.349 | 0.291 0.054 0.256
77 0.423 | 0.338 0.047 0.252
78 0.293 | 0.430 0.065 0.207
79 0.409 | 0.330 0.056 0.246
80 0.296 | 0.360 0.059 0.209
81 0.377 | 0.376 0.073 0.256
32 0.359 | 0.445 (0.053 0.280
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Ttem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex :Female

Group : V

Dose : 1000 mg/kg

Day :91
) Terminal

Al;ég?dl “l?c?gzt Brain | Liver | Kidneys | Adrenals | Ovaries
()
83 281.6 | 0.675 | 2.727 0.578 0.0254 0.0326
84 2784 | 0.647 | 2.329 0.608 0.0215 0.0330
85 305.2 | 0.606 1 3.220 0.611 0.0254 0.0251
86 3153 | 0.681 | 2.576 0.598 0.0245 0.0249
87 2066.1 { 0.726 | 2.732 0.628 0.0188 0.0216
38 269.6 1 0.722 | 2,923 0.657 0.0256 0.0354
89 260.7 | 0.727 | 3.063 0.6006 0.0231 0.0304
90 286.0 | 0.705 { 3.087 0.607 0.0217 0.0308
91 274.8 | 0.768 | 2.481 0.582 0.0217 0.0253
82 276.5 1 0729 | 3.358 0,718 0.0208 0.0347
Aﬁ?al Heart | Spleen | Thymus | Uterus

83 0.354 | 0.266 0.105 0.174
84 0.393 0.323 0.072 0.181
85 0.330 | 0.596 0.105 0.118
80 0.388 | 0.346 0.070 0.133
87 0.381 0.365 0.125 0.136
38 0.393 0.304 0.086 0.141
89 0.394 | 0.296 0.117 0.183
G0 0.419 | 0.366 0.108 0.158
91 0372 1 0.230 0.082 0.133
Q2 0.387 | 0.297 0.115 0.126
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test item Code : TAS/0602/015
Test System : Sprague Dawley Rat

Sex : Male

Group : VI

Dose : 1000 mg/kg (Reversal)
Day 119

Terminal
Animal | Boedy

No. weight
&)

93 471.4 | 0.434 2.954 0.614 0.0111 0.787
94 500.2 | 0.431 3.114 0.691 0.0159 | 0.711
95 531.3 | 0.426 3.121 0.683 0.0114 | 0.680
96 470.6 | 0.467 3.363 0.727 0.0175 | 0.782

Brain Liver Kidneys | Adrenals | Testes

97 473.3 | 0.416 3.130 0.641 0.0103 | 0.738

98 494.8 | 0.455 2,979 0.549 0.0107 | 0.630

Arli;gqal Heart | Spleen | Thymus | Epididymides
93 0326 1 0282 0.035 0.251
94 U.331 | G.i93 U.043 J.236
95 0.341 | 0.325 0.065 0.236
06 0.290 | 0.292 0.042 0.260
97 0.287 | 0.337 0.047 0.246
98 0.281 | 0.349 0.051 0.231
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INDIVIDUAL ANIMAL ORGAN WEIGHTS - RELATIVE VALUES (%)

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex  : Female

Group : VI

Dose : 1000 mg/kg (Reversal)
Day 119

Terminal
Animal § Body
No. weight
g
99 304.3 | 0.680 3.228 0.611 0.0300 0.0242

100 | 266.5 | 0.817 3.143 0.597 0.0262 0.0357
101 276.0 { 0.788 3.364 (0.723 0.0269 0.0315
102 1 284.0 | 0.740 2.934 0.699 0.0228 0.0309
103 [ 2864 | 0759 3.054 0.658 0.0212 0.0262

Brain Liver Kidneys | Adrenals | Ovaries

104 | 285.6 | 0.707 2.988 0.674 0.0263 0.0311

Animal

No. Heart | Spleen | Thymus | Uterus

09 0.377 1 0.295 0.067 0117

10U 0.347 | 0.347 U.083 0,140

101 0.428 | 0.420 0.073 0.122

102 0.327 | 0.301 0.076 0.158

103 0.353 | 0400 | 0.076 0.136

104 0.322 § 0.325 0.081 0.139

Page 460 of 514



27-JAN-2015
HT STUDY NUMBER 17956

APPENDIX NO.XVIII

INDIVIDUAL ANIMAL - GROSS PATHOLOGY FINDINGS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Day:91 and 119
1(\1}2, 3;?; Aig?al A;l;izal Gross pathology findings
1 TS No Abnormality Detected
2 TS No Abnormality Detected
3 TS No Abnormality Detected
4 TS No Abnormality Detected
I 0 5 TS No Abnormality Detected
6 TS No Abnormality Detected
7 TS No Abnormality Detected
8 TS No Abnormality Detected
9 TS No Abnormality Detected
10 TS No Abnormality Detected
21 TS No Abnormality Detected
22 TS No Abnormality Detected
I 0 23 TS No Abnormality Detected
(Reversal) 24 TS No Abnormalily Detected
25 TS No Abnormality Detected
26 TS No Abnormality Detected
33 TS No Abnormality Detected
34 15 No Abnormality Detected
35 TS No Abnormality Detected
36 TS No Abnormality Detected
m 250 37 T8 No Abnormality Detected
38 TS No Abnormality Detected
39 TS No Abnormality Detected
40 TS No Abnormality Detected
41 TS No Abnormality Detected
42 TS No Abnormality Detected
53 TS No Abnormality Detected
54 TS No Abnormality Detected
55 TS No Abnormality Detected
56 TS No Abnormality Detected
v 500 57 138 No Abnormality Detected
58 TS No Abnormality Detected
59 TS No Abnormality Detected
60 TS No Abnormality Detected
61 TS No Abnormality Detected
62 TS No Abnormality Detected

TS = Terminal Sacrifice
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INDIVIDUAL ANIMAL - GROSS PATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Day : 91 and 119
I(\I}:) Ii)g/ieg Alll\}g.lal A;:E:il Gross pathology findings
73 TS No Abnormality Detected
74 TS No Abnormality Detected
75 TS No Abnormality Detected
76 TS No Abnormality Detected
A" 1000 77 TS No Abnormality Detected
78 TS No Abnormality Detected
79 TS No Abnormality Detected
80 TS No Abnormality Detected
81 T8 No Abnormality Detected
82 TS No Abnormality Detected
93 TS No Abnormality Detected
94 TS No Abnormality Detected
Vi1 1000 as TS No Abnormality Detected
(Reversal) 96 TS No Abnormality Detected
97 TS No Abnormality Detected
98 TS No Abnormality Detected

TS = Terminal Sacrifice
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INDIVIDUAL ANIMAL - GROSS PATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Day:91 and 119
S; n?;i‘; A;;?al A;;I:eal Gross pathology findings
i1 TS No Abnormality Detected
12 TS No Abnormality Detected
13 TS No Abnormality Detected
14 TS No Abnormality Detected
1 0 15 TS No Abnormality Detected
16 TS No Abnormality Detected
17 TS No Abnormality Detected
18 TS No Abnormality Detected
19 TS No Abnormality Detected
20 TS No Abnormality Detected
27 TS No Abnormality Detected
28 TS No Abnormality Detected
I 0 29 TS No Abnormaljty Detected
(Reversal) 30 TS No Abnormality Detected
31 TS No Abnormality Detected
32 TS No Abnormality Detected
43 TS Nao Abnormality Detected
44 TS No Abnormality Detected
45 TS No Abnormality Detected
46 TS No Abnormality Detected
11 250 47 TS No Abnormality Detected
43 TS No Abnormality Detected
49 TS No Abnormality Detected
50 TS No Abnormality Detected
51 TS No Abnormality Detected
52 TS No Abnormality Detected
63 TS No Abnormality Detected
64 TS No Abnormality Detected
065 TS No Abnormality Detected
66 TS No Abnormality Detected
v 500 67 TS No Abnormality Detected
68 TS No Abnormality Detected
69 TS No Abnormality Detected
70 TS No Abnormality Detected
71 TS No Abnormality Detected
72 TS No Abnormality Detected

TS == Terminal Sacrifice
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INDIVIDUAL ANIMAL - GROSS PATHOLOGY FINDINGS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Day: 91 and 119
S; I]n)go/fg Aﬁg.lal A;};?;al Gross pathology findings
83 TS No Abnormality Detected
84 TS No Abnormality Detected
85 TS No Abnormality Detected
86 TS No Abnormality Detected
v 1000 87 TS No Abnormality Detected
88 TS No Abnormality Detected
89 TS No Abnormality Detected
90 TS No Abnormality Detected
91 TS No Abnormality Detected
92 TS No Abnormality Detected
99 TS No Abnormality Detected
100 TS No Abnormality Detected
V1 1000 101 TS No Abnormality Detected
(Reversal) 102 TS No Abnormality Detected
103 TS No Abnormality Detected
104 TS No Abnormality Detected

TS = Terminal Sacrilice
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboraiory Test Item Code : TAS/02/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 1
Group : 1 Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Kidneys: Haemorrhages, interstitial, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal
: Histiocytosis, alveolar, focal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Liver, Mesenteric Lymphnodes, Muscles
- Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,

Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with Mammary Gland,

Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 2
Group : 1 Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal

Adrenals: Dilatation, zona reticularis, unilateral, diffuse, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, Ileum, Jejunum, Kidneys, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mamimary Gland, Spinal Cord (Cervical, mid thoracic and lumbai), Sternuim wiil
bone marrow, Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary
Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 3
Group : 1 ‘ Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Kidneys: Dilatation, tubular, focal, minimal

Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Thymus: Haemorrhages, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caccum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,
Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicies, Skin with Mammary Gland,
Spinal Cord (Cervical, mid thoracic and lumbar), Sternum with bone marrow,

Stomach, Testes, Thyroid / Parathyroid, Trachea, Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 4

Group : I Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Kidneys: Haemorrhages, interstitial, multifocal, minimal

Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Thyroid: Ultimobranchial cyst, single, present

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, Heum, Jejunum, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,
Rectum, Salivary (Gland, Sciatic Nerve, Seminal Vesicles, Skin with Mammary Gland,
Spinal Cord (Cervical, mid thoracic and lumbar), Sternum with bone marrow,

Stomach, Testes, Thymus, Parathyroid, Trachea, Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 5
Group : [ Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Kidneys: Haemorrhages, interstitial, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal
Urinary bladder: Seminal coagulum, luminal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caccum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Liver, Mesenteric Lymphnodes, Muscles
- Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,
Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with Mammary Gland,
sputal Cord (Cervical, mid thoracic and lumbar), Sternum with bone mamow,

Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea.

it = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 6
Group : 1 Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Spleen: Haemosiderosis, multifocal, minimal

Adrenals: Vacuolation, zona fasiculata, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, Ileum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mammary Gland, Spiral Cord (Cervical, mid thoracic and lumbar), Sternum with
bone marrow, Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Utrinary

Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 7
Group : 1 Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Kidneys: Haemorrhages, interstitial, multifocal, minimal
: Dilatation, tubular, multifocal, minimal

Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Liver, Mesenteric Lymphnodes, Muscles
- Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,
Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with Mammary Gland,
Spigal Cord (Cervical, mid thoracic and iumbar), Sternum with bone marrow,

Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test Systein : Sprague Dawley Rat

Sex : Male Animal No.: 8
Group : 1 Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenumn,
Epididymides, Eyes, Heart, Ileum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mammary Gland, Spinal Cord (Cervical, mid thoracic and lumbar), Sternum with
bone marrow, Stoimach, Testes, Thymus, Thyroid / Parathyroid, Trachea. Urinary

Bladder,

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 9
Group : ] Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Liver: Infiltration, mononuciear cells, periportal, multifocal, minimal
Kidneys: Haemorrhages, interstitial, multifocal, minimal
: Dilatation, tubular, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, Heum, Jejunum, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,
Recium, Salivary Gland, Scratic Nerve, Seminal Vesicles, Skin with Mammary Gland,
Spinal Cord (Cervical, mid thoracic and lumbar), Sternum with bone marrow,

Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Ttem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 10
Group : [ Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal
Urtnary bladder: Seminal coagulum, huminal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caeccum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mammary Gland, Spinal Cord (Cervical, mid theracic and lumbar), Sternum with

bone marrow, Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 11
Group : 1 Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microseopic observations :
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, lleum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Rectum, Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord
(Cervical, mid thoracic and lumbar), Sternum with bone marrow, Stomach, Thymus,

Thyroid / Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System ; Sprague Dawley Rat

Sex : Female Animal No.: 12
Group : 1 Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Kidneys: Haemorrhages, interstitial, multifocal, minimal

Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, Ileum, Jejunum, Mesenteric Lymphnddes, Muscles - Skeletal muscle,
Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum, Salivary
Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical, mid thoracic

Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 13
Group : | Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Kidneys: Haemorrhages, interstitial, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal
: Histiocytosis, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, Ileum, Jejunum, Mesenteric Lymphnodes, Muscles - Skeletal muscle,
Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum, Salivary
Gland, Seaatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical, mid theracic
and iumbar), Sternum with bone marrow, Stomach, Thymus, Thyroid / Parathyroid,

Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test [tem Code : TAS/002/015
Test System : Sprague Dawicy Rat

Sex : Female Animal No.; 14
Group : 1 Dose : 0 mgrkg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Kidneys: Infiltration, mononuclear cells, cortex, unilateral, focal, minimal
Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, Ileum, Jejunum, Liver, Mesenteric Lymphnodes, Muscles - Skeletal
muscle, Oesophagus, Ovaries, Panereas, Pharyngeal Lymphnodes, Pituitary, Rectum,
Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical,
mid thoracic and lumbar), Sternum with bone marrow, Stomach, Thymus, Thyroid /

Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 15
Group : I Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Spleen: Haemosiderosis, multifocal, minimal
: Congestion, diffuse, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal
: Histiocytosis, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, lleum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Rectum, Salivary Gland, Seciatic Nerve, Skin with Mammary Gland, Spinal Cord
{Cervical, mid thoracic and lumbar), Sternum with bone marrow, Stonzach, Thymus,

Thyroid / Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 16
Group : 1 Dosec : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Kidneys: Haemorrhages, interstitial, multifocal, minimal

Spleen: Haemosiderosis, multifocal, minimal

Adrenals: Dilatation, zona reticularis, unilateral, diffuse, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Aorta, Brain (cerebrum, cercbellum and pons), Caecum, Colon, Duodenum, Eyes,
Heart, [leum, Jejunum, Liver, Mesenteric Lymphnodes, Muscles - Skeletal muscle,
Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum, Salivary
Gland, Sciatie Nerve, Skin with Mammary Gland, Spinal Cord (Cervical, mid thoracic
and lumbar}, Sternum with bone marrow, Stomach, Thymus, Thyroid / FParathyroid,

Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test liem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 17
Group : 1 Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Puodenum,
Eyes, Heart, lleum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Rectum, Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord
(Cervieal, mid thoracic and lumbar), Sternum with bone marrow, Stomach, Thymus,

Thyroid / Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 18
Group : 1 Dosc : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal

Kidneys: Haemorrhages, interstitial, multifocal, minimal

Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Uterus: Infiltration, eosinophilic cells, endometriwm, diffuse, minimal
: Dilatation, luminal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, Ileun, Jejunum, Mesenteric Lymphnodes, Muscles - Skeletal muscle,
Oesophagus, Qvaries, Pancreas, Pharyngea! Lymphnodes, Pituitary, Rectum, Salivary
Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical, mid thoracic
and lumbar), Sternum with bone marrow, Stomach, Thymus, Thyroid / Parathyroid,

Trachea, Urinary Bladder,

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 19
Group : I Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Spleen: Haemosiderosis, multifocal, minimal

Adrenals: Dilatation, zona reticularis, unilateral, diffuse, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum, Eyes,
Heart, lleum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes, Muscles - Skeletal
muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum,
Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical,
mid thoracic and lumbar), Sternum with bone marrow, Stomach, Thymus, Thyroid /

Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test Systein : Sprague Dawley Rat

Sex : Female Animal No.: 20
Group : 1 Dose : 0 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Kidneys: Haemorrhages, interstitial, multifocal, minimal
: Dilatation, tubular, multifocal, minimal

Spleen: Haemosiderosis, multifocal, mintmal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, Illeum, Jejunum, Liver, Mesenteric Lymphnodes, Muscles - Skeletal
muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum,
Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical,
G thoracie and lumbar), Stermum with bone marrow, Stomach, Thymus, Thyroid /

Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Itemn Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 73
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Spleen: Haemosiderosis, multifocal, minimal
Adrenals; Vacuolation, zona fasiculata, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal
: Histiocytosis, alveolar, multifocal, minimal

Tissues within normal histological limits :

Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Ocsophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mainmary Gland, Spinai Cord (Cervical, mid thoracic and luimbar), Stemuin wiith
bone marrow, Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary
Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male ‘ Animal No.: 74
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Kidneys: Haemorrhages, interstitial, multifocal, minimal
Spleen: Haemosiderosis, multifoeal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal
: Histiocytosis, alveolar, focal, minimal

Tissues within normal histologieal limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Liver, Mesenteric Lymphnodes, Muscles
- Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,
Rectum, Salivary Gland, Sciatic Nerve, Seininal Vesicles, Skin with Mammary Gland,
Spinal Cord (Cervieal, mid thoracic and lumbar), Sternum with bonc ATOW,

Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 75
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, Ileum, Jejunum, Kidneys, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mammary Gland, Spinal Cord (Cervical, mid thoracic and lumbar), Steroum with

bone marrow, Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary

Biadder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test ltem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 76
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Kidneys: Haemorrhages, interstitial, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal
: Histiocytosis, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, Ileurn, Jejunum, Liver, Mesenteric Lymphnodes, Muscles
- Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,
Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with Mammary Gland,
Spinal Cord (Cervical, mid thoracic and lumbar), Sternum with bone marrow,

Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 77
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations !
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mammary Gland, Spinal Cord (Cervical, mid thoracic and lumbar), Sternum with
bone marrow, Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary

Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test ltem Code ; TAS/002/015
Test System ; Sprague Dawley Rat

Sex : Male Animal No.: 78
Group : V Dosc : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Kidneys: Haemorrhages, interstitial, multifocal, minimal
: Dilatation, tubular, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caccum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,
Rectum, Salivary Gland, Sciatic Nevve, Seminal Vesicles, Skin with Mammary (¥land,
Spinal Cord (Cervical, mid thoracic and lumbar), Sternum with bone marrow,

stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary Bladder.

#f = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 79
Group : V Dose : 1000 mg/kg
Animal Fate ;: Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Urinary bladder: Seminal coagulum, luminal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain {cerebrum, cerebellum and pons), Caccumn, Colon, Duodenum,
Epididymides, Eyes, Heart, Ileum, Jejunum, Kidneys, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mommary Gland, Spinal Cord {Cervical, mid thoracic and lumbar), Sternum with

bone marrow, Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea,

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Male Animal No.: 8¢
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Kidneys: Haemorrhages, interstitial, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, lleum, Jejunum, Liver, Mesenteric Lymphnodes, Muscles
- Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary, Prostate,
Recturn, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with Mammary Gland,
Spmal Cord (Cervical, mid thoracic and hmbar), Sternum with bone marrow,

Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Iiem Code : TAS/002/015
Test System ; Sprague Dawley Rat

Sex : Male Animal No.: 81
Group: V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Thymus: Haemorrhages, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, Heum, Jejunum, Kidneys, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mammary Gland, Spinal Cord (Cervical, mid thoracic and fumbar), Stemum with

bone marrow, Stomach, Testes, Thyroid / Parathyroid, Trachea, Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test Sysiem ; Sprague Dawley Rat

Sex : Male Animal No.: 82
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal
: Histiocytosis, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Epididymides, Eyes, Heart, Ileum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes,
Muscles - Skeletal muscle, Oesophagus, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Prostate, Rectum, Salivary Gland, Sciatic Nerve, Seminal Vesicles, Skin with
Mammary Gland, Spinal Cord (Cervical, mid thoracic and lumbar), Sternum with
bone marrow, Stomach, Testes, Thymus, Thyroid / Parathyroid, Trachea, Urinary

Bladder.

# = Histologic change rclated to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test Systeny : Sprague Dawley Rat

Sex : Female ' Animal No.: 83
Group: V Dose ; 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal

Kidneys: Haemorrhages, interstitial, multifocal, minimal

Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Uterus: Infiltration, eosinophilic cells, endometrium, diffuse, minimal
: Dilatation, luminal, minimal

Thyroid: Ultimobranchial cyst, two, present

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caccum, Colon, Duodenum,
Eyes, Heart, Ileum, Jejunum, Mesenteric Lymphnodes, Muscles - Skeletal muscle,
Uesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pluitary, Rectuim, Salivary
Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical, mid thoracic
and lumbar), Sternum with bone marrow, Stomach, Thymus, Parathyroid, Trachea,

Urinary Bladder.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Ttem Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 84
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caeccum, Colon, Duodenum,
Eyes, Heart, Ileum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Rectum, Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord
(Cervical, mid thoracic and lumbar), Stemum with bone marrow, Stomach, Thymus,

Thyroid / Parathyroid, Traches, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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APPENDIX NO.XIX (Contd.)

INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 85
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Kidneys: Dilatation, tubular, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, lleum, Jejunum, Liver, Mesenteric Lymphnodes, Muscles - Skeletal
muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum,
Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical,
mid thoracic and lumbar), Sternum with hone marrow, Stomach, Thymus, Thyreid /

Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 86
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, Ileum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Rectum, Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord
(Cervical, mid thoracic and lumbar), Sternum with bone marrow, Stomach, Thymus,

Thyroid / Parathyroid, Trachea, Urinary Biadder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL: ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 87
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Kidneys: Haemorrhages, interstitial, muitifocal, minimal

Spleen: Haemosiderosis, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, miniimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, lleum, Jejunum, Mesenteric Lymphnodes, Muscles - Skeletal muscle,
Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum, Salivary
Gland, Scatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical, mid thoracic
aad lumbar), Sternum with bone marrow, Stomach, Thymus, Thyroid / Parathyroid,

Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 88
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Kidneys: Infiltration, mononuclear cells, cortex, unilateral, focal, minimal
Spleen: Haemosiderosis, multifocal, minimal

Lungs: Hacmorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (ecrebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, lleum, Jejunum, Mecsenteric Lymphnodes, Muscles - Skeletal muscle,
Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum, Salivary
Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical, mid thoracic
and iumbar), Sternum with bone marrow, Stomach, Thymus, Thyroid / Parathyroid,

Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System ; Sprague Dawley Rat

Sex : Female Animal No.: 89
Group : V Dose : 1000 mg/’kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, lleum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes, Muscles -
Skeletal muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary,
Rectum, Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord
(Cervical, mid thoracic and lumbar), Sternum with bone marrow, Stomach, Thymus,

Thyroid / Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 90
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Spleen: Haemosiderosis, multifocal, minimal
Adrenals: Dilatation, zona reticularis, diffuse, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal

: Histiocytosis, alveolar, multifocal, minimal

Tissues within normal histological limits :

Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum, Eyes,
Heart, Ileum, Jejunum, Kidneys, Liver, Mesenteric Lymphnodes, Muscles - Skeletal
muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum,
Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical,
mid thoracic and Tumbar), Stemum with bone marrow, Stomacl, Thyinus, Thyroid /

Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 91
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :
Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Kidneys: Haemorrhages, interstitial, multifocal, minimal
Spleen: Haemosiderosis, multifocal, minimal
Lungs: Haemorrhages, alveolar, multifocal, minimal
. Histiocytosis, alveolar, multifocal, minimal

Tissues within normal histological limits

Adrenals, Aorta, Brain (cerebrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, Ileum, Jejunum, Mesenteric Lymphnodes, Muscles - Skeletal muscle,
Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum, Salivary
Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical, mid thoracie
and lumbar), Sternum with bone marrow, Stomach, Thymus, Thyroid / Parathyroid,

Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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INDIVIDUAL ANIMAL - HISTOPATHOLOGY FINDINGS

Laboratory Test Item Code : TAS/002/015
Test System : Sprague Dawley Rat

Sex : Female Animal No.: 92
Group : V Dose : 1000 mg/kg
Animal Fate : Terminal Sacrifice Days on Test : 90

Microscopic observations :

Liver: Infiltration, mononuclear cells, periportal, multifocal, minimal
Kidneys: Haemorrhages, interstitial, multifocal, minimal

Lungs: Haemorrhages, alveolar, multifocal, minimal

Spleen: Haemosiderosis, multifocal, minimal

Tissues within normal histological limits :

Adrenals, Aorta, Brain (cercbrum, cerebellum and pons), Caecum, Colon, Duodenum,
Eyes, Heart, lleum, Jejunum, Lungs, Mesenteric Lymphnodes, Muscles - Skeletal
muscle, Oesophagus, Ovaries, Pancreas, Pharyngeal Lymphnodes, Pituitary, Rectum,
Salivary Gland, Sciatic Nerve, Skin with Mammary Gland, Spinal Cord (Cervical,
mid thoracic and lumbar), Stermum with bone marrow, Stomach, Thymus, Thyroid /

Parathyroid, Trachea, Urinary Bladder, Uterus.

# = Histologic change related to necropsy record data
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Advanced Enzyme Teciviviogies Ltd,,

Plot No. A-61/62, MIDC, Malegaon, Tal. Sinnar, Dist. Mashik

Maharashtra, india. Tel.: +51-99701 00750 / +91-2651-230 044, Fax: +
Email: info@enzymeindia.com, Web.: www.ain:

windia.com

QUALITY ASSURANCE DEPARTMENT

CERTIFICATE OF ANALYSIS

PRODUCT NAME : RHIZOPUS LIPASE
BATCH NO. : 011423

MFG. DATE : JANUARY,2014
EXPIRY DATE : DECEMBER,2015

PROTOCOL OF ANALYSIS

TEST RESULT LIMITS

Light Brown coloured Light Brown to Brown coloured

Desceription amorphous, hygroscopic powder; | amorphous, hygroscopic powder;
having typical fermentative odour | having typical fermentative odour

Solability Soluble in Water : Complies Soluble in Water,

Lead : Complies Not more than 5 ppm

Microbial Limit-

Total viable count : Complies NMT 1 x 10* cfu/g

Total coliforms/g : Clomplies Not more than 30

Escherichia.coli/25g : Couplics Negative by test

Salmonellae/25g : Complies Negative by test

Antimicrobial Activity | Absent by test : Complies Absent by test

Rhiii,o.pus Lipase 548,964 FIP Ule NLT 500,000 FIP U/g

Activity i

Remarks: Sample COMPLIES as per Specifications.

(b) (6)
(b) (6)
QA-CHEMIST MANAGER-QUAEITY ASSURANCE
Date: February 1, 2014 ’




27-JAN-2015
[IT STUDY NUMBER 17956

ANNEXURE - 11

Test Item Concentration Analysis (6 Pages)

Page 506 of 514



advanced enzymes

B LA R

Advanced Enzyme Technologies Ltd,
Plot no:A-161,Main Road no:27,
Wagale Industral Estate,

Opp. Hallmark Honda Service Center
Thane(W)-400 604.

TITLE: SAMPLE ANALYSIS REPORT

Date of Receipt: ' 06/08/2014

Received by: Shweta Bangar

Sample; Rhizopus [ipase

Description: 4x5 ml tube containing clear liquid.

1. Name of the sample:
a. Type of Sample:

In House:
Marketed:

Rhizppus lipase

Sampie from IIT Pune Study No. 17956

for purpose of analysis of test article formulations
for concentration verification and stability (Pre
test).

. I U g O
Customer complainiy N4

Import/Export:

2. Detail of the sampie:
Physical form:
Batch number:
Manufacturing date:
Expiry date:
Claim:
Storage:

3. Quantity required for testing:

4, Assays done:

5. Active ingredient;

Advanced Enzymes Technologies Ltd.

Liquid

011423

Jan 2014

Dec 2015

0 mg/ml, 25 mg/ml, 50 mg/ml, and 100 mg/m|
Cool and dry place.

Rhizopus {ipase ---—------==mmmmeme e

Rhizopus lipase —--------==~mmwmmremmmr o
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Advanced Enzyme Technoiogies Ltd,
Plot no:A-161,Main Road no:27,
Wagale Industrial Estate,

Opp. Hallmark Honda Service Center
Thane(W)-400 604,

TITLE: SAMPLE ANALYSIS REPORT

6. RESULTS
Sr No Dilution Titration reading Activity | % activity
Test ~ Blank(ml) (U/g)

Rhizopus lipase 100 mg/ 100 mi x 0.25 mi/50 mi
Batch no.011423 . 3.3 550342 100

0 mg/ml 0 _ -

25 rg/mi 1 mi/100 mi x 2 mi/100 mi 3.25 13927 101.2

50 mg/ml 1 mi/100 mi x 1 mi/100 mi 3.15 26997 98.11

100 rmg/mi 1 ml/100 mi x 0.5 ml/100 mi 3.2 54852 99,66

7. Remarks: The lest sample Rhizopus lipase s stable in Analytical grade water (i.e.

~ vehicle used for formulation) for 6 hours”.

(b) (6) (b) (6)

Signature of Analyst Signature of HOD

Date of Analysis: 07/08/2014

Date of Report dispatched: 07/08/2014
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Advanced Enzyme Technologies Ltd,
Plot no:A-161 Main Road no:27,

Wagale Industrial Estate,

Opp. Hallmark Honda Service Center

Thane(W)-400 604.

TITLE: SAMPLE ANALYSIS REPORT

Date of Receipt:

24/09/2014

Received by:

Shweta Bangar

Sample:

Rhizopus lipase

' Description:

4x5 ml tube containing clear liquid.

1. Name of the sample:

a. Type of Sample:

Rhizopus lipase
Sample from IIT Pune Study No. 17956
for purpose of analysis of test article formulations

for concentration verification and stability (7%

week).
In House:  —-eeee P A e e e e
Marketed: = ceeoe- N A = o e e o
CUSLOMET COMPIaInt, = - NA == e e e
Import/Export:  ------ N A = o e

2. Detail of the sample:
Physical form:

Batch number:

Advanced Enzymes Technologies Ltd.
Liquid
011423

Manufacturing date: Jan 2014

Expiry date:
Claim:

Storage:

Cec 2015
0 mg/ml, 25 mg/mli, 50 mg/mi, and 100 mg/ml

Cool and dry place.

3. Quantity required for testing: 5 Ml-s—mmmmmrm oo

4, Assays done:

5. Active ingredient:

Rhizopus lipase -~=====mmmm oo

Rhizopus lipase -===swvvmss i oo




/advanced enzymes

Advanced Enzyme Technologies Ltd,
Plot no:A-161,Main Road no:27,
Wagale Industrial Estate,

Opp. Hallmark Honda Service Center
Thane(W)-400 604,

TITLE: SAMPLE ANALYSIS REPORT

6. RESULTS
| Sr No - Dilution Titration reading Activity O/ activity'
Test ~ Blank(mi) | (U/g)
Rhizopus lipase 100 mg/100 mi x 0.25 ml/50 ml
Batch n0.011423 3.20 541875 100
0 mg/mi 0 ) -
25 mg/mi 1 mi/100 ml x 2 ml/100 m 3.2 13546 100
50 mg/ml 1 ml/100 ml x 1 ml/100 ml 3.25 27516 101.5
100 mg/ml 1 ml/100 m] x 0.5 ml/100 ml 3.15 53340 88.43

7. Remarks: The test sample Rhizopus lipase is stable in Analytical grade water (i.e. vehicie
used for formulation) far 6 hours™,
(b) (6) (b) (6)

Signature of Analyst Signature of HOD
Date of Analysis; 25/08/2014

Date of Report dispatched: | 26/09/2014 F
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Advanced Enzyme Technologies Ltd,
Plot no:A-161 Main Road no:27,
Wagale Industrial Estate,

Opp. Hallmark Honda Service Center
Thane(W)-400 604.

TITLE: SAMPLE ANALYSIS REPORT

Date of Receipt: 30/10/2014

Recaived by Shweta Bangar

Sample: Rhizopus lipase

Description: 4)(5 ml tube containing clear liguid.

1. Name of the sample:
a. Type of Sample:

Iin House:
Marketad:
Customer complaint:

Import/Export:

2. Detail of the sample:
Physical form:
Batch number:
Manufacturing date:
Expiry date:
Claim:
Storage:

3. Quantity required for testing:

4, Assays done:

5. Active ingredient:

Rhizopus lipase

Sample from IIT Pune Study No. 17956

for purpose of analysis of test article formulations
for concentration verification and stability (13

week).

Advanced Enzymes Technologies Ltd.

Liquid

011423

Jan 2014

Dec 2015

0 mg/ml, 25 mg/mi, 50 mg/ml, and 100 mg/ml

Cool and dry place.

Rhizopus lipasg -~--====mmmmmem oo

Rhizopus lipase ----r=rmrmmmomm e o
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Advanced Enzyme Technologies Lid,
Plot no:A-161 Main Road no:27,
Wagale Industrial Estate,

Opp. Hallmark Honda Service Center
Thane(W)-400 604,

TITLE: SAMPLE ANALYSIS REPORT

6. RESULTS
| Sr No Dilution Titration reading Activity % activity
Test — Biank{ml) (U/g)

Rhizopus lipase 100 mg/100 ml x 0.25 ml/50 mi

Batch no.011423 3.25 550341 100
0 mg/ml 0 ) - ;
25 mg/mi 1 mi/100 mix 2 mi/100 mi 3.15 13334 96.91
50 mg/mil 1 mi/100 ml x 1 ml/100 mi 3.20 27093 98.46
100 mg/ml 1 ml/100 ml x 0.5 mi/100 ml 3.15 53340 96.92

7. Remarks: The test sample Rhizopus lipase is stable in Analytical grade water (i.e. vehicie

used for formulation) for 6 hours™.

(b) (6)

Signaturé of Analyst
Date of Analysis: 31/10/2014

(b) (6)

Signature of HOD

Date of Report dispatched: 31/10/2014
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[ | Nutrivet Life Sciences
Nutrimix (Laboratory Aniinal Diets).
14, Ajay Apartment, Manikbaug, Sinhagad Road, Pune 411 051. Mob:- 09822006765,
mail — sdblraudel@valioo.com

CERTIFICATE OF ANALYSIS

Name of the produet: Rat/Mice Pelleted Diet. Date of Mfg. ; 10.06.2014
Dict Code: Rat Std-1020 (Rodent Diet ) Date of Sampling : 12.06.2014
Deseription: A whitish brown coloured pellets Date of Report : 16.06.2014
Date of Expiry : 4 months from date of Mfg Batch No: 100006.
(\ 1. Proximate analysis :

No. Test parameters Results - Ranges

1. | Moisture 9.11 % 10% Max.

2. | Crude Protein 20.27% 17 22 %

3. | Crude Fat ‘ 329 % 3—-6%

4, | Crude fiber ' 4.09 % 3-7%

5. | Calcium .96 % 0.95 Mini.

6. | Phosphorus 0.67 % 0.66 Mini.

7. | Total ash 6.12 % 3.5% Max.

-1 8. | Carbohydrates - : 56.27 % - 55— 65
9. | Metabolizeble Energy 2.9 28-32
kealigm ) B "

2. Microbiological examination: -

&’ No. Test paranieters Result ' Test method
i. | Total Bacterial count (Cfu/gm) <10

2. | Escherichia coli (Cfu /gm ) <10
3. | Pseudomonas aeruginasa (Cfu /am ) <10 | AOAC 18"
4. | Staphylococcus aureus (Cfu /gm ) < 10 Cha -17.
6. | Total mould count (Cfu /gm ) <10
7. | Aflatoxin (B1} BDL AOAC 975336
8. | Aflatoxin (B2) BDL

cfu - colony forming unit/ BDL : Below Detectable Limits

Instructions : 1. Store the feed in cool, dry and well ventilated place off the floor.
2. Use within specified period.
3. Stop usage of feed if found defective, -
(b) (6) (b) (6)

Technical Head / Lab in-charge

Quality{/Assurance 1
Di.S. D.Bhande

Mr. A.T. Rajgire




" 14, Ajay Apartment, Manikbau

Nutrivet Life Sciences

Nutrimix (Laboratory Animal Diets).

mil — sdbhandeivalipo.com

g, Sinhagad Road,Pune 411 051, Mob:- 098220406705,

CERTIFICATE OF ANALYSIS

Name of the product: Rat / Mice Pelleted Diet.
Diet Code: Rat Std-1020 (Rodent Diet )
Description: A whitish brown coloured pellets
Daic of Expiry : 4 months from date of My

Date

Dule of Samphing : 02.08.2014

of Mfg. ; 02.08.2014

Date of Report ; 05.08.2014
Ratch No: 100008,

1. Proximate analysis :

i | Moisture §A1% | W% M,
2. | Crude Protein ] 19.27% T17-22 Yo V _I
3. [ Crude Fat 559% | 3-6%
4 | Crude fiber - 4.00 % T 7%
5. | Caleium 606w | 09sMim. |
6| Phosphorus S R X T
7. | Totalash 612% | 83% Max.
5. | Carbohydrates 5627% | S5-65
9, | Metabolizeble Energy 2.9 2.8-32

L { keal/gm ) B N o

7. Micrebioiogical examination:

| No. Test 1)&11‘21?111&1@:1;3_‘@ ' Mf{cgu'lmli_‘_é

11, | Total Bacterial (.}){lﬁl (Cfu /gm ) <10 1
2, FEscherichia coti (521/:!1:1 ) ) ' i
3| Pseudomonas aerugi uCiZF/gT%"B o AQAC 18"
4, Siaphylococcﬁ} Cus ((Mgmjm Cha -17. E

6 Total mould coun (Cgm) | ]
7. | Aflatoxin (B1) | AOAL 97536
8, | Aflatoxin (B2) BDL

Quality Asurance
Mr. A, T. Rajgire

(b) (6)

o

(b) (6)

Teehnical Headl Lab In-charge

Dr.S. I3 .Bhande



Nutrivet Life Sciences

Nutrimix (Laboratory Animal Diets).
14, Ajay Apartment, Muanikbaug, Sinhagad Road,Pune 411 05].

mail — sdbhande@yalioo.com

Mob:- 09822006765,

CERTIFICATE OF ANALYSIS

Name of the product: Rat / Mice Pelleted Diet,

Diet Code: Rat Std-1020 (Rodent Diet)

Deseription: A whitish brown coloured pellets
Date of Expiry : 4 months from date of Mfg

Date of Mfg. ; 20.09.2014
Date of Sampling : 21.09.2014
Date of Report : 24.09.2014
Batch No: 100009,

1. Proximate analysis :

No. Test parameters Results Ranges
1. | Moisture 09.00 % 10% Max.
2. | Crude Protein 20.10% 17-22 %
3. i Crude Fat 03.20 % 3—-06%
4. | Crude fiber 04.15 % 3-7%
5. | Caleium 00.96 % 0.95 Mini. T
6. | Phosphorus 00.67 % 0.66 Mini.
7. i Total ash 06.12 % 8.5% Max.
8. | Carbohydrates 57.27 % 55—~ 65
; 9. | Metabolizeble Energy 02.90 2.8-32 |
Lo Lkealigm ) . ]
2. Microbiological examination:
[ No. Test parameters Resuli Test method
1. | Total Bacterial count (Clu/gm) < 10 N
2. | Escherichia coli (Cfu /gm ) <10
3, | Pseadomonas acruginosa (Cfu /gm ) <10 AQAC 18"
4. Staphylococcus aureus (Cfu /gm ) <10 Cha -17.
6. | Total mould count (Cfu /gm ) <10
7. | Aflatoxin (B1) BDL AOAC 975.36
8. | Aflatoxin (B2) BDL | B

ctu - colony forming unit / BDL : Below Deteetable Limits

Instructions : 1. Store the feed in cool, dry and well ventilated place off the floor.

(b) (6)

Quality Assurance
Mr. A. T. Rajgire

2. Use within specified period.
3. Stop usage of feed if {i

1d defective.

Technical Head / Lab | n-charge

.S, D.Bhande
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wOpectra
"LABORATORIES

Fat No.: 23, Saj Co-Op. Hsg. Soc., Tukai Darshan, Phursungi,
Cell: 9373487737, 9922942659. Ph.:{020) Resi..26980419.  E-mail : spctrabiochem@redifimail.com

Sample Name .- Water © Date :- June 14" 2014
Sample received on  :- June 10" 2014 Lab Ref. No. F-14- 54
Test conducted on  :- June 10" 2014 Test completed on :- June 14" 2014

Sample submitted by :- Indian Institute of Toxicology,
30,32\ A-1, Hadapsar Ind. Estate,
Pune - 411013.
Certificate of Analysis
( Test item received in prO[;er\impr()per condition )
Tests conducted : Chemical\Microbiological\Nutritional
This is to certify that the above sample is tested for following tests and the results are :

Chemical Analysis :-

!

Results (ppm | Desirable limits }?en.mSS}ble
limits (ppm
Si.No. Characteristics except pH, (ppm except pll, except pH,
COI.OL.H’ COI.O ur, colour,
turbidity) turbidity) furbidity)
1. Colour Nil Not more than 2 | No relaxation
Hazenunits/true
N ‘ colour units
2. Total Dissolved Solids 28.96 500 2000 |
3. Turbidity Nil Not more than 2 | No relaxation
NTU
4. | Total Alkalinity as CaCO; 62.5 200 600
5. pH Value 7.12 6.5-8.5 No relaxation
0. Chlorides 23.54 250 1000
7. Fluorides Nil 1.0 1.5
8. Sulphate - 28 200 400
9. Total Hardness 32.64 : 300 600
10. i Ironas Fe Nil Not more than | No relaxation
0.1 mg/lit
11. | Nitrates 23.78 45 100

Remark: The above sample confirms the IS : 10500 Norms pertaining to above tests.

Page 1 of 2

Regd. office - B-11/1, Tukai Darshan, Pune - Saswad Road, Phursungi, Pune - 412308



"LABORATORIES

‘ . Flat No.: 23, Saj Co-Op. Hsg. Soc., Tukai Darshan, Phursungi,
Cell: 9373487737, 9922942659, Ph.:(020) Resi.:26980419.  E-mail : spctrabiochem @ reditfmail.com

Microbiological Analysis:-

Sl No. Tests Results Reference
1 Food and Drag
) MPN / 100 m! Nil Administration
Bacteriological
2. Salmonella (per 25 ml) Negative Analytical
Manual
3. E. coli {(cfu/ml) Nil 7" edition (1992)
(b) (6)

For Speetra Biochem Lab,

Pune.

Page 2 of 2
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LABORATORIES

No.: 23, Saj Co-Op. Hsg. Soc., Tukai Darshan, Phursungi, N . . ‘
Elglti: 93734877]37, 992p2942659. Ph.:(020) Resi.:26980419.  E-mail: spctrabiochem @ rediffmail.com

Sample Name - Water Date :- August 14" 2014
Sample received on - August 7" 2014 Lab Ref. No. H-14- 73
Test conducted on :- August 7" 2014 Test completed on :- August 13" 2014

Sample submitted by - Indian Institute of Toxicology,
32\ A-1, Hadapsar Ind. Estate,
Pune ~411013.
Certificate of Analysis

! ( Test item received in propertimproper condition )

Tests conducted : Chemical\Microbiological\Nutritional
This is to certify that the above sample is tested for following tests and the results are :

Si. No. Tests Results Reference
1. pH 0.87 ‘
o R ) | Food and Drug
5 Administration
' MPN / 100 ml Nil
Bacteriologica!
_ ‘ ) ) Anaiyncdi
3. Salmonella (per 25 ml) Negative Manual |
4. | E. coli (cfu/ml) Nil edition (1992)
(b) (6)

For Spectra Biochem Laboratories
Pune.

Regd. office - B-11/1, Tukai Darshan, Pune - Saswad Road, Phursungi, Pune - 412308



_Spectra

Fiat No.: 23, Saj Co-Op. Hsg. Soc., Tukai Darshan, Phursungi,
Cell: 9373487737, 9922042659 Ph.:(020) Resi.:26980419. E-mail ; spctrabiocchem@ rediffrmail.com

Sample Name - water (RO) Date :- October 16™ 2014
Sample received on  :- October 10" 2014 I.ab Ref. No. J-14- 53
Test conducted on - October 10" 2014 Test completed on :- October 16" 2014

Sample submitted by :- Indian Institute of Texicology,
32\ A-1, Hadapsar Ind. Estate,
Pune —411013.
Certificate of Analysis

( Test item received in propertimproper condition )

Tests conducted : Chemical\Microbiological\Nutritional
This is to certify that the above sample is tested for following tests and the results are :

Sl No. Tests Results Reference
1. pH ' 7.2 N
_| Food and Dirug
5 Administration
. WIPN / 100 ok Nil
Bacteriological
. Analytieal
3. Salmonella (per 25 ml) Negative Manual
th P P
4. E. coii (cfu/mli) Nil 7" edition (1992)

e

(b) (6)

For Spectra Biochem Laboratories
Pune.

Regd. office - B-11/1, Tukai Darshan, Pune - Saswad Road, Phursungi, Pune - 412308
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Doctor's Analytical Laboratories Pvt. Ltd.
The Science of 7%&%} The réne of Serving

CERTIFICATE OF ANALYSIS OSFNO: 5.10.02

_Cuctomer*' ‘Indian Institute OF Toxicology " Report No. 15076

%301, 401, Ushah-shree, 90/124c, Erandwane &angote Street, Near .
: ! Report Date (dd, 24/02/2014
Name & ; Kamla Nehru Park, Pune - 411 004. Report Date (dd/mm/yyyy) 24/02/2014

‘Address Cus_tor{:er Ref._No. -

' ! ‘ Any other Information

Sample Name Bedding (Paddy) " Date of Mfi.
Sample Category  Apricultural Produce & Horticultural Produce Date of Expiry

Packing Details  Plastic Bag Sealed/Unsealed  Sealed

Batch no, Quantity 25 Gram

Analysis completed on . 22/02/2014
ther Details: (N.A)

~ .ple Received Date  31/01/2014
‘Laboratory Code : . 214010173
‘Sample Description : Brown C

Sr.No.| ‘

: SOP No.: QP/DALPL/074

0.01 mg/kg -

OP No.: QP/DALPL/074

0.01 mg/kg -

OP No.: QB/DALPL/074

3 ‘Methoxchlor 0.01 mg/kg

0.01 mg/fkg

4 . Dieldrin : SOP No.: QP/DALPLIO74
5 :Endrin 0.01 mg/kg | SOP No.: QP/DALPL/074

'SOP No. : Q#/DALPL/074

6 .Chlorodane

Lo

. SOP No.: QP/DALPL/074

0.01 mp/kp

7 -Malathion -  <L0Q

" SOP No.: QP/DALPL/074

8 ‘Endosulphan ~ F<L0Q

9 :2,2",5-trichloro biphenyl - §<LOQ 0.01 mg/kg - Instrumental
10 :2,4,4'-Trichloro biphenyl §<LOQ 0.0Lng/kg - - Instrumental
11 2,2'5,5-Tetrachloro bi'pheny] - -<L0Q | 0.01 mg/kg - Instrumentaj
12 :2,2’,4,5,5'-i’e=1tachloro biphenyl =LOG 0.01 mg/kg - Instrumental
13 :2,2',3,4,4’,5-l~iexachmr0 biphenyl .:<L()Q | 0.01 mg/kg -~ Instrumental
14 2,2'4,4,5,5'-Hexachloro biphenyl ;-<LOQ 0.0'1 mg/kg - Instrumental

]

Pape 1 of 2 Report No.15,076
R-809, TTC MIDC Rabate, Thane Belapur Road, Navi Mumbai - 400 701 e Tel. : +91-22-27600240/41 » E-mail ; enguiry@datph.co.n

]



Doctor's Analytical Laboratories Pvt. Ltd.
Vhe Science of Tecting, The 4t of Seruing

15 : 2,2'3,44'5,5"-Heptachlore biphenyl |- §<LOQ 001 mg/kg: - i Instrumental

Remarks :Note : Sample Not Drawn by DALPL.
<L.0Q: Less than Level of Quantification

(b) (6)

{Mr. Anand Sathe)
Authorized Signatory
FOR BPAL PVT.LTD.

Page 2 of 2 Report No.15,076 - ) 2 o .
R-80S, TTC MIDCRabale, Thane Belapur Road, Navi Mumbai - 400 701 e Tel. 1 +91-22-27600240/41 e E-mail : enquiry@ialpl.co.in
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AL

NCE
\QNM' GLP COMPLIA M@WE?‘@R;MG AU?HO@
@ﬁ GLP CERTIFICATE Ty

GLP Inspection was carried out at Indian Institute of Toxicology, 32 A/1, Hadapsar Industrial Estate,
Pune ~ 411013, Maharashtra, INDIA in the following areas of expertise:

e Toxicity studies
0 Acute Studies (Oral, Parenteral, Dermal, Inhalation, Dermal Irritation/ Corrosion, Eye
Irritation/ Corrosion, Skin Sensitization Test)

o Sub-acute Studies
o Chronic Studies
¢ Mutagenicity Studies
o Bacterial Reverse Mutation Assay {Ames Test)
o Mammalian Erythrocyte Micronucleus Test
o Invivo/ In Vitro Mammalian Chromosome Aberration Test

Based on the inspectiun Report and the follow-up actions taken by the test faciiity, it is confirmed that
the test facility is capable of conducting the above-mentioned tests/studies in compliance with OECD
Principles of Good iaboratory Practice {GLP) for the types of chemicals and in test systems as listed below
respectively:

Types of chemicais : Industrial Chemicals, Pesticides, Pharmaceuticals, Veterinary Drugs,
Cosmetics, Food additives and Feed additives

Test Systems : Rat, Mice, Guinea pig, Rabbit, Saimonelia typhimurium, tester strains
viz. (TA 97a, TA 98, TA 100, TA 1535 & TA 102}

This GLP Certificate is valid for a period of three years from April 16, 2013, subject to the condition
that the test facility complies with the Terms & Conditions of the National GLP Compliance Monitoring
Authority’s Document Number GLP-101.

(b) (6)
Certificate No. : GLP/C-046 {(VINITA SHARMA)
Head
Issue Date : 10-04-2013 National GLP Compliance Monitoring Authority

Department of Science & Technology
Technology Bhavan New Delhi-110016

= A
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IIT STUDY NUMBER 17956

Summary of Amendment(s) to the Study Plan

Amendment Amendment
Number
1 The Study Schedule dates finalized.
2 Experimental Completion Date added and Study Completion Date finalized

Page 512 of 514
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IIT STUDY NUMBER 17956

Study Time Plan

Main Study
Date Study Day Activity Responsible stndy personnel
20-07-2014 Initial Room Preparation Dr. §.N.Khutale
29-07-2014 Study Meeting Study Plan Sign off Mr. J.M.Sonpetkar
22-07-2014 10 28-07-2014 Quarantine Animal Receipt Dr, SN Khutale
Acclimatization Period — i L
29-07-2014 to 03-08-2014 Main Study Male 13[{‘ thapsiififi;,
29-07-2014 to 04-08-2014 Female S Son
04-08-2014 . Grouping - Male
05-08-2014 Main Study Grouping - Female Mr. I.M.Sonpetkar
04-08-2014, 05-08-2014 day 0, day 1

12-08-2014, 19-08-2014
26-08-2014, 02-09-2014
09-09-2014, 16-09-2014
23-09-2014, 30-09-2014
07-10-2014, 14-10-2014
21-10-2014, 28-10-2014
02-11-2014, 03-11-2014
11-11-2014, 18-11-2014
25-11-2014, 30-11-2014
01-12-2014

week 1, week 2
week 3, week 4
week 5, week 6
week 7, week 8
week 9, week 10
week 11, week 12
week 13, day 91
week 14, week 15
week 16, week 17
day 119

Body weight - Male

Mr. J.M.Sonpetkar
Mr. D.D.Gawande
Mr. M.P.Pawar

05-08-2014, 06-08-2014
13-08-2014, 20-08-2014
27-08-2014, 03-09-2014
10-09-2014, 17-09-2014
24-09-2014, 01-10-2014
08-10-2014, 15-10-2014
22-10-2014, 29-10-2014
03-11-2014, 04-11-2014
12-11-2014, 19-11-2014
26-11.2014, 01.12.2014
02.12.2014

day 0, day 1
week 1, week 2
week 3, week 4
week 3, week 6
week 7, week 8

week 9, week 10

week 11, week 12

week 13, day 91

week 14, week 15

week 16, week 17
day 110

Body weight - Female

Mr. J.M.Sonpetkar
Mr. D.D.Gawande
Mr. M.P Pawar

Mr. I.M.Sonpetkar

05-08-2014 t0 02-11-2014 11090 Dosing - Male Mr. D.D.Gawande
06-08-2014 10 03-11-2014 1 o0 90 Dosing - Female Mr. M.I.Supekar
Mr. M.P Pawar
03-11-2014, 01-12-2014 91,119 Clinical Pathology:
Haematology and Clinical ) X
Biochemistry - Male ]I?/;::‘%/I](D?’Ift
04-11-2014, 02-12-2014 91, 119 Chnical Pathology: Miss D B Sin'\;a‘;c
Haematology and Clinical o )
Biochemistry - Female
29-10-2014, 30-10-2014, 86,87,119 Urine Analysis -~ Male
01-12-2014 N
31-10-2014, 01-11-2014, 87,88,119 Urine Analysis - Female Dr. V.V Dange
02.12.2014
Dr, V.V.Dange
Dr. S.N Khutale
03-11-2014, 01-12-2014 91, 119 Terminal Necropsy-Male M?‘};’ﬁﬁfm
04-11-2014, 02-12-2014 91,119 Terminal Necropsy-Female M{ss S V Patil
Mr. M.P.Supekar
Mr, J.M.Sonpetkar
: (b) (6) \
Dr. R.M.Bhide Ph.D., ERT 2.:?-“ ! iw 'S—.
Study Director Signature e Date

Page 514 of 514




ANNEX M

The report of an Expert Panel on the GRAS status of Advanced Enzyme's Lipase from
Genetically Modified Aspergillus niger agg. (strain FL100SC), for use as a processing aid in
the modification/esterification of lipids including, but not limited to, human milk fat
substitute and cocoa butter substitute, where the lipase enzyme is either not present in the
final food or present at trace levels as inactive protein having no functional or technical

effect

We, the undersigned members of the Expert Panel, are qualified by scientific education and

experience to evaluate the safety of microbial enzymes for use as processing aids in food manufacture. We
individually and collectively critically evaluated the materials summarized in the attached monograph entitled,
"Triacylglycerol lipase from Rhizopus oryzae produced by genetically modified Aspergillus niger agg. (strain
FL100SC) for modification/esterification of lipids," prepared by Advanced Enzyme Technologies Ltd., discussed
our findings and reached a unanimous conclusion.

In evaluating Advanced Enzyme's Rhizopus oryzae (Rhizopus) lipase enzyme, expressed in Aspergillus niger
agg. (strain FL100SC), for use as a processing aid in the modification/esterification of lipids including, but not
limited to, human milk fat substitute and cocoa butter substitute, where the lipase enzyme is either not
present in the final food/feed or present at trace levels as inactive protein having no functional or technical
effect, we considered the biology of Aspergillus niger and its history of safe use as an ingredient in food
manufacture; the history of safe use of the Rhizopus oryzae lipase in food manufacture; safety evaluation
studies on the Rhizopus lipase enzyme preparation produced by A. niger agg. (strain FL100SC); information
regarding the safe lineage of the production organism, cloning methodology, manufacturing materials and
procedures, and product specifications; and information that is publicly available in the peer-reviewed
scientific literature.

By way of background, Aspergillus niger is a mold that is commonly found in soil and on plants. Itisan
opportunistic pathogen that only rarely infects humans, typically those with compromised immune systems.
The species does not possess the genetic elements needed to produce aflatoxin, but some strains produce
ochratoxin and genome of one strain of A. niger contains a gene cluster that encodes for fumonisin (HJ Pel et
al., Genome sequencing and analysis of the versatile cell factory Aspergillus niger CBS 513.88. Nature
Biotechnology 25 (2) 221-231, 2007). Nontoxigenic strains of A. niger are widely utilized by food ingredient
manufacturers for numerous applications including the production of enzyme preparations for use in human
food and animal feed.

The production strain A. niger agg. (strain FL100SC) was derived from the parental strain A. niger (strain
ASNSC) and is deposited with the American Type Culture Collection (ATCC) under deposit number SD-6846.
Under test conditions the production and parental strains did not produce mycotoxins.

The lipase from Rhizopus oryzae has a long history of use in food processing. It is approved for food use by
Health Canada, Brazil Food Authority, Légifrance, GB list of China and Food standards of Australia and New
Zealand. The US FDA issued a 'no questions' letter in reply to GRN 000216 on the use of this enzyme in food
manufacture. The Rhizopus lipase gene (lip3-prepro) used to create A. niger agg. (strain FLLO0OSC) was a
synthetic gene encoding the protein sequence of Rhizopus oryzae lipase. The lipase enzyme protein was
sequenced and studied for potential safety issues, specifically amino acid sequences that might elicit
allergenicity or toxicity concerns. No such sequences were reported.
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The A. niger agg. (strain FL100SC) Rhizopus lipase enzyme preparation is soluble in water and may be
immobilized on a support within a reactor. Since the final food product is subjected to filtration and
deodorization/distillation, enzyme residues will either not be present in the final food, or present at trace
levels as inactive protein having no functional or technical effect.

The A. niger agg. (strain FL100SC) Rhizopus lipase enzyme preparation was evaluated for genotoxicity using
bacterial and mammalian cell test systems, and subchronic toxicity (90 day gavage study) in male and
female Sprague-Dawley rats. The NOAEL was determined to be the highest dose tested in this study, 1000
mg/kg body weight in both male and female animals, equating to 548,964 FIP U/kg/day, and 846.6 mg TOS/

kg/day.

Advanced Enzyme's A. niger agg. (strain FLLOOSC) production strain was formally evaluated using the Pariza-
Johnson decision tree (Regulatory Toxicol. Pharmacol. 33:173-186, 2001). The conclusion of this analysis was
that the test article (Rhizopus lipase) was accepted.

The cloning techniques and methodologies employed to construct A. niger agg. (strain FL100SC) are
appropriate for use in the genetic modification of production strains for the manufacture of food
ingredients. In addition, the manufacturing process including the ingredients used for fermentation,
extraction and concentration, and the specifications for the Rhizopus lipase enzyme preparation, are
appropriate for a food ingredient.



Conclusions

We conclude that Advanced Enzyme's Aspergillus niger agg. (strain FL100SC) is safe and appropriate to use
for the manufacture of food-grade Rhizopus oryzae (Rhizopus) lipase enzyme. We further conclude that the
Rhizopus lipase enzyme preparation produced by A. niger agg. (strain FL100SC), manufactured in a manner
that is consistent with current Good Manufacturing Practice (cGMP) and meeting appropriate food-grade
specifications, is GRAS (Generally Recognized As Safe) based on scientific procedures for use as a processing
aid in the modification/esterification of lipids including, but not limited to, human milk fat substitute and
cocoa butter substitute, where the lipase enzyme is either not present in the final food/feed or present at
trace levels as inactive protein having no functional or technical effect.

It is our professional opinion that other qualified experts would concur with these conclusions.

M ic h a eI W., Digitally signed by Michael W,

Pariza, Ph.D.
. ON: cn=Michael W. Pariza, Ph.D., o,
Pa rlza - ‘ous=Member, Michael W, Pariza
! Consulting LLC,
emall=mwpariza@gmail.com, c=US

Ph D Date: 2018.04.01 14:00:57 -05'00' .
e Date: April 1,2018

Signature:

Michael W. Pariza, Ph.D., Panel Chair
Professor Emeritus

University of Wisconsin—Madison .
Madison, Wisconsin

April 4, 2018
Signature: Date:

Dennis Bier, M.D

Professor

Pediatrics-Nutrition

Children's Nutrition Research Center
Baylor College of Medicine

Houston, TX

(b) (6)
Date: OZAPV', Zﬁ'&

Signature:

Joseph F. Borzelleca, Ph.D.

Professor Emeritus

Virginia Commonwealth University School of Medicine
Richmond, Virginia
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April 4, 2018
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