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7. Tables

Table 1. Mortality of rats (1/2)

Days after administration

Dose Number -
Division |(mg/kg| Sex of 0
B.W.) animals | 3g 1 2|1 3| 4 5
min 2hr | 3hr | 4hr | 5hr | 6hr

Range-
finding 2000 |Female 1 ¢*(o0|O0]| 0] O o|jojojo|O0]|oO
study

Main
study

2000 |Female 2 0 0 0 0 0 0ojojojofo|oO0

a : Number of dead animals

Table 1. Mortality of rats (2/2)

Dose Number Days after administration
Division |(mg/kg| Sex of

B.W.) animals | 6 7 8 9 10 11 12 13 14
Range-
finding 2000 [Female 1 0 0 0 0 0 0 0 0 0
study
Main

2000 |Female 2 0 0 0 0 0 0 0 0 0
study

a : Number of dead animals
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Table 2. Clinical signs of rats (1/2)

Days after administration

BESE Animal
Division [(mg/kg| Sex b 0
BW.) numboer —- 112|345

. | 2hr | 3hr | 4hr | 5hr | 6hr
min

Range-
finding 2000 |Female 1 N°[ N|N|N|N|N|E]|E E E | N
study

Main

study 2000 |Female

a : Normal
b : Erythema

Table 2. Clinical signs of rats (2/2)

Dose Number Days after administration
Division |(mg/kg| Sex of
B.W.) animals| 6 7 8 9 10 11 12 13 14
Range-
finding 2000 |Female 1 N°@ N N N N N N N N
study
2 | N|N|N/|NJ|N/|N/|N|N
Main 1 5000 |Female
study
3 E N N N N N N N N
a : Normal
b : Erythema
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Table 3. Body weights (range-finding study)

(unit : g)
Dose Animal Days after administration (g)
(mg/kg Sex b —
B.W.) st 0 3 7 14 Gain
2000 Female 1 216.3 2209 228.0 240.7 244
Table 4. Body weights (main study)
(unit : g)
Dose Animal Days after administration (g)
(ma/kg Sex number T
B.W.) 0 3 7 14 Gain
2 229.3 236.2 262.9 273.6 443
2000 Female
3 223.7 236.2 259.8 267.1 434
Mean 226.5 236.2 261.4 2704 439
s.D? 40 0.0 2.2 4.6 -

a : Standard deviation

KBSI
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Table 5. Evaluation of skin irritation (1/2)

Days after administration
Dose . .
Division |(mg/kg| Sex Skin Anm;al 0
BW.) responses | number 5 6 7
24hr | 48hr | 72hr
Range- Erythema [ 1 1 1 o]0l o
. & Eschar
finding 2000 |Female —
study Edema 1 0 0 0 0 0 0
1 1
Erythema 2 1 1 1 0
- & Eschar 3 1 1 1 1 1 0
stud 2000 |Female ———
y 2 o | o | o 00| o0
Edema
3 0 0 0 0 0 0
Table 5. Evaluation of skin irritation (2/2)
o Dose Skin Animal Days after administration
Division |(mg/kg| Sex b
B.W.) responses [ number | g 9 10 11 12 13 14
Range- Z{ryg;g:': 1 ol ol o|o|of|o] o
finding 2000 |Female
study Edema 1 0 0 0 0 0 0 0
2 0 0 0 0 0 0 0
Erythema |
Main & Eschar | 5 ol ool of|o]| oo
Sl 2000 |Female
4 2 ol oo | o] o | o] o
Edema =
3 0 0 0 0 0 0 0
KBSI 17 page of 19
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Table 6. Calculation of P.LIL value

Skin responses Erythema & Eschar Edema

Phas;sa_ 24 hr 72 hr 24 hr 72 hr
1 1 1 0 0
2 1 1 0 0
3 1 1 0 0

Total 3 3 0 0

Mean 1.0 1.0 0.0 0.0

Sum® 2.0

P.ILS 1.0

a : Time after topical treatment
b : Sum of means at 24 and 72hr
c : P.LL (Primary Irritation Index) = Sum/2
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Table 7. Macroscopical findings necropsy

Dose Animal
Division |(mg/kg| Sex Necropsy day Findings
number
B.W.)
Range-
finding 2000 |Female 1 14 day (Oct. 22, 2024) No Findings Noted
study
2 14 day (Oct. 29, 2024) No Findings Noted
Main 2000 |Female
study
3 14 day (Oct. 29, 2024) No Findings Noted
KBSI 19 page of 19



