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1. 22 (Summary)
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3.1.1 AJ&=Z (Figure 5, Annex 1)
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H. B] 2HY A= I 2 HAH JIE

1 X eHEE A= S5 = PN
2X=2 (Nonirritating, N) 0-05
AHZN 2X=2 2 (Practically nonirritating, PN) 05 -25
ZA X222 (Minimally irritating, M) 25 — 15
oF Xk=2= (Mildly irritating, Mp) 15 - 25
SEE X=E (Moderately irritating, M) 25 - 50
SUE X=E (Severely irritating, S) 50 - 80
2= =22 (Extremely irritating, E) 80 - 100
Z N=2E2 (Maximally irritating, Mx) 100 - 110
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4. A1} (Results)

41 NS E R LHtZH (Table 1)
A o

o o
PAIZE RO HEE MYsEs Ee 0dSg2 HEEA ZUH.

4.3 £0{512|o| P& U I} (Table 3, Figure 1 - 4)
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O X2 HHEAM, ANMEE O £ 3 LU0 LELE 4IRS (LAO0L)E
HIMAEZ 2 MAEZOA 2tz “0.0" , 0.0 22 MELJSH, 1 A TYI|E Y o
etk HEUE HO0lz AP HIMEZ 3 MEZE 250N X S22 40 % 0l40] E2 SRISKICt
2 HA HEOIM 1 X AHAUXNT S52 HIMAEZ 3 MEZ ZF0AM BXFET 2 HIOEUC

c _

I A OHHYXT 532 HEoR

3
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BR0AM "FASET 2 e AL
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Rabbittll THS! DIAbSRIOIGAMS(TRINASIA) HNARTS FItot7| 2Ustol 0.1 mLo
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7. Tables

Table 1. Mortality and Clinical signs

Animal

Day(s) after application

Group Mortality
number 0 1 2 3 4 5
1101 N N N N N N
1102 N N N N N N
a1 1103 N N N N N N 0%
(Non-washing) 1104 \ N N N N \ (0/6)
1105 N N N N N N
1106 N N N N N N
1201 N N N N N N
G2 0 %
. 1202 N N N N N N
(Washing) (0/3)
1203 N N N N N N

N : Normal, @ :

Page 12 of 19
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Table 2. Body weight

Unit g
Sroup Animal Day(s) after application Weight gains

number 0 7

1101 2408.1 2743.2 335.1

1102 2388.7 2670.9 282.2

1103 2313.2 2533.0 219.8

G 1104 2277.9 2560.8 282.9

(Non-washing) ¢ 2116.2 2450.1 333.9

1106 2355.3 2660.0 304.7

Mean 2309.9 2603.0 293.1

S.D. 106.3 107.3 42 .8

1201 2471.4 27945 323.1

1202 2308.3 2645.3 337.0

(Wacsfing) 1203 2337.5 2659.4 321.9

Mean 2372 .4 2699.7 327.3

S.D. 87.0 82.4 8.4

S.D. : Standard deviation
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Table 3. Evaluation of eye irritation

Group

G1 (Non-washing)

G2 (Washing)

Observation time

Animal number

—
—
o
—

1102 | 1

103

1104

1

—
o

5

—
o
(o))

1201

1202

1203

1D 0 0 0 0 0 0 0 0 0
Degree of | 2 D 0 0 0 0 0 0 0 0 0
opacity 3D 0 0 0 0 0 0 0 0 0
(A) 4D 0 0 0 0 0 0 0 0 0
Cornea 7D 0 0 0 0 0 0 0 0 0
[Score = AXBX5] 1D 0 0 0 0 0 0 0 0 0
Diffuse 2D 0 0 0 0 0 0 0 0 0
areas of | 3 D 0 0 0 0 0 0 0 0 0
opacity (B)] 4 D 0 0 0 0 0 0 0 0 0
7D 0 0 0 0 0 0 0 0 0
1D 0 0 0 0 0 0 0 0 0
. 2D 0 0 0 0 0 0 0 0 0
[Scolr”es iA/ixf)] 3D | 0 0 0 0 0 0 0 0 0
4D 0 0 0 0 0 0 0 0 0
7D 0 0 0 0 0 0 0 0 0
1D 0 0 0 0 0 0 0 0 0
Redness 2D 0 0 0 0 0 0 0 0 0
(A) 3D 0 0 0 0 0 0 0 0 0
4D 0 0 0 0 0 0 0 0 0
7D 0 0 0 0 0 0 0 0 0
1D 0 0 0 0 0 0 0 0 0
Conjunctivae Edema 2D 0 0 0 0 0 0 0 0 0
[Score = 8) 3D | 0 0 0 0 0 0 0 0 0
(A+B+C)x 2] 4D 0 0 0 0 0 0 0 0 0
7D 0 0 0 0 0 0 0 0 0
1D 0 0 0 0 0 0 0 0 0
Discharge 2D 0 0 0 0 0 0 0 0 0
C) 3D 0 0 0 0 0 0 0 0 0
4D 0 0 0 0 0 0 0 0 0
7D 0 0 0 0 0 0 0 0 0
1D 0 0 0 0 0 0 0 0 0
2D 0 0 0 0 0 0 0 0 0
1.1.O.1.2 3D 0 0 0 0 0 0 0 0 0
4D 0 0 0 0 0 0 0 0 0
7D 0 0 0 0 0 0 0 0 0
1D 0.0¢* 0.0¢*

2D 0.0 0.0

M.1.O.1.° 3D 0.0 0.0

4 D 0.0 0.0

7D 0.0 0.0

D : Day(s)

QD

o

O

*

Page 14 of 19

: M.I.LO.I. (Mean Index of Ocular Irritation) = £ 1.1.O.I. / Number of animals
: ILA.O.l. (Index of Acute Ocular Irritation) = The maximum value of M.L.O.l. in observation period
© ILA.O.l. within 3 days of observation

. 1.1.O.I. (Individual Index of Ocular Irritation) = Score (Cornea + lIris + Conjunctivae)
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8. Figures

Figure 2. Eye photographs on day 7 after application of test substance (Non-washing)
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Figure 3. Eye photographs on day 1 after application of test substance (Washing)

Figure 4. Eye photographs on day 7 after application of test substance (Washing)
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Figure 5. Test substance
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9. Annex

Annex 1. Information of test substance (Submitted by sponsor)

AEER BEIIEX

* @ESL MElYAE AEe TS Hotel AEEH UE WS WS IHsto] FAAL.
* BHO| 23 ol AL, Zt BHOIL 7|EXE Yo FHML.
*AEEE NE U FEI HEs AP US2E BABC FHAL.

1. 72|IB¥R

Page (1/2)

e 20214 02¢ 22¢

YR A+

Al ® 2 E (Test substance)

AMERY OI&H S ROt A4 (TRIIA R A)
= O d37Is48 O s O 9YE O sis8d O sEE
0T O 2J%elE m 7[EH (KoF@a i) !
32 EZ2FROLANOI QI A
Mz 20219 028 22¥
Msg (458) I 500 )a g,ln;i x ( 1 )ea]
i CAS. No B (7790-92-3) O F=H3I O 7IE ( 3 o
Hzgs B (2102225626A) O F=AHS O 7IEf ( ) Y
JP— O42 (1-30°C mA2 (15-25°C O 4% 2-8)°C
e O YE (-25--100°C 0O ZIEF ( )
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Annex 1. (Continued)
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