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[Table. B] Serious eye damage/lIrreversible effects on the eye category

Criteria

A substance that products:

(a) in at least one animal effects on the cornea, iris or
conjunctiva that are not expected to reverse or have not

Category 1: fully reversed within an observation period of normally 21
Serious eye days; and/or
damage/Irreversible (b) in at least 2 of 3 tested animals, a positive response of:
effects on the eye (i) corneal opacity = 3; and/or

(i) iritis » 1.5;

calculated as the mean scores following grading at 24, 48,

and 72 hours after instillation of the test material.

% Globally Harmonized System of Classification and Labelling of Chemicals (GHS), Eight revised edition, 2019
% Mean score : 3 Eye reaction (at 24, 48, 72 hours)/3

[Table. C] Reversible effects on the eye categories

Criteria

Substances that have the potential to induce reversible eye
irritation

Substances that produce in at least 2 of 3 tested animals a

positive response of:

(a) corneal opacity = 1; and/or

(b) iritis = 1; and/or

Category 2/2A (c) conjunctival redness = 2; and/or
(d) conjunctival oedema (chemosis) = 2

calculated as the mean scores following grading at 24, 48 and
72 hours after instillation of the test material, and which fully
reverses within an observation period of normally 21 days.

Within Category 2A an eye irritant is considered mildly irritating
Category 2B to eyes (Category 2B) when the effects listed above are fully
reversible within 7 days of observation.

% Globally Harmonized System of Classification and Labelling of Chemicals (GHS), Eight revised edition, 2019
% Mean score : = Eye reaction (at 24, 48, 72 hours) / 3
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i % YUEr (Amendments and Deviations from the study plan)
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7. 1& 2 HE (Discussion & Conclusion)
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9. Tables
Table 1. Mortality and Clinical signs
Day(s) after application
Animal .
Group 0 1 2 3 Mortality
number
1St 2nd 1st 2nd 1St 2nd 1St 2nd
0 %
G1 1101 N N N N N N N N
(0/1)?
1201 N N N N N N N N
0 %
G2
(0/2)
1202 N N N N N N N N
G1 : Initial test, G2 : Confirmatory test, 1°' : First, 2" : Second, N : Normal

& Number of dead animals/Number of total animals
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Table 2. Body weight

Final report

Unit © g
Animal Hour(s) after application
Group Weight gains
number 0 79
1101 2357.1 2423.7 66.6
G Mean 2357.1 2423.7 66.6
S.D. - - -
1201 2606.0 2772.8 166.8
1202 2582.6 2800.7 218.1
G2
Mean 2594.3 2786.8 192.5
S.D. 16.5 19.7 36.3
G1 : Initial test, G2 : Confirmatory test, S.D. : Standard deviation, — : Not applicable
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Table 3. Evaluation of eye irritation

Group G1 G2
. 1101 1201 1202
Ammal number 1st 2nd 1st 2nd 1st 2nd
1 H 0 0 0 0 0 0
24 H 0 0 0 0 0 0
Cornea
(Opacity)
pacty 48 H 0 0 0 0 0 0
72 H 0 0 0 0 0 0
1 H 0 0 0 0 0 0
24 H 0 0 0 0 0 0
Iris
48 H 0 0 0 0 0 0
72 H 0 0 0 0 0 0
1 H 0 0 0 0 0 0
24 H 0 0 0 0 0 0
Conjunctivae
(Redness)
48 H 0 0 0 0 0 0
72 H 0 0 0 0 0 0
1 H 0 0 0 0 0 0
24 H 0 0 0 0 0 0
Chemosis
(Swelling)
48 H 0 0 0 0 0 0
72 H 0 0 0 0 0 0

G1 : Initial test, G2 : Confirmatory test, H : Hour(s), 1°' : First, 2" : Second
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Table 4. Mean score

Animal Cornea , Conjunctivae Chemosis
Group , Iris .
number (Opacity) (Redness) (Swelling)
G1 1101 0.0 0.0 0.0 0.0
1201 0.0 0.0 0.0 0.0
G2
1202 0.0 0.0 0.0 0.0

G1 . Initial test, G2 : Confirmatory test
% Mean score : 3 Eye reaction (at 24, 48, 72 hours) / 3
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10. Figures

Figure 1. Eye photographs at 24 hours after application of test substance (Initial test)

TGK-2021-000010(1201)
Control 24 h

Figure 2. Eye photographs at 24 hours after application of test substance (Confirmatory test)
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Figure 4. Eye photographs at 72 hours after application of test substance (Confirmatory test)
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11. Annexes

Annex 1. Information of test substance (Submitted by sponsor)
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Pt 0% v A% 08y 98 O 718 ( )

/|

1 2l ol =L
(Expiration date) 20219 128 239 (M= = 14)

o A g
(Physical description)

gigisel EU Ay

OB e e noredieny | Y 9995% )0 F¥HB 0 7Iek ( )
(Molecular f;%:\txﬁ(r_(gf:ﬂﬁ[%?ular weight)) Vv ( Cl02(6746) ) O F2A3 O 718 ( )
(Sped:c'fmvity) J( 16 O HEXE &#E O 88

pH v ( 5~6 YO HExz 3= 0 84S
nda o add o )0 HERR ¥% Y 92
+88 =

< poi=] X oo
(Solubility in water) V( 20T, 70gt )0 HRAZ X O US

TOAEHEE Na|HY
(Treatment after the end of study)
FHa 7/ H7ZIA FoAre
(Caution in handling or disposal)

0o g N Y| ¢ 2 AlEoN AR 23

mN¢ )0 HEXE ¥E N Y8

KG-APM-001-F01 V.09 2020-09-28
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Annex 1. (Continued)

2. FPER
Page (2/2)
o HAR 03T 030 08y Aoy C(mg/kg BW)
(Route of clinic) CO71EK ) (Dose conc. of clinic) O(mL/kg B.W)
AN &8 8 2 & H (Preparation of the dosing solution)
sy O s 0O FAHES O 42l ¥4 0 DMSO
(Vehicle) 0 ZIEK )
oty X pes forr=y =34 X X oo
(Stability) [ E i  d (Homogeneity) D ERA= 8=V U8
=X E B2@xd O 8 O H2(1~30)°C O 4215~ 25)°C
(Storage condition of dosing solution) | [ #&@ ~ 8)°C O #&(-25 ~-10)°C O ZIEt ( )
ZHYY O g8 O ##X=2 2 0 Emal §22 HE
(Preparation method) 0O ZIEK )

2 (Analysis of the dosing solution)

ZHE =4 2R

(Analysis of the dosing solution 0O Ee 028 0O 71k )
in the study)
(Analytical method) 0O USEHY HiLEe) O ’S
Y 218 O AEEE 9 4H M(Certificate of Analysis) CIMSDS
HEXRE O AMgE2E 2EEKE O ABALNE O SEAHRE
(Attachment) 0O AMEEE =YY O 248
O 7ieK )
(RAS|YAR 52 7IEFYE S0 Tf5to] 7IE5H0 FUA|IL)
H 2
(Remark)

KG-APM-001-FO1 V.09

2020-09-28

(End)
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TGK-2021-000010
Annex 2. Receipt of test substance
BRI A
=22 =g7|8X|
+ A BEojoE
¢ F 2 (519-955) M2t & 3 S g AEHE 1263
E-mail rhd3048@ktr.or.kr
o
Telephone 061-370-7885 | Fax | o061-370-7777
FArSl ™2 7| gL
AL A o 2|BHAl AlE ol CHSH AHEE S of2fiet 20| =Yt ASS L= LICH
T AROIA L&SHA AEEE LD 40|35 B HEFA|7| HEEL CL
S x| _ o . . .
(Name fffu;stance) 0|9 E 0|AFS}S 4 (Chlorine dioxide)
P ELI
(Manufacturer part number) 20201224
A *
(Receipt amount) 100 mL." 182
T L
(Receipt date) 20210106
? 2o +HE =olg
S E2 X1 XH Ol .
)‘l?:EEJ‘El—lEle'- ¢ , /’\qwi
2020-09-28
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