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1. 22 (Summary)

|
g, MEdse, IR A=5d 2 BAds /Mot

- 4 E NYEN SOR Q% AUS22 BEEX AU
- YIS BEZAD, DE S2OM SO/ UF 0|NSHS BEEK YU

- NEBY S0RSI2 DA AW, DE SBON IR 4Ty o S| X| QLOLCE

=3

r
1k

[ -1 0O
- 2= SE0M LRUHSEZES (Mean score)= "0.0" 22 MEEH UL,

0|29 ZM=RH rabbittl Oigt T2 Xm5d H 2AGAINM FOHLE O|Mzga
(Chlorine dioxide)= At24 2 £AM0| BHEX LU7[0| Globally Harmonized System
of Classification and Labelling of Chemicals (GHS)M M2 2FO0A HESZ (Hazard

— 7T oo d
class)22 BREHA| = ALE MEEHLCL
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2. M2 (Introduction)

2 AEE rabbitOlA HFHRE O|A3IE A (Chlorine dioxide)Q I|§ X=2A
TIt5t7] @150 HAISHAULC

21 SELT

- SEH5Y [HE H16977F (2020-02-11, LEIHH)]

- MSE0 2 HE [HE HM159445 (2018-12-11, LEIHH)]
- SER2YE SAHS : |AC2021-0280

22 AHYH

ANIHAIE

: 2021-02-09
- 2021-02-10
: 2021-02-10
:2021-02-10 - 2021-02-15
- 2021-02-15

1 2021-02-16 (E7|AIY)

Jon

2021-02-23 (SQIAIE)

£ 2021-02-16 - 2021-02-19 (=7|AI ™)

2021-02-23 — 2021-02-26 (ZQIAIH)

: 2021-02-26
:2021-03-18

:2021-04-05

Page 2 of 20

Final report



TGK-2021-000009

Final report

3. Mz ¥ Wl (Materials & Methods)
.1 AlREE ¥ MAEZR
3.1.1 AIFEZ (Annex 1, 2)
ANE=2Y . FORE O[M3EHA (Chlorine dioxide)
s8d - RORE
KTR ZE © TS-02331
CAS. No - 10049-04-4
HEHS 20201224
o« - 99.95 %
oleh H 4 AeMo EHot Ay
HERA 4T [(2 - 8) ¢cl, &4, 2H
3.1.2 Mx=H
=29 HA ST (FAE )
N S P B E S A(F)
Batch No. G7V0B21
32 A”REE =N
MNELZXIF MEet AdEads B2 M0 Itz ALZotULEH
33 AMEEE EY
N2 sk, &84 & 2280 et 282 B2 A[™lstA| ULt
3.4 AMEHA
As & & : NZW Rabbit (Pdb:NZWnl), SPF
M A : PIZHOU DONGFANG BREEDING CO.,LTD. (No.2, Jiefang Road,
Guanhu Town, Pizho, Xuzhou City, Jiangsu Province, China)
o3y . FEHIO|QE (137-891, MSEEAl MET SMAMZ 172 14 FEUY)
YA 48, 58 + DA, 4 Ote
CQ Al 32 2E, ASHA D of 3 7HEd, 1803.1 g — 1906.1 g
E0 A 48, 58 + D, 3 0FE] (EIIAE 1 Of2l, SRIAR 12 Ot2)
EH Al 5= Y, MSH? Do 3 HEHY, 2190.7 g (RZIAIR)
OF 3 JHE™, 2467.6 g — 2517.9 g (ERAAH)

Page 3 of 20



Final report

2 Ol

<

=
RANA

=

nERPVERE

o

—

NZW rabbit

|-

—

&

k=2
S

of At

]

[ |

(<5

3.4.1 AMEA UE0|R
Al

TGK-2021-000009

=
—

C)
<

ok

Br
0

3.

ol
o

<

WA 2

T A EE

HEs=

il
<

3.4.3 WA

H2E HAGIYSM cagel i

3.44 2 2

ok

Kt
3
e
8o
N

g

-

N

1)
gl
=l

ol
Ho

104

~NO

B
A<

of

o4 L{E7t 7

1o

BEE HE

ujo
ok
1o

<H B

3.4.5 QAL

ol

-

K
|

ol
<H
of

orl

ny

ok

il o
g

PR

N

Ao el AL

[ |

NS

o
E
Ul
O
Lo

: Rabbit AtSA 1
: Rabbit AtS4&! 3

of
<H

o

Br
20

ol
o

oK

Wk

t3

3
—

7|Et 2

HAOH,

~
-1 O

=

opc

=]
—

FO OF 30

2l/h

|
Page 4 of 20

2ZZ4 12 h (20:00 - 08:00)
7101 2

: (150 — 300) Ix
: (470W X 405D X 600H) mm

c XA 12 h (08:00 - 20:00)
© 1 Otg

: (52.4 = 58.0) % R.H.

. (10 — 20)
. Stainless steel cage

(202 - 211) ¢C

+8012

Cage &7
Cage 37|
C]

o

Cage



Final report

TGK-2021-000009

Ho

<+
ol

oK

353 A=

IAIZAC.

=
=

R/O+E ARY

A

2 rabbit AR [

3.5.4 A=

A=

o]
B3
o
od
o

f

=10

Az8H

[Tt

i
=

M0

=

f

A
A Of

o

ERREESIY

ZAt T2

H7|x

Mz A 2

=
[

mjn

I HAt
1)K ULt

=
—

AH

3.6 AlYHE

3.6.1 = 4

N\

Il

a

0

Il

op2) 4

o]
Il
Ofu
LHO

ad

1101

G1

0.5 mL

™

<+

1201 - 1202

G2

: Confirmatory test

. Initial test, G2

G1

36.2 50 ® oty

HMZ [2F (15 x 15) cm?]

| =
=

H o
T T

=
o

il !

mjn

3.6.3 Al

HA

(Tegaderm™ Film, 3M)2t Et=E0 (Coban, 3M)E 0|25t LIHA|ZLCE

Al

0.5 mLS
H| X}

n

H[ O]

M
= o

z2 A Mo

=

3.6.4 =7|A

il

K
<H
iy

T

_I

xRl X
= Hd

Q=2 3 712 Alg=E

=
=

1 Ot

=
=

3 7Hel Al

=
S

[s3)
=

A
=

Al

£ X 240, 2 Ot

g0 &#&

3

Al A
X
H

I 4 AIZIRR 84

s H

A

S

S=2 171 B0 4 A2t S =S AU

zZE 2

= X|
==

3cm

Control site

Test site

2cm

ot
il

W
IF

Page 5 of 20



Final report

TGK-2021-000009

mr
100
il
il

@

3.7.2 ME

-

__A_._._
BN
ol
0l0

|

Ip

b

o A2, X3y

3.7.3 I

T HA =

3l

X
=]

HEFSERACE
| 2AIMS [Table. B2t

72 NZHIHK|

72 NZIIHR| msete s

1 A2t 4 AlZhe=
=k

il

E

=~

DS
=1
=

At

UN

A
—

HA
T HMA = 1, 24, 48

(9

_I

X
=

% (Mean score)S ME5IULCH A=Y

4 Azt
[Table. Clol o2 F=oHALt.

O MA =1, 24, 48

B0 o

3l

x
[=]

> Skin reaction (at 24, 48, 72 hours) / 3

HASH = 1, 24, 48 & 72 AMZITHX| [Table. AJo| mat Xt

=

=

T

3l

X

o B2, 4 At
[=1

X
=

1

[

]

[=
=

<

71
=
% Mean score :

FO| A

E

3.7.4 I

A

e
H0

0[0
=

-

ok

-

Klo

o

[Table. A] &

no

o [@N] o <
Ljo
cilRE:
%0 H
ks
— |
T oo
20 ~N ANSY <
@ AR
Ko K 20 OF|
olo = !
H__| .“.Lln_ |T_ o.__._._ o RO K
< S mwl
nS =
i Ik 0
m_m ol ko~ | E wﬁ
| FH ="
s k{0 | = K =
vl 1 ol £ ko=
R F— HE BB
™~ =
=) OH 76 | KO _ "
Ko B w_ﬁ . |70l oF
% =~ 8 kool | <ok
_|_H_ o N o <
Ljo
<+
7 o
50 =
pury <
= = | B o
~ o0 o %0 __M._
oK m_lo o0 ol | T % w7
- o o3 30 o 5
-~
0 - | =
" B = | O [ Hagr
ol oo | I |3y
> o) %0
o i =1 | el o
o0 50 Ko | <0 33

Page 6 of 20

(2020-11-03)

=l

JA| H2020-46

|

2]
=

fe)

Atat

=1
=

X% :,_:‘L




TGK-2021-000009

Final report

[Table. B] Skin corrosion category and sub-categories

Criteria

Category 1

Destruction of skin tissue, namely, visible necrosis through the
epidermis and into the dermis, in at least one tested animal after
exposure < 4 h

Sub-category
1A

Corrosive responses in at least one animal following exposure < 3 min
during an observation period < 1 h

Sub-category
1B

Corrosive responses in at least one animal following exposure > 3 min
and < 1 h and observations < 14 days

Sub-category
1C

Corrosive responses in at least one animal after exposure > 1 h
and < 4 h and observations < 14 days

% Globally Harmonized System of Classification and Labelling of Chemicals (GHS), Eighth revised edition, 2019

[Table. C] Skin irritation categories

Categories Criteria
(1) Mean score of =23 and <4.0 for erythema/eschar or for oedema
in at least 2 of 3 tested animals from gradings at 24, 48 and 72
hours after patch removal or, if reactions are delayed, from grades
o on 3 consecutive days after the onset of skin reactions; or
Irritation

(Category 2)
(applies to all
authorities)

Inflammation that persists to the end of the observation period
normally 14 days in at least 2 animals, particularly taking into
account alopecia (limited area), hyperkeratosis, hyperplasia, and
scaling; or

(3) In some cases where there is pronounced variability of response
among animals, with very definite positive effects related to chemical
exposure in a single animal but less than the criteria above.

Mild irritation
(Category 3)
(applies to
only some
authorities)

Mean score of =15 and <23 for erythema/eschar or for
oedema from gradings in at least 2 of 3 tested animals from
grades at 24, 48 and 72 hours or, if reactions are delayed, from
grades on 3 consecutive days after the onset of skin reactions
(when not included in the irritant category above).

% Globally Harmonized System of Classification and Labelling of Chemicals (GHS), Eighth revised edition, 2019

% Mean score :

> Skin reaction (at 24, 48, 72 hours)/3

Page 7 of 20
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i % YUEr (Amendments and Deviations from the study plan)
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6. Z1} (Results)
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7. 1& 2 HE (Discussion & Conclusion)
Rabbit0 CHSH HEHE O[AStHA (Chlorine dioxide)ll L8 X224 2 BAMMES HII5tH7|
(@] olH

ot 0.5 mLe AF=EE 4 Al S & ER0| FHst = 72 AZF ¢t
4 o

l__

ANEE2E T MA Z= 1, 24, 48 & 72 AW EHEYE &St 20 ZE SSUHA OB
=M 2 BEAMO| BEEX] LULE
OEESHA™ES (Mean score)= ZE S=20AM "0.0" 22 MEL/UCLt

Ol¢fel ZL=ZRE rabbit0] gt OF X=4d A BAGA—™OM FHLE Olitetga
(Chlorine dioxide)= A=A 3 2AM0| BHEIX| LAUA7Z|0 Globally Harmonized System
of Classification and Labelling of Chemicals (GHS)M 2 2J[O0AN EFESZ (Hazard
class)C 2 ERIX ¢t= ACZ AtZECLH
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9. Tables
Table 1. Mortality and Clinical signs

Day(s) after application

Animal
Group o Mortality
number 0 1 5 3
0 %
G1 1101 N N N N
(0/1)°
1201 N N N N 0
G2 ;
(0/2)
1202 N N N N

G1 © Initial test, G2 : Confirmatory test, N @ Normal

& © Number of dead animals/Number of total animals

Page 12 of 20
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Table 2. Body weight

Final report

Unit © g
Animal Hour(s) after application
Group o Weight gains
number 0 7
1101 2190.7 2309.2 118.5
G Mean 2190.7 2309.2 118.5
S.D. - - -
1201 2467.6 2545.0 77.4
1202 2517.9 2573.0 55.1
G2
Mean 2492.8 2559.0 66.3
S.D. 35.6 19.8 15.8
G1 : Initial test, G2 : Confirmatory test, S.D. : Standard deviation, — : Not applicable

Page 13 of 20
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Table 3. Evaluation of dermal irritation

Final report

Skin reaction

Erythema and Eschar

Oedema Formation

Formation
Group G1 G2 G1 G2
Animal number
, , 1101 1201 1202 1101 1201 1202
Observation time

1H 0 0 0 0 0 0
24 H 0 0 0 0 0 0
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), - :

Page 14 of 20
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Table 4. Mean score

Animal Erythema and Eschar _
Group _ Oedema Formation
number Formation
G1 1101 0.0 0.0
1201 0.0 0.0
G2
1202 0.0 0.0

G1 . Initial test, G2 : Confirmatory test
% Mean score @ = Skin reaction (at 24, 48, 72 hours) / 3

Page 15 of 20



TGK-2021-000009 Final report

10. Figures

Figure 2. Skin photograph at 24 hours after application of test substance (Confirmatory test)
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Figure 4. Skin photograph 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)

MEEE HHEII8X
* BEID NaARE B BUS S0l NRETO) i USE BHPL O FYAL,
« §H0| 25 olyel F9, % BUTH JISAE A FUML.
« NEEW X2 U BT Q= B9 YSSE TN FUAS.

X1

Pagé (1/2)

e 2021 @ 01 04% MR H A E %)@V
Al ¥ & E (Test substance)
(Name zlf%‘e%:;ést%stance) FORE 0lasre A(Chlorine dioxide)
=& ﬁ%‘l%'%m%"ﬂ[‘ Y BEEE O 3EE
(Classification) oletel&E O 7|Et ( )
(S_f_p;:gl%r) B
(Manufﬂtﬁ%g date) 20204 128 242
(Delivﬂy%a%:\ount) HEF[(100 )0 g vmix(1)ea]
CAS. No. ¥ (10049-04-4) O F2HME O 7|E ( )
(Manufactx:lreasr%aﬁrt number) v (20201224) 00 FEHS 0 718 ( )
L | O 4201 ~30°C [ &&(15~25°C ’“o"”(Z ~ 8)°C
(Storage condition) 0O Y525~ -10)°C [ ZIE} (
i’ 0% VA% 0 AV 28 O 718 ( )
(Exp}cfﬁgﬁate) 2021 128 23Y (AIX = 1)
(Physszilfa}l c?isfﬁiﬁion) cdgMel R Ay
o Xil%ﬁjlgém)ingredient) V( 9995% )0 FEHS O 7IE( )
(Molecular f;%:\tﬁs:(gf:/ﬂ[%?ular weight)) V( Cl02(6746) ) O F2AS O 718 ( )
(Speci:clzgg;ravity) V(o1 )0 dRxtz 8= 0 98
pH N {( 5~6 YO HRXE &= 0 84S
%‘ﬂ%(g-—x)ﬂﬁl-’r— O( yO HEAE #E 28
(So,uﬁfﬂﬁaten V( 20C,70g8 )01 HERE &x O 9
(Treat?r_:gwt”a?te%r %:exliji%:?study) O VEL O £ AE0IM 2R 23
(Cau?o%lir/\ :ﬂ:&ﬁLjoﬁlg?:iosal) o )0 BRAE 8%V U8
KG-APM-001-F01 V.09 2020-09-28

Page 18 of 20
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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 )
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