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| E O|AMEIHA(Chlorine dioxide)
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4, 4 (Methods)
41 AEHEE X=X
NSO AL MaEst Asde = (99.95 %) &itold Ast & 30 (30.02) mg/mL
(15" 2" step) 2 200 (200.10) mg/mL (3, 4™ step) sSE2 EH|SIIULE
42 \EEHEH EY
MREEE 2 ANEEE ZAEC sk, UEY 2 2240 ot 282 S22 AlMotA| £ULCE.
4.3 A
431 EFHEE
NE2EHS =4™E7 g0 300 mg/kg B.W. EF2E ot 1 HAHZ 3 0120 F0{3FRALE.
71 O0|% Annex 3 &0 MEE HAYE SEXO O Oy HAE ASIAUL. AHZE FH
tAS UetsH 2 Mo oo A™IAJC (Annex 3. Test procedure with a starting
dose of 300 mg/kg body weight).
432 & 7
3 EXY E {2}
?“ M EDH—‘—— D E_ A S [N ] i i 1O _% 76;
= © ESE el (mg/kg B.W.) (mL/kg B.W.) e
G1 2101 - 2103 3 300
G2 2001 - 2203 3 300
— A 10 e
G3 2301 - 2303 3 2000
G4 2401 - 2403 3 2000
x G1 : 1% step, G2 : 2" step, G3 : 3" step, G4 : 4" step, B.W. : Body weight
4.4 NREEHS B ZE2 H UH
oF 18 AlZE HA A7l HAS20 AMHE2E ZHES E2+50HE sondeE Haet FAVIE
0|83t {0l 1 3 ZH F05tAC
4,5 A=
451 o5
YHE N S ZE S0 0ot Y 1 3, AIFEE FH = 14 X HA5H3G
o, B0 YU B & 0.5 1, 2, 3 2 4 NZHEX] EEGHACH
452 NMS
HE2 = Al, & 22 Al, AREE FOHA HE, 80 JHA = 1, 3, 7 & 14 Lol =
St LY.
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7. A1 (Results)

7.1 AIME U UHLEA (Table 1)
A 7 S

28/ & Aded RHO Ot Mdse B 0ldLd2 HEEA YRUALL

7.2 MSHst (Table 2)
X

HME=H ZAD 2000 mg/kg B.W. (3 step) 1 @l (Animal number 2301)0IA £0f & 14 Y
MZ0l 7 & MELL ZA (-0.3 %)SHRAL 0[°, ZE EOZUA HAHO HFES7Ht &
Bz Qi

7.3 2HA A (Table 3)

2AAA 2, ZE EOZOAM O|4AAS TEEKX LU
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8. I& U HE (Discussion & Conclusion)

HORE 0| AstEA(Chlorine dioxide)dl CHEE 24 AFXSHAS(SHEZH)S AAGH| dH
SDA 2A rats A8otH AEEE EHEZS 300 mg/kg B.W. (1%, 2" step) L 2000
mg/kg B.W. (3”j 4" step)2 HAS Lo 22 3 of2lol 1§ d E0{stECt

|
14 OE!& ANEE, EUSY H ASHAE HESIALH, WESES

20, MEZHE Zo, 2000 mg/kg B.W. (39 step)dlAM TEE HELAS=

HEEH g
HAFE7E 015t (0.3 %), MAMHR MBS B/t S 0|20 2 O Ol aiYy A
FEHY HSHIAZ ARE UL

Ol¢fel ZU=Z2H ratt et 24 ZRA=HAl FOHLE O|&t3tE A (Chlorine
dioxide)2 =HMXH2=z JZQl&=11 X3E H&EH Y B2 27 AAH GHS (Globally
Harmonized Classification System for Chemical Substances and Mixtures)l| £F0 ot}

Category 5 (2000 mg/kg body weight — 5000 mg/kg body weight) or Unclassified2
T & X AL
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9. #1238 (References)
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10. Figures

18t step - 300 mg/kg body weight

w2101

g

Body weight (g)

3

0 1 3 7 14
Day(s) after administration

Figure 1. Body weight of female rats (1°' step)

2" step — 300 mg/kg body weight

8

g 2201

g

Body weight (g)

3

0 1 3 f 14
Day(s) after administration

Figure 2. Body weight of female rats (2" step)
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3" step — 2000 mg/kg body weight

e 2301

i 2312
e 2303

Body weight (g)

150

0 1 3 7 14
Day(s) after administration

Figure 3. Body weight of female rats (3" step)

4™ step — 2000 mg/bg body weight

300
— ]
= 250
o =
=z &
[4b]
=
=
B 200
(ad]
150
0 1 3 7 14

Day(s) after administration

Figure 4. Body weight of female rats (4" step)
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11. Tables
Table 1. Mortality and Clinical signs of female rats
> Dose : Animal Ed?:irr(\?s?{rifltiirrl a?ii?/ifﬁil?aftiirn
EPR (mg/kg B.W.) Mortality imber 05 1 2 3 4 | s 3 4
o 201 N N N N N N N N N
G1 300 (8 /3/‘)’a 202 N N N N N N N N N
23 N N N N N N N N N
O 200 N N N N N N N N N
G2 300 <%/§°) 200 N N N N N N N N N
208 N N N N N N N N N
0 21 N N N N N N N N N
G3 2000 (00 /g") 22 N N N N N N N N N
200 N N N N N N N N N
o 20 N N N N N N N N N
G4 2000 (00 /g") 22 N N N N N N N N N
23 N N N N N N N N N

B.W. : Body weight, N : Normal, ® : Number of dead animals/Number of tested animals

Table 1. (Continued)

Dose Animal Days after administration
mg/kg B.W.) number 8 0

2101
G1 300 2102
2103
2201

Group (

=
=
—
(]
i
wW
sy
o~

=

G2 300 2202

2203
2301
G3 2000 2302
2303
2401
G4 2000 2402

ZlZ2|I 212|122 212|121 Z2|2|Z2|wo
Z|Z2|Z2|1Z2|1Z2|12|2|Z2|1Z2|2|2|2]|<
Z|IZ2Z21Z2|I1Z2|Z2|Z2|12|2|/2|2|Z2|
ZlZZ2Z2|I1Z2|I12|2|2|2|12|2(2
Z|IZ2|Z2|Z2|Z2|Z2|Z2|2|2|2|2|2|«w
ZlZ2Z2Z2I1Z2|12|Z2|2|2|2|Z2

Z 222 |2 | 2 | 2|22 2 &2 2
ZlZ|Z|Z2|Z|Z21Z2 |2 |Z|Z|Z |2
Z|IZ2|Z2Z2|12|Z2|Z2|12|2 2122
Z|IZIZ21Z2|I12| 2212|2222

2403
B.W. : Body weight, N : Normal
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Table 2. Body weight of female rats

Unit * g

Dose i) Day(s) after administration
kR (mg/kg B.W.)  number 0 1 5 7 1
2101 197.0 224.9 237.6 253.1 279.1
2102 185.2 205.1 222.7 226.7 240.2
G1 300 2103 187.1 215.1 226.4 240.6 258.4
Mean 189.8 215.0 228.9 240.1 250.2
S.D. f.3 9.9 7.8 13.2 19.5
2201 205.9 229.7 232.9 243.1 260.3
2202 207.7 232.3 237.4 238.2 2050
G2 300 2203 228.2 253.0 265.0 271.4 277.3
Mean 213.9 238.3 2451 250.9 264.3
S.D. 12.4 12.8 17.4 17.9 1.5
2301 210.5 240.8 246.4 256.2 255.4
2302 197.6 226.0 227.4 236.0 246.0
G3 2000 2303 199.0 223.8 235.2 238.3 243.2
Mean 202.4 230.2 206,43 243.5 248.2
S.D. 7.1 9.2 9.6 11.1 6.4
2401 236.8 249.0 255.8 265.9 272.1
2402 204.8 213.3 225, 7 234 .4 234.5
G4 2000 2403 233.4 245.6 255.0 262.2 263.5
Mean 225.0 236.0 245.5 254.2 256.7
S.D. 17.6 19.7 17.2 17.2 18.7

B.W. : Body weight, S.D. : Standard deviation
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Table 3. Necropsy findings of female rats

Dose

Animal

Necropsy findings

Group (ma/kg B.W.) number Removal reason Sy R
2101 Terminal sacrifice No gross findings ~ No gross findings
G1 300 2102 Terminal sacrifice  No gross findings  No gross findings
2103 Terminal sacrifice  No gross findings  No gross findings
e 2201 %(;rminal sacrifice  No gross findings  No gross findingsw
G2 300 2202 Terminal sacrifice No gross findings ~ No gross findings
2203  Terminal sacrifice  No gross findings  No gross findings
- 2301 Terminal sacrifice No gross findings  No gross findings
G3 2000 2302  Terminal sacrifice  No gross findings  No gross findings
2303  Terminal sacrifice  No gross findings  No gross findings
2401 Terminal sacrifice  No gross findings  No gross findings
G4 2000 2402 Terminal sacrifice No gross findings  No gross findings
2403  Terminal sacrifice No gross findings  No gross findings
B.W. : Body weight
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12. Annexes

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

ME=% dEII1EX

fggetn MElgols Al TR fstol MYE et LH8E WHIA TP FUAL.
* B0l 23 o4 FL, Z BN 7|IFXE PG FUM.

* ANEEE M2 U HEIl gE AL USSR BEABY FHAL.
1. 7128

Pagé (1/2)
g 20209 01® 04¥Y xMXE: M M E) %)éﬂ

—

Al & 8 E (Test substance)

ANEEEHY

(Name of test substance)

FOHRE 0l&ret e A (Chlorine dioxide)

H 2
=T

(Classification)

4B 0 &S D ClofE  5wEd 0 43E
)

338

o
(Supplier)

WSS
(Manufacturing date)

20204 128 24¢Y

HSE
(Delivery amount)

B (100 )Og Yymix(1)ea]

(Specific gravity)

V( 16 YO HEXE #x O s

CAS. No. ¥ (10049-04-4 ) 00 FZHE [ 7|E} ( )
(Manufacﬁlfr%ft number) ¥ (20201224) .E}A FEHI O 71 ( )
2axU O A2(1 ~30)°C [0 A4=2(15~25°C lgn(z ~8)°C
(Storage condition) [] HE(-25 ~ -10)°C [ Z|E} (
(pz_cgalﬁgms) 0%V 0OHAsy2E O 7t ( )
(Expf{ﬁ;',%ate) 20214 129 23¥ (M= 3 u,-j)www R
(Physszilf‘gl}l is?iﬁiion) cigtMo] =S Ayt
O xil%&jlgém)ingredim) Y 9995% )0 FEMS O 7IE ( )
{Molecular ff;nitﬁ(r%ﬁl%?ular weight)) v ( o2 (6746) )OO F2HS O 7IE ( )
BE

pH V(56 YO HERE 8% 0 88

SEteH

R o YO H¥RE 8E V 28
+88=

(Solubility in water)

N ( 20C,70glt )OO HEAE &= 0O g8

TOAEHEE Malgd

H w B A ol 2
(Treatment after the end of study) O e VHIL o2 Ao g 23
HG / HIIAl Fo A HyH x o
(Caution in handling or disposal) ol )0 HFENE °= VUAS

KG-APM-001-F01 V.09

2020
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Annex 1. (Continued)

2. F7g%
Page (2/2)
AL EZE 037 O0Z4 o8y LY EEY O(mgrkg BW)
(Route of clinic) O21EK ) (Dose conc. of clinic) O(mL/kg B.W)

A ® 8 B X W (Preparation of the dosing solution)
HET O 88 O FA8s O 42|4 g4 O DMSo
(Vehicle) 0O ZIEK )
oy e moi b EER
L 0 E9XE &% 0 98 ooy | DH¥RZ 2% 28

ZHE 23z
(Storage condition of dosing solution)

oxnjo

O 4201 ~30°C O &2(15~25)°C
@~8°CO ¥&(-25 ~-10)°C O 7IEt ( )

R
(Preparation method)

og | og
NEQ | 0CEQ

oo

O #8X8 &1 0Emal §22 MY

ZHE #4 (Analysis of the dosing solution)

ZHE =4 28
(Analysis of the dosing solution
in the study)

O 28 O 8%8 0O 7IEK

244
(Analytical method)

0 U3EYY EEe) 0 Ha

v 8 O MEEHO| ¥ M(Certificate of Analysis) CIMSDS
BRI R O AMEEE 28-ERE O 4aYelxtz O SYAMExs
(Attachment) O AgEE ZAYE O 248
0O 71K )
(03| UALE 52 7|EP RSO Csto] 7|&sto] FAUAIQ)
H 2
(Remark)

KG-APM-001-F01 V.09

(End)
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Annex 2. Receipt of test substance

=3 =37|15%|

* & pojof
L T {519-955) 12t E Bl@ 2 Bige & AEHY 12-63
E-mail rhd3048@k r.orkr
R +—
Telephona (061-370-7885 Fax ] 061-370-7777

HAbel WHE R
FAOIM SIZ[aH AR Ok AHE S oo 20| FULHUSS YRS LI
DY FIALOIAl WBHAl AHER I o3 HP ARFAIF| HRRILCH

BEY

-R

FHPE I MEYA(Chlorine dicxide) i

{Mame of substance)
Y.} N |
Manufsciuter part aumber) 20201224
i 100 mL * 128
(Receipt amount)
sy —
{Recoipt date) 2021-01-06

KG-APM-CD1-FO2 V0O 2020-Q9-28
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Annex 3. Test procedure with a starting dose of 300 mg/kg body weight

ANNEX 2c: TEST PROCEDURE WITH A STARTING DOSE OF 300 MG/KG BODY WEIGHT

5mg/kg
3 animals

50mg/kg
3 animals

300mg/kg
3 animals

2000mg/kg
3 animals

5m 50mg/k: 300mgkg
3 ariqnnl(ag!s 3 anima?s 3 animals
A 4
GHS Category Category 2 Category 3 Category 4 Category 5 Category 5 or
> 0§ > 5-50 > 50- 300 > _300- 2000 > 2000 - 5000 Unclassified

3(at 300)
at 1" step

- per step three animals of a single sex (normally temales ) are used - = - unclassitied
-0,1,2,3: Number of moribund or dead animals at each step - Testing at 5000 mg/kg b.w.: see Annex 3
- GHS: Globally Harmonized Classitication System (mg/kg b.w.)

% OECD Guideline for the Testing of Chemicals, Section 4, TG 423 “Acute Oral
Toxicity-Acute Toxic Class Mcthod” (Adopted : 17" December 2001)
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