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2. M2 (Introduction)
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3. X2 L HHM (Materials & Methods)
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3.6 AldHE

3.6.1 = 4
i g s=H=s Ot2f % FHEH EHE=Z
G1 1101 1
=A 0.5 mL g
G2 1201 - 1202 2

G1 : Initial test, G2 : Confirmatory test

3.6.20f M

B0 OF 24 AlZH FOIl 5 2E M2 [ (15 x 15) cm?Et &, £ =Fo| [(2 x 3) cm?]

H0lel RS 1 HAE 72 2 BAISIRALCH

3.6.3 NEEE £

0.5 mLe AIHEZES gauze [(2 x 3) cm?]o FLSHH =HSHUCE FHEN AIHSES Xz

gauzeZ E2 £ H|X}=4 HIO|Z (Tegarderm, 3M)2t EfHEL] (Coban, 3M)E 0|&3t0 THAIZACE

ANRHEE FOHESY 0]29 QAPEES HEAERE AESIUCE ANEEHE 2 MA &, H2EFEs

(FALES)E 018510 EHERIE REEA ML

3.6.4 Z7INE (8

1 01218 AR
7

o — ’ -
NESE HEE 22t 3 2 1 AZH D 4 A7 59 UG

@)

Az 2R 24 80] HEEX g0t, 2 Or2|e] deds=Es F/IE ARSI

4 = = =
HARIAL. AMd=2d B2 4 529 171 290 4 A2t S =S AR

2.cm FHES EEH

Page 6 of 21



Final report

TBK-2019-002933

mr
100
il
il

-

Klo
7
ol

IOt ALY

2z

HE HA = 72 MK

3.7.2 NE

[=z]
=

HES=E A0 JHA

!

ol

-

3.7.3 L{REtS 9| A

Ar

=0
©oH

LA A
=)

H
SHEANAM &

2 4 Azt

1 AIZE
QIAIE

b

2]
=/

il !

| 2t
fof L.

o, 0]
B
=
=

(o]
MM
!

=
4 A

(=2
=

=
A=EE2 Z7|A

MAet = 1, 24, 48

I
It B3
o o

__.A_._._
B

Rl <
MK

.
=

72 AZHOf|

aj
=

Zs

=
=]

4 Azt

HAIMO [Table. B]2}

=l
=

i

(Mean score)

16
Hr

~

ZofRA.

[Table. C]oil 2t F

: = Skin reaction (at 24, 48, 72 hours)/3]

[Mean score

Page 7 of 21



TBK-2019-002933 Final report

[Table. A] Grading of skin reactions

Erythema and Eschar Formation

NO erythema ...................................................................................................................................................... 0
Very slight erythema (barely Perceptible) st 1
We“ defmed erythema ................................................................................................................................... 2
MOderate tO severe erythema .................................................................................................................... 3
Severe erythema (beef redness) to eschar formation perventing grading of erythema - 4

Maximum possible: 4

Oedema Formation

No oedema 0
Very slight oedema (barely perceptible) ................................................................................................. 1
S“ght Oedema (edges of area We” deﬂned by deﬂnite raiSing .................................................... 2
Moderate oedema (raised approximately 1 mm) ................................................................................. 3
Severe oedema (raised more than 1 mm and extending beyond area of exposure) - 4

Maximum possible: 4

% OECD Guidelines for the Testing of Chemicals, Number 404, 2015

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

Criteria

Destruction of skin tissue, namely, visible necrosis through the epidermis

Category 1 and into the dermis, in at least one tested animal after exposure < 4 h

Sub-category | Corrosive responses in at least one animal following exposure < 3 min during
1A an observation period < 1 h

IA

Sub-category | Corrosive responses in at least one animal following exposure < 3 min and
1B 1 h and observations < 14 days

Sub-category | Corrosive responses in at least one animal after exposure > 1 h and < 4 h
1C and observations < 14 days

% Globally Harmonized System of Classification and Labelling of Chemicals (GHS), Seventh revised edition, 2017
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[Table. C] Skin irritation categories

Categories Criteria
(1) Mean score of =22.3 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
- 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

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 =1.5 and<2.3 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), Seventh revised edition, 2017
% Mean score : = Skin reaction (at 24, 48, 72 hours)/3
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4. A1} (Results)
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5, 1& %Y A= (Discussion & Conclusion)
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7. Tables (Group summary)

Table 1. Mortality and Clinical signs

Day(s) after application

Animal
Group Mortality
number 0 1 5 5
G1 1101 N N N 0%
(0/1)?
1201 N N N N 0 %
G? )
1202 N N N N (072)

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

@ Number of dead animals/Number of total animals
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Table 2. Body weight Unit (g)
Animal Hour(s) after application
Group Weight gains
number 0 79
1101 2495.6 2511.4 15.8
G1 Mean 2495.6 2511.4 15.8
S.D. - - -
1201 2974.2 3138.7 164.5
1202 2377.3 2459.1 81.8
G2
Mean 2675.8 2798.9 123.2
S.D. 422 1 480.5 58.5
G1 : Initial test, G2 : Confirmatory test, S.D. : Standard deviation, — : Not applicable
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Table 3. Evaluation of dermal irritation

Erythema and Eschar Oedema
Group

G1 G2 G1 G?
Animal Number

1101 1201 1202 1101 1201 1202

Phases?

1 hour 0 0 0 0 0 0
24 hours 0 0 0 0 0 0
48 hours 0 0 0 0 0 0
72 hours 0 0 0 0 0 0

G1 © Initial test, G2 : Confirmatory test

% © Examinations were performed at the specified times after instillation of the test
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Table 4. Mean score

Final report

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

Mean score : X Skin reaction (at 24, 48, 72 hours) / 3

G1 . Initial test, G2 : Confirmatory test
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8. Figures

Figure 1. Skin photograph at 24 hours after application of test substance (Initial test)

Figure 2. Skin photograph at 24 hours after application of test substance (Confirmatory test)
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Figure 3. Skin photograph at 72 hours after application of test substance (Initial test)

Figure 4. Skin photograph at 72 hours after application of test substance (Confirmatory test)
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Figure 5. Test substance
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9. Annex

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