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FABRIC, 19M/M)’ el digt QAT F dxp2p= Al ¢
9FE7|% | EX 2I(TOV SILK) 7717 1 2021.01.12 ~ 2021.01.14
Ad71d | FA3A getr e Hud  {2021.02.02
AlFE2 1 100% A AFF= 9 19M/M (100% SILK CHARMEUSE WOVEN
FABRIC, 19M/M)'¢] 1A 5-o]l tigh dxpak= 55 &lstr] 9 geltt
AlsdH A NESF 1 1F
AR L AR AT E= Al 7]l sk Hd A 309 o)
2. H¥: Van der BendE o] &3le] 5 FH ol AFEAS 24X X &
A A
3. A L AE AA 208 59} 2447 3 B
4. 3 7}7]%: Personal Care Products Council (PCPC) guidelines (2014)
o o3 7}
ARAT |1 ARl
Z 3170l  Ajgel W Aol FHosigitt. APAEe] HHd#E-S> 46.10+
9.124191 o1, Ha A A= 544, FA AHF A= 214
2. 4 3
Reaction
24hr 48hr
Test Sample No. of Grade (R)
Responder
+1 +2 +3 +4 +1 +2 +3 +4  Mean
100% A3 AFF=
At 19M/M
(100% SILK L - - _
CHARMEUSE 0 0.0
WOVEN FABRIC,
19M/M)
« A A+ #F(None to slight): 0.00 < R < 0.87 (3% Table. 3 &%)
a2 EAHEADL AAF T 2= SHAANA FA= W] B2 fdukE,
H A AP AR, AY A, A7 2 A
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a =

B AELS ‘100% A3 AFF= A, 19M/M (100% SILK CHARMEUSE WOVEN FABRIC,
1OM/M) 9] A I F-o] gk kA= F55 glstazt PCPC 7hol=24el(2014) % 2
3|AF etz 2 o] SOPel whel Al &)ttt

© WYY Aol 2Ase] FASAL HuiE Jnagas A2y fel4,
o4 BFAe Ao ol @Ae] AnE Bolo] oJa) f¥H AFo] uhe FYHA.

—

Table 1. Name of test sample supplied from sponsor

No. Test Sample Type Conc.

100% A= Az dd, 19M/M

1 (100% SILK CHARMEUSE WOVEN At As is
FABRIC, 19M/M)

2 Vehicle control: Saline M Ak As is

3 Negative control: Squalane LA As is
4. MY CHEXE
gnge] gt AZ 204-6049] T 309 ol4e naem HAsEe e
Aol7)Eol FaarA ek AEAE AReld. N4 APAE e Age 243
e, olAwhe S Anele] Ao oAl Mol At AY 27t FUNE A4en

4-1. AA7+
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Aol kA AlE ] &
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ok
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@D Van der Bend (Van der Bend, Netherlands)

@ Micropore tape (3M / Medical-Surgical Division, USA)
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5-3. 7=
L
-

B A= vk == oS3k o] PCPC Guidelinesol]l wel #7183 th(Table 2).
Table 2. Grading system for skin primary irritation test
Grade Description of Clinical Observation
+1 Slight erythema
+9 Moderate erythema, possibly with barely perceptible edema at the margin,

papules may be present

+3 Moderate erythema, with generalized edema

+4 Severe erythema with severe edema, with or without vesicles

+5 Severe reaction spread beyond the area of the patch
5-4. A%#A
7t A=l oigh IFRkg ARE ol I wel HwgEE Atttk AlLtE
7t AlgEA] Hyuks s oS3 go] #H4e . ©, PCPC Guidelines o4 +5 grade
o FRuge YRR AFWgurhe FeA v JHsgol Fomm AFNSED
Hrbets 7|£ 225 maximum grade & +4 grade & H7FsFA tHTable 3).

>t (Grade X No. of Responders)
Response = X 100 x 1/2
4 (Maximum Grade) X n (Total Subjects)

Table 3. Determination criteria for skin primary irritation %

Range of Response Judgement
0.00 £ R<0.87 None to Slight
0.87 <R<242 Mild

242 < R<3.44 Moderate
3.44 <R Severe

5 DERMA
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6. Al

ogt

21t

6-1. @A Fr

A AQrieE 2 AA7IE Fehe AT @A 319e] B OAIFe] A gl 3
Tt YEAEe] HEdHS 46.1019.1249 0, Hu A-AE 544, HA duAE
214G, Fgxte] T EARE A& o8 FAEJAoH, 1 Ay vhe-3 ZoH(Table 4,

HA D).
Table 4. Information of subjects (n=31)

Item Classification Frequency (n) Percentage (%)

a4 9 29.03

=4 19 61.29

3 gy 2|4 1 3.23

A4 2 6.45

A 0 0.00

A= o 0 0.00

G oh s 31 100.00

w}rhe ol 0 0.00

RN ohj e 31 100.00

o kS o 0 0.00

A ohj e 31 100.00

2z 0 0.00

] - RS 22 70.97

2= 9 29.03

HEAY 0 0.00

e e HE 25 80.65

2= 6 19.35

g 9 29.03

Iz]lzj_@ HE 21 67.74

Sk 1 3.23

Sk A 9 29.03

3|57 HE 21 67.74

T A 1 3.23

5 DERMA
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14174 o]y 18 58.06
ngg 1~3417 13 41.94
3AIZE o] 0 0.00
5A17F o] &) 0 0.00
2o A 7 5~8A17F 30 96.77
8A|7F o] Ak 1 3.23
oF 1) g 31 100.00
TG 10715 o) 0 0.00
10705 o]’ 0 0.00

2 APEELLS BE gyAolA] giakgo] #EE A ¢kt (Table 5, 3 2).
Table 5. Results of human skin primary irritation test (n=31)
24hr 48hr Reaction Grade
No. of
No. Test Sample

Responder +1 +2 +3 44 +1 +2 +3 +4 24h 48h Mean

100% A3 A= A
19M/M (100% SILK S

1 CHARMEUSE WOVEN 0 0.0 0.0 00
FABRIC, 19M/M)

2 Vehicle control 0 - - - - - - - - 00 00 0.0

3 Negative Control 0 - - - - - - - - 00 00 00
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Page 1 of 1

D94 | o | g | | A5 | @ I I I B - R Bl B
A e o= | gal | pan?| panys %‘—6‘54 T AT gy 7 ;*;9 A7 [gmn
DSA-21002-01] 53 F 2 2 2 2 2 2 2 2 1 2 1
DSA-21002-02| 43 F 2 2 2 2 2 2 2 2 2 2 1
DSA-21002-03| 52 F 1 2 2 2 2 2 1 1 1 2 1
DSA-21002-04| 49 F 2 2 2 2 2 2 1 2 1 2 1
DSA-21002-05| 49 F 4 2 2 2 2 2 1 2 1 2 1
DSA-21002-06] 48 F 1 2 2 2 3 3 2 1 1 2 1
DSA-21002-07] 21 F 2 2 2 2 2 2 2 2 1 2 1
DSA-21002-08] 53 F 1 2 2 2 3 2 2 2 1 2 1
DSA-21002-09| 52 F 4 2 2 2 2 2 1 1 2 2 1
DSA-21002-10| 54 F 2 2 2 2 2 2 1 1 2 2 1
DSA-21002-11| 52 F 1 2 2 2 2 2 2 2 2 2 1
DSA-21002-12| 52 F 1 2 2 2 3 3 1 1 1 2 1
DSA-21002-13| 41 F 2 2 2 2 2 2 2 2 2 2 1
DSA-21002-14| 48 F 2 2 2 2 3 3 1 1 1 2 1
DSA-21002-15| 48 F 2 2 2 2 2 2 2 2 2 2 1
DSA-21002-16| 44 F 2 2 2 2 2 2 2 2 1 2 1
DSA-21002-17| 46 F 2 2 2 2 2 2 2 2 2 2 1
DSA-21002-18| 50 F 2 2 2 2 2 2 2 2 2 2 1
DSA-21002-19( 44 F 2 2 2 2 2 2 2 2 1 2 1
DSA-21002-20| 53 F 2 2 2 2 2 2 1 1 1 2 1
DSA-21002-21| 47 F 2 2 2 2 2 2 2 2 1 3 1
DSA-21002-22| 24 F 2 2 2 2 3 2 2 2 2 2 1
DSA-21002-23| 54 F 2 2 2 2 2 2 2 2 2 2 1
DSA-21002-24| 31 F 2 2 2 2 2 2 2 2 1 2 1
DSA-21002-25( 48 F 1 2 2 2 3 3 2 2 1 2 1
DSA-21002-26| 48 F 1 2 2 2 3 2 3 2 2 2 1
DSA-21002-27| 21 F 3 2 2 2 2 2 2 3 1 2 1
DSA-21002-28| 53 F 1 2 2 2 3 3 1 1 2 2 1
DSA-21002-29| 50 F 2 2 2 2 2 2 2 2 1 2 1
DSA-21002-30| 51 F 2 2 2 2 2 2 2 2 2 2 1
DSA-21002-31| 50 F 1 2 2 2 3 3 2 1 1 2 1
Total Subject Number = 31
DY RER): 1,745 2,34 3,44 4,444 5,244 2)@%@# Lel; 2,08 3)11}7&7“% Lel; 2,0be; 4)opdutgZd(1d

olul): 1,¢; 20}L35M

I RFA: 1,8k

H; 2, 5%; 3,579 9) M}ﬂlz%»\m(l% 71%):

BEE 1,55 2,1%

;3,7

1,5*]17F o] 3}; 2,541 7F~8A]7F; 3,847 o] 11 ):g.

o .
T
Z:BM HFE: LIEAY, 215 3,35 NYEEHAAHE: 1,728 eA; 2,52%; 3,44
1,1A17F v "k 2, Mlﬂ 34171 3, 3*17P o] 10)dA (1Y 71F):
]

(19 71%): 1,998 2,10709 o]W; 3, 10749] ©
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3] & =} L} o] A 7F Test sample
A S = (Al (Hr) 9 3
DSA-21002-01 53 ig
DSA-21002-02 43 ig
DSA-21002-03 52 ig
DSA-21002-04 49 ig
DSA-21002-05 49 ig
DSA-21002-06 48 ig
DSA-21002-07 21 ig
DSA-21002-08 53 2
DSA-21002-09 52 ig
DSA-21002-10 54 ig
DSA-21002-11 52 ig
DSA-21002-12 52 ig
DSA-21002-13 41 ig
DSA-21002-14 48 ig
DSA-21002-15 48 ig
DSA-21002-16 44 ig
DSA-21002-17 46 ig
DSA-21002-18 50 ig
DSA-21002-19 44 ig
DSA-21002-20 53 ig
DSA-21002-21 47 ig
DSA-21002-22 24 ig
DSA-21002-23 54 ig
DSA-21002-24 31 ig
DSA-21002-25 48 o
DSA-21002-26 48 o
DSA-21002-27 21 o
DSA-21002-28 53 o
DSA-21002-29 50 o
DSA-21002-30 51 o
DSA-21002-31 50 a4
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2009.03~2011.02

A8 stw o B st o

2009.03~2011.09

CEEEEIEEE ]

2011.09~& A

CEEEEEEE]

(2) A HEA

DER
[F2 3 2 4]

2016.03~2018.02

Ej}tﬂ 3l /\1 3 /ng

2018.09~& A

F434} vrhz e

3-5. Quality Assurance (QA)

(D) A o9 7
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