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SILERET 18 ~ 24 /IS - LABEN B EE A IR AR EM B IR U 2 #E - EmIRAI S cm
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1335974 ) B4 IBEK DI SRRETI T ZBR -
b. B EERERE (5 ) HEEHRIRE (HIRE)-
c. ARYEEIFENZEAHBRAFRTDEH  EREKICRUESRBETE
B9 ZER - ARz S AERER M FRAR :

ol BB PR ER

AR Al E=RHRA

2 A5 HA

2 HESSEEEGGEcEoEk o PREEEREHAEEREK
(1:1) (11}

b. HERYEZEEE b. ZEHRE

. SBYETRGEEBKEDEE . ¢ ZENRRERRTEEREHE
e A EEAKIER (1:1) EERBEAKIER (1:1)

ISEIES B

AR EEERR ZERHIRR

EERHA

BRI EZEHUR AR E LR

3.2.5

3.26

347

3.2.8

HEEE 6 X BRISHEBIMN ZHESR - WEEKS 10%+ _mEREE M ( sodium
dodecyl sulfate - SDS + Mallinckrodt Baker, Inc. ; Lot No. : H49614 ) Z N, =44 -

FRERFEA

SERE 7 K 5 0.5 mL EBMEERESERHBRBEANI 2cm x4 cm
THmRLE - RERSRWE - LESRE SR - IR REESYE
BRI E 78R - W 48 + 1/)0\RE - BUFRZBRS R -
EEE

HERE 22 K - FIRSEHYAIEHUZHE (BBEA/ND4 cm x4 cm - 5
B 23 K - LIRS A 2 AR 0.5 mL s SBMEZERUE MM stiR A BRAE X
RSN - LEMFA 24 + L/\EE  INFEERA -
SREMTEBIERE 24 + 1 %48 + 1 /0 - 1R18 "Magnusson K Kligman
e Ee (e 3 B SESEBIMTELIR 2 BHREETRERT D -
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3210 MHREBER( S¥FEET—R ) FABEHHBEYEo-Hexylcinnamaldehyde
( Sigma - Lot No.. MKAA2596 ) iR alEe B2 - #&RER 10 EaliaExeE
BEIOHIRE BN E (BERETSNTN2 ~3 5 - BYERERUEES 100% ) -
MR 5 EXZREYERIRT R BB RE ( BERBEGIEER 0% )-
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2 IV (3 RETEEFE SRS 2012/12/01 09:00 am ~ 2012/12/04 09:20 am -
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2012/12/26 09:30 am & )« It4h - st AEREEKEASHBMET - DURRIRM
B - ERZELHE -
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HIEEIEM -
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PYNEETEERTS - & 2 #ARET - BREBHEBENHBARZBAIIEEAI9E
FRIRT AL B R K BEEAR (Bl 1 ~15)-

44 #EEERMEER (challenge phase ) # - SERMAAEBA 2 BHREHBIERIGHB 0% (F2)-
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EEEE I EREIR O BB RE - SHEAMYRA Y BEREBEERIDS 0% - AL -
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SER :

6.1

6.2

6.3

6.4

6.5

ZiLEN

THIRBEE By IER R BRIE RI2{ER S (Good Laboratory Practice for Nonclinical
Studies) + 2006 + & -

Food and Drug Administration (FDA). Good Laboratory Practice for Nonclinical
Laboratory Studies. 21 CFR, Part 58, 1987. US.A.

International Organization for Standardization (ISO). Biological evaluation of
medical devices — part 10: Tests for irritation and skin sensitization. ISO 10993-10,
2010, 3rd ed. Switzerland.

International Organization for Standardization (ISO). Biological evaluation of
medical devices — part 12: Sample preparation and reference materials. 1SO
10993-12, 2012, 4th ed. Switzerland.

Organisation for Economic Co-operation and Development (OECD). OECD
guideline for the testing of chemicals. Skin sensitization. OECD 406, 1992. France.
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%0X %26% (9)
90339P01-166 37642 47268 +96.26
90339P01-167 373.27 47041 +97.14
#H IR T 90339P01-168 367.84 461.32 +9348
90339P01-169 38143 477.52 +96.09
90339P01-170 37593 46843 +92.50
90339P01-171 36841 461.28 +92.87
90339P01-172 366.72 457.84 +91.12
90339P01-173 377.58 466.35 +88.77
90339P01-174 386.78 488.98 +102.20
90339P01-175 381.27 47583 +94.56
S
90339P01-176 379.18 470.54 +91.36
90339P01-177 36741 461.09 +93.68
90339P01-178 374.19 464.24 +90.05
90339P01-179 365.11 46645 +101.34
90339P01-180 367.64 469.27 +101.63
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24 I\ 48 /My
90339P01-166 0 0
90339P01-167 0
R4 g 90339P01-168 0 0 0% Weak
90339P01-169 0 0
90339P01-170 0 0
90339P01-171 0 0
90339P01-172 0 0
90339P01-173 0 0
90339P01-174 0 0
90339P01-175 0 0
A ERE M 0% Weak
90339P01-176 0 0
90339P01-177 0 0
90339P01-178 0 0
90339P01-179 0 0
90339P01-180 0 0
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Sensitization Rate (%) Grade scale Class
0-8 1 Weak
9-28 2 Mild
29-64 3 Moderate
65-80 4 Strong
81-100 5 Extreme
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