T & Bacvr k(% 428 100ppm 2. 83 A F
8 RLP
w44
;é‘r%i;‘f“?:f l%‘ﬂffﬁ],-ry LA
BERBE D SARIFPERNGADF
RMELEL2R%Z
#+ 354 UB/2015/60353
R LEEARE? e

2HAAPNF RN R TR ALREARL - B2

3. AR 2 RRE R WHRARRREL T

4. ¥ kAR 2 fﬁ:j-*‘»i FHz TR l*—’fé% R} ERERCE L
SGS Taiwan Ltd. | No. 38, Wu Chyuan 7t Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / #74* & #74* 2 £ Fl % 7 # —~ i 38 55
o AR BRI PR G L P | £(886-2) 2299-3939 f (886-2) 2298-1338 www.sgs.tw

)

iEiE 0 iR g ALIRE G o

Fik)

Ultra Trace & Industrial Safety Hyglene |'Report No.: UB/2015/60353

Page 10f 12



WRER £
a AW R P ot
k(% 42 £ 100ppm 2 423% A F Fifik)

N

2

SN UB/2015/60353

HFH AP 2015.06.23

%A p 2015.06.26

FL AP MR ILFAF LA T
|_‘1'.;l:|£’;-‘°‘-‘1(.

BRI

F e i 2 S S B

By AATH TR HRATAAERFHT - B 385
- AFAPPHFRPD AP HFEI%RT
RN B BT AR R ATHEEL 288-8 5L 4 12 2

sas a4
LA SRR

¥y AR i

v
%2

She
Ry
~
=3
(B T
En

* Bl % T - B 38 50

S

ki GRS AL
1
Eil".: ,F@]f]'rit’)ﬁ’?‘:t’ ﬂbﬁjé':ﬁltllg%’fu3+§_43

SGS Taiwan Ltd. | No. 38, Wu Chyuan 7t Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / #74* & #74* 2 £ Fl % 7 # —~ i 38 55
o AR BRFLBL G LD P | £(886-2) 2299-3939 f (886-2) 2298-1338 WWW.SS.tw

Ultra Trace & Industrial Safety Hygiene | Report No.: UB/2015/60353 Page 2 of 12



Sﬁs‘ & RIRMH A A )
XSmO R
W ke F 5% ﬁ%&ﬁl@%ﬁﬁé&ﬂﬂ

B £ :Fﬁﬂﬁat% & q?-,eﬁﬁ\_:,ﬁiu‘i‘%?: 4

HEHNaw

&

L'szﬂfifﬁﬂjjj

Mﬁiiﬂﬂ%ﬂ%ﬂ %ﬁi&y{g{\%g&ilaﬂw 2 -_’?}3 P T

) L Ll
A B§Eg:powk T )
(12 B (MikzmupmFan) (2amt 2wk m(qLn
C-agmwm :Mugleras

EeAFekilMT A O ® £ hBAETHESHE)

8 ot 7 % A JEOw, 8 Gemmni 4 )36 508 B IR

Uanimm : sx20f A 8
A Cla# #mmTan A4

Osxsw: I
st f A% st T .

A Zaa fl . AR

B~ BE:

C- A e ppia

A D- #EHEN
E- & ﬁ Z.&
LR LR TS T A YT S U

G- @bLgRARERE | NA
Olsrdrmn (%2 T al e T B ik ¢

Hiir 2 A (e4) A% it (24)
P GAas - Jral st o025t Jtm
i N.A n

il PAMT AL ML RS ATEN R LS LRAFRAPAA RS R AT AR e A A K5 -

| == :itﬂt-ﬂ#&it.tﬁ& PARSR RS SRR RN RSN R RN S AN s ERE e AR

3, Rt RS W R — M A+ 45— b P AG E T R — ot DR Y G L - SR R st W e
BooUma N HAS A ARSI AL I ARANM AR R B A S BRA S SR ST
LHBMA AR AL A2 QEEEHMMMASE  EHAMAMEFER  Ho AL BT HMAL NS RME
AR R0I54E  JL 3 A0 S A SR HI015.01.01 «

o R A A RS TN RAL MRS SRR - A - T B S ik A
BoRELERATEECAANHRAT o S RERTREREAFT R BES RS 56 FiE -

i ERERTAR  ERNAGNA PR ag -

6. A oM dh W RPN W R ke W W R AN AT

107 GLPsEs i £ (DT EF RS2 B E BB r L F T T8 MEF RN e T T ASTRS Y L
W REE N - FERETASE Q- HEet SRR e  REF ST SRR AR - F YA
Mo BTGl d  BHEAR-ST(HL)2 0 TE - S48 TG K HITOLP 4 IFCLPM S T ot N4 —
Ao (3D GLPE UEN £ 10l 0 WU T BB+ ol ohoo 8] i 2 TIDA GLPATAF OECD GLEM = S0 A % + £ sp it s
AR F SR SOSEME T 5 4 WM 2R TFDA GLEE TAF OECD GLP L4 -

HE RS ELATRAT TR " BRd A A T et RS e N N R 5T o d
LR EE b d s £ T LR R T

241§ / &

BaErkEL/ AN

M 35w WO ES W WA Information For Test Anticle/Control Article
S BN 1 20150601 page 10f 1

SGS Taiwan Ltd. | No. 38, Wu Chyuan 7" Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / #7#* & A7 & ¥ F] % I £~ i 38 5%
o AR BRI PR G L P | £(886-2) 2299-3939 f (886-2) 2298-1338 WWW.sgs.tw

Ultra Trace & Industrial Safety Hygiene | Report No.: UB/2015/60353 Page 3 of 12



xER
RN Bib er

O E# O K(A4EE 100ppm 248 &9 FHER)

W EFA B 66 8

& AR A BT A TR 3)

‘%g@%ﬁw 2 ot1.%. 3

THREARA XAR B A

& e B AR A A PR 2 8]

/%\ >o\5.0b 7o

——i

\

SGS Taiwan Ltd. | No. 38, Wu Chyuan 7" Rd.. New Taipei Industrial Park, Wu Ku Dislrict., New Taipei City 24890, T

@ AL BT {7 47 ik 2 ] | t(B86-2) 2299-393 f (886-2) 2298-1338 www.sgs.tw

Ultra Trace & Industrial Safety Hygiene | Report No.: UB/2015/60353  Page 4 of 12



P &

B 6
R R 7
EE X 9
B3 10
332 10
% 11
Ry R 12

SGS Taiwan Ltd. | No. 38, Wu Chyuan 7" Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / #7#* & A7 & ¥ F] % I £~ i 38 5%
o AR BRI PR G L P | £(886-2) 2299-3939 f (886-2) 2298-1338 WWW.sgs.tw

Ultra Trace & Industrial Safety Hygiene | Report No.: UB/2015/60353 Page 5 of 12



k5% 249544 1SO 10993-10 © OECD#404 e 38> 2 SOP-T04 k# {7 o k% ¥
ERE- BB R%S T hed e P A FERMIALE RS &

SGS Taiwan Ltd. | No. 38, Wu Chyuan 7" Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / #7#* & A7 & ¥ F] % I £~ i 38 5%
o AR BRI PR G L P | £(886-2) 2299-3939 f (886-2) 2298-1338 WWW.sgs.tw

Ultra Trace & Industrial Safety Hygiene | Report No.: UB/2015/60353 Page 6 of 12



SGS

1. Rk %

A FfE <6 ke i
B. kik: % AT
C. R {345 1SO 10993-10
D. 48 ¢& /&4 >2Kkg/ 2-12 * #
E. u:ee
F. #&%:3
G WE/F I > TRAERABEIN  Bom P ER AR PE
H BigEe Py
(1) a7 = A RHET R & o
Q¥FePuaf s hHF 2 1w » 208 IACUC 578
I PRAETRB
(1) 58 B 1 20~26C
(2) ;& A : 30-70%
Q) # BB /H:18 /4
(4) &t/ 55 Lab Diet/p d B~ 35
(5) &kl N p kok/pd B &
2. A

0.9% # 32 & 8-k (54 it £ % % Lot No. PJ1901)
3. b Fretl

# 1S0 10993-12 = OECD#404 # 7] » & # 11 A R RIE & (7 3 5% o

SGS Taiwan Ltd. | No. 38, Wu Chyuan 7t Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / #7

SHHEGFPOL T T2 P | £(886-2) 2299-3939 f (886-2) 2298-1338 Www.sgs.tw

Bt o

» B Jo Yok o

AR AEF®T - B 385

Ultra Trace & Industrial Safety Hygiene | Report No.: UB/2015/60353 Page 7 of 12



BRE ; HEE

B | 4305 @k

L H B RS RR e A U (Y Gl - § A S R

5. %%
A RS fos s
(1) 3okt 4~24 | & Mg F 1 oL TP IR B A 9 100m x 15em o 1
BHE LS R E A RREATR) RS R AG A AR E D R
FEG LTS

(2) E #P~2.5cmx2.5ecm & &% # s 0.6mL S 4 18RRI B R E (et B) -
sk AR 4 2.5ecm x 2.5cm & e F 1 0.9% 4 128 BOREIR Y HRe -
RS GO B B A RS M B R L
kR Y o

B. iEi flgF
(1) 2@k 102448472 | Prisamgsk =8 2 A K F RBWER > ¢ i
B oRME s Pl A wRKRRICE B R (R D)

C. ZHAKF R
(1) ¥ - #8351 > 1335 “Score System of Skin Reaction” (% 1)# % 24 - 48
o720 PEis sk 8 2 L K F A o
(2) 145 czrer kahiF A 2+ 5 91 Primary Irritation Index (PI) (% 2) -

SGS Taiwan Ltd. | No. 38, Wu Chyuan 7t Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan/ #74* & #74* 2 £ Bl % 7 ## —~ i 38 55
o AR BRI PR G L P | £(886-2) 2299-3939 f (886-2) 2298-1338 www.sgs.tw

Ultra Trace & Industrial Safety Hygiene | Report No.: UB/2015/60353 Page 8 of 12



SGS

HEREE

1 &5 B2 R REEAL

BE
T % | B | BN | B %E Gk (P & BLI| P¥)
1 24 | 48 | 72
s e |0 0 0 0
¢ | RB-150305-03
ko 0 0 0 0
o 1 B She |0 0 0 0
w3 B | M¥F | s | RB-150305-05 -
ko 0 0 0 0
e e |0 0 0 0
¥ | RB-150305-06
ko 0 0 0 0
- Tr e 0 0 0 0
¢ | RB-150305-03
ko 0 0 0 0
AL g e | 0 0 0 0
=% [A | @k | ¥ | RB-150305-05
B $+) ko 0 0 0 0
s e |0 0 0 0
2 | RB-150305-06
ko 0 0 0 0
FRHT AFREEHBEY AP R kR o TREERE S o KX PIE

SGS Taiwan Ltd. | No. 38, Wu Chyuan 7t Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / #74* & #74* 2 £ Fl % 7 # —~ i 38 55
o BRI P | 1(886-2) 2299-3939 f (886-2) 2298-1338 www.sgs.tw

Ultra Trace & Industrial Safety Hygiene | Report No.: UB/2015/60353 Page 9 of 12



=2
k-

-$

BENT ARKEEHBEL AP R omE R E B TRERES S o BB PIE
A5 00 Bl H - HE T F BT k(7 422 100ppm 2 % A F FFR)T L €
ERA KRR -

34

1. Acute dermal irritation/corrosion, OECD guideline for the testing of chemicals. #404
(2002) OECD.

2. Biological evaluation of medical devices- Part 2: Animal welfare requirements. 1ISO
10993-2:2006.

3. Biological evaluation of medical devices-Part 10: Tests for irritation and skin
sensitization, 1ISO 10993-10:2010.

4. Biological evaluation of medical devices- Part 12: Sample preparation and reference
materials. 1ISO 10993-12:2012.
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1. Score System of Skin Reaction

Primary
Reaction Irritation
Score
Erythema and eschar formation
- No erythema 0
- Very slight erythema (barely perceptible) 1
- Well-defined erythema 2
- Moderate erythema 3
- Severe erythema (beet redness) to eschar formation preventing grading or erythema 4
Oedema formation
- No oedema 0
- Very slight oedema (barely perceptible) 1
- Well-defined oedema (edges of area well-defined by definite raising) 2
- Moderate oedema (raised approximately 1 mm) 3
- Severe oedema (raised more than 1 mm and extending beyond exposure area) 4
2. Evaluation Table of Single Dermal Irritation
Primary Irritation Index (PII) Irritation Interpretation
0~04 Non-irritant
05~19 Slightly irritant
20~49 Moderately irritant
50~ 8.0 Severely irritant
PIS = St—Sc/ 6 (Two test sites, three observation time points)
PIS = Primary Irritation Scores of each animal
St = Total scores of two test sites in three observation time points
Sc = Total scores of two control sites in three observation time points
PIl = (Total PIS of 3 animals)/3
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