TELEAE G TR L LR AR SRR T AR
I‘,} 217 } Iéé
2HAELE PG RN AR AR~ B R RF R RES
B AR TR E IR o
BRI FnRIREF THBRR RS T T
43R4 S B R Eako
pé‘%’f" ’F’TF}G B Fd_éﬁrfﬁ—r —" °
6. RRIEIRL 2 TF WS PNF O HREAEFANATRKZ T AR ORARERF E o
T.0he 3% 55D SGSAMZ SR ERFHF -
BAXLALRFED RFAFFHRFGF AP AP PFELTHREIAFTERE %B RSR-
KL20210106TC) -
SGS Taiwan Ltd. | No. 38, Wu Chyuan 7" Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / 74 # #74 & % B % 7 {# -~ §% 38 ¥
o AR BRI R G L P | £(886-2) 2299-3939 f (886-2) 2298-1338 www.sgs.tw

FRY AR

<p+§:1090225>

AW R

FERAE FRAFEUGF RV
BELHE: cBBIRRERPT 2T
RMELEL2R%Z
WS § % PUB20C00327

Ultra Trace & Industrial Safety Hygiene | Test Article No.: PUB20C00327 Page 10of 2



BERF TR

SGS Taiwan Ltd. | No. 38, Wu Chyuan 7" Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / #7# & #74 & % F] % 7 {# ~ §& 38 %L
o AR BRI R G L P | £(886-2) 2299-3939 f (886-2) 2298-1338 WWW.SgS.tw

Ulira Trace & Industrial Safety Hygiene | Test Article No.: PUB20C00327 ~ Page 2 of 2



LEON

Biotech.
RE % R-SR-KL.20210106TC

3 RH ERCRA )

(PUB20C00327)

R G R B R B

BRERET

EITTITELOS

5% T E M FH BRI A R F
AR EETRE

. R-SR-KL20210106TC

Note: 1.  The content of this final report is invalid if it is not presented as the entire final report.
2. Any unauthorized alteration, forgery or falsification of the content or appearance of this
final report is unlawful, and offenders may be prosecuted to the fullest extent of the law.

3.  The results shown in this final report refer to the test article(s) tested only.



< LEON

Page 1 of 15

Biotech.
& 47 R-SR-KL20210106TC
B 4%
B A oottt a ettt ettt a et a st e et A et s A A et an et ee A et et s et e s erae et aeseberane e st nanaetne 2
FIF 2 EFE Ao ee e a sttt a ettt b A e st e ae st s et e b aesenaeseraees 2
BRIB A oottt sttt a A a e R e e e e At eea b aebae s e e s e eteraenesaeserans 2
BB BB AR et e et e e ea e st et a et e e et a et ta e a st a e s et a et et sa e s nansesesanaetenaranas 3
B B e e et ettt et a ettt e At e At A ettt A et et AR et e e A et e et e st et s s aeaeeereas 3
TR BRI 2 ettt a et a et e et a s a st a et e et st e s e s s e rnaneas 4
GLP ZEAEEEBA <ot ev et et e et et es s e as s e s e s et sses st et et snsasetes et etenees et eneasaserensanns 5
L AR TEEE B oottt ettt e s At st e s e s e rasanees 6
B B A ettt e ettt a A A A ettt A A A e At et e s b sast et et et s st e aeteae st etne 7
BB ettt ettt ae s st et et a et e et ee At st ae e e A s ee At e At esa et eesae s s e e s s s assesaneeranas 8
BRBBEE 2 oot ettt e st a et e e et et esana s ta et n et ene s et enanaeaernans 9
BT L 7 7 ettt e et et oAt a A a ettt ettt ea sttt et bt b et seteaeanas 10
BB ettt et a et a At a At s et e s et et aetesae bt n et ssaetenerans 12
BE T ettt e et a et s s e e et et a e et et e et s A et saetena e et esanaesenanaetarans 13
A ettt At a et et A e e At A e s e s s s e et e s st s e tenaees 14
oA UK oo eeeeee e e e ettt A oA A e A et a e a et r et es et s s e saneas 15

All rights reserved by LEON Biotech. Co., Ltd. Unauthorized use in any form is prohibited.



Page 2 of 15

‘ LEON

Biotech.

L %7 R-SR-KL.20210106TC
R LA R o B R
R A FRHEB(RREA)
R TS 4 75 KL20210106
HEREHY%E 2021.03.03
K ek A 2021.03.09
T xmB 2021.03.12
MEELE KRB AHEEIHFAZIRELZEER
HEEHA
4 BRI
W ht 4 ¥ 80673 Sk AT4AE F 45798 288-8 5% 4 HE2 2
REEA B

%HAB BRI E BB A

All rights reserved by LEON Biotech, Co., Ltd. Unauthorized use in any form is prohibited.




Page 3 of 15

< LEON

Biotech.
L %7 R-SR-KL20210106TC

B B AL

4 75 RFEMPABRBAARNE EPEEETRE

& % 80673 &k T ATLA B #4795 288-8 3k 4 42 2

Hhk
gy
B 48 A (07) 841-9003
service@leon-bio.com.tw
P FREBRAS A R E
Hht EEELTFEREFRB K 1003% Iz 1

All rights reserved by LEON Biotech. Co., Ltd. Unauthorized use in any form is prohibited.



Page 4 of 15

’ LEON
ESIER=S 4% %% R-SR-KL20210106TC
Bl 'R
L F FRFFEBGRARA)
B/ R A A R E)
# 5 2 5% (REF) N/A
IR 1090225
# 3% 8 2020/03/04
# %% B £ 2022/03/03
AR R
A ARG &
ek s 5%
E Ra R AL
B 100% = f.8
RE 200ppm 24 k.
AT N/A
AR K L A =R
#7] BB
AR RIEK 5 ARAMRRAER - REEF
AR 2

MAERABBESEE

&% B

-

o

+ HEHETRGFFRUESEF B NA AR EAM -

B

2021.01.27

R H

K1.20210106-a

All rights reserved by LEON Biotech. Co., Ltd. Unauthorized use in any form is prohibited.



Page 5 of 15

< LEON

Biotech.
#E 44 R-SR-KL20210106TC

GLP &M #H

AR E T FEWFBIMA A RS £ A8 5T B E HATIEHF S 34T OECD Principles of
Good Laboratory Practice (Organization for Economic Cooperation and Development, Paris,
ENV/MC/CHEM (98) 17) 2 % U.S. Food and Drug Administration Good Laboratory Practice
Regulations, 21 CFR Part 58 - RE#4T R RERBRIT T TR EEMERAF L X EREE
B ATHE AR AR AR A3t EE XN - AT A B AR E ¥ dm e 8k R B - B 1H B 1t
Z ¥ & B B3 (OECD principle on Good Laboratory Practice ¥ 6.2.2+6.2.3~6.2.4 & 6.2.538) >

BECBBHZMRE  RIFRARERAZ I -

HEEHA /%; ;;l *z;

) 20> 03 /&
BEFE /BT EMA A R H 3
werezs 4 () V2
ENEY “» ety
B4l RTFEMABRRL ARG A

All rights reserved by LEON Biotech, Co., Ltd. Unauthorized use in any form is prohibited.



Page 6 of 15

‘ LEON
Biotech.
L4755 R-SR-K1L.20210106TC
RS 3]
FBRHEBGRARE)
PR N4 BIE S s

AR R T EMARROH BN L L RERAERAY  ARBRD s RRTEE
B4~ TARIIZRBAR Bl T HARBREF LR -

R FE %
uRLEHEHAH
BREE& #Z 8 #H B
A o AEIHA | RBRELIF
RETEZER
(KL20210106TC-SR | 2021/02/09 2021/02/09 2021/02/09
REM T AT RER
et S A B P 2021/03/09 2021/03/09 2021/03/09
BREEFEHN 2021/03/18 2021/03/18 2021/03/18
KR EEZESR
[ R-SR-KL1.20210106 ] 2021/03/18 2021/03/18 2021/03/18
[ R-SR-KL.20210106TC ]
REZLEFZFHRBERBE -
mHARE <\
uﬂg ﬁ* ,Z\ }/ >071>o}./aa
FFAAR WA~ A
G/ RTEMAEEL A RAT A #5

All rights reserved by LEON Biotech, Co., Ltd. Unauthorized use in any form is prohibited.




Page 7 of 15

”‘LEIWV'

Biotech.
}]E 47 R-SR-KL20210106TC

PR RBME Lk R EE - BT EREECRGEARTFEAMFA R AR
N ETZ GLP#EE » BEZ AR BB REBUTREN R FEDFHEELSAF R
NEAHLEEZGCLP R EME VD NE - A REESRBRYE WELERF S&YE GLP B3 -

+E R AR A b

£ #H% E (SOP-Q07-FO01)
¥ 548 &k & (SOP-Q10-F01, SOP-Q10-F03)

&% o B 3 &8k (SOP-Q10-F02)
HEibia sk kB
s Rt & &
REHET |t g SR (B2
[ R 424k % (SOP-TO1-FO1)
8 4T G &R R MCRBRIEE 4% & (SOP-T04-FO01)
- MR E
. a MEREZTEITR (FEH)
R (A #8)
2 i1
REDBHRI | gy % #8)

All rights reserved by LEON Biotech. Co., Ltd. Unauthorized use in any form is prohibited.



Page 8 of 15

’ LEON

Biotech.
#E %A R-SR-K1.20210106TC

B &y

TERRBMAYEARARA LAY  EREZEFE T XAAFRHREEITERIAEAMEST
HAR RBLBRBHELLBBVTEARTLINAEMEMERTRGEEGE - R
B Z AKAE AL 38 [SO 10993-10 Fo 3 35457 4 ¥ 42 /- SOP-T04 AT ° R RBIF A AWM E “HF B
HEBRRRA) ZERRATEREBHRE RZAHIEHF R HRE -

All rights reserved by LEON Biotech. Co., Ltd. Unauthorized use in any form is prohibited.



Page 9 of 15

’ LEON
Biotech.
#|E %A R-SR-KL20210106TC
REREE A
WiE | &4 @FEE A Ea % NZW)
. ERTHRE 24X B €5 2R 5%A (TLRD)
(9445 3 22 F#k 45 SOP-QO2)

I f% ¥ 1SO10993-10
AmE >2 kg

s
= Witk 3 A R T R AR
#E 3

N FIHIBEHRBE AL - RERATALESBABH

7% /
G R4EE B - (4 SOP-A02)
R B A R R AE AR B £ 2/ SOP-T00
% 7]
1858 2 %) L HAZ A
: AT WAE/ SR R 0 AF B H 0 IACUC 3%

e o i e o

£ A% (R#E SOP-A01)
lﬁg’i 23:5:30(:
BE 30~70%
BB B/ 1 &/4
B e X Lab Diet #5326/ & d B A&

L8 a RANIEE i 488K BiBIR
Bk ) B BHRANNEEZBERKELEKEBE/ B H

9

All rights reserved by LEON Biotech. Co., Ltd. Unauthorized use in any form is prohibited.



Page 10 of 15

< LEON

Biotech.
8L %% R-SR-K1.20210106TC

MR Ty ik

A
1. 0.9% 432 A HK (L4628 % » 33 1 VD2404)

2. RBABK(EHILLEE > 33% 1 VL1301, UHO0102)

eV L k8 ¥

R4 IS0 10993-12 3 Al 4w Py SRARBEAF ¥ 25 SOP-TOL « RIEF P Z R - SBATH 1 AR
WL 5 NI B AASK (L3R 1 VL1301) R4 o sLRIRMERBEEER - TRAT - AR
i 3R 4(ADVANTEC, #u3%: 71222012)4: 8] pHAE % 7 - sbikBadn B 5 A K G % & JF R #0R
R SRR R R BR L R A o

a3
Rk HBa
3EEM
PR R R 0.9% 4 72 A 8K
BE: $HER S ER BI VR Rl ) — R T 0 R B R4 -
x ik
1. %4

1.1, REAT 424 B @ ARE AT LHELRETHREEEHHEY 10cmx 15cme

All rights reserved by LEON Biotech, Co., Ltd. Unauthorized use in any form is prohibited.



Page 11 of 15

"’JLEIM\I

Biotech.
L& 4% R-SR-K1.20210106TC

1.2. SN RBHSBZATFE -
13, MM EFRLEETRER G TE) REBANEREL BB ERETRALGH Y
PR BRI -
2. MBI
2.0, EBARAEEYA (2.50m x 2.5 cm) B K 0.5 mL AR R A BN B E (T
B) o sbsh (A4 B AR & 84 A (2.50m x 2.5 cm) 32 0.9% A4 72 A H KRR A BB A o

ERERRERERE L -

22. 4/ EEE o BB EYABRIE A AMAK (IR 0 UHOLO2)FERBRALE -
3. FHERBRIE
3.1 ABRREAHRBELY A% F 1201 /NeF ~ 2482 /BT ~ 4842 /[ NBFFu 7242 /N BF
BERBRMEZRERE BEEB O h KENMEEFERE (R 1)
4. RERRERIE
41. EBE—BERE > BRYAEZE 242 /N EF ~ 4812 /NBFe T2£2 NBF > AR “Score
System of Skin Reaction” (%4 1) #3RBM E X & § REL T35 -

42. RFépa R BoKEEZ AT 23t B i Primary Irritation Index (PII) (k4% 2) -

All rights reserved by LEON Biotech, Co., Ltd. Unauthorized use in any form is prohibited.



< LEON

Biotech.

Page 12 of 15

L %7 R-SR-KL20210106TC

. SImERZERREF ST

X

%4 (4 & [B) HRa (kg a)
B4 %5 M
5 F4RE BEFHR L (M) BEFRE L ()
mERT) 1£0.1 | 2442 | 48+2 | 7242 | 1x0.1 | 24+2 | 482 | 7242
RB-200730-02 41 BE YL 4% i 0 0 0 0 0 0 0 0
e
3.6626 K& 0 0 0 0 0 0 0 0
RB-200730-04 4T BE YL 5 fpm 0 0 0 0 0 0 0 0
i
3.8376 K BE 0 0 0 0 0 0 0 0
RB-210114-06 4r BE $ 4 S 0 0 0 0 0 0 0 0
o
3.2980 K BE 0 0 0 0 0 0 0 0
Primary irritation index (PII) {& ¢t E 4o F
P151=T=0 P152=—6——=0 PIS3=T=0
0+0+0
Primary irritation index (PII) = ————=0

3

@  PIS: primary irritation score for individual animals

ERE ARREIHBATELERAARCRALERAKERE SARAH T E2EMHE

o pboh 0 %443 E B % Primary irritation index (PI) #5424 0@ &rsbRBEZEAEHR

JE -

All rights reserved by LEON Biotech. Co., Ltd. Unauthorized use in any form is prohibited.




Page 13 of 15

#ILean

Biotech.
#E4%A  R-SR-KL20210106TC

)

BB RETAN BRI AERAEEALHREEHIL  EAMLHALHAKERE Lt
RRE P BAEFTH I o $I 0 FAE S H ) 4 Primary irritation index (PI) 43 % 0 » %
TRIRMBERN ARG S TE LM Bk E—FEN“FRAFBGRRE) ERA
FHeBERERELRERHRE -

All rights reserved by LEON Biotech. Co., Ltd. Unauthorized use in any form is prohibited.



Page 14 of 15

< LEON

Biotech.
BLE %A R-SR-KL20210106TC

A&

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 of 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
0.5~1.9 Slightly irritant
2.0~49 Moderately irritant
5.0 ~ 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

PII = (Total PIS of 3 animals)/3
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. Good Laboratory Practice for Nonclinical Laboratory Studies. Title 21 of the U.S. Code of
Federal Regulations, Part 58. United States Food and Drug Administration.

. Current OECD Principles of Good Laboratory Practice (Organization for Economic
Cooperation and Development, Paris, ENV/MC/CHEM (98) 17).

. Biological evaluation of medical device- Part 10 (2010): Tests for irritation and skin
sensitization. ISO 10993-10:2010

. Biological evaluation of medical devices- Part 12: Sample preparation and reference materials.
ISO 10993-12:2021.

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

2:2006.
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