LS 1%%F%Eﬁi%ﬁii CERAKERRS S FHAE TSR
I‘,} 217 } Iéé
2HAELE PG RN AR AR~ B R RF R RES
B g Ak R E L
BRI FnRIREF THBRR RS T T
43R4 S B R Eako
Si%y TR FERTT -
6. RRIEIRL 2 TF WS PNF O HREAEFANATRKZ T AR ORARERF E o
T.0he 3% 55D SGSAMZ SR ERFHF -
BAXALPIFEI RFAPFHBRGFGF AP 2 MFELFTHREIAGF(FL %HB ROcCl-
KL20210106TC) -
SGS Taiwan Ltd. | No. 38, Wu Chyuan 7" Rd., New Taipei Industrial Park, Wu Ku District., New Taipei City, 24890, Taiwan / 74 # #7# & % F % 7 {# - §% 38 ¥
o AR BRI R G L P | £(886-2) 2299-3939 f (886-2) 2298-1338 www.sgs.tw

FRY AR

<p+§i:1090225>

Ed RO KPR

FERE FRAFUGF AP
BELHE: cBBIRRERPF 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# & #7# & % B % 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.

&4 R-Ocl-K1.20210106TC

FRAFB(CRREA)

(PUB20C00327)

2 B G %R R

BERLEE

SR B TR

5 F £ FH SR B RN E]
EMBEETRE

. R-OcI-KL20210106TC
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3. The results shown in this test report refer to the test article(s) tested only.



’ LEON

Page 1 of 17

Biotech.
&4 R-Ocl-K1L20210106TC
B 4
BE A couceieeteee ettt ettt et et r e a A At s A A et e At A et b A e RS An AR A bt R st e A s s A bt At en bt n e 2
I 2 E 3 A i cieeeee et e et e e e s e sae e e sta e et e e b e et e e ae e et e e sreaasae e se e ae e et e e et e e e b e e Ra e e bt e e nte e nr e e saeaanaanans 2
BREE A B oottt ae ettt et a s e bt e s s et ettt e s At eae bttt a s A et e b et s s b et et et bt sananananas 2
ERIT LI . i s i 55 S S S A 3
T it ettt ee et e e e e e e —eeea—teeaateeaateeeaateeaasteeeastteteateeaasateeahaeeeeateeeaeaeeeaebaeeaarteeeehteeeatteeeabaeeansaaaean 3
T ZRA T TMeceeeereeieeeeeteiet e e eestese et eteseas s et eae st et ebe e sttt e s e s AeReas s eAesa et aebaat et eRese et et et esene et esesennetesans 4
GLP J5 A A oot ee e sese ettt se s e et s s ss s b et s s s s et et et esesesessas s s s sse sttt e ettt s et s eaenne 5
B A TE A BH o ceeieeeeeceeeceeeecee e eseeee e e et e et e e s s aeae e e s e e st e s ta e aeeeaaeasbeeanbeeabeeasateasee e beeasteebaeateeanbaaans 6
B B A AT e eeeeieeeeeee e et e et e et e s e e ere et e e ae e e st e ae e he e ateteeateraeerteeataeateastebeeaeeaheetea s e eatesaeeareebenatananean 7
BB eeeeeeeseeeetestees et ss sttt s e s e e an e e e A et s At e e s Rt At e R AR bt AR s an AR s A A e R st aese s s ae st et at Rt en st eanarans 8
BRBBREE 2 oottt s ettt et A et et A et a et R R At et a ARt es R At as b ettt etanbaterases 9
BT HL 7 7 ettt ettt et ae et et a e st AeRe e et esea et teRa et et e b e et et eaenaneas 10
B oo e om0 SRS S RS N N R NS 12
BEB oottt a bt a et a st A et s ae et At e A A A e RS R AR et e A At s ARt s b et A A et et et st et s ansaee 14
B A ettt et et e e et e e e e aat e b erseeteeatearteasteaseeasteaeetesseeanteeseeesteastesteaseenteeaseeateetesatenseeateeatensaenean 15
B Tl T L. e v oneecmenssosmsnmermmemseer s s b o i il 55 NG G A G SRR RS 17

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



Page 2 of 17

‘ LEON

Biotech.

|E%A R-Ocl-KL20210106TC
B A2
RER 45 478 B G %R R R
B 4 # FRHEEB(CRREA)
BB 4 75 K1.20210106
R EH A 2021.03.03
K48 2021.03.09
L N 2021.03.12
MR EHERE HEEFANREEZEEZZZAH
HFEEFHFA
4 BT F
Wit &% 80073 i AT E MRS 288-8 SR 4 A 2
HExA B

2N B BRTE B A

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




'-LEDN

Biotech.

Page 3 of 17

BE %A R-Ocl-KL20210106TC

R B AL

A TFENAEBEOARNE] AHBEETRE
Mok &% 80673 =ik AT4A & 4788 288-8 5% 4 A2 2
EE2E
B4 A (07) 841-9003
service@leon-bio.com.tw
2 FE B BT A PR 8
Wbk EHELTTEREHF R K100 38 92 1

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




Page 4 of 17

’ LEON
Blarech. # &% R-Oc-KL20210106TC
Bl &
A A FRAFEBI(RAR)
BT 5B A B R TR F)
R 3E (REF) N/A
HLIE 1090225
g RCRzR 2020/03/04
% % 8 #A 2022/03/03
AR EiR
A K& £
aK 4 4%
e, R QB
s 100% =% f.8
RE 200ppm LA _E
T N/A
Sk € BY
b4 kiRl 2 A= N
%85| B EH
L 1 AR B SR 5 AFHRAMRRABR - REF
Al

DAREREBEBESE  FHELAE -

+ RABRHARBEFRBPIERES A RAARIEAME -

#i B

2021.01.27

KB R ot

K1.20210106-a

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



Page 5 of 17

’ LEON

Biotech.
BE %A R-Ocl-KL20210106TC

GLP 7 &M 29

AR d 2 F EDFBEARS A RS L8 EHET R ERTIEF S FAT OECD Principles
of Good Laboratory Practice (Organization for Economic Cooperation and Development, Paris,
ENV/MC/CHEM (98) 17) £ & U.S. Food and Drug Administration Good Laboratory Practice
Regulations, 21 CFR Part 58 - 3R E#HAT ERERBH T ZRBEMERF Lo EREE
AT AERARBRE ST EELANE - /A RBBE S F itk BRE - AR
Mz H) E BB (OECD principle on Good Laboratory Practice ¥ 6.2.2 ~ 6.2.3 ~ 6.2.4 & 6.2.5

B) BEEEBZIIRE > AR ARFHZI o

MEEXHEA /VF ;jf %

20> .25 (]
BEE S RTEYFHEE R B

wrass N o
Sy RFEWARENHE RN B 3

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



Page 6 of 17

< LEON

Biotech.
BE %A R-Ocl-KL20210106TC

% H 4R 2

FRAFB(RAR)
& B B RAR R BGRER

ABRREZFEVHABENARLXDLREFERME TR EEBREBasABmtEE
R THRIZEBESF - REAHABLEREETER -

R FE %
R EH L 8 H
FEEPEE #4 8 # T
HREEHFA AR EMEE
2R AL F- G- Y g2
A EEER 2021/02/09 2021/02/09 2021/02/09
[ KL20210106-OcI ]
B R AT e T AR
B3 7 o S PR 4L TR 2021/03/09 2021/03/09 2021/03/09
WAE
= B 4 B 2021/03/17 2021/03/17 2021/03/17
[ RAOGLKL20210106] 2021/03/17 2021/03/17 2021/03/17
[ R-OcI-KL.20210106TC ]

REZERBRBETHAA -

o g RE 7 7/\ >
3 FIA B S a7 7o 317
BRE / RTEDHBEREAERAE B 3

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




">IJEEMV

Biotech.

Page 7 of 17

#4& %A R-Ocl-K1.20210106TC

P A SRBRAR B fd ~ BBt E S R4 B AR

EERGARTEMAERLE R

NEEEZ GLP HEE > BEX AR R KHEBY TR REA T EMFAEIRGE R
NEHLEZ GLP EMEVNFE o FTH LR 8 ERF SR 4E GLP R4 -

R A

£k
Eibabl&skikE

£3H%BE (SOP-Q07-F01)
¥4 8 4% (SOP-Q10-FO1, SOP-Q10-F03)
# 5% 32 &25% (SOP-Q10-F02)

Rt E %
NS REct &

et & TR (B2

YRR E 1

B34 F B 32 4% & (SOP-T01-FO1)
4279 8 G R0 R BBk 04k & (SOP-T06-FO01)

oS

g

BEREE

nS

&%
5%

AR
3R

E3TR (% £5)

At (5 F FER)

2 el B
RENBHBIA | gy oA 4R)

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



Page 8 of 17

‘ VLEON
Biotech.
BE %A R-Ocl-KL20210106TC

B &

FEREMBAHRAARERA AT BREEF T AAGHREEIITRM LA HEE
HAR > RBELBEEAEMEULEBEFTEARTRIAAFDEMERTRGEELSGE - X
B A ARIE M [SO 10993-10 Fo Py /4R A £ 42 - SOP-T06 REAT © AT 374 Aty
gt iREE— B EHEIEATERAIMNERE -

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



Page 9 of 17

’ LEON
Biotech.
#]E %A R-Ocl-K1L20210106TC
R A
WiE | & aFmERkEa % (NZW)
I ERTERRELZE €8 235%A (TLRD)
(8 43¢ 3622 F 1k 4% SOP-Q02)

Py #%4% 1SO 10993-10
nE 2-3 kg
PE 7] 73
#F 3

EFMANERIBEHRERIE > REBRATALSASHBAE B
#7%& / BliE BREGY -

(4% 3% SOP-A02)
A% E 4% 42 4R 4% SOP-T00

42 7

A8 B4 4% %) A BRI -

AEITETHHE/ LR HER o AFEBH 0 [ACUC
e 3RAE B s o

£ Bk E (k3 SOP-A01)
wE 23+3°C
BE 30~70%
B E/R 1 £/%

F | eI X

Lab Diet #5326 /& s B4

R | BT X

EBARKNNBREZ BRAKRLLFKEBRE / B
A

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



Page 10 of 17

< LEON

Biotech.
#E % R-Ocl-KL20210106TC

MR Ty ik

EY-
1. 0.9%4EREBLK (5/6FHE > 1L3E 1 VD2404)

2. BEBABAK (6B HE > #3581 VL1301)

-2

R ISO 10993-10 A & Py AR FAE £ 24 SOP-TO1 - RIFFEF &R > HBATH 1 @Al
WL 5 TR A AR A bR R A A EAE A o T BRAT R A Bk s 4(ADVANTEC,
3% 71222012)4 3] pHAE & 7 - sbikBih B B A R G R B R 3K5 91 0% R] #0544 F

R -
oéa
R HER4E
3EEY
BB E R 0.9% 4 32 £ E K
M REREEHBayHERAR — & 2T K E ARG
Ik

1. R 914 BR da s e A

1.1, BBRABREGHWRE » A ARAEFTRAZIGMIHRNETRZI -

12, #01mL ARMARBALTAR AH01ml HREBRFARN—ELTZAHER
BMABELRTHREY—H - WPBER=E LT -

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



Page 11 of 17

YLEON
& Biotech.
RE %4 R-Ocl-KL20210106TC

2. BEETAE

2.1, HREpwm P Rax & REARAER RN ERAFRETREZ G F 120.1 ~ 2442
4842 Fu 7242 NN AT R > A E SR ERERRESRE - ZRERFEH MR
MR RAEASBEEE RS AL B 2] R-BEAZIFHKIE “System for grading

ocular lesions” (&4 1)

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



Page 12 of 17

’
LEQN
4 4%% R-Ocl-K1L20210106TC
EE P 3
l. R FEEZBERBELR
Rl (L£8R) HRE (HR)
5 4 48,7 " “RIRMBER” “0.9%4 32 A H K
% - 4R H 9,3 R -9 3] R R BLE I 2
() ChE)
HE (AF) 120.1 | 2442 | 48+2 | 7242 | 140.1 | 2442 | 4842 | 72+2
A B
REBE| 0 0 0 0 0 0 0
RBEE| 0 0 0 0 0 0 0
. RB-210114-05 " hr B 0 0 0 0 0 0 0
58
Ff | 0 0 0 0 0 0 0 0
KE| 0 0 0 0 0 0 0 0
2.8090 > | 0 0 0 0 0 0 0 0
A B
RBE| 0 0 0 0 0 0 0 0
RBRE| 0 0 0 0 0 0 0 0
RB-210114-09 e 0 0 0 0 0 0 0
2 * o
Zf| 0 0 0 0 0 0 0
KEE| 0 0 0 0 0 0 0
2.9460 >k | 0 0 0 0 0 0 0 0
) 8
RBE| 0 0 0 0 0 0 0 0
BB EE 0 0 0 0 0 0 0 0
RB-200917-02 hr g 0 0 0 0 0 0 0
3 o 23
Ff| 0 0 0 0 0 0 0
KE| 0 0 0 0 0 0 0
2.7470 >t | 0 0 0 0 0 0 0

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




Page 13 of 17

SLEON
Biotech.
#]& %% R-Ocl-K1.20210106TC

BB ARRASRAXHERATEABMNURE > TEHYHIET °

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



Page 14 of 17

‘ YLEON
4 Biotech.
BE%AE R-Ocl-KL20210106TC

ARBMERET  B-RENGRAFRRRA)BR  EERERHBA ARG ed
MR G R B E Y B AR R R IR 3R 4 RE © Bl b0 0.1 mL B —# F 6975 B K & B (R
B BRAGHamERE RREE LR BRE -

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



Page 15 of 17

#)LEon

Biotech.
BE %A R-Ocl-KL20210106TC

R

1. 8RR % & 8935 % (ISO 10993-10)

R & T
AR
FERE (REEESR)
BARERA 0
DH SRR ba B T R 1*
AE LR FEARSR > ko) e B S BEH A 2%
A& BT Rba i - BILADRFRTHR 3*
RER > BT R 4%
ABERLS
wyz— (RED) MAZLE 0
BBy Z— 2FE]—F 1
AR—F 2R EWHZ = 2
BBWUHZ= > AEEEARR 3
Lad;i 2
E¥ 0

HEHNEY Aok ABERAR L (EAREH)  BRAHER 1+
e (%128 RMEZGHE)

HAERE B REFIE (ETRATHELE) b

BEHT—R

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



Page 16 of 17

#LEon

Biotech.
#5445 R-Ocl-K1.20210106TC

9.1

Frir (50 ABF S A RERFo 1)

& E ¥ 0
7 B BE N IR 1
EHHME > RRGREE  BHLEREHHR 2%
WEZRENEE 3+
ER A
AR A& 0
AT A EF R (SRR ) 1
HOABARE AR © BREBRIF -8 1L 28
B B P AR 4 - B 3*
RRWRAFEHNEGETEHE 4%
sk
& sbEE 0
AR TEYNHE (FOABEEFTHHTRERG D E) 1
WABERRER IR ER T BB R BE 2
mEEBGRRFREE > XAREBEEAYER 3
g R R

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



Page 17 of 17

’. LEON

Biotech.
L% R-Ocl-KL20210106TC

5% SRR

. Good Laboratory Practice for Nonclinical Laboratory Studies. Title 21 of the U.S. Code of
Federal Regulations, Part 58. The 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 devices-Part 10: 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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