B0 % L
APE)(BIO

aiwan

2222222

APEXBIO



4

| 4

ﬂ-:d.
PR i T = T

T jmht ol -
ad

|-

EmAE
R
P AR HEFRS FTRTE
PR PFIRR S BRI EH T F 705 1805
NI RS F A ERE AT F¥?W?P
LR PN E Y RS 25 2#106%F

% ® 2 #0mnis Health LLC :
1736 River Hills Dr Suite 6, Nashville, TN 37210,USA

12/02/1997

06/13/200004101 + %)

09/17/2001(1733+ # )

10 & ~
Ak d B4

7374 (2 9/30/2022)

APEXBIO



A VA

1997 FIUHEETT

1998 [AEE4HH{S-FDA
510K

1999 Pz B A HIE:

2000 [-HEHRE

2001 ## [ i EE e

4

1997-2001

2002-2005

I

2002 HUf-EL ERRTEE

1SO 9001/13485
2003 HY15:CE mark 272z&
2005 R aehbn s R 2
mm_ b

=1 s M
,\?",ﬂ.

2007 H % 2 i b
2008 &&= MUk 2 b i
2009 kA MEkln
2010 BIEEImH TR E
2011 1B/8E 1b & i 15 5 F)

2017 HUf5-3EE0Omnis A
SIS TG,

2018 iVCGMA: 4 B 52k
Ket-1 H{f5FDA 510K

2019 H#51S045001:201857 3%

i (AEO) 2020 GCTUHU{SCERZH
2006-2011 2012-2015 2016-2020 2021-2022

2012 gk N 71 5HE2 1L 2022 WAL 0I5 oy

2013 JEFFEK R Bl o5 — i HH B2 A S A ERAL PR R

2015 i bim e R m b EEAES, T
UK/ A EE T Re B4 in B JE5E FCEE i 25 1
JEnn KA FEFAE i QMSZLIEFT A]
H#5:1S014001/OHSAS1800157:8 B

~ APEXBIO



i
o

o [

£

TFDA

CE

FDA

CFDA
PMDA

ANVISA

FEER

GMP

ISO 13485:2016
CE mark number:CE0197
EN ISO 15197:2015

510K’s -
FDAUYRXR & MR R BB

Medical Device Class Il

2017 EfEIB I EVISRE

APEXBIO



2 '2 7
3%"% ¥ S
FIRIES Fi 2 BEL 2o el > s BEE A5
#“rﬁ i é‘, GRIi%EJ'J » 113E L -‘}{' \3"

-‘J‘ﬂf,“
1E!
\i\i\
it

Certificate TW15/11085 Certificate TW16/00926

The management system of The management system of

Apex Biotechnology Corp. Apex Biotechnology Corp.

No.7, Li-Hsin 5th Rd., Hsinchu Science Park,

Hsinchu 30078, Taiwan, R.0.C. No.7, Li-Hsin 5th Rd., Hsinchu Science Park,

‘3 Hsinchu 30078, Taiwan, R.0.C.

-
has been assessed and certified as meeting the requirements of %
.

3 m has been assessed and certfied as meeting the requirements of %,
ISO 14001:2015 e _SGS|

For the foliowing activities
For the following activities

For the design and development, Manufacture and Distribution of
In-vitro Diagnostic Devices used in the g of Blood For the design and f: and D of
and Uric Acid/Lactate/t h /HbA1c etc, and In-vitro Diagnostic Devices used in the Monitoring of Blood Glucose

I/Ketone/HbA1c etc, and
system including Meters, Test Strips and control
Solution including the Point of Care and Home use.

F | system i Meters, Test Strips and control and Uric Acidil
Solution including the Point of Care and Home use. Pesticid i

This certificate is valid from 25 October 2021 until 23 October 2024 and
remains valid subject to satisfactory surveillance audits.

Recertification audit due a minimum of 60 days before the expiration date.
Issue 4. Certified since 23 October 2015

oF MULTY
NS This certificate is valid from 25 October 2021 until 23 October 2024 and
remains valid subject to satisfactory surveillance audits.
Recertification audit due before 13 October 2024
Issue 4. Certified since 24 October 2019

The audit leading to this certificate commenced on 22 September 2021

Previous issue certificate validity date was until 23 October 2021 The audi leading to this certificate commenced on 22 September 2021

Previous issue certificate validity date was until 23 October 2021

Authorised by m
i | el Authorised by
UKAS @', TAF
MANAGEMENT
SYSTEMS
$GS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CHE5 3EN UK 0005 Management System

SGS Taiwan Ltd.
+44 (0)151 350-6666 f+44 (0)151 350-6600 wwaw.sgs.com No. 136-1, Wu Kung Road, New Taipei Industrial Park, Wu Ku District, New Taipsi City 24803, Taiwan Certification

21HC 14001 2015 0421 14886 (0)2 2299 3279 f+886 (0)2 2299 3231 wwav.sgs.com MS001
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MULTI-PURPOSE ANALVZER

+ Hemoglobin Alc
icroalbumin
+ Creatinine
+ Albumin Creatinine Ratio (ACR)

Specifications

+ 5" LCD Touch Panel « Operating Condition: 18~35°C/Humidity: <80%
HbA1c: % mmol/mol, eAG « Analyzer Storage Condition: 4~50°C/Humidity: <80%
Microalbumin: mg/dL A X
Creatinine: ma/dL, mmol/L SCardge Siolae Tampefatul=.
ACR: mg/g, mg/mmol HbAlc 2~8'C

« Type-A USB Interface Microalbumin: 4~30°C

« Universal Power Supply 1W~240V, 50/60Hz Creatinine: 4~30°C

+ Dimension: 290L x 206W x 137H {mm) ACR:4~30C

+Weight: 1.7kg « Memory: 250 Test Results

o

E APEX BIOTECHNOLOGY CORP.
o No. 7, Li-Hein Gth Rd., Heinchu Boienos Park,
Hainchu, Taiwan
3 Tel: BBE-3-5841862 / Fax: BBE-3-65878302

E E-mail: info@apexbio.com / Websita: www.apexbio.com APEXB|°
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| Al | 2020 | 2021 | 2022/130

=l 42%  43.5% 41%
Bl 46%  45% 49%
ol 11% 11% 9%
FEM 1%  0.5% 1%
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2,005,337 2,131,656 1,735,537

EH 452,224 571,512 418,971
=% A m 103,328 204,949 125,879
I REIET 94,629 202,289 138,582
i & ER 0.95 2.03 1.39
ER=R 22% 27% 24%
R ES 1,731K 1,677K 1,471K
AAEEE 1,061M 1,167M 846M

APEXBIO



2021 2022/ 1-3Q
o MEERE(CMER nE&AE A mMESAR(EMER B ERAEA
MR = | M=) o EMEENRER o HinE)

FFMIEFRAGEH

M#T 2=/ MR/ Fr BE /%L B /RE I B2/ =22 R &5 APEXBIO



%8 & P g (1104 )
- 5 . . 7 i * 4t [AA/AHER A 4
o Bifgphdk RAVE | PedpiRk i R P %%t
£ R 109 | 110 | 109 | 110 | 109 | 110 | 109 | 110 | 109 | 110
BEEAEEE TS
s xr g 16 16 [0.19] 0.2 | 14 | 15 0 0 0 0
Bi-EE g R BEr 28 | 26 |0.34/0.33| 20 | 22 0 0 3 3
FAFTAEP R 21 21 10.26/0.26 | 12 13 0 0 0 0
TR LEFEAETE 17 | 16 0.21]0.21 ] 15 14 0 0 3 1
H i 2 2 - - - - - - - -
4447 85.14

FE AN EIHERFEREE: 21%~35%

APEXBIO



R

APEXBIO



