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1. E A B (Intended Use)
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4. #F L FE (Composition and Principle)
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5. 4}#1 (External View)
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EX B RAXE
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Fig.9 Screen view of calibration column
9xv)IJL—2arhSLDEER

5



| Ele Settings Database Export
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=7 Language 3 Test
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Last name Male/Female
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Date Operator
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Fig.12 Screen view of Settings-Extract QR code
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Fig.13 Screen view of Extracting QR code from QR Code Card
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| Ele Settings Database Export
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Fig.15 Screen view after extracting QR code
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Fig.16 The placement of test strip in the cartridge
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Fig.17 The placement of test cassette in the Fig.18 The placement of multi-analytes test
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Fig.19 The placement of three in one test panel  Fig.20 The placement of four in one test panel in
cartridge in cartridge
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File Settings Database Export
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Image Patient ID Date of birth Test
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Last name
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Date LOT
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Analyte Valid Result
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Fig.22 Screen view of Main reading window with Patient information
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Fig.23 Screen view of Main Reading Window with Patient Info option
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File Settings Database Export
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Fig.24 Screen view of Main Reading window without patient information
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Fig.28 Example: Cardiac Troponin | (cTnl) Positive Result
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Fig.29 Example: Cardiac Troponin I (cTnl) Negative Result
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Last name
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- admin
Anatyte Test Vaicd Result
Tropenini T746ngiml  OK trwalid
The original histeg |T||e |
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Fig.30 Example: Cardiac Troponin | (cTnl) Invalid Result
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Fig.31 Screen view of Test results with option to save to database
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Fig.32 Screen view of database window
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Fig.33 Screen view of data deletion
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Fig.34 Screen view of option to filter the results
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Fig.35 Screen view of selection of export database to excel
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Fig.36 Screen view of selection of export to excel
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Fig.37 Screen view of Selection of PDF to see results in PDF format
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Fig.38 Screen view of selection of Print command
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Fig.39 Screen view of Exit option
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9. REEW
-BE : -10°C~60°C
FEFHREEE - <809%RH
- R JE : 86KPa~106KPa
10. FEEE
ZDA—Y—HA FTEEINTWEWAHETERT L. HBRICE > TRESINLIREN
BAHONSEEEENHY £9,
-REPELITIEEDIL. BEE. kB, GE. BEEAX. BEFfEL. BEOEBEFIES
EEZEIT TSN, b4 fit#kESEL T S,
6.2 RIREHS IV I BREEHE.

)= —Fa Ea—3—h o 20cmBENT-EE TSV F I+ —LIZEZTET,
AV UBEOYMETAIZY FEFRLEVWTLESWL, YoF—, AoEUEEY. Fi-
XZDMOEARIZZELT, V—F—~DEEZEHTET,
- A— P PEFRIZROBELAHYET, BAEKIZELI-TavaTH— Iy T%E
HEFET,
Ay FEREZFORBEREZRET HEEE., TRTOBHIHK->TLEEL,
s LUTFICYR FENTOWSEERESHENT) —F—FIERERBEZFRALAZWVTL I,

I)—4&—: 15~30°C

HEEZE : 156~30°C
AEGICRBEEIATHWVSE R IA—FHA—FOHFEFEALET., COEBEZMDA—H—DIEE
LETRM2IZY FEERFREDaA7ZILTR 22y FCHEALTEON-HERIIEETETEE
Ao
- AENERRICKFELEZEWVLTESL,
- RN EFE S RERICOENSEEEENAH Y FT,
1. T5—¢LEE
DT IVTIEH BEDIS—BLUVEELEI—FDO STV a—T 4 VT FIEIZDONT
SBELET., COV_aTIIDERIIH S EEIVESFEEIS—IHEIEGEIE. T92AL
YR— FEHLLTLIEELY,
EREBSIE., COA—F—IT 2 T7ILOREICEEH INATNET,
Mi1rs—

= B L.V T %=
7ovay: K22y JFLT, ELLA—

Login Failed! 'U’—%]\j] Li_d—o ID tlﬁxlj_po Is5—
N HZEIE. EBEFIERT HH. T/
HILHR— FTEK LT FEEL
IS— BN RT—FN—HLEHA,
7o a3y [KlzayTFLTERATLTL
Old Password Confirmation! EFEW, BULWVNRT—FKFAIELWS & Z5EE
LTS, T53—mHaE. BEEE
oK | [CERT DD, TIZAILYR— MIERKL
TLfZELy,
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New Password Confirmation!

I5—: THLWLWIRT—F] & T#HLLWN
AT— DRl N—HBLFEEA,
7ovay: [Klx42yFLTHEHAITLTL
a0y, MADNART—FARA—HELTLSC
EEHRALTLESL, IS—MHKECIEE
. EEEFCERKT EH. TV ZHILYKR—
FIERKL TS0,

I H
~

Operator ID is Already in Use !

IS5— : ARL—4—1DIEI TITEREINT
L\ij-o
ME : T0K) 242 v JL T, BlO—5—ID

#ADLTLEESLY,
EEEIERT HH.
EHRELTL SN

IS—hE<IGEIE.
FH =AY R—KIC

I H
~

Admin Limit Reached!

IS5— . EEEDLREISEL--H,. EEE
ZERTEFEHA, EEEOREAMII T

T, POy BIESh-EEEZHIRRL
T. HLLWEBEFXERLET . T5—H
KIHEEIE, EEBEICERKRT SN, T9=AHL

QR Code Could not be Read!

HoR— kI LT < E L,
Y TS — RO — FREEARMBCENTEEE
ATLT=,

Tovarv:A—rYyTEREAE. Ra—F
D—FHAEINTNEWN EZEEL. R
D—FHEREBEEEDHAITA LY |‘75‘
LDLDTHAI_ELEFHERELET., B

)y OEFALCTHEEITLTLEIL, ﬁﬁ#
IR LIEWNGERIE. T ZAILYHR—MIE
BLTLIESL,

I H
-~

No excel installed !

I5—: Excel MM VA =L TLVEE
A

ME : aVE1—42%Fzvy LT,
Microsoft Office M4 X k—JILEN TS

CEERELTSESL,
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No selected rows !

IZ5—: BRENETEHBYEEA

TOav: [TH9RKR—K]IED)vH LT
Excel #3479 HRIIC, BT HINELI—
Ty MTEREIRLTLESLY,

wo O U . Sl TIS5— R TS5—,
Panel error | 7o a3y [KIZ2UvyH LT, $5—E
TARL, NRILEFERLI-CEEHERLT
=&y,
11,224

Are you sure to delete?

ZLE  BRLEBE—OTRX MERITJHIBRES N
9,

NE . BIRLE-E—DTRX MNERZHEIBRT S
21 &Ly 242y 7L, HBRZEELET SIS
F Tzl #2y7LET,

X TANEEZHIRT L, BREZIST
ELHCBYET,

Are you sure to delete multiple rows ?

Z2ECBRLEIRTOTR MERNBIRE
nEd,

Tovay: [IEWZE2yTLTERLET
RTODTRMERZHIBRT 5. [LWWWR]ZE
2y TLTHIBREELLET,

X TANEEZHIRT L, BREZIST
ELHCBYET,

Ok

4L HASFEEFIVTAVIRYITIC
E-oTTAYIENTWAHEEELH Y F
ER

7223y :PCTT7UFIOAINRERE, B
ASDBREZHERLTLIESLY,
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ZEHE RBTLTHEALLTID,

ME : TIEWL ] 22y TLTRTIT S,
MMzl 229 7L TEIEHEEALTL
&y,

Yes NO

Appendix I f-/$%
Packing list BEERNAY X
No. Items Amount 71 7 A% 5 L &
1Reader1 VU —%—
2 Connecting Cable 1 #f5t 77— 7 /L
3 User Manual 1 =—H%— .- ~<=a27 /L
4 Cartridges5 7 — h VU v ¥

5 Calibration Cassette 1 &+ !)JL—>3a>h+ty k
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