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1.a27%39%u18 (Purpose)
welilualieufiRnulunisasiamusuim Troponin | lu serum, plasma waz
whole blood ln81A384957931AT18% Getein Biotech Ju FIA8000 Ty Ummnulvidannn

wazdnsp LRIty leeggnsias

2.m5ui Ul (Application)
TtdmsunsrayUsunad Troponin | Tu serum, plasma waz whole blood elaluns
ademsuinduvesnansilewala Wi Acute myocardial infarction (AMI), Unstable angina,

Acute myocarditis ke Acute coronary syndrome (ACS)

3.L0nd1591984 (Reference)

3.1 aflemsltiaTediiasginaaiinddn e Getein Biotech u FIAB000 9MnUFEW
Getein Biotech Uszinedu

3.2 Mauro Pantaghini; Underfinded International Federation of Clinical Chemistry
and Laboratory Medicine (IFCC). Scientific Division Committee on Standardization of markers
of Cardiac Damage. Clin Chem Lab Med, 1998, 36:887~893.

3.3 Antman EM, Anbe DT, Armstrong PW, et al. ACC/AHA guidelines for the
management of patients with ST-elevation myocardial infarction: a report of the American
College of Cardiology/American Heart Association Task Force on Practice Guideline
(Committee to Revise The 1999 Guidelines for the Manage 2004)

3.4 EN ISO 18113-1:2011 In vitro diagnostic medical device Information supplied
by the manufacturer (labelling)-Part 1: Term definitions and general requirements.

3.5 EN ISO 18113-2:2011 In vitro diagnostic medical devices Information
supplied by the manufacturer (labelling)- Part 2: In vitro diagnostic reagents for professional

use.
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4.1813uasA189 (Terminology and abbreviation)

Troponin ifulananafiduifu thin filament (actin) vedliuasnduiiaansyimdai
muauLAalungluwadU§duiusves thin filament U thick filament (myosin) F3AuAy
nsvafveIndaiie Troponin Usznause 3 mizegesldud 1. Troponin T Sudeusioasing
Tuflureunanduas tropomyosin (Wsfiuauaunduieladnuiianils) 2. Troponin | d

tJastunsnadvesnauilelunsalnluiiuaai@en wag 3. Troponin C #sduiulAaLes

(%
1% )

Cardiac Troponin | (cTnl) wutawizlunanuiiela wazunne9ain skeletal muscle
Troponin | a53%  Cardiac Troponin | (cTnl) 9zd@1uv49 post translational 31-amino acid
residue Niawa U N-terminal vesaeslnailulng dlu skeletal muscle Troponin | aglaidl
Jeviliiaansan@n monoclonal antibody fiwizsie Cardiac Troponin | (cTnl) alaglavinli
LA cross reactivity iU skeletal muscle Troponin | 31nA15ANYNAATNNUINAzINSUanUdeY
“3eas Cardiac Troponin | Wngnszuaidentilaiine1n1s Acute myocardial infarction (AMI)

= v dy LY Vo =3 [y . . a ‘3 1 <
wenauilerilalasuuiniu seduves Cardiac Troponin | agiiugeluegesimsinegly 4-6
Hlua waandienisiunthen sulisssauaududugegalunaiuszunn 8-28 Hlue uazndu
gunalanielu 3-10 Ju Cardiac Troponin | #Anudnnizgeiunenauileilaniewazeinis
vnlduresnddiiendla Wy e1n1siiuminenyialined (unstable angina) N1sUIALTUVDS
£% E Y . - | LY W & & £y @
nduiienala (myocardial injury) n15Uananeial, Mssdanasadendesitla ngiiala
1% = [ a o a A dyq./ 1 . . a
AULAT ¥I00INITUIAKUN NN nmlastindu 9 usnanildawuin Cardiac Troponin | &
o 1 [ ¥ dy Y U v aa dy (% 1 .
ANz suInuresnauileidlalungui Ureniinnglaneseseuinnia Cardiac

Troponin T

Cardiac Troponin | Anga cTnl

Troponin | A& Tnl

5.4ann13 (Principle)

dheiaszst 1udnnns Lateral Flow Chromatography (Colloidal Gold) Tnefndsias

WAIUU Test line MAAIINAITIVAUTENIN Antigen Tudiegnsuay Antibody fagainsie Gold 4

WMABUUU nitrocellulose membrane @nSUALATDY MWNENN1S Reflective Photometer @S¢
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ANUNUBIETIAATUUY Test Line Wiguiu Background wavwlasdeyaalwiiinduduiandu

USN1UaN parameter UasUag Test

6.18NENHRBITD (Associated documents)
6.1 QP-LAB-001
6.2 QP-LAB-002

7.auUaanAY (Safety)
7.1 UfuRnulaetdnmaiianisunme
7.2 augile @en13 (gown) wWium uasvthnneundislesiunisuuilouvay
Ufjunau
7.3 Tufhegedsdsmsaonadslinanuanunsalunisnelsa Ay 39masdanisyisasiues
a d’j
VULAALD

7.4 9An3393AT1E9 Troponin | Idmsunsininsgvimaeiindtinminu

g.n3adinndadld (Equipment and Supplies)
8.1 1A3099TITATILH Getein Biotech q'u FIA8000
8.2 @18 Power WiosNozuaAULRDS
8.3 N3¥ATWNLN Thermal paper
8.4 usiu CD vsslUsunsudmiuldnuidoudefunesfines
8.5 angwALiawuy serial
8.6 QC card

8.7 Barcode scanner ({lugunsalifasdaiii)

9.61311%3g7U (Standard)
Control cTnl level 1
Control cTnl level 2

Control cTnl level 3
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10.350Hun"5 (Procedure)

1) m5RasuibAIadindeuaslniseuseswailtasinseamuiunnsoulyau

2) Weaindiundaesiiiaias nti1ae Self check avgnisunldaulaydnluia

3) VAIAINIATRINTINADUTLUUANSUT08 NTNT8LATEIRLIENTNTeNEN

4) n10NANYBUATBY UTENOUAIY 5 Luynan Ae Debug , QC Check , Measure

Search Uag Setting

Debug 1 uyUsu parameter Ya3daLAS0T

QC check : @3V set parameter 999LA3 893LATIEN, MTIVADU

ANUYNADIVBITEUUIAUAS

Measure : Wayiliediesgiusinaasedl finseiannsald 1D

AUy, WUANTIAT e uastilnvesiiegela

Search - dmsudundeyavesiiediiiuliluniieanudives
=
LRGN
Setting C ASURIAIAIS ) UOIRLATDY

5) ANSIASIZNA0E4

natu [ENT] viSeideniuy Measure 31nvtae iveiintidnsigsisiiegns Tuninee

LABNIAUANITIATIZY TUAVDIF8E19 ba 1D fleena

- Sample mode : nady S/P w38 W/B uuvntinaaiiialdenviinuasiiog19ninsien

a1unsaLdantasening Whole blood, Serum/Plasma

- TMUANISIAATIZY : AANLINBLADNNNTIASIZILUY “Outside” %38 “Inside”

Inside-mode : #83391NLALAIDENAIUULAUNTIY Cardiac Troponin | kadliildaduy

adluTulaS a9 waINA Measure LA3B9ILATILHILTIUITIBNITHTIIIN

LOULAUAANTUUAB UKAITULIANILATIEY 15 W19l Ll BASULIAT WA

ALl Rueanulaedm LUl
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Outside-mode : #a991NLANAIDEIAIUULAUNTIA Wi9RaUIN18UBNLAS BT

gaumiiviotuardunan 15 Wil WeasunalildeduidnlulunIeuds

AA Measure WD TAAIANULTUYDIAITAATIEH

- Measure : nauioi3un1s AT Esii e
- ID Number : naiflessandnunusitegnsiidesnsiiasest wie 1D Count Tneadnuu Y
“Count” ialddn Count, maAn Count 1ile 1D 1ail3 0 A1 count azanaImFT LI
Fregnafilddnluiac way ID Number asUSuiiintosinesmugdfaunsesiaan count vJu
0
6) NSAUMTRLAIATIELM
Tunihaevan nedivs “Search” iileimiihaedum (A Fig.8) Auvdeyalsain
Inquire No. Wag Inquire ID @113U No. %LﬁuwmaLamﬁizuﬁaaﬂwmmﬂizuu n13
AUMIAN 1D @msavinlaen1sng Inquire 1D
7) nslddeya

a y A v v v
- WREN “Search” WaWUUIIDAURN

a A

- PANYIiLNELEY 0-9 Wiald No. %138 ID number N1ABINTITAUIN
- @AAN “OK” WiBISUNNTAUNN NANTITAUALARIANI
a a . A a ¢
- AN Print [aNUWHA
= < P v | P A a o A
- Ve Lesesiunald 10,000 Teya llanunsaAuMNaiiuIINIUANUUBIATOS
1o
- fwansAuvnlinunneaunisey 953U “No Result”
= ~ | v o Y] Ay
- NA << W39 >> LDANANDUNTIMTaNaIRIN ID M1AURD

- ne “Clear” Winl@uNgL@INABINISAUNNIDNAS

8) NISUALATEY : NATUAAINTAUNAIATDILAINAUAN BN
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Inside Mode

Press ‘ENT’ button or Result printed

Add sampie Insert test ki Click ‘Measure' icon automatically

Outside Mode

Y,

Result printed

Add sample Timing manually Insert test kit automatically

11.n15A1U284 (Calculation)

wadilsidumAmnasnluiAlneiees Getein Biotech Ju FIAB000

12.mM3AUANAMAIN (Quality control)
n13AIVANAMININAIE Y
-¥1 1QC Weuazads ansmuauamiifian Troponin- auugthlld
Control cTnl level 1
Control cTnl level 2

Control cTnl level 3
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QC Check

3 1

Tundesingiinseinndesaziiniin QC(SD) 1l Welinndestinen arsvih QC (SD) Litels
fuladmaifienesildgnios msvi QC (SD) vinlélee

- AANn QC Check uumtiaevian wagidion QC (SD)

- qzdrngdds Please Insert SD Wih SD card #ilvmdeuthenudazndaslad s slot
uédne OK ndsmntiuasusnganuzedosh loading lutumeuiiinadanieudie
Jasiunsgeymevestoyavionisadevig

- ilerdeseudeyaiaiaudnazusing QC (SD) Success wie QC (SD) Failed (Aagy 22
(a) waw 22 (b) viansTyan QC (SD) ta¥adu Parameter saqazgnifiuattiluiaios
wiouflazyhinisiasizs & QC (SD) Failed lrimsiaaeuiildniingndesvideiinani
deveiunsavsel

QC Card
1591 QC Card Hunns Calibrate Tudnuwes optical part veaa3a vildlaens

- @dn QC Card Tunthae QC uéld QC Card (Mimardunlsifiuoy barcode Alvianiy
1A399) UAINA OK 58UUALsANT Calibrate Mneudiuvesuasegluzisaunives
\AT09 AxUTINYANTULI Success ¥INNT Calibrate id1§aasUsinganugdn QC
Failed

Reaction Time
Alfanunsausuasssegnatunsinseilaluniii Reaction Time lngni1sng + %se - Lile

WLV RaAnAa NS AL

N15AIUANABININAIIUBN
- Wrrllsunsudssiiunun s siansusilsamlalagesfnsneuen EQA

Center Uay 6 A9
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13.miﬁ'uﬁn‘l’fagaLLazLaﬂmim‘ﬁ (Data record and documentation)
tuiinaslu work sheet wagluszuu LIS voainsUfjUsnIs lnessuuasiiousiow

g 52UU HIS dnluilia

14. n15951897UNa (Report of analysis)
sreunaniiedu ng/L
15. 579858091 (Supplementary note)

15.1 A9d9599 serum, plasma, heparin blood W&z sodium citrate blood

15.2 NS3NWIASENINVDIAIRINTID

7 2-8 °C
Serum/plasma ”
6 LAY -20 °C
Heparin/ sodium citrate 33U 2-8 °C

15.3 A9afidninsonsiaiiasizile 500-50,000 mg/dl
15.4 A5UNIURBNITIAT L
Bilirubin < 0.2 ¢/L lisunaunisiinuizen
Haemoglobin < 5 ¢/L lisunaun1siinufizen
Lipaemia 110 Triglyceride < 10 /L lisuniunisiinujisen
15.5 nsuiladagmidedu
TunsdszuulaszuunilmenedeaitammSedndes indeddinsvirsniafiou
muswazSendesielud
Err01  Display board laauysal, C line uuuaunsnatwsalinu C line TRUAsuLaUnTIa
Er02  s1emsasiaiusiegsldaenndasiu Ihuasu sample mode udrinlvasnas
Err03  Barcode vum3nlsianysal lianansasudoyald Truasuununsiasulagl

Frr05 Parameter TuiasasRanana 1ivin QC (SD) 8nAsianse Reset 1A584



