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3v1 Myoglobin/CK-MB/Troponin | test
(PIna krev/sérum/plazma)
Pfibalovy letdak
REF CMA-435
Cestina

Rychly test pro diagnostiku infarktu myokardu (IM) k kvalitativni detekci myoglobinu, CK-MB a
srdecniho troponinu I (cTnl) v pIné lidské krvi, séru nebo plazmé.
Pouze pro profesiondini in vitro diagnostické pouZiti.
UCEL POUZITI
3v1 Myoglobin/CK-MB/Troponin | test je rychly chromatograficky imunotest pro kvalitativni detekci
lidského myoglobinu, CK-MB a srde¢niho troponinu I (cTnl) v pIné krvi, séru nebo plazmé jako pomiticka
pfi diagnostice infarktu myokardu (IM).
SHRNUT{
Myoglobin (MYO), kreatinkindza MB (CK-MB) a srde¢ni troponin | (cTnl) jsou proteiny uvolfiované do
krevniho obéhu po poranéni srdce. Myoglobin je hemovy protein, ktery se normdlné nachazi v
kosternim a srde¢nim svalu, s molekulovou hmotnosti 17,8 kDa." Kdyz jsou svalové buriky podkozeny,
myoglobin se kvuli své relativné malé velikosti rychle uvolfiuje do krve. Hladina myoglobinu se
meéfitelné zvysuje nad vychozi hodnotu béhem 2—-4 hodin po infarktu, vrcholu dosahuje za 9-12 hodin
a k vychozi hodnoté se vraci béhem 24-36 hodin.>* CK-MB je enzym pfitomny také v srde¢nim svalu s
molekulovou hmotnosti 87,0 kDa.4 Kreatinkindza je dimerni molekula tvofena dvéma podjednotkami
oznadenymi jako ,M“ a ,B“, které se spojuji a tvofi tfi rGzné izoenzymy, CK-MM, CK-BB a CK-MB. CK-
MB je izoenzym kreatinkinazy, ktery se nejvice podili na metabolismu tkdné srdeéniho svalu. °
Uvolfiovéani CK-MB do krve po infarktu myokardu (IM) Ize detekovat béhem 3-8 hodin po néastupu
ptiznak. Vrcholu dosahuje béhem 9 az 30 hodin a vraci se k vychozim hladinam béhem 48 az 72 hodin.
©Srdecni troponin | je protein nachézejici se v srde¢nim svalu s molekulovou hmotnosti 22,5 kDa. ”
Troponin | je soucdsti tfipodjednotkového komplexu slozeného z troponinu T a troponinu C. Spolu s
tropomyosinem tvofi tento strukturni komplex hlavni slozku, ktera reguluje aktivitu aktomyosinu
citlivou na vapnik v pfi¢né& pruhovaném kosternim a srde&nim svalu. ® Po poranéni srdce se troponin |
uvoliiuje do krve 4-6 hodin po nastupu bolesti. Uvolfiovani troponinu | je podobné jako u CK-MB, ale
zatimco hladiny CK-MB se po 72 hodinach vrati k normalu, troponin | zstava zvyseny po dobu 6-10
dnd, coz umoizriuje delsi dobu detekce srdeéniho poskozeni.
3v1 Myoglobin/CK-MB/Troponin | test je jednoduchy test, ktery vyuziva kombinaci €astic potazenych
protildtkami a zachytnych ¢inidel ke kvalitativni detekci myoglobinu, CK-MB a srdecniho troponinu |
(cTnl) v pIné krvi, séru nebo plazmé. Minimdlni detekéni hladina je 50 ng/ml myoglobinu, 5 ng/ml CK-
MB a 0,5 ng/ml troponinu I.
PRINCIP
3v1 Myoglobin/CK-MB/Troponin | test je kvalitativni membranovy imunotest pro detekci myoglobinu,
CK-MB a srde¢niho troponinu | (cTnl) v pIné krvi, séru nebo plazmé. Membréna je v kazdé testovaci
oblasti predem potaZena specifickymi protilatkami. BEhem testovani reaguje vzorek pIné krve, séra
nebo plazmy s ¢asticemi potazenymi specifickymi protildtkami. Smés migruje chromatograficky vzharu
po membrané, kde reaguje se specifickymi protilatkami na membrané a vytvafi barevnou linii.
PFitomnost této barevné linie ve specifické testovaci oblasti indikuje pozitivni vysledek, zatimco jeji
absence negativni vysledek. Barevna linie slouZi jako kontrola postupu a v kontrolni oblasti se vidy

objevi barevna linie, ktera indikuje, Ze byl pfidan spravny objem vzorku a doslo k nasaknuti membranou.

CINIDLA

Test obsahuje koloidni zlaté ¢astice konjugované s protilatkami proti myoglobinu, koloidni zlaté ¢astice

konjugované s protildtkami proti CK-MB, koloidni zlaté castice konjugované s protilatkami proti

troponinu | a zachytné Cinidla nanesend na membrénu.

OPATRENi

Pro profesionalni in vitro diagnostické pouZiti. NepouZivejte po uplynuti doby pouZitelnosti.

V prostoru, kde se manipuluje se vzorky nebo sadami, nejezte, nepijte ani nekurte.

NepouZivejte testovaci kazetu, pokud je sacek poskozeny.

Se v3emi vzorky zachazejte, jako by obsahovaly infekéni agens. B€hem v3ech postupl dodriujte

zavedend opatieni proti mikrobiologickym rizikiim a fidte se standardnimi postupy pro spravnou

likvidaci vzorka.

Pfi analyze vzork(l noste ochranny odév, jako jsou laboratorni plasté, jednorazové rukavice a

ochrana o¢i.

PoufZité testovaci materialy by mély byt zlikvidovany v souladu s mistnimi predpisy.

Vlhkost a teplota mohou nepfiznivé ovlivnit vysledky.

SKLADOVANI A STABILITA

Skladujte v pdvodnim obalu v uzavieném sacku pfi pokojové teploté nebo v chladniéce (2-30 °C).

Testovaci kazeta je stabilni do data expirace vytisténého na uzavieném sacku. Testovaci kazeta musi

zlstat v uzavieném sacku az do pouziti. NEZMRAZUJTE. Nepouzivejte po uplynuti doby expirace.

ODBER A PRIPRAVA VZORKU

e 3v1 Myoglobin/CK-MB/Troponin | test |ze provést s pouzitim pIné krve (ze Zilni punkce nebo z prstu),

séra nebo plazmy.

Odbér vzorku plné krve z prstu :

Umyjte pacientovi ruku mydlem a teplou vodou nebo ji odistéte alkoholovym tamponem. Nechte

oschnout.

Masirujte ruku, aniz byste se dotykali mista vpichu, tfenim ruky smérem ke $picce prostiednicku

nebo prstenicku.

Propichnéte kizi sterilni lancetou. Setfete prvni znamky krve.

e Jemné trete ruku od zapésti k dlani a k prstu, abyste vytvofili kulatou kapku krve nad mistem

vpichu.

Pfidejte vzorek plné krve z prstu do testovaci kazety pomoci kapilarni zkumavky :

o Dotknéte se konce kapilarni trubice krve, dokud se nenaplni pfiblizné na 50 pl. Zabrarite vzniku
vzduchovych bublin.

e Umistéte bariku na horni konec kapildrni trubice a poté ji stisknéte, abyste davkovali plnou
krev do jamky pro vzorek v testovaci kazeté.

Pfidejte vzorek plné krve z prstu do testovaci kazety pomoci kapek z krve:

e Umistéte prst pacienta tak, aby kapka krve byla tésné nad jamkou pro vzorek v testovaci
kazeté.

o Nechte 2 kapky krve z prstu spadnout do stfedu vzorku na testovaci kazeté nebo posurite prst
pacienta tak, aby se kapka dobfe dotykala stfedu vzorku. Vyhnéte se pfimému kontaktu prstu
s vzorkem.

Co nejdfive oddélte sérum nebo plazmu od krve, abyste zabranili hemolyze. PouzZivejte pouze ¢iré

nehemolyzované vzorky.

Testovani by mélo byt provedeno ihned po odbéru vzorkd. Nenechavejte vzorky delsi dobu pfi

pokojové teploté. Vzorky séra a plazmy Ize skladovat pfi teploté 2—8 °C po dobu az 2 dnd, pro

dlouhodobé skladovani by mély byt vzorky uchovavény pfi teploté do -20 °C. PIna krev odebrand

venepunkci by méla byt skladovana pfi teploté 2—-8 °C, pokud ma byt test proveden do 2 dni od

odbéru. Vzorky pIné krve nezmrazujte. PIna krev odebrana z prstu by méla byt testovana ihned.

Pfed testovdnim nechte vzorky ohfat na pokojovou teplotu. Zmrazené vzorky musi byt pred

testovanim zcela rozmrazeny a dobfe promichany. Vzorky by se nemély opakované zmrazovat a

rozmrazovat.

e Pokud maji byt vzorky prepravovany, mély by byt zabaleny v souladu s mistnimi pfedpisy
upravujicimi pfepravu etiologickych agens.

MATERIALY

Poskytnuté materialy
e Testovaci kazety o Piibalovy letdk e Kapatka e Pufr
® Dezinfekce e Llanceta

(Alkoholovy tampon)
PoZadované materidly, které vSak nebyly dodany
e Nadoby na sbér vzorkd e Odstfedivka o Casovat
Pro plnou krev z prstu
e Heparinizované kapilarni trubice a ddvkovaci barika

NAVOD K POUZITI

Nechte testovaci kazetu, vzorek, pufr dosdhnout pokojové teploty (15-30 °C).

1. Pfed otevienim nechte saCek vytemperovat na pokojovou teplotu. Vyjméte testovaci kazetu ze
zataveného sacku a co nejdfive ji spotfebujte.

. Umistéte kazetu na Cisty a rovny povrch.

Pro vzorek séra nebo plazmy:

o Drzte kapatko svisle a preneste 2 kapky séra nebo plazmy (pfiblizné 50 pl) do jamky pro vzorek,

poté pfidejte 1 kapku pufru (pFiblizné 40 pl) a spustte ¢asoval. Viz obrazek nize.

Pro venepunkci pIné krve vzorek:

o Drite kapatko svisle a pfeneste 2 kapky plné krve (pfiblizné 50 pl ) do jamky pro vzorek, poté

pfidejte 1 kapku pufru (pfiblizné 40 pl) a spustte ¢asovac. Viz obrazek nize.

Pro plnou krev z prstu vzorek:

e Poufziti kapilarni trubice: Naplrite kapilaru a pfeneste pfiblizné 50 pl vzorku pIné krve z prstu do
jamky pro vzorek v testovaci kazeté, poté pridejte 1 kapku pufru (pfiblizné 40 pl) a spustte
Casovac. Viz obrazek nize.

Pouziti kapek z krve: Nechte 2 zavésné kapky vzorku pIné krve z prstu (pfiblizné 50 pl) spadnout
do jamky pro vzorek v testovaci kazeté, poté pFidejte 1 kapku pufru (pfiblizné 40 ul) a spustte
Casovac. Viz obrazek nize.

. Pockejte, az se objevi barevna ¢ara (Cary). Vysledek odeététe po 10 minutach . Vysledek

neinterpretujte po 20 minutach.
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INTERPRETACE VYSLEDKU

(Viz vySe uvedeny obrazek)
POZITIVNI:* Barevn4 linie v kontrolni oblasti (C) a pfitomnost jedné nebo vice barevnych linii v
testovacich oblastech indikuje pozitivni vysledek. To znamend, Ze koncentrace myoglobinu, CK-MB
a/nebo srdeéniho troponinu | je nad minimalni detekéni hladinou.
*POZNAMKA: Intenzita barvy v testovaci oblasti (oblastech) se bude lisit v zavislosti na koncentraci
myoglobinu, CK-MB a/nebo srde¢niho troponinu | pfitomného ve vzorku. Proto by mél byt jakykoli
odstin barvy v testovacich oblastech povazovan za pozitivni.
NEGATIVNI: V kontrolni oblasti (C) se objevi jedna barevna linie. V testovaci oblasti (T) se linie neobjevi.
To znamend, Ze koncentrace myoglobinu, CK-MB a srde¢niho troponinu | je pod minimalnimi
detekénimi limity.
NEPLATNY: Kontrolni linie se neobjevuje. Nejpravdépodobnéjsimi pFi¢inami selhani kontrolni linie
jsou nedostatecny objem vzorku nebo nespravné postupy. Zkontrolujte postup a opakujte test s novym
testem. Pokud problém pretrvava, okamzité prestante testovaci sadu pouZivat a kontaktujte mistniho
distributora.
KONTROLA KVALITY
Soucasti testu je proceduralni kontrola. Barevna linie objevuijici se v kontrolni oblasti (C) je povazovéna
za interni procedurdlni kontrolu. Potvrzuje dostate¢ny objem vzorku, adekvatni nasavani membranou
a spravnou proceduralni techniku.
Kontrolni standardy nejsou souddsti této soupravy; nicméné se doporucuje provést testovani
pozitivnich a negativnich kontrol v ramci spravné laboratorni praxe k potvrzeni testovaciho postupu a
ovéreni spravného provedeni testu.
OMEZENI
1. 3v1 Myoglobin/CK-MB/Troponin | test je uréen pouze k diagnostickému poufZiti in vitro. Tento test
by mél byt pouzit pouze k detekci myoglobinu, CK-MB a srde¢niho troponinu | (cTnl) ve vzorcich
plné krve, séra nebo plazmy. Timto kvalitativnim testem nelze stanovit ani kvantitativni hodnotu,
ani rychlost nartstu myoglobinu, CK-MB a srde¢niho troponinu I.
. 3vl Myoglobin/CK-MB/Troponin | test ukaZe pouze kvalitativni hladinu myoglobinu, CK-MB a
troponinu | ve vzorku a nemél by byt pouzivan jako jediné kritérium pro diagnézu infarktu myokardu.
. 3v1 Myoglobin/CK-MB/Troponin | test nedokaZe ve vzorcich detekovat myoglobin v koncentraci
niz3i nez 50 ng/ml, CK-MB v koncentraci 5 ng/ml a srdeéni troponin | (cTnl) v koncentraci 0,5 ng/ml.
Negativni vysledek kdykoli nevyluéuje moznost infarktu myokardu.
Stejné jako u viech diagnostickych testl musi byt viechny vysledky interpretovény spole¢né s
dalsimi klinickymi informacemi, které ma Iéka¥ k dispozici.
. Nékteré vzorky obsahujici neobvykle vysoké titry heterofilnich protilatek nebo revmatoidniho
faktoru (RF) mohou ovlivnit ocekdvané vysledky. | kdyz jsou vysledky testu pozitivni, je tfeba zvazit
dalsi klinické vySetreni s vyuzitim dalSich klinickych informaci, které ma Iékaf k dispozici.
Existuje mald mozZnost, Zze nékteré vzorky plIné krve s velmi vysokou viskozitou nebo vzorky, které
byly skladovany déle nez 2 dny, nemusi na testovaci kazeté spravné fungovat. Test opakujte se
vzorkem séra nebo plazmy od stejného pacienta s novou testovaci kazetou.
VYKONOVE CHARAKTERISTIKY
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Citlivost a specificita
3v1 Myoglobin/CK-MB/Troponin | test byl hodnocen pomoci pfedniho komeréniho testu Myoglobin
ELISA, CK-MB ELISA a cTnl ELISA s pouzitim klinickych vzorkd. Vysledky ukazuji, Ze ve srovnani s
pfednimi testy ELISA vykazuje 3v1 Myoglobin/CK-MB/Troponin | test citlivost >99,9 % a specificitu 97,2 %
pro myoglobin, citlivost 99,4 % a specificitu 99,0 % pro srde¢ni troponin | (cTnl) a citlivost >99,9 % a
specificitu 99,4 % pro CK-MB.
Test Myoglobin vs. ELISA



Metoda ELISA Celkové
Myoglobi In Vysledky Pozitivni Negativni vysledky
yoglobin test (pind Pozitivni 54 11 65
krev/sérum/plazma) —
Negativni 0 379 379
Celkové vysledky 54 390 444

Relativni citlivost S : >99,9 % (95% interval spolehlivosti*: 93,4 % ~ 100 %);
Relativni specificita : 97,2 % (95% interval spolehlivosti*: 95,0 % ~ 98,6 %);

Presnost: 97,5 % (95% interval spolehlivosti*: 95,6 % ~ 98,8 %). *Intervaly spolehlivosti
Test Troponin | vs. ELISA
Metoda ELISA Celkové
Vysledky Pozitivni Negativni vysledky
Troponin | P
test (pIna krev/sérum/plazma) Pozitivni 172 5 177
Negativni 1 472 473
Celkové vysledky 173 477 650

Relativni citlivost S : 99,4 % (95% interval spolehlivosti*: 96,8 % ~ 100 % );
Relativni specificita S : 99,0 % (95% interval spolehlivosti*: 97,6 % ~ 99,7 %);

Presnost: 99,1 % (95% interval spolehlivosti*: 98,0 % ~ 99,7 %) . *Intervaly spolehlivosti
Test CK-MB vs. ELISA
Metoda ELISA Celkové
; Vysledky Pozitivni Negativni vysledky
CK-MB test (plna P
. Pozitivni 62 3 65
krev/sérum/plazma) -
Negativni 0 468 468
Celkové vysledky 62 471 533

Relativni citlivost S : >99,9 % (95% interval spolehlivosti*: 94,2 % ~ 100 % );
Relativni specificita S : 99,4 % (95% interval spolehlivosti*: 98,1 % ~ 99,9 %);
Presnost: 99,4 % (95% interval spolehlivosti*: 98,4 % ~ 99,9 %). *Intervaly spolehlivosti
Presnost

Intra-Assay
PFesnost v ramci cyklu byla stanovena pomoci 15 replikdtl z méné neZ patnacti vzorkd: hladiny
myoglobinu ve vzorku 0 ng/ml, 50 ng/ml, 100 ng/ml, 200 ng/ml a 400 ng/ml, hladiny vzorku CK-MB/ml
0 ng/mL, 5 ng/ml, 20 ng/ml a 40 ng/ml a hladiny srde¢niho troponinu | (cTnl) pfi 0 ng/ml, 1,0 ng/ml,
5,0 ng/ml, 10 ng/ml a 40 ng/ml. Vzorky byly spréavné identifikovany >99 % Casu.

Mezitestovy
Pfesnost mezi sériemi testd byla stanovena 3 nezavislymi testy na stejnych patndcti vzorcich: 0 ng/mL,
50 ng/mL, 100 ng/mL, 200 ng/mL a 400 ng/mL myoglobinu, 0 ng/mL, 5 ng/mL, 10 ng/mL, 20 ng/mL a
40 ng/mL CK-MB a 0 ng/mL, 1,0 ng/mL, 5 ng/mL, 10 ng/mL a 40 ng/mL srde¢niho troponinu | (cTnl). S
témito vzorky byly testovany tfi riizné Sarie 3vl Myoglobin/CK-MB/Troponin | test. Vzorky byly
spravné identifikovany ve vice nez 99 % pripadu.

Zkiizena reaktivita

3v1 Myoglobin/CK-MB/Troponin | test byl testovan na vzorky pozitivnich na 10 000 ng/ml kosterniho
troponinu I, 2 000 ng/ml troponinu T, 20 000 ng/ml srde¢niho myosinu, 1 800 ng/ml CK-MM, 1 200
ng/ml CK-BB, HBsAg, HBsAb, HBeAg, HBeAb, HBcADb, syfilis, anti-HIV, anti- H. pylori , mononukledzu,
anti-CMV, anti-zardénky a anti-toxoplazmozu. Vysledky neprokazaly Zadnou zk¥izenou reaktivitu.

Rusivé latky
K negativnim a pozitivnim vzorkim na myoglobin, CK-MB a/nebo srdeéni troponin | (cTnl) byly pfidany
nésledujici potencialné interferujici latky.

Paracetamol: 20 mg/dl Bilirubin: 1 000 mg/d| Albumin: 10 500 mg/dI
Kyselina  acetylsalicylova: 20 Cholesterol: 800 mg/d| Hemoglobin : 1 000 mg/dl
mg/dl|

Kyselina askorbova: 20 mg/dl Kofein: 20 mg/d| Kyselina $tavelova: 600 mg/dl
Kreatin: 200 mg/d| Kyselina gentisova: 20 mg/dl Triglyceridy: 1 600 mg/dl
Z4dna z latek v testované koncentraci neinterferovala s testem.
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Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette
(Whole Blood /Serum/Plasma)

Package Insert
REF CMA-435
English

A rapid test for the diagnosis of myocardial infarction (Ml) to detect Myoglobin, CK-MB and cardiac
Troponin | (cTnl) qualitatively in whole blood, serum or plasma.
For professional in vitro diagnostic use only.
INTENDED USE
The Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is a
rapid chromatographic immunoassay for the qualitative detection of human Myoglobin, CK-MB and
cardiac Troponin | (cTnl) in whole blood, serum or plasma as an aid in the diagnosis of myocardial
infarction (M1).
SUMMARY
Myoglobin (MYO), Creatine Kinase MB (CK-MB) and cardiac Troponin | (cTnl) are proteins released
into the bloodstream after cardiac injury. Myoglobin is a heme-protein normally found in skeletal
and cardiac muscle with a molecular weight of 17.8 kDa.! When muscle cells are damaged,
Myoglobin is released into the blood rapidly due to its relatively small size. The level of Myoglobin
increases measurably above baseline within 2-4 hours post-infarct, peaking at 9-12 hours, and
returning to baseline within 24-36 hours.>* CK-MB is an enzyme also present in the cardiac muscle,
with a molecular weight of 87.0 kDa.* Creatine Kinase is a dimeric molecule formed from two
subunits designated as “M” and “B”, which combine to form three different isoenzymes, CK-MM,
CK-BB and CK-MB. CK-MB is the isoenzyme of Creatine Kinase most involved in the metabolism of
cardiac muscle tissue.® The release of CK-MB into the blood following an Ml can be detected within
3-8 hours after the onset of symptoms. It peaks within 9 to 30 hours, and returns to baseline levels
within 48 to 72 hours.® Cardiac Troponin | is a protein found in cardiac muscle, with a molecular
weight of 22.5 kDa.” Troponin | is part of a three subunit complex comprised of Troponin T and
Troponin C. Along with tropomyosin, this structural complex forms the main component that
regulates the calcium sensitive ATPase activity of actomyosin in striated skeletal and cardiac
muscle.® After cardiac injury occurs, Troponin | is released into the blood 4-6 hours after the onset
of pain. The release pattern of Troponin | is similar to CK-MB, but while CK-MB levels return to
normal after 72 hours, Troponin | remains elevated for 6-10 days, thus providing for a longer
window of detection for cardiac injury.

The Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is a

simple test that utilizes a combination of antibody coated particles and capture reagents to

qualitatively detect Myoglobin, CK-MB and cardiac Troponin | (cTnl) in whole blood, serum or
plasma. The minimum detection level is 50ng/mL Myoglobin, 5ng/mL CK-MB and 0.5ng/mL

Troponin I.

PRINCIPLE

The Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is a

qualitative, membrane based immunoassay for the detection of Myoglobin, CK-MB and cardiac

Troponin | (cTnl) in whole blood, serum or plasma. The membrane is pre-coated with specific

capture antibodies in each of the test line regions of the test. During testing, the whole blood,

serum or plasma specimen reacts with the particle coated with specific antibodies. The mixture
migrates upward on the membrane chromatographically by capillary action to react with specific
capture reagents on the membrane and generate a colored line. The presence of this colored line in
the specific test line region indicates a positive result, while its absence indicates a negative result.

To serve as a procedural control, a colored line will always appear in the control line region

indicating that proper volume of specimen has been added and membrane wicking has occurred.

REAGENTS

The test contains anti-Myoglobin antibody conjugated colloid gold particles, anti-CK-MB antibody

conjugated colloid gold particles, anti-Troponin | antibody conjugated colloid gold particles, and

capture reagents coated on the membrane.

PRECAUTIONS

e For professional in vitro diagnostic use only. Do not use after expiration date.

Do not eat, drink or smoke in the area where the specimens or kits are handled.

Do not use the test cassette if pouch is damaged.

Handle all specimens as if they contain infectious agents. Observe established precautions against

microbiological hazards throughout all procedures and follow the standard procedures for proper

disposal of specimens.

Wear protective clothing such as laboratory coats, disposable gloves and eye protection when

specimens are assayed.

* The used test materials should be discarded according to local regulations.

e Humidity and temperature can adversely affect results.

STORAGE AND STABILITY

Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The

test cassette is stable through the expiration date printed on the sealed pouch. The test cassette

must remain in the sealed pouch until use. DO NOT FREEZE. Do not use after the expiration
date.

SPECIMEN COLLECTION AND PREPARATION

e The Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) can

be performed using whole blood (from venipuncture or fingerstick), serum or plasma.

To collect Fingerstick Whole Blood specimens:

Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to

dry.

Massage the hand without touching the puncture site by rubbing down the hand towards the

fingertip of the middle or ring finger.

Puncture the skin with a sterile lancet. Wipe away the first sign of blood.

Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the

puncture site.

Add the Fingerstick Whole Blood specimen to the test cassette by using a capillary tube:

* Touch the end of the capillary tube to the blood until filled to approximately 50uL. Avoid
air bubbles.

® Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the
whole blood to the specimen well of the test cassette.

Add the Fingerstick Whole Blood specimen to the test cassette by using hanging drops:

® Position the patient’s finger so that the drop of blood is just above the specimen area of the
test cassette.

o Allow 2 hanging drops of fingerstick whole blood to fall into the center of the specimen area
on the test cassette, or move the patient’s finger so that the hanging drop touches the
center of the specimen area. Avoid touching the finger directly to the specimen area.

Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear

non-hemolyzed specimens.

Testing should be performed immediately after the specimens have been collected. Do not leave

the specimens at room temperature for prolonged periods. Serum and plasma specimens may be

stored at 2-8°C for up to 2 days, for long term storage, specimens should be kept below -20°C.
Whole blood collected by venipuncture should be stored at 2-8°C if the test is to be run within 2
days of collection. Do not freeze whole blood specimens. Whole blood collected by fingerstick
should be tested immediately.

Bring specimens to room temperature prior to testing. Frozen specimens must be completely
thawed and mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.
If specimens are to be shipped, they should be packed in compliance with local regulations
covering the transportation of etiologic agents.

MATERIALS
Materials provided
e Test Cassettes e Droppers e Buffer e Package insert
e Sterile Lancets e Alcohol Pads
Materials required but not provided
e Specimen collection Containers e Centrifuge e Timer
For fingerstick whole blood e Heparinized capillary tubes and dispensing bulb

DIRECTIONS FOR USE

Allow the test cassette, specimen, buffer and/or controls to reach room temperature (15-30°C)

prior to testing.

1. Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it as soon as possible.

2. Place the cassette on a clean and level surface.

For Serum or Plasma specimen:

e Hold the dropper vertically and transfer 2 drops of serum or plasma (approximately 50 pL) to
the specimen well, then add 1 drop of buffer (approximately 40 pL), and start the timer. See
illustration below.

For Venipuncture Whole Blood specimen:

e Hold the dropper vertically and transfer 2 drops of whole blood (approximately 50 pL) to the
specimen well, then add 1 drop of buffer (approximately 40 pL), and start the timer. See
illustration below.

For Fingerstick Whole Blood specimen:

* To use a capillary tube: Fill the capillary tube and transfer approximately 50 pL of fingerstick
whole blood specimen to the specimen well of test cassette, then add 1 drop of buffer
(approximately 40 pL) and start the timer. See illustration below.

e To use hanging drops: Allow 2 hanging drops of fingerstick whole blood specimen
(approximately 50 pL) to fall into the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 pL) and start the timer. See illustration below.

3. Wait for the colored line(s) to appear. Read result at 10 minutes. Do not interpret the result after

20 minutes.
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INTERPRETATION OF RESULTS

(Please refer to the illustration above)
POSITIVE:* A colored line in the control line region (C) and the presence of one or more colored
lines in the test line regions indicates a positive result. This indicates that the concentration of
Myoglobin, CK-MB and/or cardiac Troponin | is above the minimum detection level.
*NOTE: The intensity of the color in the test line region(s) will vary depending on the concentration
of Myoglobin, CK-MB and/or cardiac Troponin | present in the specimen. Therefore, any shade of
color in the test line regions should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T).This indicates that the concentration of Myoglobin, CK-MB and cardiac Troponin | are
below the minimum detection levels.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the
test with a new test. If the problem persists, discontinue using the test kit immediately and contact
your local distributor.
QUALITY CONTROL
A procedural control is included in the test. A colored line appearing in the control line region(C) is
considered an internal procedural control. It confirms sufficient specimen volume, adequate
membrane wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and
negative controls be tested as a good laboratory practice to confirm the test procedure and to verify
proper test performance.
LIMITATIONS
The Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in
vitro diagnostic use only. This test should be used for the detection of Myoglobin, CK-MB, and
cardiac Troponin | (cTnl) in whole blood, serum or plasma specimens only. Neither the quantitative
value nor the rate of increase in Myoglobin, CK-MB and cardiac Troponin | can be determined by this
qualitative test.
The Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) will
only indicate the qualitative level of Myoglobin, CK-MB and Troponin | in the specimen and
should not be used as the sole criteria for the diagnosis of myocardial infarction.
The Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma)
cannot detect less than 50ng/mL Myoglobin, 5ng/mL CK-MB and 0.5ng/mL cardiac Troponin |
(cTnl) in specimens. A negative result at any time does not preclude the possibility of myocardial
infarction.
4. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.
Some specimens containing unusually high titers of heterophile antibodies or rheumatoid factor
(RF) may affect expected results. Even if the test results are positive, further clinical evaluation
should be considered with other clinical information available to the physician.
There is a slight possibility that some whole blood specimens with very high viscosity or which
have been stored for more than 2 days may not run properly on the test cassette. Repeat the test
with a serum or plasma specimen from the same patient using a new test cassette.
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PERFORMANCE CHARACTERISTICS
Sensitivity and Specificity
The Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) has
been evaluated with a leading commercial Myoglobin ELISA, CK-MB ELISA, cTnl ELISA test using
clinical specimens. The results show that relative to leading ELISA tests, the
Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma)
shows >99.9% sensitivity and 97.2% specificity for Myoglobin, 99.4% sensitivity and 99.0% specificity
for cardiac Troponin | (cTnl), and >99.9% sensitivity and 99.4% specificity for CK-MB.
Myoglobin Rapid Test vs. ELISA

Method ELISA
— - Total Results
Myoglobin Rapid Test Results Positive Negative
Cassette (Whole Positive 54 11 65
Blood/Serum/Plasma) Negative 0 379 379
Total Results 54 390 444

Relative sensitivity: >99.9% (95%CI*: 93.4%~100%);
Relative specificity: 97.2% (95%CI*: 95.0%~98.6%);

Accuracy: 97.5% (95%CI*: 95.6%~98.8%). *Confidence Intervals
Cardiac Troponin | Rapid Test vs. ELISA
Method — ELISA - Total Results
Cardiac Troponin | Rapid Results Positive Negative
Test Cassette (Whole Positive 172 5 177
Blood/Serum/Plasma) Negative 1 472 473
Total Results 173 477 650

Relative sensitivity: 99.4% (95%CI*: 96.8%~100%);
Relative specificity: 99.0% (95%ClI*: 97.6%~99.7%);

Accuracy: 99.1% (95%CI*: 98.0%~99.7%) *Confidence Intervals
CK-MB Rapid Test vs. ELISA
Method ELISA
— - Total Results
CK-MB Rapid Test Cassette | Results Positive Negative

(Whole Positive 62 3 65
Blood/Serum/Plasma) Negative 0 468 468
Total Results 62 471 533

Relative sensitivity: >99.9% (95%CI*: 94.2%~100%);
Relative specificity: 99.4% (95%CI*: 98.1%~99.9%);
Accuracy: 99.4% (95%Cl*: 98.4%~99.9%). *Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of below fifteen specimens:
Myoglobin specimen levels at Ong/mL, 50ng/mL, 100ng/mL, 200ng/mL and 400ng/mL, CK-MB
specimen levels at Ong/mL, 5ng/mL, 10ng/mL, 20ng/mL and 40ng/mL and cardiac Troponin | (cTnl)
specimen levels at Ong/mL, 1.0ng/mL, 5.0ng/mL, 10ng/mL and 40ng/mL. The specimens were
correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 3 independent assays on the same fifteen
specimens: Ong/mL, 50ng/mL, 100ng/mL, 200ng/mL and 400ng/mL of Myoglobin, Ong/mL, 5ng/mL,
10ng/mL, 20ng/mL, and 40ng/mL of CK-MB and Ong/mL, 1.0ng/mL, 5ng/mL, 10ng/mL and 40ng/mL
of cardiac Troponin | (cTnl). Three different lots of the Myoglobin/CK-MB/Troponin | Combo Rapid
Test Cassette (Whole Blood/Serum/Plasma) have been tested using these specimens. The
specimens were correctly identified >99% of the time.
Cross-reactivity
The Myoglobin/CK-MB/Troponin | Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) has
been tested by 10,000ng/mL Skeletal Troponin I, 2,000ng/mL Troponin T, 20,000ng/mL Cardiac
Myosin, 1,800 ng/mL CK-MM, 1,200ng/mL CK-BB, HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, syphilis,
anti-HIV, anti-H.pylori, MONO, anti-CMV, anti-Rubella and anti-Toxoplasmosis positive specimens.
The results showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to Myoglobin, CK-MB and/or cardiac
Troponin | (cTnl) negative and positive specimens, respectively.

Acetaminophen: 20mg/dL Bilirubin: 1,000mg/dL Albumin: 10,500mg/dL
Acetylsalicylic Acid: 20mg/dL Cholesterol: 800mg/dL Hemoglobin 1,000mg/dL
Ascorbic Acid: 20mg/dL Caffeine: 20mg/dL Oxalic Acid: 600mg/dL
Creatin: 200mg/dL Gentisic Acid: 20mg/dL Triglycerides: 1,600mg/dL

None of the substances at the concentration tested interfered in the assay.
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