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Test Marker Cardiaco Combo a dischetto per sangue Intero, plasma o siero
Step Cardiac Combo Marker test disk for whole blood, plasma or serum

Test Marqueur Cardiaque Combo sur cassette sur sang total, plasma ou sérum
Marker Test Cardiaco Combo de disco para sangre entera, plasma o suero

MANUALE D’'USO
OPERATOR'’S MANUAL
MANUEL D’UTILIZATION
MANUAL DE USO

ATTENZIONE: Gli operatori devono leggere e capire completamente questo manuale
prima di utilizzare il prodotto.

ATTENTION: The operators must carefully read and completely understand the present
manual before using the product.

AVIS: Les opérateurs doivent lire et bien comprendre ce manuel avant d’utiliser le produit.
ATENCION: Los operadores tienen que leer y entender completamente este manual antes
de utilizar el producto.
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A creatine phosphokinase/creatine kinase or isoenzymes test system is a device intended to
measure the activity of the enzyme creatine phosphokinase or its isoenzymes (a group of
enzymes with similar biological activity) in plasma, serum or whole blood. Measurements of
creatine phosphokinase and its isoenzymes are used in the diagnosis and treatment of myocardial
infarction and muscle diseases such as progressive, Duchenne-type muscular dystrophy.

The One Step Cardiac Combo Marker Whole Blood, Plasma or Serum Test is a rapid assay
test. The analytical sensitivity of Troponin I, CK-MB and Myoglobin is 1 ng/ml, 5 ng/ml and 50 ng/
ml respectively. For professional use only.

PRECAUTIONS

The One Step Cardiac Combo Marker test kit should be stored at room temperature. The test
device is sensitive to humidity as well as to heat. Perform the test immediately after removing
the test device from the foil pouch. Do not use it beyond the expiration date.

SPECIMEN COLLECTION AND STORAGE

Whole Blood specimen collection: Collect an anticoagulated blood sample by using heparin as
the anti-coagulant. Troponin I, CK-MB or Myoglobin is very unstable in serum or whole blood
specimen. Whole blood or serum specimen must be tested as soon as possible.

Plasma/Serum specimen collection

1. Centrifuge whole blood to get plasma/serum specimen.

2. If specimens are not immediately tested, they should be refrigerated at 2-8 degrees C.
Specimens should be at room temperature before running a test.

3. Specimens containing precipitate may yield inconsistent test results. Such specimens must
be clarified prior to assaying.

Warnings

1. For in vitro diagnostic use only.

2. Do not eat or smoke while handling specimens.

3. Wear protective gloves while handling specimens. Wash hands thoroughly afterwards.

4. Avoid splashing or aerosol formation.

5. Clean up spills thoroughly using an appropriate disinfectant.

6. Decontaminate and dispose of all specimens, reaction kits and potentially contaminated
materials, as if they were infectious waste, in a biohazard container.

7. Do not use the test kit if the pouch is damaged or the seal is broken.

PROCEDURE

1. Remove the test disk from the foil pouch, and place it on a flat, dry surface.

2. Holding the sample dropper above the test disk (Figure 1) and add 1 hanging drop into the
Sample Well. After the drop is absorbed into the Sample Well, add another hanging drop, repeat
the procedure until a total of 3 hanging drops have been added to the Sample Well. If specimen
drops are added too quickly, specially for blood specimen, it may cause clogging of the Sample
Well.

3. As the test begins to work, you will see purple color move across the Result Window in the
center of the test disk. Note: If purple color dye does not begin to flow through the “Result
Window” within 2 minutes, add one more drop of sample.

4. Interpret test results at 10 to 15 minutes. Do not interpret test results after 20 minutes.
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Caution: The above interpretation time is based
on reading the test results at room temperature
of 15 to 30 °C. If your room temperature is
significantly lower than 15 °C, then the Result Wlndow
interpretation time should be properly increased. o
¢
©

INTERPRETATION OF THE TEST )
1. A purple band in the “C” area is the Control ~ Fi9ure 1 \/] 11 @ (O~

Line.
2. There are three Test Lines. cTl as Troponin |,
CKMB as CK-MB and MYO as Myoglobin.

Positive Result: The presence of purple color ~ Figure 2 ul [EEEED) [ ©L
“C” control line together with any purple color of Positive

“TI”, “CKMB” or “MYQ” test line, regardless of
which band appears first, indicates a positive
result (Figure 2). Note: Generally, the higher the ) ===

analyte level in the specimen, the stronger the Figure 3 ul ” ] [ @ ¢
Test Line band color will be. When the specimen Negative

analyte level is close to but still within the
sensitivity limit of the test, the color of the Test

Line band will be very faint. - \/” H s ] [ @m

Note: Specimens containing very low levels of
Myoglobin may develop color “MYO” band over
20 minutes.

Invalid

Negative Result: The presence of only one purple color “C” control line indicates a negative
result (Figure 3).

Invalid Result: If after performing the test no purple color control line is visible within the Result
Window, this result is considered invalid (Figure 4). Not following the procedures correctly or
using a test kit that has deteriorated can cause invalid results. It is recommended that the
specimen be re-tested.

Note: A positive result will not change once you have established your answer at 20 minutes.
However, in order to prevent any incorrect results, the test result should not be interpreted
after 20 minutes. Some specimens with a high rheumatoid factor concentration may yield a
nonspecific positive result.

LIMITATIONS OF THE TEST

Although the One Step Cardiac Combo Marker Test is accurate in detecting cTnl,CK-MB and
MB, a low incidence of false results can occur. Other clinically available tests are required if
questionable results are obtained. As with all diagnostic tests, a definitive clinical diagnosis
should not be based on the results of a single test, but should only be made by the physician
after all clinical and laboratory findings have been evaluated.
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Simbologia / Index of symbols - TEST

Leggere e seguire attentamente
le istruzioni per l'uso

Please read and follow
instructions carefully

@

Dispositivo monouso, non
riutilizzare

Disposable device, do not re-use

Solo per uso diagnostico in vitro
For in vitro diagnostic use only

=

Data di scadenza
(vedi scatola / bustina)

Expiration date
(see box / package)

€3

Prodotto conforme alla Direttiva
Europea n. 98/79/CE sui
dispositivi diagnostici in vitro

Product complies with European
Directive no. 98/79/EC on In Vitro
diagnostic devices

MAX
MIN o
4.1[1%0 'C

Conservare tra 4°e 30°C
Store between 4°and 30°C

Numero di lotto
(vedi scatola / bustina)
Lot number
(see box / package)

24525

Codice prodotto
Product code

FABBRICANTE/ MANUFACTURER:
GIMA SpA.

“ ViaMarconi, 1
20060 Gessate (M), ITALY
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