INSTRUCTIONS FOR USE
ONE STEP TEST

Myoglobin Cardiac Marker
Detection in Whole Blood / Serum / Plasma

DIAGNOSTICS

@ 10YO

Only for professional in vitro diagnostic use

Product Code : TMGO01
Myoglobin Test Device detects cardiac marker myoglobin in human whole blood, serum and plasma.

Myoglobin (MYO)isa heme -protein normally lmmd in skelelal and cardlac musclew;(h amolecular welghl of 17 8kDa. It consmules aboulz percent of total muscle
. Whes

protein and i Myoglob I tothe blood rapidly due toits
ly ize. Following i i ith MI, isoneofthe

rise above Il . The level of Myoglobini baseline within 2-4 hours post-infarct, peaking at 9-12 hours, and returning to baseline

within 24- -36 hours. A numberuf reporls suggest the measurement of Myoglobin as a diagnostic aid in confirming the absence of myocardial infarction with negative

pi upto 100% afteronsetof

INTENDED USE

Myoglobin Test Device is a rapid immunochromatographic assay for qualitative detection of human cardiac marker myoglobin in human whole blood / serum /
e o 5id dienosh ialinfarotion (M.

[REAGENTS |

i-Myoglobil i particles ti
METHOD
Myoglubm Test Device is arapid, li i for the d i in human whole blood l serum/ plasma samples. There:
is capture reagentimmobilized to “T" test area of the test. While performing the test; whole blaod/ serum/ p ll reacts with the

particles coated with anti-myoglobin antibodies. This complex migrates to the other end of the membrane by capillary action. If lhere is Myoglobin in the sample, it

binds to capture reagent in the “T" test area and create a visible, colored signal that means the test result s positive. The minimum detection level is 50 ng/mL. If the.

sample does not contain myoglobin, colored line does not appear in the “T" test area. This means the test resuitis negative. As a procedural control, a colored line
o i

the" that olume of d
PRECAUTIONS AND L! 'ATIONS

1.For d ir

2Donotusetestkitbeyond expiry date. Thetesl device s single use. Donotreuse.

3. Thelesl device should remain pouch . Donot ifthe sealis broken or the pouch is damaged.

4 Wear ming the test.

5.Use anew dropper for each sample.

6.All patient samples should be handled as taking capable of ing disease into consideration. Observe i ions against

hazards throughoutall procedures and iouow the standard proper disp

7.This test will th ininthe sample, be the only basis for! infarction.
8.As with all diagnostic lestﬁ Il Should be kep! in mind that an identification diagnosis can't be based on a single test result. Dxagnnsns can only be reached by an
expertafter! y findin,

9.Unusually high titers of heterophile antibodies or rheumatold factor (RF) may affect results. Even if test results are positive, further clinical evaluation should be

10.There is a slight possibility that some whole blood specimens wuh very high viscosity or which have been stored for more than 2 days may not run properly on the
test device. Repeatthe testwith a serum or plasma specimen from the same patient using a new test device.

If the test result is negative and clinical symptoms persist, additional testing using other clinical methods is recommended. A negative result does not at any time
preclude the possibility of myocardial infarction.

STORAG!

away moisture, heatand
Storeat4-30°C (39 -86°F). Do not freeze.
Thetestin the original packaging retains stable until expiry date at storage conditions. The test device should be used in maximum one hour after the foil is opened.

SAMPLE COLLECTION AND PREPARATION

, serum or plasma. To avoid hemolysis, serum or plasma should be separated from blood as soon as possible.
For Whole Blood Samples: Test should be performed immediately with who\e blood samples. Otherwise, whole blood samples should be stored at 2 - 8 °C with
anticoagulants (EDTA, heparin, citrate should be intil th inaperiod of 2 days after collection.

For Serum Samples: ( Collect blood into a collection tube without anhcoagulan( leave to settle for 30 minutes for blood coagulation and then centrifuge the blood. At
the end of cel 1of isusedas serum.

For Plasma Samples: Collectblood i (EDTA, heparin, citrate should be id Jlation of d then
centrifuge the blood. Attt d I

Do not use turbid, hemolyzed samples. If me sample cannot be tested on the day of collectlon smre the serum, plasma samples in a refrigerator or freezer. Do not
freeze and thaw the serum, plasma samples repeatedly. D reeze whole bloo Bring the samples to room temperature before testing. Frozen
samples must be completely thawed and mixed well prior m les(ing. Turbid test samples should be centrifuged. Using of frozen and thawed samples should be
avoided whenever possible, due to the blocking of the membrane by the debris.

Kitcomponents : Testdevices, droppers, dilt (for whol I d il ions for use.

Additional materials required but not provided : Sample collection tube, centrifuge and timer, lancet (for only fingerstick whole blood), heparinized dispensing
bulbs and capillary tubes (for only fingerstick whole blood).

Additional materials recommended but not provided : Micropipettes to deliver mentioned amount of sample in the test procedure, negative and positive control
materials

TEST PROCEDURE

1. Take the test device outof ts pouch. Bring the tests and whole blood /erurm plasma samples to rccmlemperalure
2. For Whole Blood Samples: Draw whole blood into dropper and put 2 drops (60 pl) ir tte. I after, 1 drop (~40pL) of diluent is
added into the sample well and allowed to soakin.

For Serum / Plasma Samples: Draw serum / plasma into dropper and put 2 drops (60 pl) into the sample well of the cassette. Do not use diluent for serum / plasma
samples.
Avoid the formation of any air bubbles.
3. Depending on the myoglobin concentration in the sample, the test can react even in 5 minutes. Results should be read at 10 minutes as shown below. Results forming
after 20 minutes should be regarded as invalid.

INTERPRETATION OF RESU

nly one colored lineis visible in “C” area, indicating that myoglobin does notexist
Pasllwa Two coloredlines are visible in “C” and"T" areas, mmcaung that myoglobin exists.

ation of myoglobin may intlinein “T" area. E hafaintline in“T" “positive”.
Invalld :Nocolored line s visible or only ane colored lineis visi iblo in T ares: setsholldbe repeated using anewtestdevice

TOYO -

NEGATIVE POSITIVE

Diluent

INVALID INVALID

ALITY CONTROL

Tests have built in procedural quality control features. When the test is complete, the user will see a colored line in the “C” area of the test on negative samples and a
colored line in the “T" and “C" area on positive samples. The appearance of the control “C” line is considered as an internal procedural control. This line indicates that
sufficient volume of sample was added as well as valid test result. It is recommended that a negative control and a positive control be used to verify proper test

performar control. L ] ontrols.
PERFORMANCE EVALUATION
Sen: and Specificity
The Myog Iubm Test Devicehas b i i i usi
Method EIA
; Results Positive Negative Total Results
MyodlobiniTest Positive 75 7 82
Negative [) 420 420
Total Results 75 427 502
Sensitivity: 100% Specificity: 98,4%
+Predictive V: 92% -Predictive V: 100%
Intra-Assay
Within-run precision has been plicates of 15 tests using Myoglobin specimen levels at 0 ng/mL., 50 ng/mL, 100 ng/mL, 200 ng/mL., and 400 ng/mL.

The specimens were correctly identified >99% ol Ihe time.

Inter-Assay
Between-run precision has been determined by 3 |ndependen| assays on Ihe same five specimens: 0 ng/mL, 50 ng/mL, 100 ng/mL, 200 ng/mL, and 400 ng/mL of
Myoglobin. Myoglobin Test Device have been identified >39% of the time .

INTERFERING SUBSTANCES

The Myug\obm Tesl Davme has been tested and no |nleﬂerence was observed in spemmens containing 110 mg/mL human albumin, 6 mg/mL bilirubin, 10 mg/mL
d 16 mg/mL.

The following Iso been tested using the Myoglobin Test Device and no interference was
observed.
Cl i Flunarizine Hydrochloride Nifedipine
d (¢ OxalicAcid
Acetylsalicylicacid Cilazapril GentisicAcid Oxazepam
Anisodamine Creatine Hydrochlorothiazide Pentoxifyline.
AscorbicAcid Diclofenac Isosorbide Mononitrate Phenobarbital
Atenolol Digoxin Labetalol Quinine
Atorvastatin Calcium DL-Tyrosine Metoprolol Tartrate Ramipril
Caffeine Ethanol Moracizine Hydrochloride Verapamil
Captopril Felodipine
1.WongSS. ial infarction. Ann Clin Lab Sci, 26:301-12, 1996.
2. Kagen LJ. Myoglobin melhodsand d\agnosuc uses. CRCCnl Rev. Clin. Lab Sci., 2: 273 1978
3.Chapelle JP. etal. Serum ion. Eur. Heart Journal, 3:122, 1982.
4. HamfeltA. etal. Use of bi i il ln(hecoun(yof a routine for the di: f infarction.

Scand. J. Clin. Lab. Invest. Suppl., 200 20 1990
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