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ATLAS LINK, INC.

Rapid Diagnostic Kit for Myoglobin

(Colloidal Gold Chromatography)

【INTRODUCTION】
The Myoglobin has a molecular mass of 17.8 KD , mainly exists in myocardium and skeletal muscle. In AMI, plasma Myo typically rises some 2-3 hours after the onset of chest pains, peaks within 9-12 hours, and returns to baseline levels within 24-36 hours. Myo is also one of the most important myocardial markers, with well-established roles in confirming acute myocardial infarction (AMI) and in monitoring reperfusion during thrombolytic therapy following AMI. 
【TEST PRINCIPLE】
When specimen is added to sample pad, it moves through the conjugate pad and mobilizes gold Myo conjugate that is coated on the conjugate pad. The mixture moves along the membrane by capillary action and reacts with Myo antibody that is coated on the test region. If Myo is present, the result is the formation of a colored band in the test region. If there is no Myo in the sample the area will remain colorless.
【SPECIMEN COLLECTION & PREPARATION】

1. For serum, collect blood into a container without anticoagulant. Allow the blood to clot and separate the serum from the clot. Use the serum for testing.

2. If the specimen cannot be tested on the day of collection, store the serum specimen in a refrigerator or freezer. 
3. Bring the specimens to room temperature before testing. Do not freeze the specimen repeatedly.
【TEST PROCEDURE】

1. Remove the test card from the pouch and allow it to equilibrate to room temperature prior to testing. Lay the card flat on a clean, dry and non-absorbent surface. 

2. Dispense 2 drops serum specimen (100ul) into the sample well.

3. Wait 15 minutes and read result. Do not read results after 15 minutes.

【LIMITATIONS】

The results obtained from the use of this kit should be used only as an adjunct to other diagnostic procedures and information available to the physician.

【INTERPRETATION OF RESULTS】

Positive: In addition to a pink colored control band, a distinct pink colored band will also appear in the test region.

Negative: Only one colored band appear on the control region. No apparent band on the test region. 

Invalid: A total absence of color band in both (T) and (C) regions or no colored band appears on the control (C) region is an indication of procedure error and/or that the test reagent has deteriorated. Repeat with a new test kit. 
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【PRECAUTIONS】

1. For IN VITRO diagnostic use only.
2. The test device should remain in the sealed pouch until use. Do not use after the expiration date.
【STORAGE AND STABILITY】

1. The test kit can be stored at 4 to 30 °C in the sealed pouch to the date of expiration. The shelf life is 18 months.

2.  The test kits should be kept away from direct sunlight, moisture and heat. Avoid repetitive freezing and thawing.  
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