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PRINCIPLE
The COVID-19 Antigen Rapid Test (Nasopharyngeal Swab) is a qualitative membranebased

immunoassay for the detection of SARS -CoV-2 Antigens in human nasopharyngeal swab specimen.

SARS -CoV-2 antibody is coated inthe test line region. During testing, the specimen reacts with
SARS -CoV-2 antibody-coated particles in the test. The mixture then migrates upward on the
membrane by capillary action and reacts with the SARS -CoV-2 antibody in test line region. If the
specimen contains SARS-CoV-2 Antigens, a colored line will appear in test line region as a result of
this. If the specimen does not contain antigens to SARS-CoV -2, no colored line will appear in the test
line region, indicating a negative result. To serve as a procedural control, a colored line will always

appear in the control line region, indicating that the proper volume of specimen has been added and

membrane wicking has occurred.

REAGENTS

The test contains anti-SARS -CoV -2 antibody as the capture reagentandanti-SARS -CoV-2 antibody

as the detection reagent.

PRECAUTIONS

1. This package insert must be read completely before performing the test. Failure to follow
directions in packageinsert may yield inaccurate test results.

2. Do not use test if pouch is damaged.

3. Wash hands thoroughly after handling.

4. Please ensurethat an appropriate amount of samples are used for testing. Too much or too little
sample size may lead to deviation of results.

5. The used test should be discarded according to local regulations.

6. Humidity and temperature can adversely affect results.

STORAGE AND STABILITY

stable through the expiration date printed on the sealed pouch. The test must remain in the sealed

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

pouch until use. DO NOT FREEZE. Do not use beyond the expiraton date.

SPECIMEN COLLECTION , TRANSPORT =~ AND STORAGE

Specimen Collection

1. Insert a sterile swab into the nostril of the patient, reaching the surface of the posterior
nasopharynx.

2. Swab over the surface of the posterior nasopharynx.

3. Withdraw the sterile swab from the nasal caV|ty
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SPECIMEN PREPARATION

Only the extraction buffer and tubes provided in the kit is to be used for swab specimen preparation.
Please refer to the Procedure card for detailed information of Specimen Extraction.

1. Place the swab specimen in the Extraction tube with Extraction Buffer (Approx. 350 pl). Rotate
the swab for approximately 1 Minutes while pressing the head against the inside of the tube to
release the antigen in the swab.

2. Remove the swab while squeezing the swab head against the inside of the Extraction tube as you
remove it to expel as much liquid as possible from the swab. Discard the swab in accordance with
your biohazard waste disposal protocol.

MATERIALS
Materia | Provided
-Test cassettes <Package insert «Procedure card <Extraction Buffer

-Extraction tubes Workstation -Sterile swabs - Timer Materials required but not provided

DIRECTIONS FOR USE

Allow the test, extracted specimen and/or controls to equilibrate to room temperature

(15-°30C) prior to testing.

1. Remove the test cassette from the sealed foil pouch and use it within one hour. Best results will be
obtained if the test is performedmmediately after opening the foil pouch.

2. Invert the specimen extraction tube and add 2 drops of extracted specimen (approx.75 pl) to
the specimen well(S) and then start the timer.

3. Wait for the colored line(s) to appear. Read the result at 15 minutes. Do not interpret the result
after 20 minutes.
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INTERPRETATION OF RESULTS

(Please refer to the illustration above)
POSITIVE:* Two distinct colored lines appear . One colored line should be in the control region
(C) and another colored line should be in the Test region (T). Positive result in the Test region
indicatesdetection of SARS -COV -2 antigens in the sample.
*NOTE : The intensity of the color in the test line region (T) will vary based on the amount of
SARS -COV -2 antigen present in the sample. So any shade of color in the test region (T) should be
considered positive.
NEGATIVE: One colored line appears in the control region (C).
appears in the test line region (T).
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.
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