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For professional and in vitro diagnostic use only.

PRODUCT NAME
COVID-19 Antibody Detection Kit

PACKING
1 piece/pouch, 25 tests/box or 1 test/box

INTENDED USE
This product is intended for the qualitative detection of antibodies for
SARS-CoV-2 spike glycoproteins and nucleocapsid proteins . The test results can
help to distinguish people infected with SARS-CoV-2 virus from those who
received COVID-19 mRNA vaccines or adenovirus vaccines.

SUMMARY
The novel coronaviruses belong to the β genus. COVID-19 is an acute respiratory
infectious disease. People are generally susceptible. COVID-19 patients are the
main source of infection. Asymptomatic carriers can also spread the virus to the
others. Based on the current epidemiological investigation, the incubation period
is 1 to 14 days, mostly 3 to 7 days. The main manifestations include fever, fatigue,
and dry cough. Nasal congestion, runny nose, sore throat, myalgia, and diarrhea
are also found in some cases.

PRINCIPLE
The test strip in this kit include two test lines (S, N) and a control line (C).The test
lines are coated with anti-human IgM and anti-human IgG antibody. When a test
sample is loaded into the sample loading hole on Test Card, the sample moves on
the Test Card under capillary effect. If SARS-CoV-2 antibodies are present in the
test sample, it will combine with the novel coronavirus conjugate to form immune
complexes. The complexes will be detected by antibody coated on the
corresponding test lines and visualized as purple red bands. If test lines don’t
appear, the test result is negative. As a product quality control, the C line should
always appear at the control region indicating that proper volume of specimen has
been added and the sample migration has occurred.

COMPOSITION
1. Test Card
2. Blood Sampling Needle
3. Blood Dropper
4. Buffer Bulb

STORAGE AND STABILITY
1. Store the product at temperature 2-30°C or 38-86°F, and avoid direct

exposure to sunlight. The kit is stable within the expiration date printed on
the labeling.

2. Once an aluminum foil pouch is opened, the test card inside should be used
within one hour. Prolonged exposure to hot and humid environment may

cause inaccurate results.
3. The lot number and the expiration date are printed on the labeling.

WARNINGS AND PRECAUTIONS
1. Read the instructions for use carefully before using this product.
2. This product is for professional use ONLY.
3. This product is applicable to whole blood, serum, and plasma samples.

Using other sample types may cause inaccurate or invalid test results.
4. Please make sure that a proper amount of sample is added for testing. Too

much or too little sample amount may cause inaccurate results.
5. If the test line or control line is out of the test window, do not use the test

card. The test result is invalid and retest the sample with another one.
6. This product is disposable. DO NOT recycle used components.
7. Dispose of used products, samples, and other consumables as medical

wastes under relevant regulations.

TEST PROCEDURES

Allow the test devices and specimens to restore to room temperature (15-30°C or
59-86°F) prior to testing.
1. Take out a test card and a blood dropper from an aluminum foil pouch.
2. Disinfect the patient’s finger tip with a piece of 70% alcohol wipe.
3. Open the blood sampling needle. Press the needle firmly on the finger tip

until you hear a click sound. Discard the needle properly.

4. Hold the dropper vertically, transfer 1 drop of sample (about 10-20μL) into
the antibody loading hole on the test card.

5. Twist to open the buffer bulb. Add 2 drops of buffer (about 70 μL) into the
antibody loading hole immediately.

6. Read the result in 15 minutes. The result is considered inaccurate and
invalid after 20 minutes.

INTERPRETATION OF RESULTS

Positive(+): Red bands appear in the control area (C) and test area (S, N),
corresponding to positive test items.

S+/N+: Both spike glycoprotein antibody and nucleocapsid protein antibody
detcted.
S+/N-: Spike glycoprotein antibody detected;
S-/N+: Nucleocapsid protein antibody positive.
Negative(-): C line appears while no test line appears in 15 minutes after sample
loading. There is no spike glycoprotein or nucleocapsid protein antibody in the
tested sample, or the amount of antibodies is below the detection limit of the test.
Invalid: If the C line does not appear, it indicates that the test result is invalid.
Please retest the sample with another test card.

If you have been vaccinated with one of the following vaccines (AstraZeneca,
Pfizer/BioNTech, Moderna, Sputnik V), please refer to the interpretation of
the results below.
S+/N+: You have developed protective neutralizing antibodies. You have

been infected with SARS-CoV-2 before.
S+/N-: You have developed protective neutralizing antibodies. You haven’t

been infected with SARS-CoV-2.
S-/N+: The level of neutralizing antibodies in your body is low. You have

been infected with SARS-CoV-2 before.
Negative: You haven’t been infected with SARS-CoV-2. The level of

antibodies in your body is low.

If you have been vaccinated with any of the following vaccines (SinoPharm,
SINOVAC), please refer to the interpretation of the results below.
S+/N+: You have developed protective neutralizing antibodies.
S+/N-: You have developed protective neutralizing antibodies.
S-/N+: The level of neutralizing antibodies in your body is low.
Negative: The level of antibodies in your body is low.

If you haven’t been vaccinated, please refer to the following result
interpretation
S+/N+: You have developed protective neutralizing antibodies. You have

been infected with SARS-CoV-2 before.
S+/N-: You have developed protective neutralizing antibodies. You have been

infected with SARS-CoV-2 before.
S-/N+: The level of neutralizing antibodies in your body is low. You have

been infected with SARS-CoV-2 before.
Negative: You haven’t been infected with SARS-CoV-2. The level of

antibodies in your body is low.

Invalid

S+/N+ S+/N- S-/N+ Negative



LIMITATIONS
1. This product is intended for assisted diagnosis of viral infections only. A

final clinical diagnosis should also consider factors like symptoms, results
of other tests as well.

2. A negative result indicates that the antibody level in tested sample is below
the limit of detection of this product. It cannot completely exclude the
possibility of viral infection of patient.

3. A positive result indicates that the tested sample has antibody level higher
than the limit of detection of this product. However, the color intensity of
test line may not correlate with the severity of infection or disease
progression of the patient.
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