For In vitro Diagnostic and Professional Use Only
* Please carefully read the instructions before use
Format: Cassette
Specimen: Serum/Plasma/whole blood

COVID-19 Neutralizing Ab Test

INTENDED USE
COVID-19 Neutralizing Ab Test is used for qualitative detection of
the Neutralizing antibodies in patients who have recovered from
Novel Coronavirus Pneumonia or those who have been vaccinated.

INTRODUCTION

The neutralizing antibody protects the host from infection by
neutralizing the activity of the virus. It is a specific antibody that
can block the virus from invading cells. The neutralizing antibody
is produced by the immune response after a person is vaccinated
or infected with a virus. Its titer will directly determine the body's
ability to neutralize the virus, that is, the body's ability to avoid
virus infection. Coretests® COVID-19 Neutralizing Ab Test can
detect neutralizing antibodies faster, and the test only takes
10-15 minutes.

PRINCIPLE

This test kit uses recombinant Spike antigens of the SARS-CoV-2
and goat anti-mouse IgG polyclonal antibodies that are respectively immobilized on a nitrocellulose membrane. It uses colloidal
gold to label recombinant Spike antigens of the SARS-CoV-2 and
mouse-IgG. Using nano-colloidal gold technology and applying
highly specific antibody-antigen reaction and immunochromatographic analysis technology principle.
When testing, the SARS-CoV-2 Neutralizing antibodies in the
sample combined with the colloidal gold-labeled SARS-CoV-2
recombinant Spike antigen to form a complex, which was then
combined with the recombinant Spike antigens of the
SARS-CoV-2 in the T line during chromatography, at this time
there is one red line in the T line. When the samples do not
contain the SARS-CoV-2 Neutralizing antibodies, colloidal
gold-labeled COVID-19 recombinant Spike antigen cannot
combined with the recombinant Spike antigens of the
SARS-CoV-2 in the T line region, so there is no red colored line
in the T line .Regardless of the presence of SARS-CoV-2
Neutralizing antibodies in the sample, a red line will form in the
quality control area (C). The red line appears in the quality
control area (C) serves as 1.verification that sufficient volume is
added. 2.That proper flow is obtained 3. And as a control for the
reagents.

MATERIALS PROVIDED

SPECIMEN PREPARATION
1. The specimen is human serum/plasma and whole blood,
including clinical anticoagulants (EDTA, heparin, sodium
citrate) origin prepared serum or whole blood.
2. Do the test immediately after specimen collection. The speci,
men could be stored at 2 to 8℃ up to 5 days if testing can t
be done after specimen collection. The specimens should be
frozen at -20℃ for longer storage. Avoid multiple freeze-thaw
cycles. Anticoagulant whole blood specimen, do not store
longer than 72 hours at room temperature and not longer
than 7 days at 2 to 8℃.
3. Bring the specimen and test components to room temperature if refrigerated or frozen. Mix the specimen well prior to
assay once thawed. The precipitate should be removed by
centrifugation prior to the test if clearly visible particles
existed in the specimen.
4. Do not do the test if specimen including massive lipid, hemolysis or turbidity against invalid test result.

TEST PROCEDURE
Testing Method of Serum/Plasma Specimen
Serum or plasma specimen

Buffer

10-15 minutes

result

1. Add 1 drop of serum, plasma

2. Add 2 drops of diluent

Testing Method of Whole Blood Specimen
whole blood

1. Pierce the fingertip
with disposable lancet

2. Collect finger blood
with a pipette

3. Add 1 drop of whole blood

®

Coretests COVID-19 Neutralizing Ab Test contains the following
items to perform the assay:
1. COVID-19 Neutralizing Ab Test Cassette
2. Instruction for use
3. Buffer
4. Pipette
5. Sterile lancet

MATERIALS REQUIRED BUT NOT PROVIDED
1. Clock or Timer
2. Sample container
3. Glove

WARNING AND PRECAUTIONS
1.
2.
3.
4.
5.
6.

7.
8.
9.
10.

Read instruction for use carefully before performing this test.
For in vitro diagnostic use only.
Do not use the test Cassette beyond the expiration date.
The test Cassette should remain in the sealed pouch until
use. Do not use the test Cassette if the pouch is damaged or
the seal is broken.
Do not reuse the Cassette.
Treat and properly handle the specimens and used Cassette
as if they were potentially infectious. Dispose all specimens
and used Cassettes in a proper bio-hazard container. The
handling and disposal of the hazardous materials should
follow local, national or regional regulations.
There should be no eating, drinking or smoking where specimens are being handled.
Do not mix and interchange different specimens.
Wear disposable gloves, lab coat and eye protection while
handling potentially infectious material and performing the
assay. Wash hands thoroughly afterwards.
Clean spills thoroughly using an appropriate disinfectant.

Buffer
10-15 minutes

Results

5. Add 2 drops of buffer
to sample well

4. Unscrew and remove the
top of buffer bottle

Read the instruction first prior to testing. Bring the pouched test
to room temperature prior to testing. Do not open the pouch until
ready to begin testing.
1. Remove the test from the sealed pouch. Lay it on a flat, clean
and dry surface.
2. Use the pipette provided to add 1 drop of specimen to the
sample well.
3. Unscrew and remove the top of buffer bottle and hold it vertically,
then add 2 drops of buffer (approximate 80μl -100μl) to sample
well.
4. Read results in10-15 minutes.

INTERPRETATION OF RESULTS

POSITIVE
NEGATIVE
INVALID
Positive: Control（C）line and test（T）line appear in the show
window.
Negative: Only one line appears in control（C）area, no line
appears in test（T）area.
Invalid: If no line appears in the control（C）area, the test

results are invalid regardless of the presence or absence of line
in the test（T）area. The direction may not been followed correctly
or the test may be deteriorated. It is recommended that repeat
the test using a new device. If the problem persist, please stop
to use the product and contact local distributor.

STORAGE AND STABILITY

Storage: store at 2~30℃.

Shelf life: 24 months.

LIMITATION OF THE TEST

This kit is a clinical auxiliary test product. Any sample with a
positive test result should be further confirmed by other methods.

PERFORMANCE CHARACTERISTICS

1. Analytic Specificity
Results demonstrated that Coretests® COVID-19 Neutralizing Ab
Test has no significant cross-reactivity with the seromarkers listed
following: Influenza A virus, Influenza B virus, Hepatitis B surface
antibody, Hepatitis C virus, Parainfluenza virus, Human immunodeficiency virus, Adenovirus, Respiratory syncytial virus, EB
virus, Mumps virus, Varicella zoster virus, Enterovirus 71,
Measles virus, Cytomegalovirus, Chlamydia pneumoniae, Mycoplasma pneumoniae, Treponema pallidum.
2. Interference
The following substances and conditions were found not to
interfere with the test. List of potentially interfering compounds
and concentrations tested are as follows:
Chemical analytes

Concentrations

Chemical analytes

Concentrations

Cholesterol

200mg/mL

Rheumatoid factor (RF)

80IU/mL

Triglyceride

15mmol/L

AMA

80U/mL

Hemoglobin

9g/L

HAMA

1000μg/mL

Bilirubin

250μmol/L

3.DIAGNOSTIC SENSITIVITY AND SPECIFICITY
A clinical study using a total 703 blood samples was conducted.
The results of the COVID-19 Neutralizing Ab Test were compared
with cPass SARS-CoV-2 Neutralization Antibody Detection kit.
The diagnostic sensitivity and specificity of the test results are
given as below:
Table 1 - Comparison of COVID-19 Neutralizing Ab Test Device
Reference
Results of
Coretests
test

cPass SARS-CoV-2 Neutralization
Antibody Detection kit

Positive

Negative

Total Results

Positive

248

3

251

Negative

2

450

452

250

453

703

Total Results

Sensitivity: 99.2% (97.1%-99.9%);
Specificity: 99.3% (98.1%-99.9%);
Total agreement: 99.3%(98.4%-99.8%).

PRECAUTIONS
1. This kit is used for one-time in vitro testing. The same kit
cannot be reused.
2. This kit is suitable for qualitative detection of human serum,
plasma and whole blood samples.
3. The experimental environment should be protected from
wind, and experiments should not be performed in an excessively high temperature, high humidity, or excessively dry
environment.
4. The test samples should be regarded as infectious agents
and the operation should be in accordance with the infectious
disease laboratory operating rules. After using this kit, the
waste should be disposed according to the expected waste
management system.
5. Do not use after the expiration date.
6. Before using this kit, you must read this manual carefully and
strictly control the reaction time. If you do not follow the
instructions, you will get inaccurate results.
7. Hemolytic samples cannot be used for testing.
8. Do not use turbid contaminated samples for testing.
9. This kit will show negative results under the following conditions, when the COVID-19 Neutralizing antibody titer in the
sample is below the minimum detection limit of the kit, or the
COVID-19 Neutralizing antibody has not appeared at the time
of sample collection.
10. Samples containing higher titers of heterophilic antibodies or
rheumatoid silver may affect expected results.
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