SARS-CoV-2 Antigen Test Kit

C€

PRODUCT NAME

Severe Acute Respiratory Syndrome Coronavirus 2(SARS-CoV-2) Antigen Test Kit
(Colloidal Gold Chromatographic Immunoassay)

PACKING
25T/Kit

CATALOGUE NO.
SC0202

INTENDED USE

The SARS-CoV-2 Antigen Test Kit is an immunochromatographic test system for the
rapid, qualitative detection of severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2) antigen in human nasal basin or pharyngeal cavity and saliva
specimens, can be used for diagnosis of coronavirus infection disease (COVID-19)
in vitro, which is caused by SARS-CoV-2.

The SARS-CoV-2 Antigen Test kit provides preliminary test results, with negative
results don’t preclude SARS-CoV-2 infection. Cannot be used as the sole basis for
treatment or other management decision. For in vitro diagnostic use only.

PRINCIPLE

The SARS-CoV-2 Antigen Test Kit is based on colloidal gold
immunochromatography method to detect SARS-CoV-2 N protein in respiratory
secretions and other specimens. When the specimen is added into the test device,
the specimen is absorbed into the device by capillary action, mixes with the
gold-labeled antibody, and flows across the precoated membrane.

The SARS-CoV-2 antigen in specimen captured by the gold-labeled antibody Sla
bound to antibody S1 immobilized in the Test Region (T) of the membrane, and this
produces a colored test band that indicates a positive result.

When there is no SARS-CoV-2 antigen in the specimen or the concentration is lower
than the detection limit of the test, there is not a visible colored band in the Test
Region (T) of the device. This indicates a negative result.

To serve as a procedure control, a colored line will appear at the Control Region (C),
if the test has been performed properly.

MAJOR COMPONENTS

Material Provided

Test cassette (25 pcs)

Extraction tube (25 pcs, contains extraction buffer)

Swab (25 pcs)

Positive control (1X1 mL)

Negative control (1 X1 mL)

Material Required but Not Provided

Timer, Personal protective equipment, such a protective gloves, medical mask,
goggles and lab coat.

Appropriate biohazard waste container and disinfectants.

STORAGE CONDITION

The test card is stable for 12 months (while sealed in an aluminum foil bag) if stored
at 2~30°C. When the test environment humidity is more than 60%, the test card
needs to be used immediately after the opening of the aluminum foil bag. When the
test environment humidity is less than 60%, the test card needs to be used within 1
hour after the opening of the aluminum foil bag.

SPECIMEN COLLECTION AND PREPARATION

Specimen collection:

1. It is applicable to the diagnosis of the Novel coronavirus from the samples of
nasopharyngeal, oropharyngeal and saliva swab. Use freshly collected samples
for optimal test performance. Inadequate sample collection or improper sample
handling may yield a false-negative resuilt.

2. For the sampling of nasopharyngeal swabs, the sterile swab provided in this kit
should be completely inserted into the nasal basin and swabbed several times to
collect the mucus epidermal cells.

3. For sampling of oropharyngeal swabs, the sterile swab provided in this kit should
be completely inserted into the pharynx, tonsils and other inflamed areas. Avoid
touching your tongue, cheeks and teeth with cotton swabs during sampling.

4. 1t is recommended to collect sample from nasopharyngeal for more accurate
results.

5. For saliva swab completely insert the saliva swab supplied in this kit into the
mouth, and stir slowly, at least 20 seconds to enough saliva into saliva swab.

REQUIREMENTS OF SPECIMENS
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Swab Specimens

1.

4.

Completely insert the sterilized swab supplied in this kit into the nasal basin or
pharyngeal cavity, and swab several times to collected the epidermal cell of the mucus.
It is recommended to collect sample from nasal basin for more accurate results.
Unscrew the nozzle cap, then place the patient swab sample into the extraction tube.
Roll the swab head against the inside of the extraction tube at least 3 times, and then
wait for 1 minute.

Remove the swab while squeezing the swab head against the inside of the tube to
expel as much liquid as possible from the swab. Dispose of the used Swab in your
biohazard waste.

Press the nozzle cap tightly onto the tube

Saliva Specimens

1.

2.

Unscrew the nozzle cap, then place the patient saliva swab sample into the extraction
tube. Roll the swab head against the inside of the extraction tube at least 3 times, and
then wait for 1 minute.

Press the nozzle cap tightly onto the tube.

TEST PROCEDURE

1.
2.
3.

Take out the test card from the aluminum foil bag and lay it flat on the test bench.
Add 4 drops of extracted specimen to the specimen well of the test device.
Read the results within 15 minutes.

NOTE: The experiment should be done at 15~30°C.humidity 35%~85%.

QUALITY CONTROL PROCEDURE

1.
2.

3.

Take out the test card from the aluminum foil bag and lay it flat on the test bench.

Add 4 drops of positive control / negative control to the specimen well of the test
device.

Read the results within 15 minutes.

NOTE: If the test result does not meet the requirements, please contact the manufacturer.

INTERPRETATION OF RESULTS

1.

The presence of two lines (Test and Control), regardless of the intensity of the test line,
indicates a positive result.

A single Control Line indicates a negative resuilt.

If the control line does not appear, the results are invalid and the test should be

repeated.
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The results must be interpreted in 10 minutes.
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LIMITATION OF METHODOLOGY

1.

The Novel SARS-CoV-2 Antigen Test Kit is an acute-phase screening test for
qualitative detection. Sample collected may contain antigen concentration below the
reagent’s sensitivity threshold, so a negative test result does not exclude infection with
novel coronavirus.

The Novel SARS-CoV-2 Antigen Test Kit detects viable and non-viable novel
coronavirus antigen. Test performance depends on antigen load in the sample and may
not correlate with cell culture performed on the same sample. A positive test does not
rule out the possibility that other pathogens may be present, therefore, the results must
be compared with all other available clinical and laboratory information to make an
accurate diagnosis.

A negative test result may occur if the level of extracted antigen in a specimen is below
the sensitivity of the test or if poor quality specimen is obtained.

Performance of the test has not been established for monitoring antiviral treatment of
novel coronavirus.

Positive test results do not rule out co-infections with other pathogens.

Negative test results are not intended to rule in other coronavirus infection except the
SARS-CoV-2.

Children tend to shed virus for longer periods of time than adults, which may result in
differences in sensitivity between adults and children List.

A negative result may occur if the concentration of antigen in a specimen is below the
detection limit of the test or if the specimen was collected or transported improperly,
therefore a negative test result does not eliminate the possibility of SARS-CoV-2
infection, and should be confirmed by viral culture or PCR.

PERFORMANCE CHARACTERISTICS

1. Sensitivity & Specificity

Nasopharyngeal, oropharyngeal and saliva swab specimens from 273 patients, which
included 73 COVID-19 positive and 200 COVID-19 negative results confirmed by clinical
diagnosis judgement. The result of clinical evaluation of SARS-CoV-2 Antigen Test Kit was

as follows:
Method PCR
Result Positive Negative Total Results

SARS-CoV-2 Antigen Test Kit Positive 70 0 70
Negative 3 200 203
Total Results 73 200 273

Sensitivity 95.9% (95%C1:89.8%~96.9%)
Specificity >99.9% (95%C1:97.6%~100.3%)

Accuracy 98.9% (95%CI:97.2%~99.1%)
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