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For self-testing
A nasal swab sample can be self-collected by an individual aged 15-70
years.People between the ages of 15 and 70 who are unable to collect
samples by themselves may be assisted by other adults.

INTENDED USE

SARS-COV-2 Antigen Rapid Test Device is a rapid visual immunoassay for
the qualitative, presumptive detection of SARS-CoV-2 nucleocapsid (N)
antigen in human nasal swab specimens. It is used to aid the diagnosis of
infection with novel Coronavirus.
This test is applicable to all individuals suspected of being infected by
SARS-CoV-2. The test will be used to assist in the diagnosis of the
coronavirus infectious disease (COVID-19) caused by SARS-CoV-2.
The test kit is simple, safe, effective and intended for self-testing(lay users),
which is suitable for individuals to use in non-laboratory settings like
homes, offices, schools, sports,stadiums, airports, etc.
Any interpretation or use of this preliminary test result must also rely on
other clinical findings as well as on the professional judgment of health
care providers. Alternative test method(s) should be considered to
confirm the test result obtained by this test.

INTRODUCTION
The novel coronaviruses (SARS-CoV-2) belong to the β genus. COVID-
19 is an acute respiratory infectious disease. People are generally
susceptible. Currently, the patients infected by the novel coronavirus are
the main source of infection; asymptomatic infected people can also be an
infectious source. 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 found in a few cases.

PRINCIPLE
When an adequate volume of test specimen is dispensed into the sample
well of the test device, the specimen migrates by capillary action along the
device. SARS-CoV-2 antigen, if present in the specimen, will bind to the
mouse anti-novel coronavirus nucleoprotein antigen conjugates. The
immunocomplex is then captured by the pre-coated mouse anti-novel
coronavirus nucleoprotein monoclonal antibody, forming a burgundy
colored T line, indicating an SARS-CoV-2 antigen positive test result and
suggesting an infection with SARS-CoV-2.
Absence of T lines suggests a negative result.
Each test contains an internal control (C line) which should exhibit a
burgundy colored line of the control antibodies regardless of color
development on any of the test lines. If the C line does not develop, the test
result is invalid and the specimen must be retested with another device.

KIT COMPONENTS

MATERIALS REQUIRED BUT NOT PROVIDED
Timer
Hand soap and water or hand sanitizer

WARNINGS AND PRECAUTIONS
 For in vitro diagnostic use only.
 For self-testing
 Do not use after the expiration date indicated on the package.
 Do not use the test if the foil pouch is damaged.
 The test device is for one-time use only, and cannot be reused or used

by more than one person at a time.
 Do not interchange or mix components from different kit lots.
 Read the entire procedure carefully prior to testing.
 Perform the test immediately after taking the sample. Too many or

insufficient droplets of the sample diluents may lead to incorrect or
invalid results.

 Depending on whether you have symptoms or not, you can check
yourself at any time. Please note that the test results are only valid for
that moment.

 For substances that contain or are suspected to contain sources of
infection, appropriate biosafety assurance procedures should be
followed. Please note the following:

a) If the liquid splashes in your eyes or on your skin, rinse with plenty of water. If
you feel unwell, go to a specialist for a checkup.
b) All specimens and used kits are at risk of infection. When testing is complete,
sterilize the test specimens and place them in the biohazard sample bag, wash
your hands with hand sanitizer and clean operating area like desktop with
disinfectant.
c) Please follow the local biomedical waste disposal laws to dispose of the
biohazard sample bag.

STORAGE AND STABILITY
 The kit should be stored at 2-30°C until the expiry date printed on the

sealed pouch, the shelf life is 24 months.
 The test must remain in the sealed pouch until use.
 Do not freeze.

PROCEDURE
Carefully read instructions for using the test kit and operate accordingly to
ensure reliable results.
Note: Before starting the test, wash your hands with soap and water or use
hand sanitizer. Make sure they are dry before starting.

PREPARATION BEFORE THE TEST
Take out all components of the kit at room temperature (15-30℃), make
sure the extraction tube and test device reach the room temperature . See
illustration below (example of one-person use).

SPECIMEN COLLECTION
1.Tear the swab packaging pouch, keep the absorbent tip of the swab clean,
avoid touching the absorbent tip of the swab, and make sure it does not
touch any surface before use.

2. Let the head relax naturally, Insert the swab into one nostril until you
feel a slight resistance (about 2.5cm/1 inch up your nose)
3.Roll the swab 5 times along the mucosa inside the nostril to ensure the
mucus and cells are collected. Using the same swab, repeat this process
for the other nostril to ensure an adequate specimen is collected.
4.Withdraw the swab from the nasal cavity.

SAMPLE PROCESSING
1.Ripped the membrane of extraction tube,place and soak the swab into
the tube.

2. Roll the swab at least 10 times while pressing the swab against the
bottom and side of the extraction tube.Insert the tube into the hole indicated
on the kit box or work station.Make sure the tube is standing upright and
reaches the bottom. Leave the swab in the extraction tube for 1 minute.
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3. Pinch the tube wall to squeeze the swab gently to keep as much liquid
in the tube as possible. Remove the swab and put it into a biohazard
sample bag.

4. Take out the test device from the sealed pouch and lay it on a clean,
level surface

5. Put on the tube tip, then add 3-4 drops (about 75-100ul) of extracted
sample into the sample well.
6. As the test begins to work, color will migrate across the membrane. Wait
for the colored band(s) to appear. The result should be read at 15 minutes.
Do not interpret the result after 30 minutes.Do not handle or move the test
device until the test is complete and ready for reading.

INTERPRETATION OF RESULS
POSITIVE RESULT:A colored band appears in the control band region
(C) and another colored band appears in the T band region

A positive test result for COVID-19 indicates that antigens from SARS-CoV-
2 were detected, and you are very likely to be infected with the virus and
presumed to be contagious. Please follow your local self-isolation
guidelines and contact your doctor/family doctor or local health authority
immediately and have a COVID-19 nucleic acid PCR confirmatory test to
confirm the infection.

NEGATIVE RESULT:One colored band appears in the control band
region (C). No band appears in the test band region (T)

-A negative result means that you probably do not have a COVID-19.
Please note,that a negative result does not completely exclude a COVID-19
infection and also a negative test may present an infection. Continue to
maintain all applicable rules regarding contact with others as well as
protection and hygiene measures.

-Repeat the test after 1-2 days in case of suspicion, as the corona virus is
not present at all stages.

INVALID RESULT:
Control band fails to appear. Results from any test which has not produced
a control band at the specified reading time must be discarded. Please
review the procedure and repeat with a new test. If the problem persists,
discontinue using the kit immediately and contact your local distributor

NOTE:
1. The intensity of the color in test region (T) may vary depending on the

concentration of aimed substances present in the specimen. Therefore,
any shade of color in the test region should be considered positive.
Besides, the substances level can not be determined by this qualitative
test.

2. Insufficient specimen volume, incorrect operation procedure, or
performing expired tests are the most likely reasons for control band
failure.

SAMPLE CLEAN UP
1.Put the test device into the biohazard sample bag. Make sure that test
device, extraction tube and swab are in the biohazard sample bag, then
have it sealed.
2.Dispose of the sealed biohazard sample bag in accordance with local
government regulations and then wash your hands with soap and water or
use hand sanitizer.

LIMITATIONS OF THE TEST

1. The SARS-COV-2 Antigen Rapid Test Device is in vitro diagnostic for
self-testing, and should only be used for the qualitative detection of
COVID-19 antigen.

2. This test has been authorized only for the detection of proteins from
SARS-CoV-2, not for any other viruses or pathogens.

3. The etiology of respiratory infection caused by microorganisms other
than COVID-19 virus will not be established with this test. The test kit is
capable of detecting both viable and non-viable COVID-19 particles. The

performance of test kit depends on antigen load and may not correlate
with PCR performed on the same specimen.

4. If the test result is negative and clinical symptoms persist, additional
testing using other clinical methods is recommended. A negative result
does not at anytime rule out the presence of COVID-19 viral antigens in
specimen, as they may be present below the minimum detection level of
the test. As with all diagnostic tests, a confirmed diagnosis should only
be made by a physician after all clinical and laboratory findings have
been evaluated.

5. Inadequate or inappropriate specimen collection, storage, and transport
may yield false negative test result.

6. Antigen is generally detectable in upper respiratory specimens during
the acute phase of infection. Positive results indicate the presence of
viral antigens, but clinical correlation with patient history and other
diagnostic information is necessary to determine infection status.
Positive results do not rule out bacterial infection or co-infection with
other viruses. The agent detected may not be the definite cause of
disease.

PERFORMANCE CHARACTERISTICS
Table: SARS-COV-2 Antigen Rapid Test Device vs. PCR Results

Relative Sensitivity: 96.49%
(93.11%~99.87%)
Relative Specificity: 100%
(99.82%~100%)
Overall Agreement: 98.37%
(96.78%~99.95%)
*95% Confidence Interval

PCR

+ - Total

COVID-
19

Rapid
Test

+ 110 0 110

- 4 131 135

114 131 245

LIMIT OF DETECTION (LOD)

LOD concentration Type

Positive Control 530 TCID50/mL Heat-Inactivated
SRAS-COV-2 Virus

ANALYTICAL SPECIFICITY AND CROSS-REACTIVITY

For Human NP swabs samples without VTM

The Cross-reactivity of The SARS-COV-2 Antigen Rapid Test Device for
rapid detection of SARS-CoV-2 was evaluated by testing a panel of high
prevalence respiratory pathogens that could potentially cross-react with
The SARS-COV-2 Antigen Rapid Test Device for rapid detection of SARS-
CoV-2.Each organism and virus spiked into negative NP swabs samples
without VTM was wet-tested in triplicate.The results showed the
substances tested by SARS-COV-2 Antigen Rapid Test Device device do
not cross-react.The final concentration of each organism is documented in
the following .

Not Cross-react with Concentration of 2.0 x 106 TCID50/mL: Human
coronavirus (Type: 229E, OC43, NL63), SARS-coronavirus, MERS-
coronavirus, Human Metapneumovirus (hMPV), Parainfluenza virus (Type
1,2,3,4), Influenza A, Influenza B, Enterovirus (Type: EV71,CA16),
Respiratory syncytial virus, Rhinovirus

Not Cross-react with Concentration of 2.0 x 107 TCID50/mL: Haemophilus
influenzae, Streptococcus pneumoniae, Streptococcus pyogenes,
Bordetella pertussis, Mycoplasma pneumoniae, Chlamydia pneumoniae,
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Legionella pneumophila, Mycobacterium tuberculosis, Pneumocystis
jirovecii (PJP)

Not Cross-react with Normal nasal flush fluid

MICROBIAL INTERFERENCE STUDIES

For Human NP swabs samples without VTM

The interference of The SARS-COV-2 Antigen Rapid Test Device for rapid
detection of SARS-CoV-2 was evaluated by testing a panel of high
prevalence respiratory pathogens that could potentially interference-react
with The SARS-COV-2 Antigen Rapid Test Device for rapid detection of
SARS-CoV-2. The positive human NP swabs samples was (3xLoD) SARS-
CoV-2 concentration. The microorganism indicated below was respectively
added into the positive human NP swabs samples.No false result was
observed with he following interference.

No false result was observed with Concentration of 2.0 x 106 TCID50/mL:
Human coronavirus (Type: 229E, OC43, NL63), SARS-coronavirus, MERS-
coronavirus, Human Metapneumovirus (hMPV), Parainfluenza virus (Type
1,2,3,4), Influenza A, Influenza B, Enterovirus (Type: EV71,CA16),
Respiratory syncytial virus, Rhinovirus

No false result was observed with Concentration of 2.0 x 107 TCID50/mL:
Haemophilus influenzae, Streptococcus pneumoniae, Streptococcus
pyogenes, Bordetella pertussis, Mycoplasma pneumoniae, Chlamydia
pneumoniae, Legionella pneumophila, Mycobacterium tuberculosis,
Pneumocystis jirovecii (PJP)

No false result was observed with Normal nasal flush fluid

ENDOGENOUS INTERFERENCE SUBSTANCES STUDIES

For Human NP swabs samples without VTM

Evaluated eighteen (18) potentiality interfering substances that may be found
in the lower respiratory tract do not cross-react or interfere with the detection
of SARS-CoV-2 in the SARS-CoV-2 Antigen Rapid Test. And results showed
the interfering substances did not interfere with the SARS-COV-2 Antigen
Rapid Test Device at the levels tested:

Whole Blood(4%), Mucin(0.50%), Ricola /Menthol(1.5 mg/mL), Sucrets
/Dyclonin/ Menthol (1.5 mg/mL), Chloraseptic/Menthol/Benzocai ne(1.5
mg/mL), Naso GEL/NeilMed(5% v/v), CVS Nasal Drops/Phenylephrine(15%
v/v), Afrin/Oxymetazoline (15% v/v), CVS Nasal Spray/Cromolyn(15% v/v),
Nasal Gel/Oxymetazoline (10% v/v), Zicam(5% v/v), Homeopathic /Alkalol
(1:10 Dilution), Fisherman’s Friend(1.5 mg/mL), Ore Throat Phenol
Spray(15% v/v), Tobramycin(4μg/mL), Mupirocin(10 mg/mL), Fluticasone
Propionate(5% v/v), Tamiflu /Oseltamivir Phosphate (5mg/mL)
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