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CoVard SARS-CoV-2 Nasal Antigen Test Kit 
(Colloidal Gold)
Catalog Number: COV200601
For personal use only

DIRECTIONS FOR USE

This kit is used for the in vitro qualitative detection of SARS-CoV-2 
antigen. This is a lateral flow sandwich assay, which is intended for 
the qualitative detection of the nucleocapsid protein antigen from SARS-
CoV-2 in nasal (NS) swab samples. This test is for clinical laboratory use 
only or for immediate inspection by medical personnel, not for home 
testing, and cannot be used as a basis for diagnosing or excluding 
pneumonia caused by a new coronavirus infection screening suitable by 
the general population. A positive test result must be further confirmed. 
A negative test result cannot rule out an infection. The kit and test 
results are intended for clinical reference only. It is recommended to 
combine the patient's clinical manifestations and other laboratory 
tests for a comprehensive analysis of the condition.

SUMMARY AND EXPLANATION

The novel coronaviruses belong to the ß genus. SARS-CoV-2 is an acute
infectious disease of the respiratory tract. People are usually vulnerable.
Currently the main sources of infection are; asymptomatic infected
people can also be an infectious source.

Based on the current epidemiological investigation, the incubation period
is 1 to 14 days, usually 3 to 7 days. The main manifestations are fever,
fatigue and dry cough.

Nasal congestion, runny nose, sore throat, myalgia, and diarrhea

can be found in some cases.

PRINCIPLE OF THE TEST

This kit uses a double antibody sandwich to legally detect the 
antigen of the novel coronavirus (SARS-CoV-2) in nasal (NS) swab 
samples. During the detection, the gold-labeled anti-SARS-CoV-2 
monoclonal antibody in the labeling pad binds to the SARS-CoV - 2 
antigen in the sample and the chromatography forwards. It is precoated 
by the anti-SARS-CoV-2 monoclonal antibody which ultimately creates a 
red color reaction line in the T-zone. If the sample does not contain any 
SARS-CoV-2 antigen, a red reaction line always forms in the quality 
control area (C).

MATERIALS AND COMPONENT

Materials supplied with the testkits.
1.
2.
3.
4.
5.
6.

Test card 1Kits/Box.
Tube, 1 Units/Box.
Tube, 1 Piece/Box.
Swab, 1/Box
Sample Buffer, 1 Bottle/Box. 
Operation manuel.

Note: The components in different batches can’t be mixed.

Materials required but not provided
1.
2.

Transfer Pipet
Timer

STORAGE AND STABILITY 

1) Store at 2 ° C-30 ° C in the sealed bag until the expiration date printed on
the packaging, do not store bellow 2 ° C and avoid using expired
products.

The test card is used within 15 minutes of removing it from the foil
envelope. The buffer solution is limited in good time after use.

The buffer should be used immediately after placing it in the dropper.

MFG date and EXP date: marked on the label. The product will expire
after 12 months.

2)

3)

4)

TEST PROCEDURE

Before starting the test, read the instruction manual and carefully follow the 14 
steps below. The test procedure comprises the following steps: sample 
requirements, sample processing, test procedure.

SAMPLE REQUIREMENTS

1.Collection of nasal secretions: place the sterile swab in the place where
most of the nasal secretions are, and twist the swab near the inner wall of
the nasal cavity 3 times, remove the swab.

2.The samples should be processed as soon as possible after collection 

(within half an hour).

3.Samples should not be deactivated.

SAMPLE PROCESSING:
4.The tube contains 500 µl Extraction Buffer.

5.Open the cap of the extraction tube and mix it in

the sample swab.

6.Rotate the sample against the inside wall of the tube about 10 times or
squeeze the tube 10 times to clear the sample to ensure that the sample
on the swab is completely eluted into the buffer.

7.Push the swab head along the inside wall of the tube to keep the 
liquid in the tube as much as possible.

8.Discard the swab and cover the dropper to remove the

mix liquid thoroughly.

9.Samples should be eluted and used immediately after collection; at the
same time, the samples should not be inactivated, stored, or frozen and
thawed.

* Note: Recommend using a pipette to take the samples

transferred, and to reduce deviations.

TEST PROCEDURE
10.Take the necessary reagents and test cards to bring them to room 
temperature.

11.Unzip the aluminum foil pouch, place the reagent card horizontally on 
the table and mark it.

12.Add 60µl (2 drops) of the processed sample well to the sample. It is
recommended to use a pipette to take buffers / samples to reduce drift.

13.When the test starts to work, you will see how the purple one

Paint moved across the results window in the center of the tester.

14.Wait 15 minutes and read the results. Do not read results after 30 
minutes.

INTERPRETATION OF TEST RESULTS
This product can only perform qualitative analysis for the detection 

object.
Positive result: If both C and T lines are within 15 minutes are visible, the 
test result is positive and valid.
Note: Samples with very low target levels of antibodies may develop two 

lines of color over 15 minutes.
Negative result: If the test area (T-line) has no color and the control area 

shows a colored line, the result is negative and valid.
Invalid Result: The test result is invalid if there is no colored line in the 

control area. The sample must be retested with a new test cassette.

RESTRICTIONS
1. The product result should not be taken as a confirmed diagnosis
for clinical reference only. The judgment should be made along with RT-
PCR results, clinical symptoms, epidemiological information, and other
clinical data.

2.The contents of this kit are not used for the qualitative detection of 
SARS-CoV-2 antigens from nasal (NS) swab samples.

3.This test detects both viable (live) and non-viable SARS-CoV and SARS-
CoV-2. Test performance depends on the amount of virus (antigen) in the
sample and may correlate with virus culture results performed on the
same sample.

4.The sample buffer and test card must be equilibrated to room
temperature (18 ° C to 26 ° C) prior to use, otherwise the results may be
incorrect.

5.A negative test result can occur if the antigen content in a sample is
below the detection limit of the test or if the sample was improperly
removed or transported.

6.Failure to follow the testing procedure can adversely affect the

Affect test performance and / or invalidate the test result.

7.React earlier than 15 minutes can lead to a false negative result;
Reacting later than 15 minutes can lead to a false positive.

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

9.Positive test results do not differentiate between SARSCoV and SARS-
CoV-2.

10.Negative test results are not intended to react to other non-SARS virus
or bacterial infections.

11.Clinical performance was assessed on frozen specimens, and 
performance may vary on fresh specimens.

12.Users should have the samples as soon as possible after

Test sampling.

13.If the sample volume is insufficient, the chromatography cannot be
performed successfully. Please pay attention to the prompt information
of the instrument. It is recommended to use a pipette to add samples.

CHARACTERISTICS PERFORMANCE
1.Clinical review
The SARS-Cov-2 Rapid Ag Test Kit (Colloidal Gold) was performed on 618
nasal (NS) swabs from symptomatic patients who developed symptoms
within 7 days.

A limited number of patients who presented onset of symptoms for
more than seven days and also the asymptomatic patients were included
in the clinical study (n = 618). The sample size was relatively significant,
the positive agreement was 97.57% (603/618) and the negative
agreement was 99.6% (498/500). The test is intended for professional
use.

Positive results
Days since the 
onset of 
symptoms: Days 
since the onset of 
symptoms

RT-PCR
Positiv  
(+)

SARS-CoV-2
Rapid Ag  
Test Kit
(Colloidal gold)

PPA

1 25 25 %100

2 40 40 %100

3 78 78 %100

4 100 100 %100

5 120 120 %100

6 95 95 %100

7 160 150 %93.75

SARS-CoV-2 Comparative RT-PCR Test Results

Rapid Ag Positiv Negativ Total
Test Kit (+) (-)
(Colloidal
Gold)

Positive 603 2 605

Negative 15 498 513

Total 618 500 1118

Sensivity: 608/618 97.57 %, (95% CI: 95.82,98.51)

Specificity: 498/500 99.6%, (95% CI:97.81, 99.69)
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2.Detection Limit

At a virus culture concentration of 100TCID50 / ml and higher, the positive 
rate was greater than or equal to 95%. With a virus culture 
concentration of 50TCID50 /ml and below, the positive rate is not higher 
than 95%, so that the minimum detection limit of the SARS-CoV-2 Ag 
Rapid Test Kit 100 TCID50 / mL.
3. Cross Reactivity
The cross-reactivity of the kit was evaluated. The results showed no
cross-reactivity with the following sample.

No Specimen type Results

1 HCoV-HKU1
/mL

105 TCDI
50

2 Staphylococcus aureus 106 CFU /mL

3 Streptococcus pyogenes 106 CFU /mL

4 Measles virus 105 TCID50/m

5 Paramyxovirus parotitis 10 5 TCID 50/mL

6 Adenovirus 3 10 5 TCID50 /mL

7 Mycoplasma pneumonia 106 CFU50 / mL

8 Parainfluenza virus 2 10 5 TCID50 /mL

9 Human Metapneumovirus 
(Hmpv)

105TCID50/mL

10 Human coronavirus OC43 10 5 TCID50 /mL

11 Human coronavirus NL63 10 5 TCID 50/mL

12 Human coronavirus 229E 105 TCID50/mL

13 MERS Coronavirus 105 TCID50/mL

14 Bordetella parapertussia 105 TCID50/mL

15 Influenza B (Victoria strain) 105 TCID50/mL

16 Influenza B (Ystrain) 105 TCID50/mL

17 Influenza A (H1N1 2009) 105 TCID50/mL

18 Influenza A (H3N2) 105 TCID50/mL

19 Avian influenza virus (H7N9) 105 TCID50/mL

20 Avian influenza virus (H5N1) 105 TCID50/mL

21 Epstein-Barr virus 105 TCID50/mL

22 Enterovirus CA16 105 TCID50/mL

23 Rhinovirus 105 TCID50/mL

24 Respiratory syncytial virus (RSV) 105 TCID50/mL

25 Streptococcus pneumoniae 106 CFU / mL

26 Candida albicans 106 CFU / mL

27 Chlamydia pneumoniae 106 CFU / mL

28 Bordetella pertussis 106 CFU / mL

29 Pneumocystis jirovecii 106 CFU / mL

30 Mycobacterium tuberculosis 106 CFU / mL

31 Legionella pneumophila 106 CFU / mL

4.Interference Substances

The test results are inconsistent with the following concentration

Substance impaired.
No. Contaminants Resultat

1 Whole Blood 4%

2 Ibuprofen 1 mg / mL

3 Tetracycline 3µg / mL

4 Chloramphenicol 3µg / mL

5 Erythromycin 3µg / mL

6 Tobramycin 5%

7 Throat spray（Menthol） 15%

8 Mupirocin 10mg/mL

9 Throat lozenge（Menthol） 1.5mg/mL

10 Tamiflu (Oseltamivir) 5mg/mL

11 Naphthoxoline Hydrochloride 
nasal drops

15%

12 Mucin 0.50%

13 Fisherman's Friend 1.5mg/mL

14 Compound Benzocain Gel 1.5mg/mL

15 Cromoglycate 15%

16 Sinex (Phenylephrine Hydrochloride) 15%

17 Afrin (Oxymetazoline) 15%

18 Fluticasone propionate spray 15%

5.Precision

1. 10 replicates of negative and positive samples were tested using
company reference materials. The negative agreement and the positive 
agreement were 100%.

2.Try three different loose-fit kits, including positive and negative 
company reference materials. The negative results and the positive results
were 100%. 6. Hook effect No hook effect was found other than the 
concentration of inactivated virus stock to 4.0 × 10 5 TCID50 / ml.

PRECAUTIONS
1. For in vitro diagnostics.

2. Do not use the kit contents over that on the outside of the packaging 
specified expiry date.

3.Use appropriate precautions when collecting, handling, storing, and 
disposing of patient specimens and used kit contents.
4.Do not reuse the test cards, reagent tubes, or swabs again.
5.The user should use the foil pouch of the test card to match the 
surrounding area suspends, never open until the test card is ready to 
use. 
6.Dispose of and do not use damaged or deleted onest est card or 
material.
7.The reagent solution contains a saline solution (saline solution). If the 
solution contacts the skin or eyes, flush with plenty of water.

8.Inadequate or inappropriate sample collection, storage and transport
can lead to incorrect test results.
9.Sample collection and handling procedures require specific training and 
guidance.
10.Use the appropriate fixed-volume pipette according to the test
procedures.
11.For accurate results, do not use visual bloody or excessively viscous
specimens.
12.Do not write on the test card's barcode.
13.Since the detection reagent is a fluorescent compound, no visible 
results will be seen on the test strip.
14.For accurate results, an opened and exposed test card should not be 
used in a laminar flow hood or in a highly ventilated area.
15.The test should be performed in an area with adequate ventilation.
16.Wear suitable protective clothing, gloves and eye protection face 
protection when handling the contents of this kit.
17.Wash hands thoroughly after handling.

USED SYMBOLS

CONTACT
Ardi Medical Research & Diagnostic Ltd. 
Adress: Merdivenköy Dis. Nur St. No:1/1, 34732 
Kadıköy/İstanbul Tel: +90 216 443 05 44
E-Mail: info@ardimed.com 
Web: www.ardimed.com
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