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INTENDED USE 

This kit is used for in vitro rapid qualitative detection of novel 
coronavirus (SARS-CoV-2) and influenza A+B antigens in 
nasopharyngeal swab samples. The product is designed to be 
used for population screening early phase for disease outbreaks. 
Testing is limited to laboratories certified. Results are for the 
identification of SARS-CoV-2 nucleocapsid and influenza A and 
influenza B antigen. This antigen is generally detectable in upper 
respiratory samples during the acute phase of infection. 

NOVA Test®SARS-CoV-2/Influenza A+B Antigen Combo Rapid 
Test Kit provides preliminary test results, with negative results 
don’t preclude SARS-CoV-2 or influenza infection. Cannot be 
used as the sole basis for treatment or other management 
decision. For in vitro diagnostic use only.  

SUMMARY 

Novel coronavirus pneumonia (Coronavirus disease 19, COVID-
19) is an infectious disease caused by SARS- CoV-2 infection. On 
February 11, 2020 the International Committee for Taxonomy of 
Viruses (ICTV) renamed the virus SARS-CoV-2. Its clinical 
manifestations contain fever, fatigue, and dry cough. A few 
patients have nasal congestion, runny nose, and sore throat and 
diarrhea and other symptoms. In severe cases, dyspnea and / or 
hypoxemia usually occurs after one week. Some critical patients 
show distress syndrome, septic shock, metabolic acidosis that is 
difficult to correct, and rapidly develop coagulopathy. 

Influenza is a highly contagious acute viral infection of the 
respiratory tract. It is a communicable disease easily transmitted 
from person to person through aerosol droplets excreted when 
sneezing and coughing. Common symptoms include high fever, 
chills, headache, cough, sore throat and malaise. Influenza A virus 
is more prevalent and is the primary pathogen associated with 
serious epidemics. Influenza B virus causes a disease that is 
generally not as severe as that caused by the type A virus. Both 
type A and B viruses can circulate simultaneously, but usually one 
type is dominant during a given season. Early differential 
diagnosis of influenza type A or type B can allow for proper 
treatment with appropriate antiviral therapy while reducing the 
incidence of inappropriate treatment with antibiotics. Early 
diagnosis and treatment are of particular value in a clinical setting 
where accurate diagnosis can assist the healthcare professional 

with management of influenza patients who are at risk for 
complications. NOVA Test®SARS-CoV-2/Influenza A+B Antigen 
Combo Rapid Test Kit is a rapid immunoassay to be used as an 
aid for the differential diagnosis of influenza type A and type B. 

PRINCIPLES OF THE TEST 

NOVA Test®SARS-CoV-2/Influenza A+B Antigen Combo Rapid 
Test Kit (Colloidal Gold Immunochromatography) is an 
immunochromatographic membrane assay that uses the double-
antibody sandwich method to detect the novel coronavirus 
(SARS-CoV-2) and influenza A and influenza B nucleocapsid 
protein from nasopharyngeal swab (NP Swab) specimens. 
Antigen-specific antibodies and a control antibody are 
immobilized onto a membrane support as two distinct lines and 
combined with other materials to construct a test strip.  

If target antigen is present, it will migrate on membrane, reach to 
test area and caught by specific antibody to form a complex result 
in a visible red ribbon on Test line(T line). 
If the quality control line (C line) does not appear, it means that the 
test result is invalid. This sample needs to be tested again.  

MATERIAL PROVIDED 

1. 20 test cassettes 
2. 2× 6mL assay diluent 
3. 20 specimen sampling swabs 
4. 20 single use extraction droppers 
5. 1 workstation each kit 
6.  Instruction for use 

MATERIAL REQUIRED BUT NOT PROVIDED 

1. Timer. 
2. Personal protective equipment, such a protective gloves, 
medical mask, goggles and lab coat. 
3. Appropriate biohazard waste container and disinfectants. 

WARNINGS AND PRECAUTIONS 

1.For in vitro diagnostic use.  
2.To avoid erroneous results, specimens must be processed as 
indicated in the assay procedure section.   
3.When collecting a nasopharyngeal swab sample, use the 
nasopharyngeal swab supplied in the kit. Use of alternative 
swabs may result in false negative results.  
4.Do not touch the reaction area of test strip. 
5.Do not use test kit beyond the expiration date. 
6.Do not use the kit if the pouch is punctured or sealed not well. 
7.Testing should be applied by professionally trained staff 
working in certified laboratories or clinics. 
8.The test result should be interpreted by the physician along 

with clinical findings and other laboratory test results. 
9. Dispose of cassette and items incontact with samples as 
medical waste after use. 
10.Do not freeze.   

STORAGE AND STABILITY 

The kit is stored at 2 ~ 30 °C in sealed, preserve avoid light. The 
validity period is 18 months. 
Reagents and devices must be used at room temperature (15–
30 °C). 
The unsealed test card is valid for 1 hour, it is recommended to 
use it immediately after opening, especially the test environment 
humidity is more than 60%. The expiration date is printed on the 
package. 

SPECIMEN COLLECTION 

Nasopharyngeal Swab( NP Swab):  

 

 

 

Use the nasopharyngeal swap provided in the kit.  
1.To collect a nasopharyngeal swap sample, carefully insert the 
swab into the nostril that presents the most secretion under visual 
inspection.  
2. Keep the swab near the septum floor of the nose while gently 
pushing the swab into the posterior nasopharynx.  
3.When the tip of the swab reaches the posterior wall of the 
nasopharynx cavity, gently rotate the swab several times then 
remove it from the nasopharynx.   

SAMPLE PREPARATION 

 

 

 

 

 

 



1.Twist off the caps of the extraction dropper and the 
Assay Diluent bottle. 
2. Take Assay Diluent bottle and add 10 drops（about 300μL）
extract solution into the dropper 
3.Soak the swab completely in the solution, rotate and squeeze 
at same time at least 10 times. Then dispose the used swab 
properly as medical waste.  
4.Close the cap, blend extract solution and place it on the 
workstation for 1min. 

TEST PROCEDURES 

 

 

 

 

 

Before using the kit, carefully read the kit instructions and strictly 
follow the kit instructions.  
1.Unpack the test card aluminum foil bag, take out the test card 
and lay it on the flat platform.  
2.Twist off the cap of the dropper prepared from the SAMPLE 
PREPARATION, dispense 3 drops of the specimen processing 
solution (70-80μL) vertically into each sample well (S sign). Both 
two sample wells needed 3 drops of specimen processing 
solution. 
3. Placed the cassette at room temperature for 15 minutes then 
read the test result. 

Warning: Results must be interpreted in 20 minutes after completing 
the testing procedure.  

INTERPRETATION OF RESULT 

 

 

 

 

 

 

Interpretations of SARS-CoV-2 and Flu A/B are individually. 

Interpretation of SARS-CoV-2 as below: 
1.Positive: Two red ribbon, the test line (T line) and the quality 
control line (C line) are colored. A positive result may suggest 
SARS-CoV-2 infection. 
2. Negative: One red ribbon, just quality control line (C line) is 
colored; A negative result may suggest no SARS-CoV-2 
infection. 
3. Invalid: No color appears in the position of the quality control 
line (C line) in the observation window, indicating that this test is 
invalid and should be resampled for testing. 

Interpretation of Flu A/B as below: 
1.Positive: Either A or B line is colored or both two line are 
colored. Meanwhile, the quality control line (C line) are colored. A 
or B test line suggest accordingly viral infection. 
2. Negative: One red ribbon, just quality control line (C line) is 
colored; A negative result may suggest no Flu A or B infection. 
3. Invalid: No color appears in the position of the quality control 
line (C line) in the observation window, indicating that this test is 
invalid and should be resampled for testing. 

QUALITY CONTROL 

A procedural control is included in the test. A colored line 
appearing in the control region (C) is considered an internal 
procedural control. It confirms sufficient specimen volume, 
adequate membrane wicking and correct procedural technique. 

LIMITATION 

1. The contents of this kit are to be used for the qualitative 
detection of SARS-CoV-2 and influenza A/B antigens from 
nasopharyngeal swab.  . 
2. Failure to follow the Test Procedure may adversely affect test 
performance and/or invalidate the test result. 
3. A negative test result may occur if the level of antigen in a 
sample is below the detection limit of the test or if the sample 
was collected improperly.     
4. Positive test results do not rule out co-infections with other 
pathogens.      
5. The test results of this reagent are for clinical reference only 
and should not be used as the sole basis for clinical diagnosis 
and treatment. The final diagnosis of the disease should be 
made after comprehensive evaluation of all clinical and 
laboratory results.  

 
 

 

PERFORMANCE CHARACTERISTICS 

150 samples were collected from selected subjects, all samples 
were tested with NOVA Test® SARS-CoV-2/Influenza A+B Antigen 
Combo Rapid Test Kit and BD Veritor™ System for Rapid 
Detection of SARS-CoV-2 produced by BD Biosciences.  
Calculated the specificity and sensitivity,  the results are as follows： 
 
Table1-Peformance of SARS-CoV-2 antigen 

BD 
Biosciences 

NOVA Test® SARS-CoV-
2/Influenza A+B Antigen 
Combo Rapid Test Kit Total 

Positive Negative 
Positive 30 1 31 
Negative 3 116 119 

Total 33 117 150 
Diagnostic Sensitivity:   30/(1+30)×100%=96.8% 
Diagnostic Specificity:   116/(3+116)×100%=97.5% 
Overall Agreement:   (30+116)/150×100%=97.3% 
 
150 samples were collected from selected subjects, all samples 
were tested with NOVA Test® SARS-CoV-2/Influenza A+B Antigen 
Combo Rapid Test Kit and Influenza A and B (FLU A&B) Test 
produced by Guangzhou Wondfo Biotechnology. Calculated the 
specificity and sensitivity,  the results are as follows： 
 
Table2-Performance of Flu A antigen 

Diagnostic Sensitivity:   41/(2+41)×100%=95.3% 
Diagnostic Specificity:   106/(1+106)×100%=99.1% 
Overall Agreement:  (41+106)/150×100%=98.0% 
 
Table3-Performance of Flu B antigen 

Diagnostic Sensitivity:   18/(18+1)×100%=94.7% 
Diagnostic Specificity:   129/(2+129)×100%=98.5% 
Overall Agreement:  (18+129)/150×100%=98.0% 
 

Guangzhou 
Wondfo 

Biotechnology 

  NOVA Test® SARS-CoV-
2/Influenza A+B Antigen Combo 

Rapid Test Kit     Total 

Positive Negative 
Positive 41 2 43 
Negative 1 106 107 

Total 42 108 150 

Guangzhou 
Wondfo 

Biotechnology 

  NOVA Test® SARS-CoV-
2/Influenza A+B Antigen Combo 

Rapid Test Kit     Total 

Positive Negative 
Positive 18 1 19 
Negative 2 129 131 

Total 20 130 150 
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