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NTBIO One Step Rapid Test 

COVID-19 Antigen Test 

User Guidebook 
Test Format: Cassette   

 Specimen: Nasopharyngeal/oropharyngeal swab 

                                  Catalogue Number: N02101-b 

For Professional Use 

INTENDED USE 

NTBIO COVID-19 Antigen Rapid Test Kit provides a rapid, 

convenient and easy-to-interpret qualitative 

immunochromatographic in vitro diagnostic assay for the 

differential detection of the presence of 2019-nCoV virus antigens 

in human upper respiratory swab samples. This test provides a 

preliminary analytical test result; final diagnosis of COVID-19 

should be done in conjunction with RT-qPCR or other established 

diagnostic methods. 

SUMMARY & PRINCIPLE 

The novel coronaviruses belong to the β genus. COVID-

19 is an acute respiratory infectious disease.  The pathogen can 

infect the upper respiratory tract and gastrointestinal tract. The 

virus is spread through droplets of saliva or mucous, or direct skin 

contact with an individual or surface with the virus on it, then 

transferring via contact with mouth, nose, or eyes. Symptoms of 

infection can vary widely, from mild cold or flu-like symptoms, to 

severe fever, pneumonia, or death in persons with compromised 

immune symptoms. 

Nucleocapsid (N) protein is the most abundant protein and highly 

conserved in 2019-nCoV. The N protein is used as the core raw 

material of rapid diagnostic reagent for immunology in the 

market. NTBIO has developed the COVID-19 Antigen Rapid Test 

Cassette. Using the colloidal gold immunoassay (CGIA) to detect 

nucleocapsid protein of SARS-CoV-2 is based on the principle of 

the double antibody-sandwich technique. During the test, a swab 

specimen will migrate toward the test window by capillary action, 

carrying the colored 2019-nCoV antibody-colloid gold conjugate 

from the pad. In the presence of the N protein in the specimen, it 

will form a complex with the colored antibody during migration. 

This complex will then be captured by the secondary antibody 

immobilized at the test band region and reveal a red color. If the N 

protein is missing, the colored antigen will not be captured at the 

test band region, and no color will be revealed. Thus, the presence 

of a red line at the test region indicates a positive result, while the 

absence of it indicates a negative result. 

A control line is included to serve as an internal process control. 

This control line should be visible in a properly performed test. 

Absence of a red control line is an indication of an invalid result. 

PACKAGE CONTENT 

• 25 pouched test kits. 

• Pouch contents: 1 cassette test and 1 desiccant. 

• Extraction tube and cap 

• Sample collection swab 

• 1 bottle of extraction buffer 

• 1 User Guidebook. 

ADDITIONAL MATERIALS REQUIRED 

• Protective gloves. 

• Clock or timer. 

PRECAUTIONS 

• For in vitro diagnostic use only.  

• Do not use after the expiration date. Do not reuse. 

• Test device should remain sealed in pouch until use. 

• Keep out of children’s reach. 

• The test cassette should be discarded in a proper biohazard 

container after testing.  

SPECIMEN COLLECTION 

Nasopharyngeal Swab Sample 

• Carefully insert the swab into the nostril of the patient until 

reaching the posterior nasopharynx which presents the most 

secretion under visual inspection. Please see indication as 

below. 

• Swab over the surface of the posterior nasopharynx. Rotate 

swab several times. 

• Withdraw the swab from the nasal cavity. 

Oropharyngeal Swab Sample 

• Insert swab into the posterior pharynx and tonsillar areas. 

Please see indication as below. 

•  Rub swab over both tonsillar pillars and posterior oropharynx            

and avoid touching the tongue, teeth, and gums. 

 

 

 

 

 

 

 

Sample Preparation 

After Swab specimens were collected, swab can be stored in 

extraction reagent provided with the kit. Sample can also be 

stored by immersing the swab head in a tube containing 2 to 

3 mL of virus preservation solution (or isotonic saline 

solution, tissue culture solution, or phosphate buffer). 

 

Sample Transport and Storage 

Freshly collected specimens should be processed to testing as 

soon as possible, and no later than one hour after specimen 

collection. Specimen may be stored at 2-8℃ for no more 

than 24 hours; Store at -70 ℃ for a long time, but avoid 

repeated freeze-thaw cycles. 

TEST PROCEDURES 

1. Add 0.3mL (about 10 drops) of the sample extraction buffer 

into the extraction tube. 

2. Insert the swab into the extraction tube after sample collection. 

Roll the swab at least 5 times while processing the swab head 

against the bottom side of the extraction tube. Leave the swab 

in the extraction tube for 1 minute. 

3. Remove the swab by squeezing the sides of the tube to extract 

the liquid from the swab. The extracted solution will be used 

in the following test procedure. 

4. Insert the cap into the extraction tube tightly. 

 

 

 

5. Open the pouch by tearing along the broken line. Take out the 

test cassette. Place the cassette on a dry, clean and leveled 

surface. 
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6. Reverse the specimen extraction tube, holding the specimen 

extraction tube upright, and transfer 3 or 4 drops 

(approximately 100-120μL) to the specimen well of the test 

cassette. 

 

 

 

 

 

  

7. Read the result in 15 minutes. Note: Do not read results after 

20 mins. 

Cautions 

• Handle the test specimen with extraordinary care as it may 

transmit diseases. 

• Please DO NOT transfer any extraction solution directly 

into the test window. 

 

RESULT INTERPRETATION 

 

POSITIVE: Two distinct red or pink lines appear. One line 

should be in the control region (C) and the other line should be in 

the test region (T).  

NEGATIVE: One red line appears in the control region (C). No 

apparent red or pink line appears in the test region (T). 

INVALID:  Control line (C) fails to appear. Repeat with a new 

test device. If test still fails, please contact your local distributor. 

QUALITY CONTROL 

Internal procedural controls are included in the test. A red line 

will always appear in the control region (C) regardless of 

positive or negative results. The appearance of the C line 

indicates that the test has been performed correctly. It confirms 

sufficient specimen volume and correctly performed procedure. 

 

STORAGE AND STABILITY 

• Store as packaged in the sealed pouch at 2°C-30°C (36°F - 86 

°F). It is stable until the expiration date printed on the pouch 

label. Do not freeze the test device. 

• The test device should be kept away from direct sunlight, 

moisture and heat. 

LIMITATIONS 

• False results may be generated beyond the manufacturer's 

control by inappropriate operations. Please make sure the test 

is performed by closely following the instructions. 

• If the test result is negative and clinical symptoms persist, 

additional testing using other clinical methods is 

recommended. A negative result does not rule out the 

presence of 2019-nCoV antigens in specimen at any 

circumstance, as the antigen may present below the minimum 

detection level of the test or if the sample was collected or 

transported improperly. 

• Other clinically available tests are required if questionable 

results are obtained. 

• As with all diagnostic tests, a confirmed diagnosis should 

only be made by a physician after all clinical and laboratory 

findings have been evaluated. 

 

PERFORMANCE CHARACTERISTICS 

To estimate the clinical performance between the COVID-19 

Antigen Rapid Test Cassette and the PCR comparator, 162 

nasopharyngeal swabs were collected from patients who were 

suspected of COVID-19. Summary data of COVID-19 Antigen 

Rapid Test by nasopharyngeal swab as below: 

 

NTBIO COVID-19 antigen test 

RT-PCR  

Total Positive Negative 

Positive 34 0 34 

Negative 5 140 145 

Total 39 140 179 

 

Relative Sensitivity: 87.2% 

Relative Specificity: 100% 

Accuracy: 97.2% 

 

LEGEND 

 

 
Manufacturer 

 

For in vitro  

Diagnostics Use 

Only 

 

Read Instructions 

before Use  
Storage 

Temperature 

 Do Not Reuse  Expiry Date 

 Lot Number 
 

Catalogue Number 

 

Number of Tests in 

the Package 
  

 

CONTACT INFORMATION 
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 104 – 18677 52 Avenue, Surrey, BC V3S 8E5, 

Canada  

T: +1(604)270-7646   F: +1(604)670-0388 

E: info@ntbio.ca       W: www.ntbio.ca 

 

 

 


