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Cellbae TEP@RT Kit COVID-19 Antigen Self Test (Nasal) 

Instructions for Use (English) 

1 Intended Use 

 

The Cellbae TEP@RT Kit COVID-19 Antigen Self Test (Nasal) is a single-use, in vitro 

lateral flow immunochromatographic rapid test kit that utilizes a human nasal swab sample 

for the qualitative detection of SARS-CoV-2 nucleocapsid antigen. The Cellbae TEP@RT 

Kit COVID-19 Antigen Self Test (Nasal) is intended to be used manually by untrained lay 

users as a self-testing kit to aid in detecting active SARS-CoV-2 infection. The result of this 

test should not be the sole basis for the diagnosis of infection. Confirmatory testing via 

molecular testing is required. 

2 Background Information 

 

The Severe Acute Respiratory Syndrome Coronavirus 2, SARS-CoV-2, is a highly 

contagious enveloped, single-stranded, positive-sense RNA virus, that causes the 

Coronavirus Disease 2019 (COVID-19). It has 16 non-structural proteins and 4 structural 

proteins: envelope (E), membrane (M), spike (S), and nucleocapsid (N), which is used as a 

biomarker in this self-test kit. The SARS-CoV-2 can cause a variety of acute and chronic 

diseases. General symptoms of infected people include respiratory symptoms, fever, 

cough, shortness of breath, and dyspnea, with severe symptoms ranging from pneumonia, 

severe acute respiratory syndrome, kidney failure, to death. The incubation period following 

exposure is 2 to 14 days, with most cases becoming symptomatic in 4 to 7 days.  

3 Test Principle 

 

The active ingredients of the test kit are the antibodies specific to the SARS-CoV-2 

nucleocapsid protein antigen. The test kit includes a test device, a tube of extraction buffer 

(initially sealed), extraction tube cap, and a sterile nasal swab. To use the test, a human 

nasal sample is collected using the sterile swab provided. The swab is then transferred to 

the extraction buffer to extract the SARS-CoV-2 protein antigens. Next, 3 drops of the 

extracted sample is applied to the sample port of the test device. A pink line at the Control 

(C) region of the result window becomes visible only if the test was performed correctly. A 

pink line at the Test (T) region will become visible only if the SARS-CoV-2 nucleocapsid 

protein antigen is detected. 

4 Contents 

 

Test device, extraction buffer tube, extraction tube cap, sterile swab, Instructions for Use, 

and quick reference guide.  

5 Test Procedure 

5.1 Before you start 

 

1. Wash/sanitize your hands and dry them before starting the test. 

2. Check the expiration date on the box. Do not use the test kit if it has expired. 

3. Ensure that the test kit is at room temperature for at least 30 minutes prior to 

opening/use. 

4. Remove the test device from its protective packaging and place it on a well-lit and flat 

surface. 

 

5.2 Sample collection 

 

5. Remove the seal of the extraction buffer tube. 

6. Open the sterile swab package at the stick end, and take the swab out. Avoid 

touching the swab end of the swab. 

7. Insert the swab about 2 cm into your nostril, until resistance is felt. Rotate the swab 

10 times against the nasal wall. 

8. Repeat Step 7 in the other nostril with the same swab. 

 

5.3 Testing the sample 

 

9. Insert the swab into an extraction buffer tube, and stir the swab at least 10 times 

while squeezing the tube. 

10. Remove the swab while squeezing the tube to extract as much liquid from the swab 

as possible. 

11. Attach the extraction tube cap onto the extraction tube tightly. 

12. Apply 3 drops of extracted sample to the sample port of the test device, and wait for 

15 minutes. 

13. Keep the test device on a flat surface. 

14. Read the result at 15 minutes.  

Note: Do not read the results earlier than 15 minutes or after 20 minutes. A Control 

(C) line may appear within the first couple of minutes, while the Test (T) line may take 

as long as 15 minutes to appear. Also, the result may be inaccurate if read after 20 

minutes. 

15. After the test, put all used components into a sealable bag. Seal the bag securely, 

and discard it in a waste bin. 

6 Interpretation of Test Result 

 

Results Example Interpretation 

Negative 

 

 

Negative result: A colored line will appear only at the Control (C) 

region within the result window. 

Positive* 

 

 
Positive result: Colored lines will appear at both Control (C) and 

Test (T) regions within the result window. 
* The presence of any (T) line, no matter how faint or non-uniform, is interpreted as a positive result. 

 

 

Re-test / 

Invalid 

 

 
Re-test/invalid: If no colored line appears at the Control (C) region 

after running the completing the test, the test is invalid. Re-test 

using a new swab sample and test device. 

 

 

7 Test Kit Storage and Stability 

 

 Store the test kit in a cool, dry place at 2–30°C, away from direct sunlight. Do not 

store the kit frozen. 

 Perform the test immediately after removing the test device from its protective 

packaging. 

 Do not use the test kit beyond the expiration date as stated on the outer box 

packaging. Kit components are stable until the expiration date stated. 

8 Precautions for Use 

 

1. This test kit is for in vitro diagnostics use only. 

2. Read the instructions for use carefully before performing the test. Follow all 

instructions properly to ensure accurate results. 

3. Use only the extraction buffer provided in the extraction buffer tube. Using other 

liquids/solutions will lead to inaccurate results. 

4. To prevent any contamination, only touch the sides of the test device without 

touching the test strip within the test window. Also, ensure that only the swab end 

touches the nasal cavity and the inside of the extraction buffer tube. 

5. The sterile swab, extraction buffer tube and cap, and test device are single-use only, 

do not reuse. 

6. Do not dip the swab into the extraction buffer tube, or any other liquid/solution, 

before inserting into the nostrils. 

7. The extraction buffer contains < 0.1% sodium azide as preservative. It may be toxic if 

ingested. If the extraction buffer enters your eye(s), rinse your eye(s) for at least 15 

minutes under running water. If irritation persists, see a doctor immediately. 

8. If the kit has been stored in the refrigerator, let the kit stand at room temperature for 

30 minutes before using. 

9. Do not use the test device if the pouch has been damaged, or the seal broken. 

10. Direct swab samples should be tested immediately after collection. 

9 Test Limitations 

 

1. This test kit is intended for the qualitative detection of SARS-CoV-2 antigen from 

human nasal swab samples. Other sample types may lead to inaccurate results and 

must not be used. Pulmonary infections caused by microorganisms other than 

SARS-CoV-2 cannot be detected using this kit. 

2. A confirmed diagnosis should be made only by a healthcare professional, after 

considering all clinical and laboratory findings. 

3. Failure to follow the instructions and interpretation of test results may affect the test 

accuracy and/or produce invalid results. 

4. A false negative test result can occur if the sample was collected, extracted, or 

applied onto the test device improperly. If symptoms continue, repeat the test after 

1–2 days, since the SARS-CoV-2 may not be at detectable levels during the very 

early phase of infection. 

5. A false negative test result can occur if less than 3 drops of extracted sample is 

applied to the sample port.  

6. A positive test result does not rule out co-infections with other viruses and 

pathogens. 

7. This test kit does not distinguish between SARS-CoV and SARS-CoV-2. 

8. Reading the test results earlier than 15 minutes or later than 20 minutes may give 

inaccurate results. 

10 Performance Characteristics 

 

10.1 Clinical evaluation 

 

Clinical evaluation was conducted on 63 symptomatic patients (33 positive and 30 

negative as identified by RT-PCR), who performed self testing and results interpretation. 

The Cellbae TEP@RT Kit COVID-19 Antigen Self Test (Nasal) showed a sensitivity of 

100.0%, for RT-PCR Ct (cycle threshold) < 30.0, and a specificity of 100.0%. All samples 

were confirmed positive and negative by a RT-PCR test, which is approved by Singapore 

Health Sciences Authority (HSA). 

10.2 Analytical performance 

 

10.2.1 Limit of detection (LOD) 

 

The LOD of the Cellbae TEP@RT Kit COVID-19 Antigen Self Test (Nasal) was 

determined by spiking known concentration of heat-inactivated SARS-CoV-2 (USA-

WA1/2020) into negative extraction buffer sample. The LOD is determined as 5.0 x 10
2
 

TCID50/mL via serial dilution of mock positive samples, and is defined as the lowest 

concentration that was detected ≥ 95% of the time.  

 

10.2.2 Cross-reactivity and interference 

 

Cross-reactivity and interference was determined by testing the Cellbae TEP@RT Kit 

COVID-19 Antigen Self Test (Nasal) with a panel of related pathogens that are likely to 

be present in the nasal cavity. Each pathogen was tested in the absence or presence of 

spiked SARS-CoV-2 (USA-WA1/2020) culture fluid at a low concentration. No cross-

reaction and interference was observed with the following organisms when tested at the 

concentration stated in the table below. 

 

Type Specimen 
Final Test 

Concentration 

Cross-

Reaction and 

Interference 

Virus 

Adenovirus Type 1 (Species C) 4.17 x 10
5
 TCID50/mL No 

Enterovirus Type 68 09/2014 Isolate 2 4.17 x 10
5
 TCID50/mL No 

HCoV-HKU1 Nucleoprotein 10 µg/mL No 

HCoV-NL63 1.70 x 10
5
 TCID50/mL No 

HCoV-OC43 1.70 x 10
5
 TCID50/mL No 

HCoV-229E 1.26 x 10
6
 TCID50/mL No 

HCoV-SARS Nucleoprotein 0.25 ng/mL No 

hMPV-3 Type B1 (Strain Peru2-2002) 1.41 x 10
5
 TCID50/mL No 

hMPV-16 Type A1 (Strain IA10-2003) 1.41 x 10
5
 TCID50/mL No 

Influenza A H1N1pdm (Strain 

Michigan/45/15) 
1.70 x 10

5
 TCID50/mL No 

Influenza B (Guangdong/120/00) 1.41 x 10
5
 TCID50/mL No 
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MERS-CoV Nucleoprotein 10 µg/mL No 

Parainfluenza Type 1 1.26 x 10
5
 TCID50/mL No 

Parainfluenza Type 2 NCPV PHE 

0007231v 
3.16 x 10

6
 TCID50/mL No 

Parainfluenza Type 4A 3.55 x 10
5
 TCID50/mL No 

RSV Type A (Strain 2006 Isolate) 8.60 x 10
4
 TCID50/mL No 

RSV Type B (Strain CH93-1818) 1.09 x 10
5
 TCID50/mL No 

Other  

Micro- 

organism 

Legionella pneumophila 1.9 x 10
8
 CFU/mL No 

Mycobacterum tuberculosis (Strain 

H37Rv) 
10 mg/mL No 

Staphylococcus aureus 2.0 x 10
7
 CFU/mL No 

Streptococcus pneumoniae 2.0 x 10
8
 CFU/mL No 

Endogenous 

Substance 

Mucin 0.5% w/v No 

Whole Blood 4% v/v No 

Exogenous 

Substance 

Mupirocin 0.5 g/L No 

Tobramycin 4 g/L No 

Tamiflu 5 g/L No 

Afrin 15% w/v No 

NeilMed 5% v/v No 

 

10.2.3 High-dose hook effect 

 

There was no high dose hook effect observed when the Cellbae TEP@RT Kit COVID-19 

Antigen Self Test (Nasal) was tested with a concentration up to 3.8 x 10
6
 TCID50/mL of 

heat-inactivated SARS-CoV-2 (USA-WA1/2020). 

11 Frequently Asked Questions 

 

What is this test kit used for? 

The Cellbae TEP@RT Kit COVID-19 Antigen Self Test (Nasal) is used for the qualitative 

detection of SARS-CoV-2 nucleocapsid antigen from human nasal swab samples. Other 

sample types may lead to inaccurate results and must not be used.  

Does it hurt to use this test kit? 

Using the nasal swab during sample collection may cause mild discomfort. Discomfort 

may occur if the nasal swab is inserted into the nostril beyond the recommended depth (~ 

2 cm). If pain is experienced, withdraw the nasal swab slightly and finish the sample 

collection process. 

What are the potential risks and benefits of using this test kit? 

Potential risks: 

 Mild discomfort during sample collection. 

 Potential false positive/negative results may occur, if symptoms persist, repeat the test 

after 1 to 2 days, as the amount of SARS-CoV-2 antigen may not be at detectable levels 

during the early phases of infection. You are advised to follow local guidelines for self-

isolation and consult a doctor. 

Potential benefits: 

 The Cellbae TEP@RT Kit COVID-19 Antigen Self Test (Nasal) can determine if you 

have an active COVID-19 infection. 

 The results, along with other information, can help your healthcare provider make 

informed recommendation on your treatment. 

 The results can help limit the spread of COVID-19 to your family and also others in your 

community. 

What is the difference between a COVID-19 molecular, antigen, and antibody test? 

Molecular RT-PCR tests detect the genetic RNA material of the SARS-CoV-2. Antigen 

tests detect the protein antigens on the SARS-CoV-2. The Cellbae TEP@RT Kit COVID-

19 Antigen Self Test (Nasal) is a type of antigen test. Antibody tests detect antibodies 

produced by your body’s immune system in response to a prior COVID-19 infection. 

Antibody tests cannot be used to determine an active COVID-19 infection. 

What is the best time to read the results? 

At 15 minutes after applying the extracted sample to the device (see Section 5). 

What does it mean to have a negative result? 

A negative result means that the test did not detect the SARS-CoV-2 antigen in your nasal 

swab sample. However, it is possible that your test gave a false-negative result. This 

means you could possibly still have a COVID-19 infection even though the test is negative. 

Possible causes of a false negative result include: 

 The amount of SARS-CoV-2 antigen may not be at detectable levels especially during 

the early phases of infection. 

 The test may be negative before you develop symptoms. 

 The sample collection, extraction, and/or test were not performed correctly, according to 

the instructions given herein. 

If symptoms persist, repeat the test after 1 to 2 days. You are advised to follow local 

guidelines for self-isolation and consult a doctor. 

What does it mean to have a positive result? 

A positive result means that the nucleocapsid protein antigen of the SARS-CoV-2, which 

causes COVID-19 infection, was detected in your nasal swab sample. It is very likely that 

you have COVID-19. There is still a small chance that your test gave a false-positive result. 

Also, a positive result does not preclude co-infection with other pathogens. You are 

advised to follow local guidelines for social distancing to limit the spread of the SARS-

CoV-2. Contact your doctor or local health department, who will help you determine how 

best to care for you based on the test results, along with other factors, such as medical 

history, symptoms, possible exposures, and geographical locations of places you have 

recently travelled. 

What does it mean to have an invalid result? 

An invalid result could be due to performing the test incorrectly. You should read this 

Instructions for Use carefully for proper understanding, and repeat the test in 12–24 hours. 

12 Information on COVID-19 

What is COVID-19? 

COVID-19 is caused by the SARS-CoV-2 virus, which causes a contagious respiratory 

disease with mild to severe symptoms. Some infected people may have no symptoms at 

all. Serious outcomes of COVID-19 infection include hospitalisation or even death. The 

elderly or people of any age with underlying medical conditions have a higher risk of 

developing severe illness from COVID-19 infection. COVID-19 is highly contagious and 

can spread even before a person becomes symptomatic (i.e. fever, cough, breathing 

difficulty). Some infected people may not have symptoms (asymptomatic), but may still be 

able to spread the infection to others. 

What are the common symptoms of a COVID-19 infection? 

Symptoms may appear 2 to 14 days after exposure, with most cases becoming 

symptomatic in 4 to 7 days. Symptoms include: fever, fatigue, muscle/body ache, 

headache, cough, sore throat, congested/runny nose, loss of smell/taste, breathing 

difficulty, nausea/vomiting, and diarrhoea. It is also possible for an infected person to have 

no symptoms at all. 

How does the SARS-CoV-2 virus spread? 

The SARS-CoV-2 virus is thought to mainly spread person-to-person, via respiratory 

droplets produced when an infected person speaks, coughs, or sneezes. Such droplets 

can then enter the mouths or noses of people nearby or inhaled into the lungs. The SARS-

CoV-2 in such droplets can survive on surfaces for several hours, constituting another 

source of infection, when people touch infected surfaces, and then touch their faces. 

Spread is also more likely when people are in close contact with one another (≤ 2 m). 

13 Technical Assistance 

For technical advice, please contact our Technical Support: 

Email: info@cellbae.com  

14 Explanation of Symbols 

 

Symbol Meaning  Symbol Meaning 

 
Reference number 

 

 

Store between 2–30°C 

 In vitro diagnostics 
 

 Batch code 

 
Keep dry 

 
 

 

Use by date 

 

 

Keep away from sunlight 
 

 

 

Date of manufacture 

 
Do not reuse 

 
 

 

Manufacturer 

 

 

Consult instructions for 

use 

 
 

 

Do not use if package is damaged 

 

 

Caution 
 

 Sterilized using irradiation 

 

 

Contains sufficient for <n> 

tests 
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Quick reference guide 

Study the instructions for use (IFU) 

thoroughly before using the quick 

reference guide. This is not a 

complete IFU. 

I. Before You Start 

1. Wash/sanitize your hands. 

Dry them before starting. 

2. Check expiration date; do not 

use if expired. 

3. Ensure kit is at room 

temperature for ≥ 30 min 

before using/opening kit. 

4. Remove the device from its 

packaging and place on a 

flat surface. 

Packaging Test Device 

II. Sample Collection 

5. Remove seal of extraction 

buffer tube. 

6. Open swab package at the 

stick end. 

7. Insert swab 2 cm into nostril. 

Rotate 10 times. 

2 cm 

x 10 

Left Nostril Right Nostril 

8. Repeat with other nostril. 

III. Testing the Sample 

9. Insert swab into extraction 

buffer tube. Stir 10 times 

while squeezing the tube. 

Press Press 

x 10 

10. Remove swab while 

squeezing the tube. 

11. Attach the extraction tube 

cap tightly. 

12. Apply 3 drops of extracted 

sample to sample port (S). 

13. Wait 15 min. Keep the test 

device on a flat surface. 

14. Read result at 15 min. 

Do not read < 15 min or  

> 20 min. 

Wait 15 min 

Read at 15–20 min 

Do not read > 20 min 

15. Discard all test 

components in a sealable 

bag. 

Interpretation of Test Result 

Negative 
Negative result: A 

colored line will appear 

only at the Control (C) 

region within the result 

window. 

Positive 
Positive* result: Colored 

lines will appear at both 

Control (C) and Test (T) 

regions within the result 

window. 

 
* The presence of any (T) 

line, no matter how faint or 

non-uniform, is interpreted as 

a positive result. 

Re-Test / Invalid 

Re-test/invalid: If no 

colored line appears at 

the Control (C) region 

after completing the test, 

the test is invalid. Re-test 

using a new swab 

sample and test device. 

Enquiries / Tech Support 

For enquiries or technical support, 

please contact us at: 

info@cellbae.com  

 

Address: 61 Science Park Road,  

The Galen, #03-07/08 

© 2022 Cellbae Pte. Ltd.  

All rights reserved. 

 
Cellbae TEP@RT Kit  

COVID-19 Antigen Self Test 

(Nasal) 

mailto:info@cellbae.com

	Cellbae COVID ART - Instructions_for_Use 2022.06.29
	Quick Reference Guide 2022.06.28

