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COVID-19 Antigen Rapid Test (Colloidal Gold) 

Instructions For Use 

[ PRODUCT NAME] 

COVID-19 Antigen Rapid Test (Colloidal Gold) 

[SUMMARY] 

The novel coronaviruses belong to the ß genus. COVID-19 is an acute respiratory infectious disease 
caused by the novel coronaviruses(SARS-CoV-2). 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. 

[PACKING SPECIFICATIONS] 
1 Test/Kit, 20 Tests/Kit., 25 Tests/Kit. 

[ INTENDED USE] 

The COVID-19 Antigen Rapid Test (Colloidal Gold) is a rapid chromatographic immunoassay for 
the qualitative detection of SARS-CoV-2 in anterior nasal swab specimen. The test should be used by 
medical professionals, or can be carried out by medical or any instructed personnel, familiar with fulfilling 
lateral-flow-tests and interpreting the test results. The test can be used in any laboratory environment as well 
as in settings outside of medical facilities if the requirements set forth in this instruction manual as well as 
local legislative requirements are met. lt provides only an initial screening test result and more specific 
alternative diagnosis methods should be performed in order to obtain the confirmation of 
SARS-CoV-2 infection. 

[PRINCIPLE] 
The COVID-19 Antigen Test (Colloidal Gold) is a qualitative membrane strip based on 

immunoassay for the detection ofthe nucleocapsid protein antigen from SARS-CoV-2 in anterior nasal swab 
specimen. In this test procedure, the specimen reacts with the anti-SARS-CoV-2 antibody conjugate coated 
particles on the labe! pad, and then the mixture migrates upward on the membrane chromatographically by 
capillary action and reacts with the anti-SARS-Co V-2 antibody in the detection region. 

If the specimen contains SARS-CoV-2, a colored line will appear in the test line region indicating a 
positive result. If the specimen does not contain SARS-Co V-2, a colored line will not appear in this region 
indicating a negative result. To serve as a procedural control, a colored line will always appear at the control 
line region indicating that proper volume of specimen has been added and membrane wicking has occurred. 

[ KIT COMPONENTS] 

Materials 1 Test/Kit orovided 
Test Cassette 1 test 

Extraction Buffer 0.3mL/ 
bottlexl 

Anterior Nasal 1 pc Swab 
Package Insert 1 PC 

20 Tests/Kit. 
20 tests 
0.3mL/ 

bottlex20 
20 pcs 
1 PC 

25 Tests/Kit. 
25 tests 
0.3mL/ 

bottJex25 
25 pcs 
1 PC 

Materials required but 
not provided 

Specimen Collection 
Containers 

Timer 

[ STORAGE AND ST ABILITY] 

lv"'" The test is valid for 1 year if store all components as packaged in the sealed pouch at 2°C-30°C.
„,i The test must remain in the sealed pouch until use. Do not freeze. Do not use beyond the expiration 

date. 
Please refer to the packing of the product for the manufacture date 
and expiration data. 

[ SPECIMEN COLLECTION AND PREPARATION] 
1. COVID-19 Antigen Rapid Test (Colloidal Gold) can be applied to anterior nasal swab.
2. Tilt the patient's head back 70 degrees. While gently rotating the swab, insert swab about 2-2.5 cm into
nostril 
3. Rotate the swab five times against the nasal wall then slowly remove from the nostril.
4. Using the same swab repeat the collection procedure with the second nostril.
5. Do not return the anterior nasal swab to the original paper packaging.
6. For best performance, direct anterior nasal swabs should be tested as soon as possible after collection. If 
immediate testing is not possible, and to maintain best performance and avoid possible contamination, it is 
highly recommended the anterior nasal swab is placed in a clean, unused plastic tube labeled with patient 
information, preserving sample integrity, and capped tightly at room temperature (15°C-30°C) for up to 1 
hour prior to testing. Ensure the anterior nasal swab fits securely within the tube and the cap is tightly closed.
If greater than 1 hour delay occurs, dispose the sample. A new sample must be collected for testing. 
7. If specimens are to be transforted, they should be packed in compliance with local regulations covering
the transportation of etiologica agents.

[ TESTING PROCEDURE] 
Please read the instructions carefully and allow the test device and specimens to equilibrate to 
teml?erature (15°C-30°C) prior to testing. 
l .Brmg the pouch to room temperature before opening it. Remove the test device from the sealed pouch and
use it as soon as possible. 
2.Open the cap of the extraction tube, put the anterior nasal swab with the sample into the extraction tube
and rotate it 10 times, squeeze the wall of the extraction tube by hand and take out the anterior nasal swab, 
cover the cap of the extraction tube, set aside. 
3.Take the test cassette from the packaging bag, place it on a table, and add 2 drops ofthe sample into the
sample hole vertically. 
4. Read the result after 15 minutes. Ifleft unread for 20 minutes or more the results are invalid and a repeat
test is recommended. 

[INTERPRETATION OF RESULTS] 

Positive: Two lines appear. One line should always appear in the control line region(C), and another one 
apparent colored line should appear in the test line region. 
*NOTE: The intensity of the color in the test line regions may vary depending on the concentration of
SARS-CoV-2 present in the specimen. Therefore, any shade of color in the test line region should be 
considered positive. 
Negative: One colored line appears in the control region(C).No apparent colored line appear in the test line
reg1on(T). 
Invalid: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are
the most likely reasons for control line failure. Review the procedure and repeat the test with a new test 
device. If the problem persists, discontinue using the test kit immediately and contact your local distributor. 

Positive Negative Invalid 

[ QUALITY CONTROL PROCEDURES] 

Interna! procedural controls are included in the test. A colored line appearing in the control region (C) 
is an internal procedural control. lt confirms sufficient specirnen volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that positive and negative 
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1. For in vitro diagnostic use only. The test is intended for professional use only.
2. The storage and operation of the kit should comply with the requirements in the manual, otherwise there will be 

potential for influencing the test results.
3. Do not freeze reagents.
4. Reagent to avoid contamination.
5. There is animal-derived protein material in the kit, so the used product should be treated as bio-waste.
6. Materials in the testing process may be infectious. These should be treated according to laboratory biosafety 

requirements based on biohazardous substances.
7. Do not use the Test Device if the pouch is damaged or the seal broken.
8. The extraction buffer is not edible.
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