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SARS-CoV-2 IgG/IgM Rapid Test Kit 

    REF 20010, 20010S 

1 Intended Use 
The SARS-CoV-2 IgG/IgM Rapid Test Kit is used to qualitatively detect IgG and IgM antibodies of 

SARS-CoV-2 in human serum, plasma or whole blood. This device is intended to be used by 

professionals as a screening test and for SARS-CoV-2 research. Any reactive specimen with the 

SARS-CoV-2 IgG/IgM rapid test kit should be confirmed with alternative testing method(s). 
 

2 Summary And Explanation 

The Corona Virus Disease in 2019 (COVID-19) is known to be caused by the SARS-CoV-2 virus. 

Symptoms include severe viral pneumonia, respiratory failure, and can quickly progress to life 

threatening conditions. Transmission of the Corona Virus primarily occurs through aerosols and 

droplets. Once infected, most patients will experience symptoms within 2 weeks. After symptom 

onset, IgM levels against SARS-CoV-2 virus will likely raise within 3 days, peak around 5 days and 

will gradually decline afterwards. A second wave of IgG levels will likely raise around 9 days after 

symptom onset and sustain its activity for several weeks. This does not mean that this test kit will 

detect antibodies at any particular time point after symptom onset, but that it may detect antibodies 

when there is sufficient affinity and/or avidity between the antibodies and the coated antigens. 
 

3 Principle(s) 

The SARS-CoV-2 IgG/IgM Rapid Test Kit is a qualitative membrane-based immunoassay for the 

detection of SARS-CoV-2 antibodies in whole blood, serum, or plasma. This test consists of two 

components, an IgG component and an IgM component.  

 

In the IgG component, anti-human IgG is coated in IgG test line region. During testing, the specimen 

reacts with SARS-CoV-2 antigen-coated particles in the test card. The mixture then migrates upward 

on the membrane chromatographically by capillary action and reacts with the anti-human IgG in IgG 

test line region. If the specimen contains IgG antibodies to SARS-CoV-2 a colored line will appear 

in IgG test line region.  

In the IgM component, anti-human IgM is coated in IgM test line region. During testing, the 

specimen reacts with anti-human IgM. IgM antibodies to SARS-CoV-2, if present in the specimen, 

reacts with the anti-human IgM and the SARS-CoV-2 antigen-coated particles in the test card, and 

this complex is captured by the anti-human IgM, forming a colored line in IgM test line region.  

 

Therefore, if the specimen contains IgG antibodies to SARS-CoV-2, a colored line will appear in 

IgG test line region. If the specimen contains IgM antibodies to SARS-CoV-2, a colored line will 

appear in IgM test line region. If the specimen does not contain antibodies to SARS-CoV-2, no 

colored line will appear in either of the test line regions, indicating a negative result. To serve as a 

procedural control, a colored line will always appear in the control line region, indicating that the 

proper volume of specimen has been added and membrane wicking has occurred. 
 

4 Components 

4.1 Disposable test card. 

4.2 Disposable plastic capillary tubes and lancet 

4.3 Sample Diluent. 

4.4 Instructions for Use. 

 

 

 

5 Storage and Stability 

Store at 2℃ ~ 30℃ in a dry place and avoid direct sunlight. The test card will be invalid due to 

moisture absorption after opening the inner package, please use it within 1 hour. It is valid for 12 

months from date of manufacturing. 
 

6 Specimen Requirements  
6.1 Applicable specimen type: serum, plasma and whole blood, including those prepared by 

commonly used anticoagulants (EDTA, heparin, sodium citrate). 

6.2 After the sample is collected, it shall be tested immediately. If immediate detection is 

not possible, the serum and plasma samples to be tested can be stored for 5 days at 2 ~ 

8℃. For long-term storage, place at -20℃. Avoid repeated freeze-thaw samples. 

Anticoagulant whole blood sample should not be stored for more than 72 hours at room 

temperature; Do not exceed 7 days at 2 ~ 8℃. 

6.3 Before testing, slowly return the refrigerated or refrigerated samples to room 

temperature and carefully mix them. In the presence of clearly visible particulate matter 

in the sample, the precipitate should be removed by centrifugation prior to testing. 

6.4 If the sample contains a large amount of lipid, hemolysis or turbidity, please do not use 

it to avoid affecting the judgment of the result. 
 

7 Test Method 

7.1 If the sample is refrigerated, the sample to be tested and the required reagent are 

removed from the storage condition and balanced to room temperature (15-30℃).  

7.2 When preparing for testing, open the foil bag from the tear. Remove the test card and 

place it flat on the horizontal table and mark the sample number on the test card. 
7.3 For the sample collection, please choice one step below: 

7.3.1 For fingertip puncture blood collection, clean and spray 75% alcohol on hands and 

wipe the fingertip with the alcohol swab. Puncture the fingertip, wipe off the first 

drop of blood with the alcohol swab and use the capillary to take the second drop of 

blood and dispense into the test card sample well. 
7.3.2 For other sample types, holding the capillary tubes vertically, dispense 10 µL of 

serum, plasma or whole blood into the sample well on the test card making sure that 

there are no air bubbles. 

7.4 Immediately add 2 drops (about 70-100 µL) of Sample Diluent to the sample well. 

7.5 Set up timer. Results can be read in 15 minutes. Don’t read result after 15 minutes. To 

avoid confusion, discard the test device after interpreting the result.  

 

 

For the further information of 

using lancet, please scan below 

QR code. 
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8 Interpretation of Results 

8.1 Negative: If only the C line is present, the absence of any burgundy color in both test 

lines (M and G) indicates that no SARS-CoV-2 antibody is detected. The result is non-

reactive. 

 
8.2 Positive: 

8.2.1 In addition to the presence of the C line, if only the M line is developed, the test 

indicates the presence of SARS-CoV-2 IgM. The result is IgM reactive. 

         
8.2.2 In addition to the presence of the C line, if only the G line is developed, the test 

indicates the presence of SARS-CoV-2 IgG. The result is IgG reactive. 

         
8.2.3 In addition to the presence of the C line, if both the M and the G lines are developed, 

the test indicates the presence of SARS-CoV-2 IgG and IgM. The result is also 

reactive. 

        
Samples with reactive results should be confirmed with alternative testing method(s) and 

clinical Samples with reactive results should be confirmed with alternative testing method(s) 

and clinical findings before a positive determination is made. 

8.3 Invalid: 

If no C line is developed, the assay is invalid regardless of any burgundy color in the test 

lines as indicated below. Repeat the assay with a new device. 

        
 

        
 

 

 

9 Precautions 

9.1 For In Vitro Diagnostic Use only. For professional use only. 

9.2 This package insert must be read completely before performing the test. Failure to 

follow the insert may lead to inaccurate test results. 

9.3 Do not open the sealed pouch unless ready to conduct the assay. 

9.4 Do not use expired devices. 

9.5 Bring all reagents to room temperature (15-30℃) before use. 

9.6 Hemolytic samples cannot be used for testing.  

9.7 Do not use turbid contaminated samples for testing.  

9.8 Do not dilute the sample for testing, or you may get inaccurate results. 

9.9 Do not perform the test in a room with strong air flow, i.e. electric fan or strong air-

conditioning. Users must strictly follow the instructions for the operation and result 

interpretation. 

9.10 The testing results should be read within 15 minutes after a specimen is applied to the 

sample well. Reading result after 15 minutes may give erroneous results. 
 

10 Limitations of Test 

10.1 The Assay Procedure and the Interpretation of Assay Result sections must be followed 

closely when testing for the presence of antibodies to SARS-CoV-2 in serum, plasma or 

whole blood from individual subjects. Failure to follow the procedure may give 

inaccurate results. 

10.2 The SARS-CoV-2 IgG/IgM rapid test is limited to the qualitative detection of 

antibodies to SARS-CoV-2 in human serum, plasma or whole blood. The intensity of 

the test line does not have a linear correlation with the antibody titer in the specimen. 

10.3 A nonreactive result for an individual subject indicates absence of detectable SARS-

CoV-2 antibodies. However, a nonreactive test result does not preclude the possibility 

of exposure to SARS-CoV-2. 

10.4 A nonreactive result can occur if the quantity of SARS-CoV-2 antibodies present in the 

specimen is below the detection limits of the assay or the antibodies that are detected 

are not present during the stage of disease in which a sample is collected. 

10.5 Samples containing high titers of heterophobic antibodies or rheumatoid factors may 

affect the expected results. 

10.6 If the symptoms persist while the result from SARS-CoV-2 IgG/IgM rapid test is 

nonreactive, it is recommended to re-sample the patient a few days later or test with an 

alternative test method. 

10.7 Positive results may be due to past or present infection with Non-SARS-CoV-2 

coronavirus strains, such as Coroa virus HKU1, NL63, OC43, and 229E. 
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