
COVID-19 total antibody, 
IgG/IgM Combo Rapid Test

Specimen: Whole Blood/ Serum/Plasma

Results come out in 10 mins, proven auxiliary to molecular 

tests 
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Performance

Use of these tests:
The COVID-19 IgM/IgG Rapid Test Device was compared with PCR Reagent using 

clinical specimens from 60 healthy persons and 70 identified patients.The results are 

summarized as below. The results show that the relative specificity is 100%; the relative

sensitivity is 97.1%. The accuracy is 98.5%. Manufactured By: Jiangsu Well Biotech Co., Ltd. 

NO. 9 Changyang Rd. Changzhou, Jiangsu 213200, China Tel: +86-519-80191660 

Authorized Representative: Luxus Lebenswelt GmbH Kochstr. 1, 47877, Willich, Germany 

Clinical Performance of negative sample Negative Cases (By PCR) 60 Negative coincidence 

rate (COVID-19 IgM) 60 (100%) Negative coincidence rate (COVID-19 IgG) 60 (100%) 

Negative coincidence rate (Total) 60 (100%) Clinical Performance of positive sample 

Positive Cases (By PCR) 70 Positive coincidence rate (COVID-19 IgM) 68 (97.1%) 

Positive coincidence rate (COVID-19 IgG) 67 (95.7%) Positive coincidence rate 

(Total) 68 (97.1%)

CE and FDA

The results show that the relative specificity 
is 100%; the relative sensitivity is 97.1%. 
The accuracy is 98.5%.

COVID-19 total antibody, 
IgG/IgM Combo Rapid Test

Specimen: Whole Blood/ Serum/Plasma

Results come out in 15 mins, proven auxiliary to molecular 

tests 
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Performance
Test                   Sensitivity      Specificity
Total antibody  93.1%             100% 
                          (161/173)        (33/33)
IgG                   82.7%             100%
                          (143/173)        (33/33)
IgM                   64.7%             100%
                          (112/173)        (33/33)

Use of these tests:
1)The first-visit suspected patients(no molecular results or molecular negative), if antibody

 positive, should be managedas confirmed case; if antibody negative, it suggests to do PCR

 again, and test antibody after one week.

2)The asymptomatic close contacts or investigation crowd, if antibody positive, no matter 

how the PCR result is, should be managed as carriers; if antibody negative, it suggests to 

do PCR firstly and follow up with antibody detection, it can be excluded from COVID infection 

if results negative again.

3) For asymptomatic quarantined-14-days people, if antibody positive, it suggests to do PCR

 again and be kept under observation.

    All test results need to be combined with the patient's clinical symptoms and signs, and 

the interpretation of the test results must follow the local diagnostic guidelines in each country.

    Regerence: Diagnosis and treatment plan for the novel coronavirus disease (COVID-19) 

 http://www.nhc.gov.cn/yzygj/s7652m/202003/a31191442e29474b98bfed5579d5af95.shtml

COVID-19 total antibody, 
IgG/IgM Combo Rapid Test

Specimen: Whole Blood/ Serum/Plasma

Results come out in 10 mins, proven auxiliary to molecular 

tests 
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Performance

Use of these tests:
The COVID-19 IgM/IgG Rapid Test Device was compared with PCR Reagent using 

clinical specimens from 60 healthy persons and 70 identified patients.The results are 

summarized as below. The results show that the relative specificity is 100%; the relative

sensitivity is 97.1%. The accuracy is 98.5%. Manufactured By: Jiangsu Well Biotech Co., Ltd. 

NO. 9 Changyang Rd. Changzhou, Jiangsu 213200, China Tel: +86-519-80191660 

Authorized Representative: Luxus Lebenswelt GmbH Kochstr. 1, 47877, Willich, Germany 

Clinical Performance of negative sample Negative Cases (By PCR) 60 Negative coincidence 

rate (COVID-19 IgM) 60 (100%) Negative coincidence rate (COVID-19 IgG) 60 (100%) 

Negative coincidence rate (Total) 60 (100%) Clinical Performance of positive sample 

Positive Cases (By PCR) 70 Positive coincidence rate (COVID-19 IgM) 68 (97.1%) 

Positive coincidence rate (COVID-19 IgG) 67 (95.7%) Positive coincidence rate 

(Total) 68 (97.1%)

CE and FDA

The results show that the relative specificity 
is 100%; the relative sensitivity is 97.1%. 
The accuracy is 98.5%.



20 Tests / box
Buffer:2*2mL
Lancet:20
Alcohol Pad:20

Add 2 drops of buffer 
to sample well

Waiting for 10 minutes
 reading result 

Apply 10μL of serum, plasma or 
whole blood to the sample well.

Result

Method of operation of kit illustrated Product package

CE and FDA
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