


lgM POSITIVE: 
The colored line in the control line region (C) changes from blue to red, and a colored line appears in test line region M. 
The result is anti-COVID-19 lgM positive. 
lgG POSITIVE: 
The colored line in the control line region (C) changes from blue to red, and a colored line appears in test line region G. 
The result is anti-COVID-19 lgG positive. 
lgG and lgM POSITIVE: 
The colored line in the control line region (C) changes from blue to red, and two-colored lines appear in test line regions M 
and G. The result is anti-COVID-19 lgM and lgG positive. 
INVALID: 
Control line is still completely or partially blue and fails to completely change from blue to red. 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 cassette. If the problem persists, discontinue using the test kit immediately and contact your 
local distributor. 

QUALITY CONTROL 
A procedural control is included in the test. A red line appearing in the control region (C) is the internal procedural control. 
It confirms sufficient specimen volume and correct procedural technique. 
Control standards are not supplied with this kit. 
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1. Use fresh samples whenever possible. Frozen and thawed samples (especially repeatedly) contain particles that can 
block the membrane. This slows the flow of reagents and can lead to high background color, making the interpretation of 
results difficult. 
2. Optimal assay performance requires strict adherence to the assay procedure described in this insert sheet. Deviations 
may lead to aberrant results. 
3. A negative result for an individual subject indicates absence of detectable anti-COVID-19 antibodies. However, a 
negative test result does not preclude the possibility of exposure to or infection with COVID-19. 
4. A negative result can occur if the quantity of the anti-COVID-19 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. 
5. Some specimens containing unusually high titer of heterophile antibodies or rheumatoid factor may affect expected 
results. 
6. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the result of a single test but should 
only be made by the physician after all clinical and laboratory findings have been evaluated. 
7. Positive results may be due to past or present infection with non-SARS-CoV-2 coronavirus strains, such as coronavirus 
HKU1, NL63, OC43 OR 229E 

PERFORMANCE CHARACTERISTICS 
Clinical Performance 
The COVID-19 lgG/lgM Rapid Test (Whole Blood/Serum/Plasma) has been evaluated with 113 blood samples obtained 
from patients exhibiting pneumonia or respiratory symptoms. The results were compared to RT-PCR or clinical diagnosis 
(including chest Computed Tomography and clinical signs etc.) of "Diagnosis and treatment of novel coronavirus 
pneumonia". 

C Reaardina the laM test, the result comparison to RT-P R. 

Method 
RT-PCR 

Total 
Positive Neaative 

COVID-19 lgG/lgM I Positive 87 0 87 
Rapid Test I Neaative 12 14 26 

Total 99 14 113 

Regarding the lgG test we have counted the positive rate of the 36 of 113 patients during the convalescence period. 

Method 
Number of patients during the 

Total 
convalescence period 

COVID-19 I Positive 35 35 
lgG/lgM Rapid 

I Negative 1 1 Test 
Total 36 36 

.. . 
The sensItIvIty of lgM test Is 87.9% (87/99) and spec1fic1ty Is 100% (14/14) when compared to RT-PCR. 
The sensitivit of I G test is 97.2% 35/36 durin the convalescence eriod, and s ecifici is 100% 14/14 . 
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