


into the sample well (S) of lgM test cassette and lgG test cassette, and 
add vertically 2 drops (about lOOµL) of  sample diluent. 

For whole blood sample: add 20µL of whole blood sample into 
the sample well (S) of lgM test card and lgG test card, and add vertically 
2 drops (about lOOµL) of sample diluent. 

b) Within 1 -15 minutes after sample addition, the result can be interpreted
as positive while both the control line and test line appear. If only the 
control line appears and the test line does not appear in 15 minutes, 
the result can be interpreted as negative. It is invalid to read result after 
15 minutes. 

[Interpretation of Test Result] 

Control line (C} 

Test line (T} T 
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Positive Negative Invalid 

1. Positive resu It:
a) lgM positive, lgG positive: lgM test cassette appears both control

line (C) and test line (T); lgG test cassette appears both control line (C) 
and test line (T). 

b) lgM positive, lgG negative: lgM test cassette appears both control
line (C) and test line (T); lgG test cassette appears only control line(C), 
but no test line (T). 

c ) lgM negative, lgG positive: lgM test cassette appears only control
line(C), but no test line (T); lgG test cassette appears both control line 
(C) and test line (T).
2. Negative result: lgM test cassette appears only control line(C), but

no test line (T); lgG test cassette appears only control line(C), but no 
test line (T). 
3. Invalid result: If lgM and/or lgG test cassette appears no control line(C),

no matter whether the test line (T) appears or not, the test result is invalid. 
A repeat test should be done in case of invalid result appears. 

[Limitations of the Test Procedures] 

1. The product can only be used for in vitro test of individual's serum,
plasma or whole blood sa m pies. 
2. A Coronavirus (SARS-CoV-2) infection may not be excluded if the test

result is negative. 
3. The test result is only for clinical reference and should not be regarded

as the only reference for clinical diagnosis and treatment. The clinical 
management of patients should be considered in combination with their 
symptoms, physical signs, medical history, other laboratory tests (especially 
etiology test), treatment response and epidemiological information. 
4. In patients with impaired immune function or receivingimmunosuppressive

therapy, the value of serological antibody test is limited. 
5. lgM antibody positive not only occurs in primary infection, but also

in secondary infection. 
6. The lgM and lgG antibody of Coronavirus (SARS-CoV-2) which this

product targets does not directly reflect the presence of Coronavirus 
(SARS-CoV-2) in the sample. 

[Warnings and Precautions] 
1. The product is for in vitro diagnosis only.
2. Operation and interpretation of the result must be carried out in strict

accordance with the insert. 

3. The product is intended for qualitative test, and it cannot get a quantitative
result. 
4. The kit should be used within the shelf life.
5. The test cassettes and pipettes are for single use and cannot be reused.
6. Because of the difference in titers of the samples, the test line will

show different color intensity, all of which indicate a positive result. The 
color intensity of the test line cannot be used as a reference base for 
determining the antibody titer in the sample. 
7. Before testing, the samples stored at low temperature shall stand

to reach the room temperature and be well mixed. 
8. An inactivation of 55•c incubation for 30 minutes does not influence

the test result. 
9. Samples and wastes must be handled as potential infectious sources,

and the desiccant in the aluminum foil bag is inedible. 

[Manufacturer] 
Name: Zhuhai Livzon Diagnostics Inc. 
Address: No. 266 Tongchang Road, Xiangzhou District, 519060 Zhuhai, 

Guangdong, P .  R. China 
Contact: Tel: +86-0756-8919728 Fax:+86-0756-8204052 

[EU Representative) 
Name: Shanghai International Holding Corp. GmbH (Europe)
Address: Eiffestrasse 80, 20537 Hamburg, Germany 
Contact: Tel: +49-40-2513175 Fax: +49-40-255726 
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