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Development history of the enterprise

In December 2003, the company was formally established. In the early days of the 
company's establishment, relying on the technology of independent intellectual 
property rights, it successfully developed more than 10 varieties of kits, including 
products such as clenbuterol kits.
In 2006, the world's first commercial production of furacicillin and toxin metabolite 
detection kit opened the prelude to entering the field of biological diagnostics;
In January 2007, Clenbuterol test kit passed the Guangzhou Ministry of Agriculture ’s 
Livestock and Poultry Product Quality Supervision and Inspection Center. In Decem-
ber of the same year, Clenbuterol test kit passed the Ministry of Agriculture ’s Live-
stock and Poultry Product Quality Supervision and Inspection Center. The first to 
develop furacicin kit and furantoin kit, which are more than one year ahead of other 
colleagues in the world.
In April 2007, the company successfully passed ISO9001: 2000 quality management 
system certification.
In March 2007, the company successfully registered as a Shenzhen government pro-
curement supplier.
In 2008, our company successfully developed the test kit for flufenib, which is still the 
world's exclusive production. The number of kits has reached about 30, including 
animal disease diagnosis and veterinary drug residue detection kits, which rank 
among the top in the country.
In 2008, the foreign trade business started, and the US FDA, EU Reference Materials 
and Measurement Research Institute, and the United Nations Food and Agriculture 
Agency and other authoritative agencies have cooperated with our company;
In February 2009, the Clenbuterol test kit produced by the company was successfully 
filed with the Ministry of Agriculture of the People's Republic of China. Twelve types 
of kits have passed the preliminary examination and approval by the Intellectual 
Property Office; Clenbuterol kits have passed the announcement of the "Veterinary 
Drug Residue ELISA Kit Recording" by the Ministry of Agriculture.
In 2009, the company began to set up branches in Heilongjiang and Beijing.
In 2010, the product range was more extensive, with 50 varieties of kits, and products 
such as rapid test cards were also developed. About 10 new products are developed 
each year. At the same time, CE, FDA and other international certifications of the 
products are in progress.
11.In 2011, 9 products, including the Clenbuterol Kit and Furacicillin Kit, passed the 
trial stage of the Intellectual Property Office, and will soon receive patent certificates.
September 2011 Toxoplasma gondii detection kit products passed the examination 
by the Intellectual Property Office, and issued a patent certificate.
From 2012 to 2013, the company re-developed product research and development 
and successfully applied for 5 Shenzhen Municipal Government projects. Complete 
the construction of R & D center, quality inspection department and GMP workshop. 
In the food safety and animal disease diagnosis industry, it has become one of the 
few companies with standard GMP workshops, with an annual output value of more 
than 80 million yuan.
In October 2013, the company successfully obtained the national high-tech enter-
prise certificate and Shenzhen high-tech enterprise certificate.
In January 2014, the company successfully obtained a medical device production 
license.
In March 2015, it was successfully awarded the Shenzhen Postdoctoral Innovation 
Practice Base.
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November 2015 The ELISA test kit for swine O-foot-and-mouth disease virus antibody 
passed the examination by the State Intellectual Property Office and issued a patent 
certificate.
In December 2015, the "Aflatoxin Detection Kit Industrialization Application Demon-
stration Project" applied by our company won the 2015 "National Torch Project 
Industrialization Demonstration Project Certificate" by the Torch Center of the Minis-
try of Science and Technology.
January 2016 The company won the highest corporate credit AAA certificate issued 
by the National Association of Small and Medium Enterprises.
July 2016 The company's in vitro diagnostic products were successfully launched.
In 2017, successfully obtained medical device registration certificates for multiple 
products.
In 2018, the company's GMP standard production workshop and R & D center were 
newly upgraded, and a number of software copyrights were obtained.
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COVID-19(2019-nCoV) Coronavirus IgG/IgM Rapid 
Test Kit Instructions for use

Green Spring® COVID-19 (2019-nCoV) Coronavirus IgG/IgM 
Rapid Test Kit for COVID-19 is used to qualitatively detect total 
IgG and IgM antibodies of the novel coronavirus in human 
serum, plasma or whole blood in vitro.
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Instructions for use

Intended Use

Coronavirus (CoV) belongs to the Cronoaviridae family and is 
divided into three types: α, β and γ. Alpha and beta are only 
pathogenic to mammals and gamma mainly causes bird infec-
tions. CoV is mainly transmitted through direct contact with se-
cretions or through aerosols and droplets. There is also evi-
dence that it can be transmitted through the fecal-oral route as 
well. So far there are seven types of human coronavirus (HCoV) 
that cause human respiratory diseases: HCoV-229E, 
HCoV-NL63, HCoV-OC43, HCoV-HKU1, SARS-CoV, MERS-CoV 
and the novel coronavirus (2019). 

Summary
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Green Spring® COVID-19 (2019-nCoV) Coronavirus IgG/IgM 
Rapid Test Kit for COVID-19 is Colloidal gold immunochroma-
tography based. The test card contains (1) colloidal gold-la-
beled recombinant novel coronavirus antigen and quality con-
trol antibody colloidal gold marker, (2) detection lines (T lines) 
and quality control line (C) fixed on a nitrocellulose membrane. 
T line is fixed with monoclonal anti-human IgG/IgM antibody 
for detecting the novel coronavirus total IgM and IgG antibody. 
The quality control antibody is fixed on the C line.
When an appropriate amount of test sample is added to the 
sample well of the test cassette, the sample will move forward 
along the test card via capillary action. If the sample contains 
IgM and IgG antibody, the antibody will bind to the colloidal 
gold-labeled novel coronavirus antigen. The antibody/antigen 
complex will be captured by the monoclonal anti-human Ig-
G/IgM antibody immobilized on the membrane, forming a red T 
line and indicating a positive result for the total IgG/IgM anti-
body.
If neither antibody is present, a negative result is displayed. The 
card also contains a quality control line (C). Regardless of what 
antibodies are present the C line should appear to indicate that 
the sample has been transported properly through the mem-
brane. If the C line does not appear it indicates that the test 
result is invalid and a new, unopened test cassette is required 
to retest the sample.

Test Principle
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Contents of the Kit
One test kit contains:

25 Test Cassettes

25 Dropper

25 Lancet

25 Alcohol wipes

One test cassette contains:
Dried reagents with stabilizers

Materials not provided but required:
Capillary Sampler Gloves Timer 

Colloidal gold-labeled novel coronoavirus antigen
Mouse anti-human IgG monoclonal antibody
Mouse anti-human IgM monoclonal antibody
Colloidal gold-labeled rabbit IgG
Goat anti-rabbit IgG polyclonal antibody

1 Buffer Solution Bottles
1 Package Insert



Shenzhen Lvshiyuan Biotechnology CO.,Ltd.

Warnings and Precautions 
Only for human in vitro clinical diagnostics only.
The product should only be used by trained clinical pro-
fessionals.
After opening the sealed cassette pouch the test should 
be used within one hour.
Do not immerse test cassette in water.
Do not freeze test cassette or buffer solution.
Handle specimens in accordance to the OSHA Standard 
on Bloodborne Pathogens.

Wear protective gloves, clothing, and eyewear.

Wash hands thoroughly after handling specimens.

Do not use test cassette, buffer solution, or any kit com-
ponent beyond the indicated expiration date.

Dispose of all used or damaged test cassettes, capillary 
samplers, or other kit component as biohazardous ma-
terials.
Do not use test cassette, buffer solution, or any other kit 
components if the pouch is damaged or the seal is 
broken.
Do not use samples containing lipids, hemolysis, or tur-
bidity which can affect results.

Do not use water, Buffer Solution or other fluid as nega-
tive control.



The reagent should be stored in the dark at room temperature 
(2°C to 30°C) and has a tentative shelf-life of 12 months. The 
container should be protected from light after being opened. 
Do not freeze.

Suitable for human serum, plasma, or whole blood samples 
including samples prepared by commonly-used anticoagu-
lants (EDTA, heparin, sodium citrate).
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Storage Instructions

Sample Requirements 

Serum and plasma samples can be stored at 2-8°C for 5 days. 
If long-term storage of serum or plasma samples is required, 
store at -20°C and avoid repeated freeze/thaw cycles.

Before testing, samples stored in refrigerated or frozen stor-
age should be slowly returned to room temperature 
(15-30°C) and stirred. When particulates are clearly visible in 
the sample the precipitate should be removed by centrifuga-
tion before testing.

Anticoagulated whole blood samples can be stored at 2-8°C 
for 7 days.

Fresh samples should be collected and tested immediately.
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Do not open pouch until ready to use. Prep neces-
sary materials: 

      Obtain a specimen using standard laboratory 
protocols. 

Test Procedure

For intravenous sampling follow standard laboratory protocols.

Using capillary sampler, obtain 20µL of fingerstick or venous 
whole blood specimen or 10µL of serum or plasma.

Test Cassettes
Capillary Sampler Label Test cassette with patient ID

Buffer solution

1

2.  Dispense the specimen into the Test Cassette 
sample well.

Ensure that the entire sample is dispensed into the sample well

2

3.  Remove cap of the Buffer Solution bottle and dis-
pense 2-3 drops into the Test Cassette buffer well.

Remove any air bubbles in the dropper.
Test on a level surface at room temperature.

3

4.  Allow test to run for 15 minutes. Read the re-
sults by viewing the detection window.

Test results that have run over 20 minutes are invalid.

4
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Test Method Limitations

15min

1 2 3 4

This product can only be used to detect the IgG/IgM anti-
bodies of the novel coronavirus in human blood, serum, 
or plasma. It cannot be used with other body fluids or 
secretions.

This product is only for qualitative testing and the spe-
cific content of each indicator must be measured using 
other quantitative methodologies.

Negative results may be caused by low concentrations of 
the novel coronavirus IgG/IgM antibody in the sample 
and therefore cannot completely rule out the possibility 
of infection.

The results of this test are for clinical reference only and 
should not be the only basis for diagnosis. Results 
should be used in combination with clinical observa-
tions and other testing methods.

Test results can be affected by temperature and humidi-
ty.
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A total of two detection lines are possible, with the 
control (C) line appearing when sample has been 
flowed through the cassette.

1.  Negative Result

Display of Results/Expected Values 

If only the quality control line (C) appears and the detection 
T line is not visible, then no novel coronavirus antibody has 
been detected and the result is negative.

1

2.  Positive Result, G and M
If the quality control line (C) and the detection T lines appear, 
then the novel  coronavirus IgG/IgM antibodies have been 
detected and the result is positive for coronavirus antibod-
ies.

1

Negative Positive Invalid
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Each Test Cassette device has a built-in control. A red colored 
line in the detection window at the Control line can be consid-
ered an internal positive procedural control. The Control line 
will appear if the test procedure has been correctly performed. 
If the Control line does not appear, the test is invalid and a new 
test must be performed. If the problem persists, please contact 
your local vendor or Green Spring® for technical support. 

Internal Quality Control Procedure

101,201,301, D Building, No.2 Industrial Avenue, Buxin Village, 
Buxin Community, Dapeng Subdistrict Office, Dapeng New Dis-
trict, Shenzhen, 518120 China 
Tel: +86-755-2843-8788
Fax: +86-755-2893-8800
Email: info@lsybt.com 
www.lsybt.com

Shenzhen Lvshiyuan Biotechnology Co., Ltd 
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Test Report
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