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Geensping Shenzhen Lvshiyuan Biotechnology Co.ltd.

Covid-19
IgG/IgM
Rapid Test Kit

Solution

Shenzhen Lvshiyuan Biotechnology CO.,Ltd.
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m Test Method Limitations

® This nrodurf can nnlv be used to detect the IchllaM anti-

bodles of the novel coronavirus in human blood serum,
or plasma. It cannot be used with other body fluids or
secretions.

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

® Negative resuits may be caused by iow concentrations of
a2 \VJ

ntihadvin tha eamnla
IJV\-I

'I-bn nnual rnrnnn\nrnc leG llnl
EE%l BER Gl Julll'-'l\—
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and therefore cannot completely rule ut the possibility
of infection.

e The results of this test are for clinical reference only and
should not be the only basis for diaginosis. Results
chould be used in combination with clinical ohserva-

W W BN LA LA

tions and other testing methods.

e Test results can be affected by temperature and humidi-
ty.

Shenzhen Lvshiyuan Biotechnology CO.,Ltd. Il
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® Warnings and Precautions

@

Only for human in vitro clinical diagnostics only.

Do not freeze test cassette or buffer soiution.

Handle specimens in accordance to the OSHA Standard
on Bioodborne Pathogens.

Wear protective gloves, clothing, and eyewear.

ard A unnvnt Arn dAlaka
\ =4 ¥ | I\P"a Vil VAGILC,.

Dispose of all used or damaged test cassettes, capillary
samplers, or other kit component as blohazardous ma-

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.

Shenzhen Lvshiyuan Biotechnology CO.,Ltd.
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® Contents of the Kit
One test kit contains:
® 25 Test Cassettes
® 25 Dropper
® 25 Lancet
® 25 Alcohol wipes
¢ 1 Buffer Solution Bottles
® 1 Package insert

ied reagents with stabilizers

Dr
® Colloidal gold-labeled novel coronoavirus antigen
oM

nti-human IaG monoclonal antibodv

- e = L i |

(o]
n
()
ID

Coiioidai goid-iabeied rabbit igG
oat anti-rabbit IgG polyclonal antibody

QO O

Materials not provided but required:
[ o

Shenzhen Lvshiyuan Biotechnolegy CO.,Ltd. Il
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m Test Principle

Green Spring® COVID-19 (2019-nCoV) Coronavirus 1gG/IgM
Rapid Test Kit for COVID-19 is Colloidal gold immunochroma-
tography based. The test card contains (1) colloidal gold-la-
beled recombinant novei coronavirus antigen and quaiity 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 1gG 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
IlgM and IgG antibody, the antibody will bind to the colloidal
gold-labeled novel coronavirus antigen. The antibody/antigen
compiex wiil be captured by the monocional anti-human Ig-
G/igM antibody immobiiized on the membrane, formingared T
line aind 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.

Shenzhen Lvshiyuan Biotechnology CO.,Ltd. Il
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17. November 2015 The ELISA test kit for swine O-foot-and-mouth disease virus antibody
p:rst?'eid tltle examination by the State Intellectual Property Office and issued a patent
certificate.

18.1n December 2015, the "Aflatoxin Detection Kit Industrialization Application Demon-
stration Project” applied by our company won the 2015 “Nationai Torch Project
Industrialization Demonstration Project Certificate" by the Torch Center of the Minis-
try ot Science and Technology. )

19.Januaz 2016 The company won the hicri;hest corporate credit AAA certificate issued
by the National Association of Small and Medium Enterprises.

20.July 2016 The comrany's in vitro diagnostic products were successfully launched.

21.In c(’)lzt,ssuccessfu ly obtained medical device registration certificates for multiple

roducts,

22.1n 2018, the company's GMP standard production workshop and R & D center were

newly upgraded, and a number of software copyrights were cbtained.

Product packaging and size

(R
]
i R

25T/box

Shenzhen Lvshiyuan Biotechnology CO.,Ltd. Il
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Development history of the enterprise

1.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 successfuily developed more than 10 varieties of kits, inciuding

roducts such as clenbuterol kits. - _ :

2.1n 2006, the world's tirst commercial production of furacicillin and toxin metabolite
detection kit opened the prelude to entering the field of biological diagnostics;

3.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.

4.In April 2007, the company successfully passed 1S09001: 2000 quality management
Systeim certirication.

5. In March 2007, the company successfully registered as a Shenzhen government pro-
curement supplier. h

6.In 2008, our company successfully developed the test kit for flufenib, which is still the
worid’s exciusive production. The number of kits has reached about 30, inciudin
animal disease diagnosis and veterinary drug residue detection kits, which ran
among the top in the country.

7.1n 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;

8. 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 p?eliminary examination and approval by the Intellectual

Dronorty n‘FFir'a- Clanhiitaral lzite havia nacead tha annAs incomeoant nf +tha "\/afnrinar\l
L] (IR AV A=) av g I LS V) LI, A AL R LS S R N L LA R Uly

I I\Jrl\. ‘Ull ey \-—I\-III:IUL\_I\J . L} ~ “ -, J . U‘o:llb(.lll
Drug Residue ELISA Kit Recording" by the Ministry of Agriculture.
9. in 2008, the company began to set up branches in Heilongjiang and Beijin
y b€g P gjiang j

10. In 2010, the product range was more extensive, with 50 varieties of kits, an%l products
Suci as rapid test cards were also developed. About 10 new productis are developed
each year. At the same time, CE, FDA and other international certifications of the
products are in progress.

11.11.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.

12. September 2011 Toxoplasma gondii detection kit products passed the examination
by the Intellectual Property Office, and issued a patent certificate.

13. 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.

B e

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. : _ .
14.In October 2013, the company successfully obtained the national high-tech enter-
rise certificate and Shenzhen high-tech enterprise certificate. '
15.in January 2014, the company successfuily obtained a medical device production
license.
16. in March 2015, it was successfuily awarded the Shenzhen Postdoctorai innovation

Practice Base.

Shenzhen Lvshiyuan Biotechnology CO.,Ltd. Il
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to serve the world with advanced intemational corporate business philosophy,
m&o strength, standardized production standards, sound sales network, perfect
mitted to the global industrialization of biological agents.

Lvshiyuan al R & D Center is located in Shenzhen National Marine Biological
Industrial Park. It has gathered a group of professional R & D and production teams with
doctoral and master's degrees as the backbone of the business, with a bachelor's degree
or above accounting for more than 95%. Kits, colloidal gold test strips, biosensors, cell
engineering, enzyme engineering, genetic engineering and other technology research
and development and production platforms, currently developed rapid detection kits for
veterinary drug residues (eg, clenbuterol detection kits, chloramphenicol Detection kit,

i detection kit), animal disease diagnostic reagents (eg: Toxopiasma gondii
antibody detection kit, blue ear disease detection kit, swine fever virus detection kit), spe-
cial tools for molecular biology A series of products such as enzymes and green aquatic

have been widely used in state agencies, enterprises and scientific research units.

Lvshiyuan Biotechnology Co., Ltd. is one of the largest and most complete
manufacturers of food safety testing kits and animai disease diagnostic kits in China. its
product technology has reached the domestic first-class and world-leading level, and has
taken the lead in the world. Developed 35 kinds of food safety detection kits such as fura-
cillin metabolite detection kit, furantoin metabolite rapid detection kit, 20 kinds of animal
disease diagnosis kits, and 8 kinds of colloidal gold rapid detection cards. In order to meet
the needs of market development, Hundreds of kits are under development and will soon
beon sale.

Food safety testing kits and animal disease diagnostic kits are exported to more than 30
countries and regions such as the United States, Curope, and Southeast Asia. The product
quality and technical level are fully affirmed and recognized by foreign government units
and food processing enterprises.

The 21st century is the era of high-tech biotechnology. With the goal of "creating a green
earth, derived from your cooperation with us", we adhere to the business philosophy of
“biotechnology serving humanity" and provide customers with leading biotechnology

Shenzhen Lvshiyuan Biotechnology CO.,Ltd. Il
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