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Enterprise Information

Shenzhen Lvshiyuan Biotechnology Co., Ltd. was established in 2003. It is a company
dedicated to food and drug safety, clinical diagnosis, public safety and other fields, found-
ed by well-known senior scholars who have studied in the United States for many years. It
integrates research and development, production, sales, service, and information. It is a
national high-tech enterprise integrated with construction and integration, and has estab-
lished cooperative relations with China Agricultural University, Huazhong Agricultural Uni-
versity, Harbin Veterinary Research Institute and other universities and biotechnology
research institutions. The company develops the most advanced diagnostic reagents for
animal diseases, food safety testing reagents, human disease diagnostic reagents, envi-
ronmental monitoring reagents, new enzyme preparations, microbial preparations, pro-
tein products, nucleotide products, green aquatic drugs, small molecule antigen antibod-
ies, genes Recombinant antigens, antibodies and other biochemical products are mainly
used to serve the world with advanced international corporate business philosophy,
strong R & D strength, standardized production standards, sound sales network, perfect
technical service system and extensive domestic and foreign cooperation networks. Com-
mitted to the global industrialization of biological agents.

Lvshiyuan Biological 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,
nitrofuran-type detection kit), animal disease diagnostic reagents (eg: Toxoplasma 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
drugs have been widely used in state agencies, enterprises and scientific research units.

Shenzhen Lvshiyuan Biotechnology Co., Ltd. is one of the largest and most complete
manufacturers of food safety testing kits and animal 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
beonsale.

Food safety testing kits and animal disease diagnostic kits are exported to more than 30
countries and regions such as the United States, Europe, 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
products and Comprehensive technical services.

Shenzhen Lvshiyuan Biotechnology CO.,Ltd. I



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 successfull% developed more than 10 varieties of kits, including
products such as clenbuterol kits.

2.1n 2006, the world's first 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. 1n April 2007, the company successfully passed 1ISO9001: 2000 quality management
system certification.

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

6. 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, includinﬁ
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 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.

9.1n 2009, the company began to set up branches in Heilongjiang and Beijin%.

10.1n 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.

11.11.In 2011, 9 ﬂroducts, 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 Toxoplasmaf_%ondil 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 anlied 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.

14.1n October 2013, the comﬁany successfully obtained the national high-tech enter-
prise certificate and Shenzhen high-tech enter;t))rise certificate.

15. {n January 2014, the company successfully obtained a medical device production

icense.

16. In March 2015, it was successfully awarded the Shenzhen Postdoctoral Innovation
Practice Base.
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17.November 2015 The ELISA test kit for swine O-foot-and-mouth disease virus antibody
passfed the examination by the State Intellectual Property Office and issued a patent
certificate.

18.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.

19.January 2016 The company won the highest corporate credit AAA certificate issued
by the National Association of Small and Medium Enterprises.

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

21.In 25)17, successfully obtained medical device registration certificates for multiple

roducts.

22.&1 2018, the company's GMP standard production workshop and R & D center were

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

Product packaging and size
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Instructions for use

COVID-19(2019-nCoV) Coronavirus IgG/IgM Rapid
Test Kit Instructions for use

m Intended Use

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

B Summary

Coronavirus (CoV) belongs to the Cronoaviridae family and is
divided into three types: a, B and y. 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-0C43, HCoV-HKU1, SARS-CoV, MERS-CoV
and the novel coronavirus (2019).

Shenzhen Lvshiyuan Biotechnology CO.,Ltd. I



m Test Principle

Green Spring® COVID-19 (2019-nCoV) Coronavirus IgG/lgM
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 1gG antibodly.
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, formingared T
line and indicating a positive result for the total 1IgG/IgM anti-
body.

If neither antibody is present, a negative resultis 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.
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m Contents of the Kit
One test kit contains: -

phalioadal gadd]

® 25 Test Cassettes
® 25 Dropper
® 25 Lancet

® 25 Alcohol wipes

e 1 Buffer Solution Bottles
® 1 Package Insert

One test cassette contains:
® Dried reagents with stabilizers

Colloidal gold-labeled novel coronoavirus antigen
Mouse anti-human IgG monoclonal antibody

Colloidal gold-labeled rabbit IgG

o
[
® Mouse anti-human IgM monoclonal antibody
[
® Goat anti-rabbit IgG polyclonal antibody

Materials not provided but required:

® Capillary Sampler ® Gloves ® Timer

Shenzhen Lvshiyuan Biotechnol@gy CO.,Ltd. il



m Warnings and Precautions

® Only for human in vitro clinical diagnostics only.

® The product should only be used by trained clinical pro-
fessionals.

e 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.

e Wear protective gloves, clothing, and eyewear.

e Wash hands thoroughly after handling specimens.

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

e 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.

Shenzhen-Lvshiyuan Biotechnology-CO.,Ltd. Il



m Storage Instructions

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.

m Sample Requirements

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

 Fresh samples should be collected and tested immediately.

e 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.

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

* 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.

Shenzhen Lvshiyuan Biotechnology CO.,Ltd. Il



m Test Procedure

Do not open pouch until ready to use. Prep neces-
sary materials:

® Test Cassettes e Buffer solution

® Capillary Sampler Label Test cassette with patient ID

Obtain a specimen using standard laboratory
protocols.

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

* For intravenous sampling follow standard laboratory protocols.

Dispense the specimen into the Test Cassette
sample well.

* Ensure that the entire sample is dispensed into the sample well

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.

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.

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

e 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.

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

e 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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m Display of Results/Expected Values

A total of two detection lines are possible, with the
control (C) line appearing when sample has been
flowed through the cassette.

Negative Result

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.

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-
les.

) ) f N [ A
COVID-19 COVID-19 COVID-19 COVID-19

0 TR AL
: J | @] @

— — . J \_ J
Negative Positive Invalid
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m Internal Quality Control Procedure

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.

m Shenzhen Lvshiyuan Biotechnology Co., Ltd

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
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Office environment
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CERTIFICATE OF REGISTRATION

The Quality Management Systems of

Shenzhen Lvshiyuan
Biotechnology Co., Ltd

Unifled Social Credit Code:914403007576264 357

Registration address: 107, 201, 301, D Building, No.2 Industrial Avenue, Buxin Village, Buxin
Community, Dapeng Subdistrict Office, Dapeng New District, Shenzhen
Produclion address:D Building, National Biological Industrial Park Of Maninelife, Binhai No.2
Road, Dapeng, Shenzhen

has been assessed by GIC and complying with

GB/T19001-2016/1SO9001:2015

For the following activities

Research and development, production and service of
food safety testing kits, animal disease diagnostic kits
and test cards

Date of Issue: 13 February 2019 Date of Expiry: 12 February 2022

Date of Initial Certification: 13 February 2019
Certificate No.: J19Q2GZB012523R0M

The granting of this cerificate doas not mean that the cerificate holder can avaid
any legal obligation. f the products or activities covered in the scope of
cerlification require administralive license, the certificate shall be only valid within
the scope of administrative licensing. The regisiered organization shall be subject
o regular annual supervision by GIC, and the continual validity of the certificate is
base upon conformity of audit. Please scan two-dimension code at lift to find the
certificate information. This cerificate can be querizd at Cartification and
Accreditation Administration of the People's Republic of China officdal website

Scon for certificats status {wownw. cnca.gov.cn) & GIC website (www. gicg.com.cn) GIC WeChat public number
Signature:
Guardian Independent Certification Ltd
= Registered in Engiand JAS-ANZ
Sovereign House 212-224 Shafwshury Avenue London England WC2HBHG — — - -- Lomo- 3
Accreditad by Member of 145 MLA '

AT AN mgiatrion s, S35 T0A08LE, ivas ie-anz et
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EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

CERTIFICATE

IVD NOTIFICATION

Ref. No.: BS 8841-2020
BELGIUM
Order No.: BS 8825-2020 Date: 20/03/2020

THIS IS TO CERTIFY THAT. ACCORDING TO THE COUNCIL DIRECTIVE 98/79/EC, OBELIS S.A. (O.EARC))
PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE EUROPEAN AUTHORIZED
REPRESENTATIVE (EC REP) OF:

NAME: SHENZHEN LVSHIYUAN BIOTECHNOLOGY CO., LTD.

ADDRESS: 101, 201, 301, D BUILDING, NO. 2 INDUSTRIAL AVENUE, BUXIN
VILLAGE, BUXIN COMMUNITY, DAPENG SUBDISTRICT OFFICE,
DAPENG NEW DISTRICT, SHENZHEN, 518120, CHINA

AS STIPTULATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE.

The Manufacturer declares that the IVD devices comply with the Directive including all essential requirements.

The Manufacturer has provided Obelis s.a. (O.E.A.R.C.) with all the appropriate declarations according to the 98/79/EC
Directive — article 10 requirements including the EC Declaration of Conformity confirming that his In-Vitro Diagnostics
medical devices, as stipulated here above, are fulfilling the applicatle requirements of the European Council Directive
98/79/EC

The notification of the following In-Vitro Diagnostic medical devices has been completed by Obelis s.a. (O.E.A.RC.) on
the 19/03/2020 in comoliance with the European Council Directive 98/79/EC - article 10 requirements.

IN-VITRO DIAGNOSTIC MEDICAL DEVICES: PLEASE SEE ANNEX A - LIST OF DEVICES ( 1 PAGE, 1 DEVICE)

As of the 20/03/2020, and as long as the manufacturer will continue complying with the hereahove mentioned
requirements® he therefore:

- Is required to affix the CE marking on these devices;

- Place these devices in the Territory of Belgium and/or the other EEA Member States (excluding territories not in
alignment with Decision 2010/227/EL).

Mr. G. Elkayam CEO

Obelis sa
~ - WA " Obelis European Authorized Representative Center is a member of the European Association of
Eﬁ ;| Authorized Representatives (E.AA.AR.), ISO 9001 : 2015 and I50 13485 : 2016 certified in
""" accordance to the profession of a European Authorized Representative.
T * This i nee 3 CF mark and & only ooeded
1 0 gl for sdormufong purpose
** This Cettificate will be automatically void if the notification is rejectzd by the EU Authcrities or upon termination of the EAR
agreement.
HFegistered Address: Bd. Genaral Wahis 53 - 1030 Brussels | Begistered Ofice Address: Bd Brand Whitlock 30, B-1200 Brusssis- Baigium
Ti+32(0)2 732 5054 | F:+ 2 {0) 2 732 6003 | Email: mail@obelis.net 1| Website: www.cbelis.net

V3 — 1D: 00454716 — 22/02:2019
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Order No.: BS 8825-2020
Ref No.: BS 8841-2020

Annex A - List of Devices

(Recital 29 of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices)
C
SO Commercial
] reference

— R

Cl
S Name andlintended use | EDMS Code —

COVID-13{2019-
nCoV) Coronavirus

1gG/igM Rapid Test
COVID-19(201%

Kit ed t
COVID-19(2018-nCov)| - Loed o
nCoV) : irus lgG/1gM qualitatively detect
Qronavinis A
1./| Groa1 | coronavirus e TEifK_itg igGandigM  |15.70.90.90| Others
| Igh! Rapi ntibodi fth
o [ O e
Test Kit

novel coronavirus
in human serum,
plasma or whole

blood in vitro,

Obelis 5.a.

103

Apurelie s
Tél +32 2 737 5954 - Fam +32 1 TAZ 6003

Attachments - Annex A WD - |0 00453017 - Version 1 - 08/11/2017
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Test Report
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Test Report
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TRWAE, SARSCoV.2 TUARM(IeG, lgM) | RMFRE &M @M. 20°C M. 48%
\ SARS-CoV-2 1gG and IgM antibody Combined Test

Kit,Colloidal Gold C hmnmmaraphu. Immunoassay i
Bl i I RS R AR A R A A (1gM/1gG G etk & Gl AT i ik A A U )
Shenzhen Lyvshiyuan Biotechnology Co. Ltd{lgM/gG Colloidal Gold Chromatographic
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Detection results

/
SR L PCR 3SR 2R 7%, FMEREAR HRERANE S T 3% o
-
The positive coincidence rate of 1gM/lgG Colloidal Gold Chromatographic Immunoassay with 5-:__ ._"
PCR was 77%.The positive rate of negative samples was 3%. ‘ H’{’\;
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See the attachment below
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Bk« AR . BrER I
Attachnrent: Brand: Green Spring
H AR Information of samples H1 Name: COVID-19
(201 9-nCoV) Coronavirus
lgG:/AgM Rapid Test Kit
(20200303
s | pAEm Hf”'::ﬂ ek | 0T EHBRMER
FMumber | Sample tvpe ale Climical dingnosis e Test results of ol antibodies

1 1 #% serum ! Hredfs & COVID-1% 1.25 -
2 1L#4 serwm f Heh S COVID-19 .22 -
3 17 serum f Hrlle s COVID-19 1.25 +
4 L serum 1.22 e COVID-19 1.22 -
5 i serum f Hrdled COVID-19 1.22 ar
i 1L serum 1.22 Hidled COVID-19 1.23 s
7 L4 serum f Hrdhe & COVID-19 1.16

U & | M wnm : Hl& COVID9| 123
9 L7 serum 1.22 Himlh i COvID-19 1.73
L L7 serum f Hrdit g COVID-19 1.22
1 iL# sersm 2.7 g CovID-19 27
12 iLi% serum X9 B id i COVIDAY 23
13 1#Y seram 246 HiE COvVID-19 1.20
14 iL# serum e 1| g COVID-19 1.20
15 1L serum 2.7 ik COVID-19 1.20
6 i serum L0 Hahh g COVID1Y 128

Fa N

17 L serum 23 Ehelbie COVID-19 1.24 +
1% ILi# serm .16 Ehielbi COVID-19 127 +
19 M4 serum 20 ShElElid COVID-19 1.27 +
20 i serum 23 SEEEE COVID-19 1.25 +
21 i serum 209 SRR E CoVID.9 28 +
22 ML seram 111 Sl d CovID-19 1.26 +
23 07 seram L6 #Hhhd covip-19 1.2% +
kL1 M eram 115 Stz COVID-19 1.24 +
23 % serum 29 SR % COVID-19 1.26 +
X M3 seram 2 St COVID-19 1.24 +
17 M3 seram 116 St COVID-19 12 +
28 3% seram 28 S COVID-19 1.28 +
20 L5 seram 24 SR COVID-19 24 =5
n ML seram 29 SigibE COVID-19 23 +
il L 57 serum ; A Healthy person
12 L5 serum ; {SEHE A Healthy person /
13 L7 serum ; (A Healthy person !
34 137 serum ! fE#E L Heahhy person
35 137 serum ! fEfE L, Heahhy person
i6 13 serum ! it b, Heahhy person !
37 13 seram ! fit i A Healhy person ! -
38 1% seram ! fit i L, Heahhy person ! -
39 I3 seram ! fik i A Healthy person B -
40 13 seram ') fit i A Heahhy person e 5 F
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41 1875 serum il fE A Healthy person
42 7% serum filt A, Healthy person
43 1 serum (i i A Healthy person
44 I serum fil: i A Healthy person
43 AL serum fi A, Healthy person)
46 AL serum {i & ). Healthy person
47 ML serum fif ik ). Healthy person
48 T serum fi# B A Healthy person
4 ML serum {E 5 A Healthy person
50 AL serum fif sk A Healthy person
il i serum {5 5 ). Healthy person
52 I3 serum {iFE X\ Healthy person
53 ML serum fif 5% b, Healthy person
54 1LY serum fi 5 A Healthy person
55 L7 serm {5 A, Healthy person
56 ML serwm fit 5 b, Healthy persen
57 L7 serum {5 A Healthy persen
58 7 serum {2HEA Henlthy person
59 it serum fif 5 b Healthy persen
&) 13T serum {5 A Healthy persen
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