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Company Profile
Beijing Hotgen Biotechn Co., Ltd. (abbreviated as Hotgen Biotech, stock code: 688068) was established in June

2005, which is a high-tech enterprise focusing on the research& development, manufacture and sales of medical and
public safety inspection products of in vitro diagnostics (IVD) in the field of biomedicine, as well as landed on the
China Sci-Tech innovation board (STAR Market) in September 2019.

After serval years of Research& development, Hotgen Biotech has developed an in vitro diagnostic reagent
bioactive raw material development platform, a sugar chain abnormal protein detection (sugar capture) R&D
technology platform, a Magnetic particles chemiluminescence R&D technology platform, a Up-converting Phosphor
R&D technology platform, and a colloidal gold immune layer, The eight major technology platforms, such as the
precipitation R&D platform, enzyme-linked immunoassay R&D technology platform, molecular diagnostics R&D
platform, and instrument R&D technology platform, form a closed-loop system for in vitro diagnostic R&D and
production. Hotgen Biotech has established a complete full level immunodiagnostic technology platform, from
high-precision Up-converting Phosphor POCT (UPT series) to small, medium and large single- cartridge
chemiluminescence platforms (MQ60 series), and then to large-scale full-automatic chemiluminescence Platform
(C2000), which realizes the application of the immune diagnostic platform in the field of full diagnostic scenarios.
Supporting products are widely used in the clinical and public safety fields. Specific users include hospitals at all
levels, township health centers, third-party testing centers, and medical institutions, as well as medical and health
institutions, as well as disease control centers, public security, fire protection, military, ports, food and medicine.
Supervision, food and feed enterprises and other public safety fields.

Hotgen Biotech has won the second prize of the National Technology Invention Award, the Gold Medal of
Independent Innovation, and the second prize of the Chinese Medical Science and Technology Award; In 2018,
Hotgen Biotech was awarded the second prize of the "Technical Invention Category of China Rare Earth Science and
Technology Award" by the China Rare Earth Society; Top 100 Private Scientific and Technological Innovations
"and" Top 100 Medical Enterprises of the Future "; and" Postdoctoral Scientific Research Workstation "; major
science and technology projects in the 12th and 13th five years, 863 plan, science and technology projects of the
Beijing Science and Technology Commission, and Zhongguancun High Precision The project's major cutting-edge
original technological achievements transformation and industrialization projects.

In the face of the COVID-19 epidemic situation, Beijing Hotgen Biotech Co.,Ltd has organized R&D
developed a variety of Covid-19 detection reagents, including Novel Coronavirus 2019-nCoV Antigen Test
(Colloidal Gold), Novel Coronavirus 2019-nCoV Antigen Test (Up-converting Phosphor Immunochromatographic
Technology), Coronavirus disease(COVID-19) Antibody Test (Colloidal Gold), Coronavirus disease(COVID-19)
IgM/IgG Antibody Rapid Test（Colloidal Gold), Novel Coronavirus 2019-nCoV Antibody Test (Up-converting
Phosphor Immunochromatographic Technology), Novel Coronavirus (SARS-CoV-2) Neutralizing Antibodies Test
(Colloidal Gold), Coronavirus disease( COVID-19) Nucleic Acid Test Kit (PCR-Fluorescent Probe Method),
Disposable virus sampling tube, Nucleic acid Automatic Purification System, Nucleic acid extraction reagent,
Biological Sample Releaser kit, etc.It is imperative to fight the epidemic Helping the global fight against epidemics!

Since its establishment, the company has continuously grown its business and has now achieved group
development. At present, Hotgen (Langfang), Hotgen (Jilin), Weikekang Technology, Shunjing Biological and many
other subsidiaries have been established. Hotgen Biotech marketing and service network has covered all regions of
the country. Each province is equipped with professional technical service engineers, academic engineers, etc. who
are responsible for pre-sales and after-sales work to meet customer needs. The company takes "developing
biotechnology and benefiting human health" as its mission, "quality determines the company's life and death,
customers determine the company's success or failure, talents determine the company's rise and fall, innovation
determines the company's future" as its core values, and "tests because of me advanced" as its philosophy , High
ambitions, technological entrepreneurship, and industrial prosperity!
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Novel Coronavirus 2019-nCoVAntigen Test (Colloidal Gold)

Instructions for Use

PRODUCT NAME

Novel Coronavirus 2019-nCoVAntigen Test (Colloidal Gold)

SPECIFICATIONS

1T/bag, 5T/kit, 20T/kit, 40T/kit

INTENDED USE

This kit is used for in vitro qualitative determination of novel coronavirus antigen in human nasal swabs or throat
swabs.It is used as rapid investigation for suspected cases of novel coronavirus, can also be used as a reconfirmation
method for nucleic acid detection in discharged cases.
A positive test result indicates that the samples contained novel coronavirus antigen. A negative test result does not rule
out the possibility of infection.
This product is only used for clinical and emergency reserve during the pneumonia outbreak of new coronavirus
infection, and can not be used as a routine in vitro diagnostic reagent for clinical application . The test results of this kit
are for clinical reference only. It is recommended to conduct a comprehensive analysis of the condition based on the
patient's clinical manifestations and other laboratory tests.

PRINCIPLE OF THEASSAY
This kit is based on the Colloidal gold immunochromatographic technology, and uses double antibody sandwich
method to detect the novel coronavirus antigen in human throat swabs or nasal swabs. The detection line (T line) of the
novel coronavirus antigen test cassette was coated with novel coronavirus antibody, and the quality control line (C line)
was coated with sheep anti-mouse. During the test, the sample is dropped into the test cassette and the liquid is
chromatographed upward under the capillary effect. The novel coronavirus antigen in the sample first binds to the
Colloidal gold-labelled novel coronavirus antibody to form a solid phase novel coronavirus antibody-novel
coronavirus antigen-labelled novel coronavirus antibody-Colloidal gold complex at the T line position, and form a
solid phase sheep anti-mouse-labelled novel coronavirus antibody- Colloidal gold complex was formed at the C line
position. After the test is completed, observe the Colloidal gold color reaction of T line and C line to determine results
of novel coronavirus antigen in nasal swabs or throat swabs.

COMPONENTS

1.Novel Coronavirus Antigen Test Cassette 2.Sample extraction buffer 3.Disposable virus sampling swab

STORAGE AND SHELF LIFE

1. The kit should be stored at 4~ 30 C, the shelf life is set for 18 months.
2. After the foil bag is opened, it should be used within 30 minutes (temperature 10~30℃, humidity ≤70%), and it

should be used immediately after opening at 30℃.
3. The sample extraction buffer should be used within 18 months after opening (temperature 10~30℃, humidity

≤70%).
4. Date of manufacture and expiration date see label.

SPECIMEN REQUIREMENTS

1. Sample collection:

Nasal swab: The sampling staff hold a swab and stick into the nostril and goes back slowly along the bottom of the
lower nasal canal, when the top of the swab reaches the posterior wall of the nasopharyngeal cavity, rotate gently for a

cycle (if reflex cough, stay for a moment), and then slowly remove the swab.

Throat swab: Let the patient's head tilt slightly, mouth open, and make "ah" sounds, exposing the pharyngeal tonsils on
both sides. Hold the swab and wipe the pharyngeal tonsils on both sides of the patient with a little force back and forth
at least 3 times. Then wipe up and down the Posterior pharyngeal wall at least 3 times .

2. Sample treatment

The swab after sampling is soaked below the liquid level of the sampling tube, rotated and pressing 3 times, the swab
soaking time is not less than 15s, the swab head is pressed, then taken out the swab and tighten the sampling tube. The
liquid in the tube is the sample after treatment.

3. Sample preservation

The sample of treated should be tested within 1h. Specimens that can not be detected within 24 hours should be kept at
-70℃ or below. Repeated freezing and thawing should be avoided during specimen transportation. Specimen
collection should be sent to the laboratory as soon as possible. If it is necessary to transport the specimen for a long
distance, it is recommended to preserve the specimen by refrigeration such as dry ice.

TEST PROCEDURE

1. Place the test cassette,sample extraction buffer at room temperature for 15~30 minutes, and equilibrate to room
temperature (10~30℃).

2. Open the aluminum foil pouch of the test cassette, place the test cassette on a flat surface.
3. Write sample ID on the plastic case of the test cassette.
4. Add 4~5 drops of the treated sample into the sample well of the test cassette. Incubate at 10~30℃ for 15 minutes.
5. Observe the results after Incubate at 10~30℃ for 15 minutes. Result got after 30 minutes is invalid.

This kit doesn’t have quality control products. It is recommended that the users establish a quality control method
suitable for its laboratory.

INTERPRETATION OF RESULT

Positive: Two color bands appear in the observation window, that is, a red or magenta line appears at the position of
the quality control line (C line) and the detection line (T line) (as shown in result 1), which indicates the test result of
novel coronavirus antibody in the sample was positive.
Negative: A red or magenta line appears at the position of the quality control line (C line) in the observation window,
and no line appears at the position of the test line (T line) (as shown in the result 2), indicating the test results of the
novel coronavirus antibodies in the sample were negative or the concentration was below the limit of detection of the
kit.
Invalid: No line appears in the position of the quality control line (line C) in the observation window (as shown in
result 3), which indicates that the test is invalid, should collect sample again and retest.
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Novel Coronavirus 2019-nCoV Antigen Test (Colloidal Gold)

Product Photos
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抗原胶体金检测试剂包装信息
Novel Coronavirus 2019-nCoV Antigen Test(Colloidal Gold)

（Colloidal Gold)

Packing Information

产品名称

Product name

规格/盒

Specifications

单位

Unit

单位包装毛重

Gross weight per
unit package

Novel Coronavirus
2019-nCoV Antigen
Test(Colloidal Gold)

1T 盒/kit 0.039kg/盒
0.039kg / kit

20T 盒/kit 0.884 kg/盒
0.884 kg / kit

抗原胶体金试剂盒出口包装箱

Novel Coronavirus 2019-nCoV Antigen Test(Colloidal Gold)
Export Packing Cartons

包装箱 /
盒
Packing
Carton/
box

长

length
cm

宽

Width
cm

高

height
cm

规格

Specifi
cation
s

每箱装盒

数 量 Kit
quantity
per carton

单盒试剂

净重

Net weight of
single kit

整箱净重
Net

weight of

the whole

carton

抛重

Throwing
weight

纸箱
carton

70.5 40 39 1T 320盒

320 kits
0.039公斤

0.039kg
12.48公斤

12.48 kg
18.5-19
公斤/kg

纸箱
carton

70.5 40 39 20T 16盒

16 kits
0.884公斤

0.884 kg
14.14公斤

14.14 kg
18.5 - 19
公斤/kg
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Novel Coronavirus 2019-nCoVAntigen Test(Colloidal Gold) Clinical Trial Summary Report

Novel Coronavirus 2019-nCoVAntigen Test (Colloidal Gold)

Clinical Trial Summary Report

Research product name: Novel Coronavirus 2019-nCoV

Antigen Test (Colloidal Gold)

Test start time: May 6th,2020

Test completion time: Aug.13th,2020

Model specifications: 40T/kit

Medical institutions undertaking clinical trials:

Fifth Medical Center of General Hospital of Chinese People's

Liberation Army

The Sixth People's Hospital of Shenyang

Institute of Microbiology and Epidemiology, Academy of Military

Medical Sciences

Peking Union Medical College Hospital, Chinese Academy of

Medical Sciences

PLAThird Medical Center

Applicant: Beijing Hotgen Biotech Co., Ltd.
Reporting time: Aug.17th,2020

Beijing Hotgen Biotech Co., Ltd.

9



Novel Coronavirus 2019-nCoVAntigen Test(Colloidal Gold) Clinical Trial Summary Report

Summary of Research Report
Clinical trial sponsor Beijing Hotgen Biotech Co., Ltd.

Clinical trial name Novel Coronavirus 2019-nCoVAntigen Test (Colloidal Gold)

Clinical trial facility

Fifth Medical Center of General Hospital of Chinese People's Liberation Army,The Sixth

People's Hospital of Shenyang,Institute of Microbiology and Epidemiology Academy of

Military Medical Sciences,Peking Union Medical College Hospital Chinese Academy of

Medical Sciences,PLA Third Medical Center

Purpose of clinical

trials

Examine the clinical performance of the Novel Coronavirus 2019-nCoV

Antigen Test (Colloidal Gold) for the detection of novel coronavirus 2019-nCoV antigen

in human nasal swabs or throat swabs.

Clinical trial methods

In this clinical trial, the diagnostic criteria for the diagnosis of Coronavirus disease

(COVID-19) infection and the results of the disease process (real-time fluorescent

RT-PCR detection of novel coronavirus 2019-nCoV nucleic acid results, virus gene

sequencing comparison) were selected as comparative methods for comparative research.

Test results on clinical case samples. Statistics and calculation of the detection

coincidence rate of the two. The differential samples should be fully analyzed in

combination with the patient's epidemiological background, clinical symptoms, and

disease outcomes to assess the Novel Coronavirus 2019-nCoV

Antigen Test (Colloidal Gold) produced by Beijing Hotgen Biotech Co., Ltd. is used to

qualitatively test the clinical performance of the novel coronavirus 2019-nCoV antigen in

human nasal swabs or throat swabs.

Test kit name,

specifications, batch

number

Name: Novel Coronavirus 2019-nCoVAntigen Test (Colloidal Gold)

Specification: 40 Tests/Kit;

Lot number: W2020040300

Sample size

The total number of nasal swabs samples was 207 cases of NDV positive samples and

410 cases of NDV negative samples; The total number of throat swabs samples was 201

cases of NDV positive samples and 402 cases of NDV negative samples; Negative nasal

swabs samples included 10 cases of HBsAg positive, 7 cases of HCV positive, 2 cases of

HIV positive, 6 cases of abnormal liver function, 7 cases of abnormal renal function, 3
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Novel Coronavirus 2019-nCoVAntigen Test(Colloidal Gold) Clinical Trial Summary Report

cases of abnormal blood glucose, influenza A, influenza B, and mycoplasma

pneumoniae, Fever, upper respiratory tract infection, viral hepatitis, cirrhosis, brucellosis,

etc. Negative throat swabs samples included 9 cases of HBsAg positive, 6 cases of HCV

positive, 2 cases of HIV positive, 5 cases of abnormal liver function, 6 cases of abnormal

renal function, 3 cases of abnormal blood glucose, influenza A, influenza B, and

mycoplasma pneumoniae, Fever, upper respiratory tract infection, viral hepatitis,

cirrhosis, brucellosis, etc.

Judgment method Visual observation

Evaluation method

(1) The total coincidence rate of the diagnosis results of the assessment system and the

reference system is greater than 80%.

(2) The Kappa value of the consistency between the diagnostic results of the assessment

system and the reference system is greater than 0.75.

Results and conclusions

1、The sensitivity , spesitivity , and accuracy of the diagnostic results of the assessment

system and the reference system are:

Nasal swabs samples, 95.65%, 99.02%, and 97.89%

Throat swabs samples,96.02%,98.51%,97.69%

(1) human nasal swabs
Assessment system
Novel Coronavirus 2019-nCoV
Antigen Test (Colloidal Gold)

Reference system (clinical diagnostic results)
Positive（+） Negative（—） Total

Positive（+） 198 4 202
Negative（—） 9 406 415

Total 207 410 617

Sensitivity：95.65%
Spesitivity：99.02%
Accuracy：97.89%

Confidence interval analysis with a total compliance rate of 95%:
Total compliance 95% confidence interval
97.89% 96.42% 98.87%
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