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Founded in December 2010, with a total investment of 43 million USD, a total construction area of 45929 square meters and a 
registered capital of 12 million USD, Joinstar Biomedical Technology Co., Ltd. is a biomedical technology enterprise focusing 
on medical in vitro diagnostic products. Joinstar has established a strategic partnership with Morgan Stanley, Including Zhejiang 
provincial postdoctoral workstation, liquid-phase chip Institute, and Zhejiang provincial centralized supervision platform for Im-
porting & Exporting of special biological products. The company now has a complete set of R & D, production equipment and 
purification workshop for in vitro diagnostic instruments / reagents / raw materials for POCT, biochemistry, immunity and molecular 
diagnosis, with an annual production capacity of 20 million diagnostic kits per shift, a 8668 square meters IVD reagent production 
base and a 1700 square meters public experimental platform. There are 435 employees, accounting for 60% of bachelor degree or 
above, including nearly 80 doctors, masters and senior titles. 73 patents have been applied for or authorized, including 30 invention 
patents and 12 international patents. Has obtained 45 NMPA medical device product registration certificates, 29 CE certificates, and 
more than 40 products under research and registration. The products are sold in more than 50 countries amount the world and 30 
provinces, municipalities and autonomous regions in China. It has established a relatively perfect marketing channel with nearly 
7000 customers. 
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Workshop JOINSTAR Campus 



International Cooperation 

JOINSTAR & Axis Shield JOINSTAR & Skyla 

JOINSTAR & Boditech 

JOINSTAR & Omega Diagnostics JOINSTAR & Mexican partner JOINSTAR & Indian partner 



Domestic cooperation 

JOINSTAR@Wuhan Leishenshan Hospital 

With Professor Sun Baoqing, Guangzhou Institute of Respiratory Health (Academician Zhong Nanshan Research Base) 

Shanghai Jiaotong University-JOINSTAR Joint Laboratory Unveiling 



MEDICA 2018/2019 

MEDLAB Middle East 2019/2020  

International Exhibitions/Conferences 

MEDLAB Asia 2019 

AACC 2019 

Medicall 2019(India) 



INTRODUCTION 

• The novel coronaviruses belong to the β genus. COVID-19 is an acute respiratory infectious 
disease. People are generally susceptible. Currently, the patients infected by the novel 
coronavirus are the main source of infection; asymptomatic infected people can also be an 
infectious source. Based on the current epidemiological investigation, the incubation period 
is 1 to 14 days, mostly 3 to 7 days. The main manifestations include fever, fatigue and dry 
cough. Nasal congestion, runny nose, sore throat, myalgia and diarrhea are found in a few 
cases. 

 • The novel coronavirus invades human cells by the specific binding of its spike glycoprotein 
(ligand) to the ACE2 receptor located on human cellular membrane. In this test the ACE2 
receptor has been substituted for antibody to establish a novel ligand-receptor 
chromatography test kit for rapid detection of the novel coronavirus. 



Viral load Antigen 
IgM Antibody IgG Antibody 

Test method  PCR IgM / IgG antibody rapid test Antigen rapid test (latex) 

Environmental 
requirements High requirements for laboratory environment Low environmental requirements, not necessarily 

performed in the laboratory 
Low environmental requirements, not necessarily 
performed in the laboratory 

Operational 
requirements Professional testing personnel, need equipment The operation is simple and no instrument is 

needed The operation is simple and no instrument is needed 

Sample type Nasopharynx swab, high sampling requirements, 
pain Blood samples, invasive sampling Oropharyngeal saliva, sputum and feces of the posterior 

oropharynx 

Performance Gold standard of diagnosis; Auxiliary diagnosis; 
Good sensitivity and specificity 

Auxiliary diagnosis; 
Higher sensitivity, 100% specificity 

Detection time 2-3 Hours 15 minutes 10-15 minutes 

Cost higher Economics Economics 

Applicability Applicable to all periods Weeks after symptom onset Early detection and mass screening of suspected 
population or animals 

SARS-CoV-2  
INFECTION TIME WINDOW 



Features 
Patent Application No. (USA) : T13520.PROV 

 JOINSTATR COVID-19 ANTIGEN RAPID TEST has complete export qualifications; 
non-invasive; saliva (oropharyngeal), sputum and stool can be detected, early 
diagnosis reassures your mind 

 Internationally innovative, direct detection of pathogen S protein, not 
affected by virus mutation, high sensitivity & specificity, and can be used for 
early screening; 

 Convenient and non-invasive sampling. Specimen type: oropharyngeal 
saliva/sputum/stool, which can be used for home self-inspection during the 
quarantine, and screening before resumption of work and school; Non-invasive 
testing is particularly suitable for continuous monitoring of children and the 
elderly; 

 One-step method, easy to operate, reducing missed or false inspections 
caused by operator errors; 

 No equipment required, fast detection, results are available in 10-15 minutes; 

 Storage temperature: 2~30℃. No cold-chain transportation needed; 

 Specification: 25 tests/box, 1 test/box; Diverse cooperation modes: 
OEM/ODM accepted. 

Specification P/N Component 

25tests/box 
1000tests/CTN 
（40*60*37CM 15/17KG） 

FLCOVA200 Test cassette*25 
Sample extraction tube*25 

Paper cup*25 
Dropper*25 
Package 
insert*1 

1test/box 
400tests/CTN 
（40*60*37CM 6/7KG） 

FLCOVA100 Test cassette*1 
Sample extraction tube*1 

Paper cup*1 
Dropper*1 
Package 
insert*1 

COVID-19 ANTIGEN RAPID TEST (Latex) 



Performance Characteristics 

Sensitivity             Specificity             Accuracy 

95.00% 100.00% 96.67% 

95%CI：86.08%～98.96%    95%CI：88.43%～100.00%    95%CI：90.57%～99.31%  

sp
utum

 
stool 

95.00% 100.00% 96.67% 

95%CI：86.08%～98.96%    95%CI：88.43%～100.00%    95%CI：90.57%～99.31%  

Sensitivity             Specificity            Accuracy 



Testing Procedure 

1. Rinse and spit with water. This is important to make sure 
there won’t be mouth bacteria in the sputum collected.
  

2. Cough deeply, Make the noise of 
“Kruuua” from the throat to clear 
sputum/oropharyngeal saliva from deep 
throat. 

I. Sputum/oropharyngeal saliva (at least 200μL)  

3. Once the sputum/ 
oropharyngeal saliva is in your 
mouth, release it into the 
container *It is recommended to collect Sputum/oropharyngeal 

saliva in early-morning (first thing in the morning upon 
awakening, before teeth brushing, mouth rinsing, and 
eating breakfast) 

4. Unscrew the Sample 
Extraction Tube 

5. Transfer 200μL of fresh Sputum/oropharyngeal 
saliva samples from container into the Sample 
Extraction Tube. 

6. Tighten the sample 
extraction tube 

Please read the instructions carefully and allow the test device and specimens to equilibrate to temperature (15℃-30℃) prior to testing. 



8. Take the test cassette from 
the packaging bag, place it on a 
table 

11. Read the result after 15 minutes. 
If left unread for 20 minutes or more, the results 
are invalid, and a repeat test is recommended. 

9. Cut off the protrusion 
of the collection tube 

3 drops 

10. Add 3 drops of the sample into 
the sample hole vertically 

7. Shake and mix completely 

Testing Procedure 



II. Stool Sample (at least 30mg) 

2. Use the sampling rod to pick up about 
30mg fresh stool samples (Cover the end of 
the sampling rod) 

1. Unscrew the 
Sample Extraction 
Tube 

4. Shake and mix completely 

5. Take the test cassette 
from the packaging bag, 
place it on a table 

6. Cut off the 
protrusion of the 
collection tube 

3 drops 

7. Add 3 drops of the sample 
into the sample hole vertically 
 

3. Tighten the sample 
extraction tube 

8. Read the result after 15 minutes. 
If left unread for 20 minutes or more, the results 
are invalid, and a repeat test is recommended. 

Please read the instructions carefully and allow the test device and specimens to equilibrate to temperature (15℃-30℃) prior to testing. 

Testing Procedure 



CERTIFICATE 

CE Declaration of Conformity CE Registration ISO13485 



CERTIFICATE 

FSC Registration in Italy 



公司地址：浙江省杭州市余杭区钱江经济开发区兴国路519号 
杭州联络处：浙江省杭州市莫干山路188-200号，之江饭店6号楼2楼 

总机号码：0571-89028388 
传真号码：0571-89028080 

邮箱：poct@joinstar.cn          
网址：www.joinstar.cn 
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