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INTRODUCTION

The novel coronaviruses belong to the B 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.
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INFECTION TIME WINDOW

Test method

Environmental
requirements

Operational
requirements

Sample type

Performance

Viral Ioad

~

'Jn:unam:m e ' ' ' Time
infection Symptom onset 2 weeks 3 weeks

PLCR test s appropriate for acute phass Antibcwdy ERst IS apprapristes for convalescent phase of CoW in
of iliness case of asympiomatic nfection
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IgM / IgG antibody rapid test Antigen rapid test (latex)

Low environmental requirements, not necessarilyLow environmental requirements, not necessarily

High requirements for laboratory environment . .
'gh requl ryenvi performed in the laboratory performed in the laboratory

The operation is simple and no instrument is

Professional testing personnel, need equipment
! ing p quip needed

The operation is simple and no instrument is needed

Nasopharynx swab, high sampling requirements, Oropharyngeal saliva, sputum and feces of the posterior

Blood samples, invasive sampling

pain oropharynx
. . Auxiliary diagnosis; Auxiliary diagnosis;
ekl skl @ elegedts Good sensitivity and specificity Higher sensitivity, 100% specificity
Detection time = PECH [l 15 minutes 10-15 minutes
higher Economics Economics

Applicability

Early detection and mass screening of suspected

Applicable to all periods Weeks after symptom onset s i ar el
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Features

Patent Application No. (USA) : T13520.PROV
COVID-19 ANTIGEN RAPID TEST (Latex) PP ( )
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°C. No cold-chain transportation needed,;

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

Specification P/N Component
Paper cup*25
25tests/box - v
1000tests/CTN FLOOVA200 o e etion tube*25  Package
- (40*60*37CM 15/17KG) P . g
insert*1
Paper cup*1
1test/box - *
400tests/CTN i 15:25;:1 C?esse?(tttric’iion tube*1 E;glfg eg '
(40*60*37CM 6/7KG) P g

insertel
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Performance Characteristics

( 95.00% ) 100.00% ( 96.67% )

95%Cl: 86.08% ~98.96% 95%Cl: 88.43%~100.00% 95%Cl: 90.57% ~99.31%
Sensitivity Specificity Accuracy

( 95.00% ) 100.00% ( 96.67% )

95%Cl: 86.08%~98.96% 95%Cl: 88.43%~100.00% 95%Cl: 90.57% ~99.31%
Sensitivity Specificity Accuracy
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Testing Procedure

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

l. Sputum/oropharyngeal saliva (at least 200uL)

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

*[t 1s recommended to collect Sputum/oropharyngeal
saliva in early-morning (first thing in the morning upon
awakening, before teeth brushing, mouth rinsing, and
eating breakfast)

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

L1 A
|
4. Unscrew the Sample 5. Transfer 200pL of fresh Sputum/oropharyngeal
Extraction Tube saliva samples from container into the Sample

Extraction Tube.

i -
N

3. Once the sputum/
oropharyngeal saliva is in your
mouth, release it into the
container

6. Tighten the sample
extraction tube
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Testing Procedure
i
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7. Shake and mix completely 8. Take the test cassette from 9. Cut off the protrusion
the packaging bag, place it on a of the collection tube
table
‘ C C s K- ke
=> -*-r 3 drops |=> T T T T T
o " . ;
R — y J Positive Negative  Invalid
%3] (]

10. Add 3 drops of the sample into 11. Read the result after 15 minutes.
If left unread for 20 minutes or more, the results

the sample hole vertically Tt un -
are invalid, and a repeat test is recommended.
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Testing Procedure

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

. Stool Sample (at least 30mg)

puER
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1. Unscrew the 2. Use the sampling rod to pick up about 3. Tighten the sample 4. Shake and mix completely
Sample Extraction 30mg fresh stool samples (Cover the end of extraction tube
Tube the sampling rod)
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Positive Negative  Invalid

0s [ ) J
A =} (@]
5. Take the test cassette 6. Cut off the 7. Add 3 drops of the sample 8. Read the result after 15 minutes.
from the packaging bag, protrusion of the into the sample hole vertically If left unread for 20 minutes or more, the results

place it on a table collection tube are invalid, and a repeat test is recommended.
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CERTIFICATE

DECLARATION OF CONFORMITY

Mannfaviurere: Tnndar Biomedica” Teebnnlogy Ool 1168,
Address: 10t Floor, Admivistrstion Buildicg, NSO, ¥ingGue RD, Yuhang Feonomie wnd

Technolameal Development Zone, Hunwehwou, Zhgung Ching 311188

EC Representative's Mame: Letas BL RV

EC Represenlative’s Address: Koniagic Taiana,

Declares, that the praduct
Product Name and WModel:
L1149 Antiger Rapid 'lost { Latex)
1 TestKin 29 Testatlot
23 described above grein

Annex .

as definad In IVDD38/THED

with the requi

Additional informaticn:
Conformity sssessmentronte:  Dirastive 8879ICC, Annex ' |
List Drhers
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It wnsisis gned, nercly deciang that the madical aavicas spacfiad above corformwith tha Dirsclve
9RFYEC on in vitra diagnastic madicz davices and parfinertessentde requiemenls,

Late Sigred: }9}{ i 4 l})_,
il £HGH ﬁ
Eanesal Msnag’r Q‘-‘:’.a“
Jodnstar Biomedical Tecnneogy ‘g%td Vi
g
Joinztar Biomedieal Fechnolvgy Co, LA,
Meczion.0.0

10 e Verd, 2593 AAL The Haguy Nellerlnds.
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Akreditivrungistelle
LM 113010100

Certificate
No. Q5 087635 0004 Rev. 01

Praduct Servica

Holder of Certificate: JOINSTAR BIOMEDICAL

TECHNOLOGY CO., LTD.

10th Floor, Adminisiration Building

Ne.519 Xingguo Rd

Yuhang and ical Devel Zona
311188 Hangzhou

PEQPLE'S REPUBLIC OF CHINA

JOINSTAR BIOMEDICAL TECHNOLOGY CO., LTD.
10th Flugt. Adminstration Bullding, Ne.519 Xinggue Rd., Yiehang

and T Zane, 311188
Hangzhou, PEOPLE"S REPUBLIC OF CHINA

Facility(ies):

JONSTAR BIOMEDICAL TECHNOLOGY CO,, LTD

No. 1 Factory Building, No. 518 Xingguo Rd., Yuhang Economic
and Technological Development Zone, 311188 Hangzhou,
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: esign Da\ralopmenl Productlun and Distribution of
ELI

Cllnicﬂl

Laboratcr)r imd Rapid Di

EN IS0 134852016

Applied Standard(s]: Medical devices - Quality management systems -
r for

(150 13485.2016)
DIN EN 150 13485:2018

The Certification Bedy of TUV 50D Preduct Service GmbH ceriifies that the company mentioned
:tbo\ra has established and s maintaining a quality management system, which meeis the

0 of the listed ). See also notes overleal.

Report No.: SH2087401

Valid from: 2020-05-27

Valid until: 2023-05-28

Date, 2020-05-07 Chaistoph Dicks

Hiad of Cenification™otified Body
Tov®

Page 1ot |

TOW SUB Product Service GmbiH « Cartification Body + Ridiarstrafie 65 » 80330 Munich « Germany

1SO13485
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CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

IEH8E4: 20200007
Certificate NO.: 20200007
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Manufacturer: Ininstsr Binmedical Teehnalogy Coy, Lol
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SEPEAPEERT: ATCH AL
Address of facturer: Nu
Wieselspatient Leee, ILTIE, Hangdiau, PR Ching
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Ehls is to certify that the %\J\e prudutt &afe not regaiétered in
i

China and not distribu nese market. The
exportation of the product(s) is no‘t restnctﬁ!.

FERENE: 2022897230
This certification valid until: 2022/09/23

Zhejiang Provindal Association For Medical Equipmént Industr
(R TRET )

Date of issue: 2020/09/23
(2020 9 H238)
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