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CLUNGENE® COVID-19
Antigen Rapid Test

For Australia Only

Hangzhou Clongene Biotech Co., Ltd.

Add: No.1 Yichuang Road, Yuhang Sub-district, Yuhang District, 311121 Hangzhou, China
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COVID-19 Antigen Rapid Test
(For Self-testing)

Sample: Nasal swab

- Product Features

* For Self-testing

§—_L‘ZINGENE® % * Very high sensitivit
== COVID-19 Antigen Rapid Test % Y9 g
/ * Get results at 15-20 minutes
(For Self-testing) ISCOVU002-B005 /’

No need instrument
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A Lateral-Flow-Immunoassay intended for the qualitative detection
of SARS-CoV-2 nucleocapsid antigens in nasal swab.
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Specifications MEAS/BOX

’ 5 Tests/Box 190*70*38mm

(For Self-testing) ISCOVu002-B005

A Lateral-Flow-Immunoassay intended for the qualitative detection
of SARS-CoV-2 nucleocapsid antigens in nasal swab.
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Test cassettes Extraction reagent tubes Swabs Waste bags Instructions for Use
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MEAS/CTN TESTS/CTN Estimated G.W./CTN

Packing Carton Information

59*40*58cm 1200tests
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Preparing to do the test

B \Wash your hands in soapy water and

B Open the box and you will get the
components shown below. dry thoroughly.
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Extraction Reagent Tube

Instructions for Use Swab
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Waste bag

Test Cassette
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Step-By-Step Instructions

3. Remove the Swab

2. Insert Tube into Box

1. Open Extraction Reagent Tube
' ‘ Jl

5. Swab the Right Nostril 6. Insert the Swab into the Tube

4. Swab the Left Nostril
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(Approximately 1.5 times the length of the swab tip)

25cm
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Step-By-Step Instructions

7. Rotate the Swab 5 Times

b x5

1 min

Let the tip of the swab soak
in the tube for 1 minute.

10. Add Sample to the Sample Well

3 drops

8. Remove the Swab 9. Take out the Test Cassette
from the pouch

g —=
11. Start the timer and wait 15 minutes.
WAIT .
15-20 15 minutes Read the test result at 15-20 minutes.
min READ DO NOT read the result after 20 minutes.

at 15-20 minutes
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Dispose of the used test kit

Read result

Positive Result
¢ Two lines appear.
T

Negative Resulit
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¢ One coloured line appears at

T the control region (C), and no
line appears at the test region
(T).

Collect all parts of the test kit and
place in the waste bag that can be
Invalid Result placed in the general waste.

Control (C) line fails to appear.



Clungene Covid-19 Antigen Rapid Test (for self-testing)

Listed with TGA under ARTG No. 333341

COVID-19 self-tests (home use) approved by TGA

*Clicking on the name of the test will link to the instructions on how to use it.

PDF Instructions on how to use the test are provided as a supplementary resource for the visually read tests listed below and
do not meet disability access requirements.

Show | 100 Vv entries

Search:
Name of self-test* and Australian Manufacturer ARTG Clinical Date Approved
how to use the test Sponsor § Sensitivity 3
Specimen type (supplier)
i Clungene Covid-19 Antigen APAC Security Pty Hangzhou Clongene 333341 Very high 7 January 2022
Rapid Test for self-testing Ltd Biotech Co Ltd (China) sensitivity
(pdf,703kb)

Nasal swab

Manufacturer: Hangzhou Clongene Biotech Co Ltd

Name of test: Clungene Covid-19 Antigen Rapid Test for self-testing
Australian sponsor: APAC Security Pty Ltd

Date approved for supply: 7 Jan 2022

Manufacturer: Hangzhou Clongene Biotech Co Ltd
Name of test: Clungene Covid-19 Antigen Rapid Test
Australian sponsor: APAC Security Pty Ltd

Date approved for supply: 7 Jan 2022

Manufacturer: Hangzhou Clongene Biotech Co Ltd (China)
Name of test: COVID-19 IgG/IgM Rapid Test Cassette
Australian sponsor: APAC Security Pty Ltd

Date approved for supply: 26 Mar 2020

& LUNGENE®
Self-test
Antigen Test

Point-of-care test*

Antigen Test

Point-of-care test*

Lateral Flow IgG/IgM




