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Self administered rapid antigen test used to detect SARS-CoV-2 viral
antigens

Nasal swab specimen
Fast - 15 mins

Listed with TGA for self-testing in Australia (ARTG 374574) - 'high
sensitivity’ classification

It is a lateral flow chromatographic immunoassay test intended to detect
the SARS-CoV-2 nucelocapsid protein antigen in nasal swab specimens
and is to be used within the first 7 days of symptom onset.

Easy to Use:
> 4 simple steps
» Easy to follow instructions
> All material provided in kit

Reliabfe Results:
» 4 simple steps
» Easy to follow instructions
> All necessary material provided

Clinical Performance:
» compared to PCR-RT test result-
> Overall accuracy: 98.1%
» Sensitivity: 93.6%
» Specificity: 99.9%
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SARS-CoV-2 Antigen Rapid Test
(Nasal Swab)
Package Insert

For Self-testin

Before testing, scan the QR code to watch tha “how to use” video.

vJusChek.

LAt
A rapid test for the qualifative detection of SARS-CoV-2 Nucieocapsid Profein antigens present in nasal
swab specimen.
For self-testing in witro diagnoslic use.

The SARS-CoV-Z Antigen Rapid Test (Nasal Swab) is a lateral flow chromatographic immunoassay
sn‘gl&Lﬁo test kit intended to qualitative detect the SARS-CoV-2 that causes COVID-13 with self-collected
swab specimen. The test is intended for use in symplomatic individuals meeting the case definition for

COVID-19 within the first 7 days of symptom onsat.

Resulls are for the detection of SARS-CoV-2 Nucleccapsid protein Antigens. An anfigen is generally

datectable in upper respiratony specimens during the acute phase of infection. Positive results indicate the
af viral but clinical cor with patient history and other diagnostic information is

nacessary o determine infection status.

Positive results are indicative of the presence of SARS-CoV-2. Individuals who test positive should

self-isolate and contact your State or Territory Corcnavirus testing services to get a laboratory PCR tast.

Paositive rasults do not rule out bacterial infedtion or co-infection with other viruses. Negative results do not

preclede SARS-CoV-2 infection. Individuals who test negative and continue to experience COVID-ike

symploms should seek follow up care from their COVID testing centra.

Tha SARS-CoV-2 Antigen Rapid Test (Masal Swab) obtain a preliminary result only, an aid diagnosis of

COVID-18, for the final confirmation should be based on clinical diagnostic results.

The SARS-CoV-2 Antigen Rapid Test (Nasal Swab) is intended to be used by layparsons as a self-test for

home and workplace (in offices, for sporfing events, airports, schools, ete ).

SUMMARY

The novel coronaviruses belong to the B genus. COVID-12 is an acute respiratory infectious disease. People
are generally susceptible. Currently, the patients infected by the novel coronavirus are the main source of
infaction; asymptomatic infected people can also be an infectious source. Based on the curment
epidemiclogical investigation, the incubation period is 1 1o 14 days, mostly 3 to 7 days. The main
manifestations include fever, fatigue and dry cough. Masal congestion, runny nose, sore throat, myalgia and
diarrhea are found in a few cases’.

PRINCIPLE

The SARS-CoW-2 Antigen Rapid Test (Masal Swab) is a b
detection of SARE-CoV-2 nucleccapsid protein antigens in human smb specimen.

PRECAUTIONS

Please read all the information in this package insert before performing the test.

For self-tasting in vitro diagnostic use only. Do not use after expiration date.

Do not eat, drink or smoke in the area whare the specimens or kits are handlad.

Do not drink the buffer in the kit. Carefully handle the buffer and avoid it contacting skin or eyes, rinse
with plenty of running water immediately if contacting.

Store in a dry place at 2-30 "C (38-88 "F), avoiding areas of excess moisture. If the foil packaging is
damaged or has been opaned, pleass do not use.

This test kit is ntended to be used as a praliminary test only and repeatedty abnormal results should be
discussed with doctor or medical professional.

Follow the indicated time strictly.

Usa the test only once. Do not dismantle and touch the test window of the test cassette.

Tha kit must not be frozen or used after the expiration date printed on the packags.

Keep out of the reach of children.

Tesl for children and young people should be used with an adult.

Small children under the age of 16 should be swabbed with the help of a second adult.

Wash hands thoroughly before and after handling.

Please ensure that an appropriate amount of samples are usad for testing. Too much or too lithe sampla
size may lead to deviation of results.

STORAGE AND STABILITY

Stare as packaged in the sealed pouch at room temperature or refrigerated (2-30 "C). The test is stabla
through the axpiration date printad on the saaled pouch. The test must remain in the ssaled pouch until use.
DO NOT FREEZE. Do not use beyond the axpiration date.

MATERIALS

d imm

Materials Provided
Kit slza 1TTKlEs | 517 [Z0TTKits|
Test cassetia 10 20
c, i Sterila swab 10 20
b Extraction buffer 10 20
Pa insert 2 4
Eiosafe f: 10 20
Materials required but not provided
= Timear

LIMITATIONS

1. Performance was evaluated with nasal swab specimens only, using the procadures provided in this
package insert.

2. The SARS-CoV-Z Antigen Rapid Test {Masal Swab) will only indicata the presence of SARS-CoV-2
‘antigens in the specimen.

3. If the test result is negative or non-reactive and clinical symptoms persist or being in a high risk setting or
where thers is an occupational risk or other requiremnant, it is becauwse the very early infection virus may
not be detacted, It is recommended to test again with a new test 1-2 days later or contact the nearest
Covid test centre using the rules of your local authority.

4. Maegative results do not rule out SARS-CoV-2 infection, parficularly in thosa who have been in contact

with the virus. Follow-up testing with a molecular diagnostic should be considered to rule out infection in

these individuals.

Positive results of COVID-18 may be due io infection with non- SARS-Co\/-2 coronavirus strains or other

interferance factors.

. Failure to follow these procedures may atter test parformance.

. False nagative resulls may ocour if a specimen is improperly collected or handled.

False nagative results may occur if inadequatae lavels of viruses are present in the speciman.

The SARS-CoV-2 Antigen Rapid Test (Nasal Swab) is less raliable in the later phase of infection, it is

racommendad Lo use the test within the first 7 days of symptom onsat.

10.Tests are less reliable in asymptomatic individuals.

11.A negative result does not rule out infection with another type of respiratory virus.

12_A positive result cannot necessarily determine whether a person is infectious.

13.If testing is not performed within the first 7 days of symptom onset, it is possible for this test to give a
negative result that is incorrect (a false negative).

14.The SARS-CoV-2 Antigen Rapid Test (Nasal Swab) is a presumptive test only and the need for
confirmatory testing of posiive results by a laboratory PCR test and for follow-up clinical care.

15.A negative msul means that you are nagative urﬂlallha wiral Ioad is too low o ba recognized by the test.

you t such as i faver, loss of sense of smell and faste, you
must seek immediate further testing by PCR.

PERFORMANCE CHARACTERISTICS

Clinical performance
A clinical evaluation was conducted comparing the results ubtalrmd using the SARS-CoV-2 Antigen Rapid
Test with RT-PCR test result. The dinical frial included 1074 nasal swab specimens. The results

m

EERE

demonstrated = 99.9% specificity and 93.6% sensitivity with an overall accuracy of 98.1%.
PCR confimed sample g .
Aumbear Comect identified Rate
Positive sample an 291 B3.6% (5
M aﬁva sam| 763 763 > 99.9% (Specificity)
1054 98.1% (Total Accuracy)

936% Eiansiwiy n total 311 F‘CR nunﬁrrnad posilive samples: 281 PCR confirmed positive samples were
comactly delscted by SARS-CoV/-2 Antigen Rapid Test. Thera are 20 false negative cases.

= 89.8% Spacificity: In total T63 PCR negative 763 PCR negative samples
‘wera comrectly detacted by SARS-CoV-2 Antigen Rapid Test. There ara no false positive cases.
9B8.1% Accuracy: In total 1074 PCR 1054 PCR firmead ples ware corractly

detected by SARS-CoV-2 Antigen Rapid Test.
Lay-user Study

A lay-user study was performed by lay person at 3 sites including Germany, Italy and Slovenia to evaluate

use of the SARS-CoV-2 Antigen Rapid Test for Home and OTC Use by lay users in a simulated home use

anvironment. In the lay-user self-testing group, the study participants followed written instructions with

illustrations for taking a nasal swab sample and performing the test themselves. The samples wers collactad

and the tasts [ 1 under the 10f [ 1als, who did not intervens at any stage.

Total 319 lay-users participated in the study, the reading of the results of the lay-users was only in 1 case

discrapant with tha observation of profassionals. The results showed that the labaling provided with the test

kit was comprehensive for its intended population, the ease of use was suitable for its intendad population.

ity Testing with Various Viral Strains

The SARS-CoV-2 Antigen Rapid Test was testad with the following viral strains. No discemible line at either

of the test-line regions was att specific conc

Adenovirus type 3, Adenovirus type 7, Human coronavirus OC43, Human coronavirus 225E, Human

coronavires NLG3, Human coronavirus HKU1, MERS COV Florida, Influenza A HIN1, Influenza A HINZ,

hﬂuunzu B, H.lman Rhlno\rrus 2, Hmar\ Rhinovirus 14, Human Rhinovirus 18, Measles, Mumps,
5 2, P 5 3, Respiratory syncylial virus, Enterovirus Type 68 (2007 lsolate),

H&amephllus sz type b, Nasal Wash {0.90%).

VARIANTS
The SARS-CoV-2 variant Alpha (UK B.1.1.7), Delta (Indian B.1.617.2), Gamma (B.1.1.28), VUI-21ARP-03

Besides, dus to immunological principles involved, there axist the chances of false resulls in rare cases. A
consultation with tha doctor is always recommended for such tests based on immunalogical principles.

4. How to interpret the test if the color and the intensity of the lines are different?

The color and intensity of the nes have no importance for result inferpretation. The lines should anly be
homogeneous and clearly visible. The test should be considered as positive whatever the color intensity of
‘the test line is.

5. What do | have to do if the result is negative?

A nagative result means that you are negative or that the viral load is too low to be recognized by the test.
However, it is. possible for this test to give a negative result that is incorract {a false negative) in some people
‘with COVID-18. This means you could possibly still have GOVID-13 even though the test is negative.

If you experience symptoms such as headaches, migraines, fever, loss of sense of smell and taste, contact
‘the nearest Covid test cantre using the rules of your local authority. In addition, you can repeat tha tast with a
new test kit. In case of suspicion, repeat the test after 1-2 days, as the coronavirus cannot be pracisaly
detacted in all phases of an infaction. Distance and hygiene rules must still be observed.

Ewven with a negative tast result, distance and hygiene rules must be observed, migrationftraveling, attending
events and etc. should follow your local COVID guidelines/requiraments.

6. What do | have to do if the result is positive?

A positive result means the presence of SARS-CoV-2 antigens. A positive results means it is very likely you
have COVID-12. Immediately go into self-isclation in accordance with the local guidelines and immediatety
contact your State or Territory Coronavirus testing services to get a laboratory PCR test and you will
be axplained the next steps.

7. Infermation of how to contact locally available support services.

For advice on how to sesk medical help or get tested for coronavirus (COVID-19) you can contact your state
or teritory health authority, please see your local contact numbers balow:

For CUSTOMER SUPPORT HELPLINE: Call (03) 5986 5465 9am-Tpm (AEST) , 7 days per week
For information on the correct use of this test and for interpretation of the test results.

LOCAL CONTACT DETAILS
TO LOCATE YOUR NEAREST COVID TESTING CENTRE AND LABORATORY PLEASE CONTACT

STATE AND TERRITORY CONTACT NUMBERS
Confirmatory testing of positive results by a laboratory PCR test is required.

Australian Capial Territory Coranavirus Helpiine (Sam-8pm daily) o2y e

New South Wales Coronavirus Helpling (Servics NSW 24/7) e

Northem Terrilory Coronavirus National Hotina (National Helpiine) 1990020080

Quesnsland Coronavirus Helpline (124C0VID) s oz qld.gov.ant
S ) : 1800 253 78T

South Australia Coronavirus Helpline (am -5 pm Daily) hitps:/iwww sahealth sa gov.au/

Tasmanian Public Health Hotline {Coronavirus) ;xgjng“m‘ tas gov.au!

- ) ) 1800 675398
Victoria Coronavirus Hotline (24/7) hitps:ifwww.health tas_ gov.aul
1800 595 206

Western Australia Coronavirus Hotline 13COVID (Bam- 8pm Mon-Fri) hitps:i healthywa.wa.gov.aul

Contact the TGA to report poor performance or usability issues in the self-test environment (report an isswe
via the Users Madical Davice Incident Report, email: iris@tga.gov.au or call 1800 809 361).

BLIOGRAPHY

1. Diagnosis and Treatment Protocol for Movel Coronavirus Pneumonia {Trial Version 7). National Health
Cr ission & National i ion of Traditional Chinesa Medicine 2020

INDEX OF SYMBOLS

{Indian B.1.617.3) and Beta (South Africa B.1.351) could be detected out by the SARS-CoV-2 Antigen Rapid " ” T

Test at speciic concantrations. Fordn vty depnostic v Tasts per kit ® Do not reuse
LIMITATION OF DETECTION uss anly

The Eﬁ«RE-OuV -2 Antigen Rapid Tast can detect cut SARS5-CoV-2 heat-inactivated wvirus strain as low as s o E

190 TCIDC "I Store betwaen 2-30°C] Usa by Catalog #

CROSS-REACTIVITY

Tet mstits will not ba affectsd by oiher raspiralony virisas and commonly encolintared microbial flar and @ ot b ¥ packegs [te1] Lot Number

low pelhﬂmnl: coronavinses listed in table below at certain concentrations. is damaged |

A 1, F aeruginosa, candlda albicans Staphylococcus aureus subspaureus, Consult

c cterium, Staphylococcus jis, Escherichia cali, Strep d Manufacturer Instructions

catarrhalis, ol Nai: lactamica, Strepio salivarius, MNeisseria bfla For Usa

Sireptococcus sp group F, Cl i iae L preumophila Philadelphia Bordetella
Partussis AB39 Mycoplasma Pneumonias M129.

CROS5-REACTIVITY CONTINUED
Our Test Results indicated there is the cross reactivity between SARS-CoV-1 and SARS-CoV-2 at the
concentration equal to or more than 1mg/ml in detection of SARS-CoV-1 recombinant nucleocapsid protein.
This is bacause SARS-CoV has high homology to the SARS-CaV/-2.

The interfering substances below were spiked with negative, SARS-CoV-2 Antigen weak positive. No
substances showed any interferenca with the SARS-CoV-2 Antigen Rapid Test (Swab):

Whole Blood, Mucin, Budesonide Masal Spray, Dexamethasone, Flunisolide, Mupirocin, Oxymetazoline,
Phenylephrine, Rebetol, Relenza, Tamiflu, Tobramycin, HAMA and Biotin.

EXTRA INFORMATIONS

1. How does the SARS-CoV-2 Antigen Rapid Test work?
The test is for the qualitative detection of SARS-CoV-2 antigens in self-collacted swab spacimens. A positive
result indicates SARS-CoV-2 antigans present in the specimen.

2. When should the test be used?
SARS-CoV-2 antigen can be detected in acute respiratory fract infection, it is recommended to run the testin
symplomatic individuals meeting the case definition for COVID-13 (sAcute onset of fever, cough; or «Acute

onset of ANY THREE OR MORE of the following signs or symploms: Fever, cough, general
weaknessfaligue, headache, myalgia, sore throal, coryza, dyspnoea, anorexia/nauseatvomniting, diarrhoea,
altered mental status.), and to test asymptomatic individuals limited to contacts of confirmed COVID-18
cases or probable cases and to at-risk health workars.

3. Can the result be incorrect?

The results ara as far as the i 15 ara carafully

Mavarthelass, the result can be incomect if inadequate sampling volume or the SARS-CoV-2 Antigan Rapid
Test gets wet before test parfforming, or if the number of extraction buffer drops are less than 3 or more than 4.

Hangzhou AllTest Biotech Co.,Ltd.
#5850, Yinhai Streel

Hangehow Ecenomis & Teshnological Development Arca
Hangzhow, 310018 P.R, China

Wel: wwewalliests comon  Emal info@@alitests com.on

Australian Sponsor:
Compliance Management Solutions Pty Ltd
1B 85 Curzon Streat

North Melboume VIC 3051

Australia

Mumber: 146571800
Effective Date: 2022-01-04



Befors testing, scan the QR codae to walch the “how to usa” video.

BEFORE STARTING

‘Wash your hands with soap and water for at least 20
seconds before and after test. If soap and water are not
available, use hand sanitizer with at least 80% alcohol.
Make sure they are dry before starting.

PREPARE FOR THE TEST

Check the expiration date on the box. De not use the kit if it has been damaged or
has expired.

Ensure kit is at room temperature for at least 30 minutes prior to use.
Open the box carefully as it will be used in a later step .
Do not open individual components until instructed.

Note: A timing device (clock, timer, phone etc.) is required, but not provided.

1. SPECIMEN COLLECTION

Remove the cover of the tube with Extraction buffer and place the tube in the
tube holder.

MNasal swab specimen Collection

1. Remove the sterile swab from the pouch.

2. Insert the swab into your nostril until you feel slight resistance (Approx. Zem up
your nose). Slowly twist the swab, rubbing it along the insides of your nostril for
5-10 times against the nasal wall.

Note:

This may feel uncomfortable. Do not insert the swab any deeper if you feel strong
resistance or pain.

When the nasal mucosa is damaged or bleeding, nasal swab collection is not
recommended.

If you are swabbing others, please wear a face mask. With children, you may not
need to insert the swab as far into the nostril. For very young children, you may
need another person to steady the child’s head while swabbing.

3. Gently remove the swab.

. Using the same swab, repeat step 2 in your other nostril.

. Withdraw the swab.

[0

2. SPECIMEN PREPARATION

1. Place the swab into the Extraction tube, ensure it is touching the bottom and stir
the swab to mix well. Press the swab head against to the tube and rotate the swab
for 10-15 seconds.

2. Remove the swab while squeezing the swab head against the inside of the
Extraction tube.
Place the swab in a biosafety bag.

3. Close the cap or fit the tube tip onto the tube.

JER

3. TESTING

1. Remove the test casselte from the sealed foil pouch and use it within one hour.
Best results will be obtained if the test is performed immediately after opening the
foil pouch.

Place the test cassette on a plat and level surface.

2. Invert the specimen extraction tube and add 3 drops of extracted specimen to
the sample well(S) of the test cassette and start the timer.

0
3. Read the result at 15 minutes.
15 Min

c c o
T T Positive
3 drops of extracted
specimen c
- |T ﬂ . T MNegative
L] T
]
= 0
N . ]
= ,@ $ Invalid

N Do not touch the Test Device during this period.

Do not read the result after 20 minutes.

SARS-CoV-2 Antigen Rapid Test (Nasal Swab) Instruction Guide

4. READING THE RESULTS

Please share your test result with your healthecare provider and carefully follow your
local COVID guidelines/requirements.

POSITIVE:* Two distinct colored lines appear.

C o4
T T

One colored line should be in the control region (C) and another colored line
should be in the Test region (T).

*NOTE: The intensity of the color in the test line region (T) will vary based on the
amount of SARS-CoV-2 antigen present in the sample. So any faint colored lines in
the test region (T) should be considered positive.

A positive results means it is very likely you have COVID-18, but the positive samples
should be confirmed to reflect this. Immediately go into self-isolation in accordance
with the local guidelines and immediately contact your State or Territory
Coronavirus testing services to get a laboratory PCR test and you will be
explained the next steps.

NEGATIVE: One colored line appears in the control region (C).

No colored line appears in the test line region (T).

- O

You are unlikely to have COVID-19. However, it is possible for this test to give a
negative result that is incorrect (a false negative) in some people with
COVID-19. This means you could pessibly still have COVID-19 even though the
test is negative.

If you experience symptoms such as headaches, migraines, fever, loss of sense of
smell or taste, contact the nearest Covid test centre according to the rules of your
local autherity. In addition, you can repeat the test with a new test kit In case of
suspicion, repeat the test after 1-2 days, as the coronavirus cannot be precisely
detected in all phases of an infection.

Even with a negative test result, distance and hygiene rules must be observed,
migration/traveling, attending events and etc. should follow your local COVID
guidelines/requirements.

INVALID: Control line fails to appear.

C C
af )

Insufficient specimen volume or incorrect procedural techniques are the most
likely reasons for control line failure. Review the procedure and repeat the test
with a new test or contact with your doctor or a COVID-19 test center.

5. DISPOSE THE TEST KIT

After the test is complete, place all the
components in a biosafety bag and tightly sealed,
then dispose in household waste or rubbish bin.
Dispose according to local regulations.

For Customer Support Helpline: Call (03) 5986 5465 9am-7pm (AEST) , 7 days per week for information on the correct use of this test and for interpretation of the test results.



