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CO9ID-19 AQWLJHQ 7HVW CDVVHWWH

ʞINTENDED USEʟ
The COVID-19 AnWigen TesW CasseWWe is a rapid WesW for Whe
qXaliWaWiYe deWecWion of SARS-CoV-2 nXcleocapsid anWigen in
anWerior nasal sZabs. IW is Xsed Wo aid in Whe diagnosis of
SARS-CoV-2 infecWion WhaW ma\ lead Wo COVID-19 disease.
The WesW is sXiWable for people ZiWh s\mpWoms. Minors mXsW be
WesWed ZiWh Whe assisWance of an adXlW.
The WesW is single Xse onl\ and inWended for self-WesWing䩟 iW is
recommended Wo Xse Whis WesW ZiWhin 7 da\s of s\mpWom onseW.

ʞPRINCIPLEʟ
The COVID-19 AnWigen TesW CasseWWe is a qXaliWaWiYe immXnoassa\
based on a membrane for Whe deWecWion of SARS-CoV-2
NXcleocapsid (N) anWigen in nasal sZabs. In Whis assa\, an anWi-
SARS-CoV-2-N anWibod\ is immobilised in Whe WesW ]one of Whe
membrane. AfWer a sample is placed in Whe sample Zell, iW reacWs
ZiWh anWi-SARS-CoV-2-N anWibod\ coaWed parWicles WhaW are on Whe
sample pad. This mi[WXre migraWes chromaWographicall\ along Whe
lengWh of Whe WesW membrane and inWeracWs ZiWh Whe immobilised
anWi-SARS-CoV-2-N anWibod\
If Whe sample conWains SARS-CoV-2 anWigen, a coloXred line
appears in Whe WesW line region, indicaWing a posiWiYe resXlW. If Whe
sample does noW conWain SARS-CoV-2 anWigen, no coloXred line
appears in Whis area, indicaWing a negaWiYe resXlW. As a procedXral
conWrol, a coloXred line alZa\s appears in Whe conWrol line region,
indicaWing WhaW Whe correcW sample YolXme has been added and Whe
membrane has been ZeWWed WhroXgh.

ʞREACTION SYSTEMʟ

SWore as packaged in Whe sealed poXch aW room WemperaWXre or
refrigeraWed (4-30 ℃). The WesW is sWable Wo Whe e[piraWion daWe
prinWed on Whe sealed poXch. The WesW mXsW remain in Whe sealed
poXch XnWil Xse. DO NOT FREEZE. Do noW Xse be\ond Whe
e[piraWion daWe.

ʞREAGENTS AND MATERIALS PROVIDEDʟ
Pack si]e䩭
1 TesW/bo[䩭 1 TesW deYice 、 1 E[WracWion WXbe ZiWh

E[WracWion bXffer、1 Nasal sZab、1 Package
inserW

2 TesWs/bo[

5 TesWs/bo[

15 TesWs/bo[

【MATERIALS REQUIRED BUT NOT PROVIDED】
Timer

ʞPRECAUTIONSʟ
1 Do noW Xse afWer Whe e[pir\ daWe.
2 Read Whe Package inserW carefXll\ before Xse and Xse onl\ Whe
ingredienWs inclXded in Whis WesW casseWWe
3 Make sXre WhaW Whe foil poXch conWaining Whe WesW casseWWe is noW
damaged before opening iW for Xse. The WesW casseWWe shoXld be
Xsed ZiWhin 30 minXWes afWer opening Whe foil poXch.
4 Do noW eaW, drink or smoke in Whe area Zhere Whe samples and kiWs
are handled.
5 Carr\ oXW Whe WesW aW a room WemperaWXre of 15 - 30 �C.
6 HXmidiW\ and WemperaWXre can inflXence Whe resXlWs.
ʞQUALITY CONTROLʟ
InWernal qXaliW\ conWrols are inclXded in Whe WesW. The coloXr line
appearing in Whe conWrol area (C) is an inWernal posiWiYe procedXre
conWrol Zhich confirms adeqXaWe specimen YolXme and correcW
procedXre WechniqXe.
【LIMITATIONS】
1 Each WesW can onl\ be Xsed once
2 InWerpreWaWion of an\ resXlW afWer 20 minXWes ma\ resXlW in Zrong
WesW resXlWs
3 Children aged 2 Wo 15 \ears old shoXld haYe Wheir samples
collecWed and WesWed b\ an adXlW. Do noW Xse Whe WesW for an\one
Xnder 2 \ears of age
4 A posiWiYe resXlW cannoW deWermine ZheWher \oX are infecWioXs
5 PosiWiYe resXlWs do noW rXle oXW bacWerial infecWion or co-infecWion
ZiWh oWher YirXses.
6 If Whe resXlW is posiWiYe, Please conWacW Whe releYanW sWaWe or
WerriWor\ healWh aXWhoriW\ for gXidance on confirmaWion WesWing if
necessar\
7 False negaWiYe resXlWs are more likel\ Wo occXr if Whe WesW is
performed afWer 7 da\s of s\mpWom onseW
8 False negaWiYe resXlWs are more likel\ Wo occXr in Whe laWer phase
of infecWion and in as\mpWomaWic indiYidXals
9 A negaWiYe resXlW does noW rXle oXW infecWion ZiWh anoWher W\pe of
respiraWor\ YirXs
10 NegaWiYe resXlWs does noW preclXde SARS-CoV-2 infecWion and
Whe person noW being infecWioXs.
11 EYen if Whe resXlW is negaWiYe, \oX sWill need Wo obserYed all
proWecWiYe and h\gienic measXres
12 The WesW cannoW differenWiaWe beWZeen SARS-CoV-1 and
SARS-CoV-2 VirXs
13 RepeaW WesWing is recommend（beWZeen 24-48 hoXrs afWer \oXr
firsW WesW）if Where is an ongoing sXspicion of infecWion䩟being in a high
risk seWWing or Zhere Where is an occXpaWional risk or oWher
reqXiremenW

cross-reacWiYiW\.
Candida albicans InflXen]a A H3N2

SWaph\lococcXs epidermidis InflXen]a B

Cor\nebacWeriXm HXman RhinoYirXs 12

SWrepWococcXs pneXmoniae HXman RhinoYirXs 14

Escherichia coli HXman RhinoYirXs 16

SWrepWococcXs p\genes Measles

Mora[ella caWarrhalis MXmps

SWrepWococcXs saliYariXs ParainflXen]a YirXs 2

Neisseria lacWamica ParainflXen]a YirXs 3

SWrepWococcXs sp groXp F RespiraWor\ s\nc\Wial YirXs

Nesseria sXbflaYa HXman coronaYirXs 229E

PseXdomonas aerXginosa MERS

ArcanobacWeriXm HXman coronaYirXs OC 43

InflXen]a A H1N1 HXman coronaYirXs NL 63

Please noWe WhaW Whe concenWraWion leYels are noW lisWed aboYe。
hoZeYer 䩟if one ZoXld like obWain Whis informaWion䩟please conWacW
Cellife HealWh Care PW\ LWd b\ email or phone（deWail can be foXnd aW
Whe boWWom of Whe docXmenW）
【IN7ERFERING 68B67ANCE6】
The folloZing compoXnds haYe been WesWed Xsing Whe COVID-19
AnWigen TesW CasseWWe and no inWerference Zas obserYed ZiWh
Whole Blood、MXcin、MXpirocin、O[\meWa]oline、De[ameWhasone、
FlXnisolide、BXdesonide Nasal Spra\、Phen\lephrine、RebeWol、
Relen]a
【LIMI7 OF DE7EC7ION】
The limiW of deWecWion for COVID-19 AnWigen TesW CasseWWe Zas
deWermined Wo be 50 TCID50/ml Xsing inacWiYaWed SARS-CoV-2
VirXs
【PERFORMANCE CHARAC7ERI67IC6】
The clinical performance of Whe COVID-19 AnWigen TesW CasseWWe
for paWienW self-WesWing Zas eYalXaWed Xsing nasal sZab samples
collecWed from 100 sWXd\ parWicipanWs in mXWiple prospecWiYe sWXdies.
The clinical eYalXaWions Zere performed b\ Whe manXfacWXrers and
IndependenW laboraWor\, A PCR TesW Zas collecWed from all 100
parWicipanWs b\ a professional Xsing a nasophar\ngeal sZab
afWer compleWing Wheir self-WesW䩟Whe parWicipanW inclXde children（age
10-17）䩟adXlWs（18-84）and elders（age oYer 85）
And Whe Clinical performance Zas eYalXaWed Xsing samples WhaW
Zere professional WesWed䩟 This inclXded 375 parWiciparWs in one
sWXd\ Zhereb\ all samples Zere Waken Xsing a nasal sZab and
second nasophar\ngeal sZab for PCR WesWing.

COLQLFDO SHUIRUPDQFH ZLWK QDVDO VZDE
Self-WesW Clinical ResXlW

AnWigen PCR sensiWiYiW\ specificiW\
PosiWiYe 34 35 97% /
NegaWiYe 64 65 / 98%

95% confidence inWerYal 84.1%-99.9
%

91.0%-99.9
%

Professional Clinical ResXlW
AnWigen PCR sensiWiYiW\ specificiW\

PosiWiYe 118 125 94.4% /
NegaWiYe 249 250 / 99.6%
95% confidence inWerYal 88.7%-99.5

%
97.5%-99.9
%

II WKHUH DUH SRRU SHUIRUPDQFH RU XVDELOLW\ LVVXHV, SOHDVH FRQWDFW
WKH 7GA WR UHSRUW DQ LVVXH YLD WKH 8VHUV MHGLFDO DHYLFH IQFLGHQW
RHSRUW, HPDLO LULV@WJD.JRY.DX RU FDOO 1800 809 361.

【68PPOR7 6ER9ICE6】
InformaWion regarding aYailable sXpporW seYices can also be obWained
b\ conWacWing \oXr local sWaWe and WerriWor\ healWh deparWmenW aW:
AXVWUDOLDQ CDSLWDO 7HUULWRU\ DHSDUWPHQW RI HHDOWK
02 62077244 KWWSV://ZZZ.KHDOWK.DFW.JRY.DX/
NHZ 6RXWK :DOHV DHSDUWPHQW RI HHDOWK
137788 KWWSV://ZZZ.KHDOWK.QVZ.JRY.DX/
NRUWKHUQ 7HUULWRU\ DHSDUWPHQW RI KHDOWK
1800020080 KWWSV://ZZZ.KHDOWK.QW.JRY.DX/
QXHHQVODQG DHSDUWPHQW RI KHDOWK
134268 KWWSV://ZZZ.KHDOWK.TOG.JRY.DX/
6RXWK AXVWUDOLDQ DHSDUWPHQW RI HHDOWK
1800253787 KWWSV://ZZZ.VDKHDOWK.VD.JRY.DX/
7DVPDQLDQ DHSDUWPHQW RI HHDOWK
1800671738 KWWSV://ZZZ.KHDOWK.WDV.JRY.DX/
9LFWRULDQ DHSDUWPHQW RI HHDOWK
1800675398 KWWSV://ZZZ.GKKV.YLF.JRY.DX/
:HVWHUQ AXVWUDOLDQ DHSDUWPHQW RI HHDOWK
1800595206 KWWSV://ZZZ.KHDOWK\ZD.ZD.JRY.DX/

MDQXIDFWXUHU:
HANGZHOU TESTSEA BIOTECHNOLOGY CO.,LTD.
3rd Floor, BXilding 6,No.8-2 Keji Road,YXhang
DisWricW,Hang]hoX,China䩟311100
WEB:ZZZ.WesWsealabs.com
AXVWUDOLDQ AXWKRULVHG RHSUHVHQWDWLYH䩭
Cellife HealWh Care PW\ LWd
E11 11-15 Mo[on Rd PXnchWoZl NSW 2196 AXsWralia
info@cellifehealWhcare.com.aX
FRU VXSSRUW DQG XVHU DVVLVWDQFH䩟CRQWDFW XV RQ䩭
+1800235543
The serYice is aYailable beWZeen 9 am and 7 pm (AEST)or 9am and
8pm (AEDT),7 da\s a Zeek

hWWps://cellifehealWhcare.com.aX/shop/coYid-19-anWigen-WesW-casseWWe/
cellife-coYid-19-anWigen-WesW-casseWWe-pack-of-2/ or Scan QR Code
hWWps://\oXWX.be/Eq7Wh7HcGF4

The WesW conWains an anWi-SARS-CoV-2-N anWibod\ as capWXre
reagenW and anoWher anWi-SARS-CoV-2-N anWibod\ as deWecWion
reagenW. A goaW anWi- moXse anWibod\ is Xsed in Whe conWrol line
s\sWem

ʞSTORAGE AND STABILITYʟ
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【9ARIAN76 DE7EC7ABLE B< 7HI6 7E67】
The WesW has been WesWed and proYen Wo deWecW mXlWiple VarianWs of 
COVID-19䩟inclXding Alpha䩟beWa䩟Gamma䩟Kappa䩟MX，and 
mosW imporWanWl\䩟Whe DelWa VarianW. IW shoXld be noWed WhaW Whe ma
nXfacWXrer ¶ s R&D Weam is consWanWl\ Zorking Wo ensXre WhaW Whe
se WesWs can deWecW an\ neZ YarianWs WhaW become knoZn.
【CRO66-REAC7I9I7<】
The COVID-19 AnWigen TesW CasseWWe has been WesWed for oWher 
SWrain and YirXs (Table beloZ). The resXlWs shoZed no

5 TesW deYice、 5 E[WracWion WXbes ZiWh  
E[WracWion bXffer、5 Nasal sZab、1 Package

2 TesW deYice、2 E[WracWion WXbes ZiWh  
E[WracWion bXffer、2 Nasal sZab、1 Package 

inserW

15 TesW deYice、15 E[WracWion WXbes ZiWh   
E[WracWion bXffer 、 15 Nasal sZab 、
3  Package inserW

iris@tga.gov.au
http://health.act.gov.au/
http://www.health.nsw.gov.au/
https://health.nt.gov.au/
https://www.health.qld.gov.au/
https://www.sahealth.sa.gov.au/
https://www.health.tas.gov.au/
https://www.dhhs.vic.gov.au/
https://www.healthywa.wa.gov.au/
http://www.testsealabs.com/
mailto:info@cellifehealthcare.com.au
https://cellifehealthcare.com.au/shop/covid-19-antigen-test-cassette/cellife-covid-19-antigen-test-cassette-pack-of-2/
https://cellifehealthcare.com.au/shop/covid-19-antigen-test-cassette/cellife-covid-19-antigen-test-cassette-pack-of-2/
https://youtu.be/Eq7Wh7HcGF4


Quick guide

⑥

POacH WKH VZab LQ WKH H[WUacWLRQ WXbH. RRWaWH WKH VZab
IRU abRXW 10 VHcRQGV䩟 RRWaWH WKH VZab aJaLQVW WKH
H[WUacWLRQ WXbH, SUHVVLQJ WKH KHaG RI WKH VZab aJaLQVW
WKH LQVLGH RI WKH WXbH ZKLOH VTXHH]LQJ WKH VLGHV RI WKH
WXbH WR UHOHaVH aV PXcK OLTXLG aV SRVVLbOH IURP WKH
VZab

ML[ WKRURXJKO\ b\ IOLcNLQJ WKH bRWWRP RI WKH WXbH.POacH 3
GURSV RI WKH VaPSOH YHUWLcaOO\ LQWR WKH VaPSOH ZLQGRZ RI
WKH WHVW caVVHWWH. RHaG WKH UHVXOW aIWHU 15 PLQXWHV.
NRWH䩭RHaG WKH UHVXOW ZLWKLQ 20 PLQXWHV. OWKHUZLVH, a
UHSHWLWLRQ RI WKH WHVW LV UHcRPPHQGHG

䨵

⑦

CORVH WKH YLaO ZLWK WKH SURYLGHG caS aQG SXVK ILUPO\ RQWR
WKH YLaO

VideR GXide

INTERPRETATION OF TEST RESULT

Positive

TZR cRORUHG OLQH aSSHaU.OQH cRORUHG OLQH aSSHaUV LQ WKH cRQWURO
UHJLRQ (C) aQG RQH cRORUHG OLQH aSSHaUV LQ WKH WHVW UHJLRQ (T).
NOTE䩭TKH WHVW LV cRQVLGHUHG SRVLWLYH aV VRRQ aV HYHQ a IaLQW
OLQH aSSHaUV. A SRVLWLYH UHVXOW PHaQV WKaW SARS-CRV-2
aQWLJHQV ZHUH GHWHcWHG LQ \RXU VaPSOH.
AQG \RX aUH OLNHO\ WR bH LQIHcWHG aQG SUHVXPHG WR bH
cRQWaJLRXV. \RX ZLOO QHHG WR UHOHYaQW SWaWH RU THUULWRU\ KHaOWK
aXWKRULW\ aGYLcH

Negative

RQH cRORUHG OLQH aSSHaU LQ WKH cRQWURO UHJLRQ (C). NR aSSaUHQW
cRORUHG OLQH aSSHaU LQ WKH WHVW UHJLRQ (T).
NHJaWLYH UHVXOWV VKRXOG bH WUHaWHG aV SUHVXPSWLYH RQO\ aQG Pa\
QRW PHaQ \RX aUH QRW LQIHcWLRXV. LI \RX aUH H[SHULHQcLQJ COVID
V\PSWRPV, FROORZ WKH UHOHYaQW VWaWH RU WHUULWRU\ KHaOWK aXWKRULW\
IRU JXLGaQcH RQ cRQILUPaWLRQ WHVWLQJ LI QHcHVVaU\, aQG LI \RX aUH
XQZHOO \RX VKRXOG VHHN PHGLcaO aVVLVWaQcH.

Invalid

NR cRORUHG OLQH aSSHaUV LQ WKH cRQWURO UHJLRQ (C). TKH WHVW LV
LQYaOLG HYHQ LI WKHUH LV RQH OLQH LQ WKH WHVW UHJLRQ (T).LQYaOLG
UHVXOW LQGLcaWH WKaW \RXU WHVW KaV H[SHULHQcHG aQ HUURU aQG LV
XQabOH WR LQWHUSUHW WKH UHVXOW RI WHVW. IQVXIILcLHQW VaPSOH YROXPH
RU LQcRUUHcW KaQGOLQJ aUH WKH PRVW OLNHO\ UHaVRQV IRU WKLV䩟
Recommend to repeat test with a New test kit. YRX ZLOO QHHG
WR JHW a OabRUaWRU\ PCR-WHVW LI V\PSWRPV SHUVLVW, \RX VKRXOG
VHOI-LVROaWH aW KRPH aQG aYRLG cRQWacW ZLWK RWKHUV SULRU WR WKH
UH-WHVW

CKHcN WKH NLW cRQWHQWV bHIRUH WHVWLQJ,LQcOXGH
PacNaJH LQVHUW、THVW GHYLcH、bXIIHU、VZab

䨶

CaUHIXOO\ ZUaS WKH XVHG WHVW NLW cRPSRQHQWV aQG
SZab VaPSOHV aQG GLVSRVH LQ QRUPaO KRXVHKROG
ZaVWH

①

WaVK \RXU KaQGV

②

③

④

PHHO RII aOXPLQXP IRLO VHaO IURP WKH WRS RI WKH
H[WUacWLRQ WXbH cRQWaLQLQJ WKH H[WUacWLRQ WXbH
cRQWaLQLQJ WKH H[WUacWLRQ bXIIHU

⑤

CaUHIXOO\ UHPRYH WKH VZab ZLWKRXW WRXcKLQJ WKH
WLS.IQVHUW WKH HQWLUH WLS RI WKH VZab 2 WR 3 cP LQWR WKH
ULJKW QRVWULO.NRWH WKH bUHaNLQJ SRLQW RI WKH QaVaO VZab.
YRX caQ IHHO WKLV ZLWK \RXU ILQJHUV ZKHQ LQVHUWLQJ WKH
QaVaO VZab RU cKHcN LW LQ WKH PLUURU. RXb WKH LQVLGH RI WKH
QRVWULO LQ cLUcXOaU PRYHPHQWV 5 WLPHV IRU aW OHaVW 15
VHcRQGV䩟NRZ WaNH WKH VaPH QaVaO VZab aQG LQVHUW LW LQWR
WKH RWKHU QRVWULO. SZab WKH LQVLGH RI WKH QRVWULO LQ a
cLUcXOaU PRWLRQ 5 WLPHV IRU aW OHaVW 15 VHcRQGV. POHaVH
SHUIRUP WKH WHVW GLUHcWO\ ZLWK WKH VaPSOH aQG GR QRW
OHaYH LW VWaQGLQJ

POacH WKH H[WUacWLRQ WXbH LQ WKH WRUNVWaWLRQ

MHGLcaO LQ YLWUR GLaJQRVLV E[SLU\ GaWH DR QRW UHXVH

MaQXIacWXUHU DaWH RI PaQXIacWXUH AXWKRULVHG RHSUHVHQWaWLYH LQ WKH
EXURSHaQ CRPPXQLW\

BaWcK cRGH SWRUaJH WHPSHUaWXUH LLPLWV (4-30�C) CaWaORJXH QXPbHU

FROORZ WKH PacNaJH LQVHUW THVWV SHU VHW IQGLcaWHV WKaW \RX VKRXOG NHHS
WKH SURGXcW GU\

AXVWUaliaQ AXWhRUiVed ReSUeVeQWaWiYe䩭
Cellife Health Care Pty Ltd
E11 11-15 Moxon Rd Punchtowl NSW
2196 Australia
info@cellifehealthcare.com.au

FRU VXSSRUW aQd XVeU aVViVWaQce
CRQWacW XV RQ䩭
+1800235543
The service is available between
9 am and 7 pm (AEST)or 9am and
8pm (AEDT),7 days a week

MaQXfacWXUeU:
HANGZHOU TESTSEA BIOTECHNOLOGY CO.,LTD.
3rd Floor, Building 6,No.8-2 Keji Road,Yuhang
District,Hang]hou,China䩟311100
WEB:www.testsealabs.com

mailto:info@cellifehealthcare.com.au
http://www.testsealabs.com/

