GOLDSITE DIAGROSTICS INC.
Na. W, 53030 & 504D, Techmalogy Building &
Ma. A& 4A, Technology Bailding Aomex,

F hzashang Sub.Distmict, Nansion Dnstrict,
L I Email: exporta saldste com.ca
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Technical Specification

Product: SARS-CoV-2 Antigen Kit (Colloidal Gaold) (for self-testing)

(€142

AARS-CoV-2 Antigen kot Devi b vitro & i
Product name | (Colloidal Gold) (for self- erice g oy
tvpe medical device
testing)
For qualitative detection of
SARS-CoV-2 nuclencapsid Teat Rapid
Intended wse antigen to aid n the rapid i immunochromatographic
diagnosis of SARS-CoV-2 prnepe assay
infecthions
- | test/box, 5 ftestsfbox, 25 | Catalog CG123001, CG123005,
e tests/box number | CGI23025
Time t
Sample Masal swab b 12 mimutes
resalt
litative J/ Heade :
Quals - “_t Crualitative o E z Mone, Visually read
(mantitative required
b |
Automation Mo, manual url.g_r 2-30°C, away from light
condition
Test cartridee
Stenlzed swab
= : . : i 1§ months from
Kit components | Extraction tube {prefilled Sheli-hife 5
manufaciuring date
with buffer) =
Instructions for Lse
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GOLDSITE DIAGMOSTICS INC.
Mo 103C, 503C & 5040, Techmology Bmilding &

Na. IA & 4A, Teckmology Building Anmex,
GOLSITE =

Shesphen, Chma, 515087
Email: expost (¥ gokixite com.cn
Wehsite: waw. poldsite_ comon

Packaging Information

) Pack Size
Picture Description
v (Test)
SARS-CoV-2 Antigen Kit {Colloidal Gold)
CG123001 1 test kit
480 single kits\carton 66%44%34em i
net weight:14KG
SARS-CoV-2 Antigen Kit (Colloidal Gold)
CG123005 5 test kit
1000 single kits\carton 67*38*37cm it i
net weight:15KG
SARS-CoV-2 Antigen Kit [{Colloidal Gold)
CG123025 5 test ki
. 1000 tests\carton 77*36*3%9cm, [N P
net weight:15KG

Tech-CiG123 ENWE TLENZE]

All rights secerved.



CERTIFICATE

EC Certificate No. 1434-IVDD-483/2021
EC Design-examination
Directive 98/79/EC concerning
in vitro diagnostic medical devices

Palish Centre for Testing and Certification certifies
that manufactured by:

Goldsite Diagnostics Inc.
No. 103C, 503C & 504D, Technology Building & No.3A &
4A, Technology Building Annex, Zhaoshang Sub-District,
Nanshan District,
Shenzhen, China

In witro diagnostic medical devices
self-testing

SARS-CoV-2 Antigen Kit (Colloidal Gold)
REF: 05123001, OG123003, CG123005, CG123007, CG123025

in terms af desiga dacumeniation, camply with reguirements
af annes Nl (Section &) ta Directive 38/ THEC |25 amendad)
implemented inta Polish law,
as evidenced by the awdil conducied by the PCEC
Validity of the Certificate: from 10.11.2021 to 27.05.2024

The date of issue of the Certificate: 10.11.2021
The date of the first issue of the Certificate: 10.11.2021

C € 1434

Anna Elskmoricarid s
Issued under the Cantract No. MD-20/ 2621 """'”‘“'. T PRt
*l]*l:l.l:l‘l Ha: !EIHH].HI Maigﬂmtﬂ :nmL]mua
Carsificats bears the qualified signature. Wyr{}ba 161 4407 4ETOT
Warsrw, 10011,/2021 .
Module A1 Wice-President

Mgr. Anna Wyrobo

POLISH CENTRE FOR TESTING AND CERTIFICATION 0:.244 Warsaw, ££5 Pulawska Strest, tel. 248 23 ££ 45 200, e-mail:pchc@pckcgon.gpl



GOLDSITE DIAGNOSTICS INC.
Mo, 103C, 505C & 50400, Technology Building &
Mo IA & 44, Techmology Building Annex,

Fhanskang Sab-District, Masshan Distact,
GOLSITE e
Email expan @ goldkite com.on

Wehsite: waw goldsite. com.cn

Other 3rd party certificates and recommendations

devices/detail 1197
[RSETIAUA T M FE HEAL T AT PO AT
- Fudde Feall el browmdds i g D
o Tasrn
EX health proparedness:

A common list af COVID-19 rapdd antigen tests;
A commen standardised set of data to be included in COVID-
19 pest result certificates; and
A commuon list of COVID-19 laborstory based antigenic assays

Agreed Dy the Healthy Securily Commidiog

Chnigsl performance | EU Member Complefed | BARS-Coé-I | Includes in EU
Dealew Clisical perfssmante Ot Comaritisiis
Marul s iingd RAT cormirmi clal fulrtas & Dt by SLabes uking whbdation Target cartirmon kat
=1} Az reporied by isdependent walidohion studier poct i wing in practios il ol i
NEIrmpi e by Irg Sty FR, BES, ES
Goldiite agnanti | SARS-Col'-2 Antigen it il - BE, B, CY, FR,
. {Cediidal Gold) 1187 Poaithes avalantion e Peui-Shviich-Intios :I:t;: ,.T..Tﬂﬂ RO, 51, E5 UK - Unknowen | 14 fuly J021
Sarrithvity of 100 &1 OF « 15, Masulacturer apecilicity: 100f il

TechOG1ES EN W 11523021 Gold<ite Dipnostics [nc. Al rights seserved.
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GOLDSITE DIAGNOSTICS INC.

Mo, 103C, 503C & 304D, Technology Building &
Na. A& LA, Technology Building Ansex,
Fraashang Sub- District, Masshan District,
Shesphen, Chima, 515067

Email: expost (¥ gokixite com.cn

Wehsite: waw. poldsite_ comon

COVID-19 In Vitro Diagnostic Medical Device - detail

SARS-CoV-2 Antigen Kit (Celloidal Geld)

Manufactured by Goldsite Diagnostics Inc, China - en,goldsite.com.cn/ [2

Dewvice identification 1147

numiear

CE Marking £ es

HSC commaon kst i Yas

HSC mutual o Yas

rEcegnilion

Farmai Migar POC 7 POG
Target Antigen

SpEcimean Masal swal, Othar
Cammedcial Status Cormamercighsad
Last Update J021-07-13 D605 32 CET
Comments

Hide HEC list status history A

= [ HEl

2021-07-12 Added o muteal recogniticon =t
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GOLDSITE DIAGNOSTICS INC.

o, 103C, 503C & 3041, Technology Building &
Mo IA & 1A, Technology Buildmg Annex,
Fraaoshang Sub-District, Mameshon District,
Shemchen, Chisa, 518067

Email: expostiienldsite comon

Wehsite: warw poldsite comion

Crermany BEATM recommendation list

g:lantiocntest bfarm. defordsifTp=110: 100 SE1R1 35552924 Ste=0-00

Hundesasinn
Fiat 8 e e

L

potenzieler Yartreiber sines entsprashenden Antigenschnslitests gibe

wail Madiinpradekie A“Hq.‘“_Tﬂu FUM dir.h!“ E"‘qm.chw.i!, d“ E:_ ;-L:-Iﬂpr'uum l@: Adrminnirabon

Anderungen zu bestehenden Listungen oder Hewantrige zur dufnabme in die Markchlibersicht kinnen nuer vem Hersteller des Tests,
seinem suropiischen Bevallmichtigten oder sinem vem Hemsteller schrifilich beauftragien Yerfahrensbevallmichtigten beamtragt

worden,

‘Wisitere Himwwsise zur wom Blark beraitgesteldten Lste sowie zu den der Sondernulassung durch das Bisrid, Aufnahma in dia Liste und gofs.
auch Strexchung von der Liste sugnndeliegerden Verfahren und Krterien finden Sie auf ureener Webseite na Anbgentests auf SARS-Col'-2.

tire Marklpbersichl nach &1 Sz 1 TeatW pp Antigen-Tesls pum dinsten Erregemaciwien des Tomonaving SARS-CoV-I, die war Hariteller

zur Eigenanwendung Daesckbastimmt sind | Selbettesta”) finden Sie urier dessm Link

Alle Caten gemal Uibermittiung des Herstelers. verbmdlich sind susschiieblich die Angaben in den jewsilipen Gebrauchsinformatioren

Die Angabre Bealuierung PEI" bilesed de2 emvisgreshende, aul der Webseite des Paul-Ehrlich-Instiias (PED vendiMentlichie Libamichl 2ur doutigen
werghaichenden Bvaluisning der Sensithital von SARS-CoV-2 Antigenschnalitests ab [sishs Webkeite das FEIL

& 13" bedeutet. dass der Test bereks mit positivern Ergebris dusch das PEl evaliiert wurdie,
& Nein® bedeutst dass bisleng keine srtprechenden Testerpebnisse yorlisgen

im Falle siner negativen Evalssrung durch das PEl strecht das Biarkd den sntsprechendan CE:geieninzewchneten Test won seinar Liste. Far

e Sonderzulassung st eine positive Evaluierung des PE sne 2wngende Yoraussetzung.

Hinweis: Eine skiuslle Dbersicht der SARS-CoV-2-Tests, dis von den suroplischen Mitgliedsstasten gegenseitig Fir COVID- 18-

Tedte rgebnishestheinigungen anerkanmt werden und damit fr das _EU Digital COVID- 19 Cortificate” berdckaichtigt wenden kdnnan,
Finden Sie im ensprechenden Dalument der Burapiischan Kemmissan: Link sur Doloumsnt

O~ Goldsie Los

ik
- ’ E s b 'Cobtine' suchan

Hersteller
fest-i0 Flandelname E;I"""'"“ Mame T2 Stadt
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lekpbe  22.11.20217 Q%34 " POC = Point of Care
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GOLDSITE DIAGROSTICS INC
Mo, MIEC, 503C & 5041, Techmalogy Building &
Mo 3A& LA, Technology Building Asmes,

GOLSITE e

Germany Paul-Ebrlich-Institut Evaluation
hittps:iiwew.pel.de/EN/ newsroomidossier/ coronaviros/tes t-systems. him|

Handrursigut 16r Imghvistte ard omedpnshe Apoeinie s -+
S T g o S Paul-Ehrlich-Institut %}.

25062001

Comparative evaluation of the sensitivities of SARS-
CoV-2 antigen rapid tests

Goldsite COVID-19 SARS-CoV-2 Antigen Kit | Goldsite Dagnostics Inc
{Colloidal Gold)

TechOGI23 EN W2 1103021 Galdsste Dbagmostics Inc. All rights rexerved.



GOLDSITE DIAGROSTICS INC
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France AMSM self-test special approval
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GOLDSITE DIAGROSTICS INC
Mo, MIEC, 503C & 5041, Techmalogy Building &
Mo 3A& LA, Technology Building Asmes,

GDI ITE Sherahcn, Chies, 514067
Email: expont@ galdsite com.ca

Wighzite: wuww guldkite com.cn

hittps:iiwww.almps.be/frihumai nits_de_sante/dispositifs medicanx'covid 19%tests

I I e mils £F st purowiinny O Sl

i R e

Text on
Spec Tesi I
Manufactarer Test Semsitivity | Specificity -F:]JII.E‘IZI — c::u:lmjm
Tpe database
SARS-
Co¥-2
Goldsite Antigen Nasal
i . : 930 1iHL0 1197 Yes
Diagnostics Kit il
(Colleidal
Gold)
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GOLDSITE DIAGROS TICS 1%
Mo, MIEC, 5030 & 504D, Technology Bmidng &

Mo 3A& 44, Technology Building Ammes,
GOLSITE s
Email: exponti galdsite com.ca
Wighzite: wuww guldkite com.cn
UK DHSC Phase 3A validation
hittps:iiwerw.moy. rmmentpublicat ons/assessment-and-procurement-of-
corsnavirns-covid-19-tes tsfontcome -of -the-evaluation-of-rapi i nsiic-assavs-for-
M
Departmean
of Health &
Sacigd Care

GGuidance

Outcome of the evaluation of rapid

diagnostic assays for specific SARS-
CoV-2 antigens (lateral flow devices)

Updated 11 October 302N

Table 1: summary of lateral flow devices that have
passed phase 3avalidation

Lateral flow device Statuz Date evaluation
completed
Galdaite SARS-Cal-2 Antigen Kit (Calloidal Gald)y Pasz 8 July 2021

TechOGI23 EN W2 1103021 Galdsste Dbagmostics Inc. All rights rexerved.



GOLDSITE DIAGROSTICS INC
Mo, MIEC, 503C & 5041, Techmalogy Building &
Mo 3A& LA, Technology Building Asmes,

GDI ITE Sherahcn, Chies, 514067
Email: expont@ galdsite com.ca

Wighzite: wuww guldkite com.cn

Malaysia recommendation list

https:fiportal. mda.gov. my/announcement!S96-fist-of -recommended - for -use-of -covid-19-

ivd-test-kit.hiim]

List of Recommended for Use of Covid-19 IVD Test kit (Professional use only)
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GOLDSITE DIAGNOSTICS INC.
Na. W3C, 301C & 504D, Technalagy Duilding &
No. 3A & 44, Technology Bailding Ammex,

Zhsoshang Sub-District, Namsiom District,
GDI ITE St Chura, 518087
Ermail: EI])II"-!-EIIE#IDI-JEI

Wiehsite: wwnsgoldsie comon

Thai FDA self-test approval

iy 0 W VR S BU s BETY d o j'l.l'."|”|

il i ir
FIE!IH".I'I.IH‘HI.H'IEIIII-IELI.‘H“!J
Medical Device Control Division
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GoLSITE

DECLARATION OF CONFORMITY

Goldsite Diagnostics Inc.

No0.103C, 503C & 54D, Technology Building & No. 3A & 44,
Technology Building Annex, Zhaoshang Sub-District,
Nanshan District, Shenzhen, China, 518067

CMC MEDICAL DEVICES & DRUGS, 5.L.
Representative C/ Horacio Lenga No 18, CP 29006, Milaga-Spain

Product SARS-CoV-2 Antigen Kit (Colloidal Gald)
Information (for self-testing)

GMDN terms SARS-CoV-2 antigen IVD, kit, immunochromatographic
test (ICT), self-testing. GMDN Code: 65454

Conformity We herewith declare that the above-mentioned products

Assessment Route: meel the provisions of the following EC Council Directives

Annex Il point 6 and Standards. All supporting documen tations are retai-
ned under the premises of the manufacturer.

General In Vitro Diagnostic Medical Devices DIRECTIVE
Applicable 98/ 7WEC OF THE EUROFPEAN PARLIAMENT AND OF
Directives: THE COUNCIL Of 27 October 1998

Classification: Device for self-testing

Diirective 98/ 79/ EC, Article 9, Annex 1 c € 1434

Standards EN 150 13485:2016 IS0 15223-1:2016

Applied BS EN 13612:2002 EN 150 18113-1: 2011
150 14971:2019 EN 150 18113-4: 2011
EN 150 23640:2015  EN 62366-1: 2015

Place, date of issue: Shenzhen, P.R. China, November 10, 2021 .




BOX Label
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SARS-CoV-2 Antigen Kit

(Colloidal Gold)

A COWDF 9 rapicd et e e clelecion of
SRS Candd rutieecapsd anigers

For seli-testing

GoLSsITE

result in
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BOX Label
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SARS-CoV-2 Antigen Kit

(Colloidal Gold)

A COMDH 2 iopd est for the detecion of
SARSCoN2 mudecoorseid anigens

For self-testing

result in

12 mi

5 Tests
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Result interpretation

Nanshan Diswict, Shanzhan, Ching, 18047
Components TEL: (D84 755 2489 0207
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GOLSITE

SARS-CoV-2 Antigen Kit |Colloidal Gold)
tfar self-1esting)

intended Use
“Iﬂﬂﬂw&mllﬁmﬁﬂdlhi#mh ]

read ragkd B unocheom Ric azay for the gualitative detecion
SAFS.CoW.] nudeocapsd | M) antigen in humar nasal swah specdmens.
Mmhnwmwmwmnm

S [ L iy e

Mnuﬁpmmmmmmstnu-umum-;
o deterrring the infancthon status. Fosigee results do not role out Bacoerial
Infection or codrfection with other vinges The agent detecied mary DOt be
the definite cause of dsease
m_m:muﬁhl iRElted 25 presum pilee 2nd oonfiiee ason with 2
Hoyy, if mecestary, for pOSE ARG M3y bE
Bhagarthen resulss do mot rcke out OOAD-19 and should Bot be weed a5 e sole
bask dor eatment of Datient managemant deckions, induding Indecmon
control dedishons. Negate retults should be corsldered bn the contest of
pasent’s necant eapcsures, hstwory and the presence of dinbcal ared
TYEEICA S ConsicTent with COVID-19. Parsord who Hs1 negative and continue
o experience OOVAD:19 Eue symploms of deser, andjor shorimess of
Ereath may still Fass SARS.Cov? indecion and sh sauh lollow ep care
waith their phyakcan or bealith care prosider
The SERSCaolisl it ME:I!]HMIDI}IUII:I
By oy usars | self |I'..1plh1uﬂhl|¢mal:lhiu.uﬂddhymﬂu
m%]hmmtu&lnlahm.!umnh] than 15 years
ol should b tested by an adul. Rapid dagross of SARSCo 2 indecton will
el e lcheane protessionaks oo treat patlents and contrel the disese maore
eftickently and ethe ciaely.

Summary and Explanation
The nowel coronauircses belong to e @ gemus COVED=19 K an acute
respiratory infecBous disease. Peopls are generally susoeplitle Cumesly,
the padsients imfected by the mowel coromavires are the maln soorce af
i decthon; arpm ptomnatic infected people can also be an infectious sowros.
Bazad on Tha cuwrent efpicemkclogicl imestigation, The inoubadon pericd i
1 to 14 days, mostly 3 80 7 days. The main manlfesations indude fewer,
and dry Mazal congeston, nanny fobe, sone Tieaat, myaligia
anddkantea ane found n 2 e cases

Principle of the Procedure

The kit arnipboys lwral Sow Immunoassay technology. Ushn g this test allows
for the raghd desection of nudescansid proteln from SARS-Col=1.

To begin the test, 3 seff-collecied nasal swab sample & ircered into the
Ewtracthon Tube The presfilled coluthon bin the tube inberacss with the sample
and fadiliEaies exposure of The appropriate vl o the aniibodies
s e the best The extracied sample & then added 1o the sample well of
iha Text

H the extracied sample contalins SARSCove] antigens, 3 plink-io=red Bre will
agpear on the sest line region (T] and 2 red line agpear cin e proosdiral
conirol Boe region (O] Absence of the test line (T] indicates SARS<DoVeZ
anfigens ame not detecisd, DugRetting SARS-CoV-T K mot present, oF i
present at wery ko levals.

Materials Required But Not Prowided

1. T
2. Hand soap and water or hand sanitizer
3. Housahold wasw oontainer

Materials Provided

; i =

{
(BE] ooty [Test Camritign framphng sue| St ot
C&113001 1 | 1 1
C&133003 3 3 3 1
C@113005 5 5 5 1
C&113007 7 ] 7 1
C&123025 5 25 i 1

Warnings and Precautions

* [Forin wits diagnostic use
= Faad nmucﬂ:n:tlrhhu:mtqthlm'mdrﬁnm
e, the instnoction s micst Ba Sollosad
« I the has Eeen the label cannot be seen dearly o B
e Carridpe has espiFed, A2 o use the cardge.
v nat cpen the foll pouck of the Test Canmkdge untl readky foruse.
IDe0 Pt it T CheslCCaint.
D it MR T Cartridges, tubies of Swabs.
D et mvsarcharge OF mid oo ponars froen dfRerent it lots.
ID:a ot toech 5 tip when hancling the swak.
Inadeq uate of Inaporopriane s pedinen colkecthon, may yheld talee negatiee
et resulis.
* Dimposs of ki companents and samphs in bousehold trash
* Uisae of ghowes during sampling and festing ks recom manded
Storage and Stability
Seore the kits at 2 - 30" CF a3 dry place and Jredid dinect surlight. Do pat
freene any of the kit components_ Eeep the kits out of reach of hilld ren. The
unopened are stable untl the axplry date peirted on the hels

Once the foil pouch of the test canmidge & cpened, the test shoulld be
staried within 30 minones.

Test Procedure

Mote: Befors stardeg the sect, wath wour hands with Toop Jnd water of we
hand saritiver. hake sure they are dry Eefone stariing.

L ABaw the kit to equilibrate o noom temperatere (15 = 30°C) bedare
tuil;cwmuaduluﬁrﬂtwuuu and ims wucdore.

I Collecting the nasal smak wemple. Open ewab package af stol end. Take
ﬂ-:ﬁn-rr_'ﬁ'lﬁpﬂlr inzert the swab b0 are RoEtEll The swah
g should e incerted up o 2om {12 ta 34 of aninch] fram the edge of the
nostrAl Fotate e swal 5 thwes against the nasal wall Femowe and nepeat
thesampling prooess ushn g the same seakb for the ot er nostril

Mot Do not oudh ol e wihen handling e 2eabl

Note: Children {at east 2 years I:I-I:I|'|1:|I.I"I'I'I'II'I ]E'FI'III:H. and psophke
a0 ane unable w0 parform o tect e ol ety and the
ik should hwudhymmtnnniha imsert the swak
it of cne of thedr nostis undl you teed some redisieance. Fotate the Swalb
5 tiwes againet the nasal wall Remove the swab and nsert the same swal
o the ather nostrll, repeat the sampling process. Do mot comdinue dhe Test
if tha child feals 2y pain

Mote: I3 squate oF Fagnropate sampbe calection may wheld fake
megaie results.

3, Femowe the Dropger Lid from the purple pre-filed Extracthon Tube Place
ard soak the Saal Do the Dube.

Al

Place and soai the
oaalh o he Tube

Famrad the
Oroneer Ld

4. Fotate the seak 5 - 6 tmes while sg e s of the tube Insert
the tube i the bole indicaied on the kit bow Make sure the fube
standing upright and reaches the Botom. Leaws the swab in the Earaction
Tube for 1 minube.

| 2
o 2 S-Edmes
Botabe the Paak Wreert the tube so the |
5 — & T ol on e it Bow 1 Frin
wihila squeeaing = = Sgueege  Leave tha swabfor 1
e

5. 55 10 mis the conten i sl Femowe the swab while squeezing the shdes
of the tube_ b mediately diccard the suab into the gartage
o |
¥ Farmniored Thir Sl
vl squeeTing the
shdas of tha ulns =

Sthe 1 o b o
Comtan s el
— Squseze

E. Aftach and tighten the Dropper Lid to the top of the Estracion Tube. Mix
the carmenis thorougihdy (B irering The tube sevweral times).

Dhoazer Lid cemrd e ( ,L:}

7. Opan the folll pouck of the Test Place the carvdge on 2 dean,
flaz amd dry surtace. Lakal the cartridge with patkent 10 rumber. B o the
cap on top af the Deoppen L, Imwesr the exiracion tube, and dhen add feo
drogs faround 70 wl] of the wellemied sample into the samcke welll of the
carmdge. |

B armia the * Bl e deags o
wdhifte cag s ple weell 1
@ Z lerve the sampledcaded carvidge a1 room
femperature for 13 minutes Do not handle or moee

[ =6]

the Carirdge during this te.
5. After the 12« inute incubation, read the result. Do

rot idergret the resulbs afer 15 miewies (feom
acdison of the s 2 phe|



Interpretation of Results

Toao limess =il :

ﬂuﬂuﬁlﬁl the st lne megion (7] and
are red Bne on the control Bee regicn (C).

Mote: Leak diosely! The test Bne (T) can be very

falet. Any glie wtsible Thise 5h ol e
coRsldered posithae.

[ ]
-

—
-t

Resuln: C

Lll'ﬁ‘llhlr:m e cl B 1€l
o 5 on the conie & raghon

[T ™ I-mn sample  wolume,  noorect
aperating proosdun ane the most By reaso s for
comtrol lne fallune 1f the test resulnis irvvalid, anew
swab should be collected, and the test should be
performed again with 3 new WL H the problem
pargiTs, discontinue using tha kit mmadiately 2nd
cortact your bocal distriluion

m
-

-
—

Limitations

= Tha et ks only for qualitathes dabection of tha SARS=0OV-I aavtigen in
nasal owal sampher

= This fest detecis both wiable (Bee] and nor-viable SAES-Coi=2. Test
pariorm an o depserds on n:m.HInT'mlm]hﬂliiﬂphﬂﬂ
may of may ot connslate with vl culture pericemed on Tha
S0 ¢ Samphe

* A megathee fest result may ocowr B the bevel of antigen in a samgle is
Ealow the detection it of tha test . -

« Fallues o follow the Test Froced n af Fasi
:dmﬂmmlmh-mmmm.mm:mlm e

" Faluhr;q;'l:lrl results may ooour if 3 sample is impropedy collscied or
Ranrd

= lnﬂnmmnﬁdﬂmaﬁmmhﬁ:ﬁuﬂn“plﬂuﬂnl

] muww-m-mmﬂmmm
5 b thERd 5 DRSNS and may reed 1o be condinmed by 3
obaoular

FE-= 1
* Faloe pegaties results ane mone Blkely afver aight days of symmploms
Performance

Chinical Ferformance
Tha dirdcal pertcarmanos of SARS-CoW-2 AR e |Callaidall Gold) | foar 5 elfs
e o e Dy DeSTing Samip e IE7 parsons suspecied of
O0VID=19. The samphes wens collected within 7 days post orset of spmptoms
OF SuRpeTted amposure. For eackh individual, twen Swabs wene colkecisd. Thie
tiest one was rasal seab and was sei-iesoed dimecdy abth
SAFSCoV=2 Antigen Eit (Colicidal Gold] (for selftesting] at the site. The
second was 3 healhcare=colkecned nascpharyrgeal swah which was olaced
in vires transport medium, shipped o kboratory, and determined 1o ba

Orical sensithity: S1_4409% {959 C1 BE. 13 = 56 L5%)
rhcall specificity: 55.32% (95% OI: 3579 - 99.95%)
Dverall percent agresrmasnt: SE.25% | 95% O 93.27 - S8.15%]

L bt of Dietascthon (LoD
SARSCOVLD Entigen ER {Colloidal Gold] was confiemed to detect 15
gL of SARS-CoaT mudbnncapssd protein antper.

Cross Exadtivty and Miorobial Interference

The cross-reacity with the follosing
Samples that wested posithes for the foliowing
megative when lested with the SARS-CoWs2 Antigen it | Collokdal Gold).
The mioobial nterlerence swudy vabuated whether mioroorgans ms
passiEly contaimed b dimbcal samples interdere with the detecton
capabilicy of The Wit which may lead 1o falee nega®e results Eadh
microoiganism was teted in triplicate in the precence of 3 fabricated
AR50 o2 posidee sample |coposniration: 3 B lﬂ&ﬂua‘wﬂ.
o imerference with the microo rganioms lkmed in the table bellow wat
foumd

5 VWas M3l
REMS wlre

Frequently Asked Questions

L il b et et R

P, e miriall s b i not dharp dnd i should aot huet. Sor atier i Sha wib can Sl
sy hithy unenm fertabla. I you feel piain, pla e ifop S Bt and Geed advice from d

3 What wrw the nowy §nd potmbs | rivis eed Besel of tn ot

micrmed eccmmmditiom: about your can
<+ T nnults of Shis brid moarg el e e S spred of O0%I0 - 149 B your B mily dnd
mthar in your EnrmunEy
1 s doirs i maan @ havaa o a1
I you hive @ poulve et resslt, # G eery libely that you Beve CO%0.10 Bssciade
protam from the o Bwk o v 003 19 sare foond ;e your sampie. Therefora, &
in iy ol that yow may e plecnd in Solefon to aecid spresding S wrs b ot
Therw & @ vy dmall chanoe Shat Shi Bt cin g i poste nclt Bk b weong (@
falion podities ninult]. If you bk poiites with B SARS Jo .3 Anty e B (Collendal

Geld] you shoul? vel nolate and week fellow . ue cire wih raalSearm previcer i
adchhenad BnAng may B nacmsar, Your i will vk with pEu B

posidve  or g anm  NBAFA {Natoral Medical Products
Adminisiraton, China] agprovesd RT-POR method, Le, The comparator
mathod.
HT-ACR Test Fegulis
Foside Magatne Taotal
Fics v 110 1 111
SAES-00W=T
hntigen Kt | Megathes 3 147 156
I 1 Tatal 112 142 2E7

el Bivtery, and T R
™ SACFC Ceg A Final Test Conoentrathon i -hud—-h:.-llh---p-—n-l-r—m
1 HiCo Vel C43 IHILI'TmHI'IlL A-lh.h-_lm-numhr‘-mnﬂ:_m-ﬂ_
i BCo¥.J3SE 1r1|:|"|'m:|h|_ Epﬂ*ﬂ:-mlb-lln-lﬁl_lhllMIH._ﬂu]h
some peopke with COWED.- 09 This masins B f oy ou cendd poiibly sl hass OO0 -29
3 BOov-MLE3 IH]-EFWHL womm though B bnd nonags S The amouet of andgen in a ampe may decruaea B
ey hiva syrptoms of ifecsen. 4 colectod aftar hawe had
4 BE lrll:ﬁlmﬂllll' -rrﬂ-r- 'l‘:‘h' :-r:-n I:I_ﬂ.mllfh MTH- i b !-ll'\-'-::pl: o
maletudar
5 Botarine IHII:FW'"L W o h‘l_*ﬂ‘l-lh- ind continue 6 asparenoe GOWI0. 10 liee spmptoma ef feer,
gl dndfor shortmens of b th would sl folicw B Falfica
il MERS I.HIEFTC.}.,I'MI‘. pu;iéf:-:nﬂu,jnhh"zmpuﬁrmwu.—m.;::f‘:;;lz
dafarm e Farsa conbracted wirwn cireming OO0 1L B b porbank o
7 Adeniainug IHIDEML “Tk“ﬁ_\:uhﬁlmp_bum_ﬁmh-ﬂhw:h;ﬂ
Ea
X PR ey I:I'fll:ﬁwml‘. !..-“llh_h“—-l*ldl'*lhm
) I-I"FI:II:‘I:III ORELA Onil 1520 108 o il An nSgen bt dudy g the S8 Co%-2 Antigen 2 (Coloid| Gold), detect: protesm
froem S vino B olsoalar Bk e bect genetic material from She wno. Entigen Bt are
1o Imfleemaa & Verus | HIM1) .I:I'fll:l}ml'mL _v:pthhrhun‘hmhtmh:_.n-ﬂ:-rﬂ:hhmhla
poilra reuf o mceraba, A nagatra resulk L] oul mbchon
rwmul® shoukd with T
11 || Influenia B wieus (tamagacs) 2 107 TOIDgefmiL wu'l-t". h—:ﬁ: ...:f“"- e = ;.-I-u-l-'—
The folicwing ivierfering substances hawe no bmpaci on SARS-Cowez ¥ moals
Arviigen BiE {Coloidal Gold].
poig - o
o Inneriering substance Final Test Conoemraton - s | T | R rmm:ﬂh
; Pheres hring ﬂ:. V] h:-u:l-.m-:: E Rt g % R
oyt oire W
3 Chilorice: de Sodiam 5 gL Temperifurs brst 2 -| [07] | rovounber | FEF] |  cunslog marbar
4 Badometias 5r||'.l'lrl. e
o -'i-i:- Mo sunsene H Pt nufacture Iﬂl Datw of rramadacbrs
3 Flurisolide 05 gl
T Tramcinclore acetorsde 1 ngfenl H-u-lll:.-:q—luh-_
Bl e
E Euchescnice 25 gl Mo 109, ST & 5040, Techeolingy Budding 4 No. A% & 44, Tachnslogy BulSng
4 uk Ditrict, Manah Chind, S1305F
s rm - Hﬂlg-h N n Dmitrict, Shanahan,
Mo 13C Technolagy Baldng & Mo 38 & 48, Techneleyy Building Srmas,
e} Fluticasane 2 Sl Bicrsamny Sl Cintrict, Marmbhan Cktrit, Shansham, Ching, 510067
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