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WUz
Wadudua1uly Anuduniedaitaduynniiaeg1edng SARS-CoV-2 Antigen Rapid Test (Colloidal

q

Gold Immunochromatography)

LUUNNSANE

HunsAnwiieduduanuliazanudinizdadaduynnsiaaeg19d41g SARS-CoV-2 Antigen Rapid

El

Test (Colloidal Gold Immunochromatography)

ANVAULANITVDIYAATID
YARTIA SARS-CoV-2 Antigen Rapid Test (Colloidal Gold Immunochromatography)
fdnvuzduyansinednaing awsalifaedia Nasopharyngeal swab uas Nasal swab lng vinns

Immunochromatographic assay

ot

TagUszaeAnsly

YANTIT SARS-CoV-2 Antigen Rapid Test (Colloidal Gold Immunochromatography) L“TJU‘QWF]’THL%\?I
ammwﬁm%’umwmuau%La}wﬁat.%ya“h%’a SARS-CoV-2 lusadne Nasopharyngeal swab waz Nasal
swab vegUy
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AuautALazn1sine

YA SARS-CoV-2 Antigen Rapid Test (Colloidal Gold Immunochromatography) Jugansraidenainin
Fmursamueulausiewalisa SARS-Cov-2 ¢eis duylulasunlanswiin 1neld Gold conjugated
aNti-SARS-Cov-2 antibody wadeulifiuaunaaey Tnomnasdensiafiueuiiauveaiolida SARS-Cov-2
9gdUiu Gold conjugated anti-SARS-CoV-2 antibody #iadauliuuLay conjugate waraziAfoudily
§URY ant-SARS-CoV-2 antibody TiaReuuuuSammadey T~ fuAnuaudvaydudu s1una
Positive wnlsifnuaudfiudnamedau “ T ” srusaidu Negative idu Control line (O) THiflernuns
nsvuMIadey Wulasunngliifuaiedinnimegeusgrmanzay wevyanaseuddldnisld

acdn v
WIFUYAnTIa

Stz 5 Inseri the sampls through well B Ster 4. Peel off the adhesive, fold the
to well A, rofate the shalt clockwise first {aft side ower and wait for 15 minutses.
and counterclockwise, iwice each.
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e Sample Extraction Buffer $1u7u 200 ul ¥39 Uszun 8 viwm aslhu Extraction Tube
Fuoualo

14 Nasopharyngeal Swab atlunasn Extraction Tube waulinaniuegelon 10 s
guthann swab esenlvnniign anduiis Swab &

Ynslviaendie Dripper wagivenbiiiniy

ATEUIUNTTVIAGDY

ANYDWDUNAFDU TuHUMAFRUUURLAS U wazavann
fraanninodnsfidanisnaaay

vunshodhaimsenlilunaen Extraction Tube asluiivadldfetinsiiuan 50 ul wie
Uszanms 2 v TneseSsldlinAnes sedandulnaluny wiuneasy
Srunaniely 10 -15 ui (eigunandsain 20 wii)

INAUINIAALAENARBEY

T

o

Suusheg1eiade adnstoy 50 madieall

gudunauinsiana RT-PCR

S1unudegnalifndie 100 faeng

p5198usuAe PCR Tinaau

SuiagelinauinUasu Lifnlia SARS-Cov-2 ag1itas 20 naFaU

§ne819UINFBLYB Influenza A
fregnaulnmae Influenza B
fagnaunndal®ea Human respiratory syncytial virus
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mineaeulinaay: Unnguavdiiies 1 wavluvinaduaiuau (O liwulida SARS-Cov-2 uauflau
aglsAimunanisneseulauennsiiniia COVID-19
msnageuldnavan : Usinguavd 2 uwauluudnanduatuau (O wazidunadeu (T ) Kan1snaaauny

a3 SARS-CoV-2 upudiau
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AATIZARNANISANE
Al E B 095e: $19819UINT WAL 50 FI9EN 9EHE9 18U I UTIREAUIN 189ABE1IUINTIIN

7579
ALz T 93098e: feg1eau 100 fregs wazdegailanialinauinlasy 91U 20 Flaena

PUHDITIHIUIILIUDENT WNAAY AEIIUINAIDE1NAUTIATIY
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A151951 1 : uARINAVAADURI8814 Nasopharyngeal swab 3ngUaed1uau 50 578 Flinavindedy
ORF1ab LAz N 294178 SARS-CoV-2 Mnnsasiatiudufendnnns real-time PCR voegmiten
Detection Kit for 2019 Novel Coronavirus (2019-nCoV) RNA (PCR-Fluorescence Probing) by DaAn

Gene Co., Ltd. of Sun Yat-sen University, China.

CT value SARS-CoV-2 Antigen Rapid Test (Colloidal
Sample No.
ORF1lab N IC Gold Immunochromatography)
1 18.92 175 29.26 Positive
2 17.46 16.13 32.53 Positive
3 18.46 17.08 31.54 Positive
4 19.6 18.19 32.65 Positive
5 19.44 18.08 3511 Positive
6 19.5 18.03 33.39 Positive
7 19.69 18.17 32.77 Positive
8 19.56 18.08 28.6 Positive
9 20.62 19.14 28.36 Positive
10 19.39 1°7.97 26.78 Positive
11 21.36 19.79 130.78 Positive
12 22.75 20.94 22.78 Positive
13 . 22.29 20.7 26.95 Positive
14 20.94 19.28 31.27 Positive
15 21.79 20.18 30.38 Positive
16 19.31 17.81 26.96 Positive
17 22.41 21.45 29.16 Positive
18 2161 20.79 216 Positive
19 21.59 20.82 21.78 Positive
20 21.46 20.7 27.95 Positive
21 22.19 21.48 32.06 Positive
22 21.08 20.26 38.7 Positive
23 19.17 18.64 25.14 Positive
24 21.51 20.68 26.45 Positive
25 229 21.88 29.28 Positive
26 2026 | 1974 | 27.98 Positive
27 19.12 17.57 3473 Positive
28 23.35 22.46 26.52 Positive
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CT value SARS-CoV-2 Antigen Rapid Test (Colloidal
Sample No. ——
ORFlab N IC Gold Immunochromatography)
29 26.64 25.25 30.6 Positive
30 19.34 18.03 35.21 Positive
a1 21.15 22.39 26.64 Positive
32 27.29 26.04 29.85 Positive
33 20.65 19.98 -31.36 Positive
34 23.59 22.4 28.71 Positive
55 21.19 20.31 2137 Fositive
36 2515 24.01 29.86 Positive
S 27.96 26.75 34 Negative
38 24.43 232 31.02 Positive
39 26.52 25.31 28.76 Positive
40 22.5 21.43 33.98 Positive
41 29.33 28.04 30.79 Negative
a2 21.05 25.81 29.08 Positive
43 24.55 25.19 "30.58 Positive
a4 27.14 26.75 29.18 Positive
a5 28.81 274 30.74 Negative
a6 28.93 29.15 29.09 Positive
a7 27.3 28.43 29.99 Positive
a8 28.04 28.1 28.04 Positive
a9 28.24 27.41 31.14 Negative
50 30.53 29.07 30.35 Negative
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A5 2 : udRaNANAABUMIBENY Nasopharyngeal swab ngtaeduau 100 318 lnaauiae
SARS-CoV-2 2Mnn13n33studumenannis real-time PCR ¥@9yAiingn Detection Kit for 2019 Novel
Coronavirus (2019-nCoV) RNA (PCR-Fluorescence Probing) by DaAn Gene Co,, Ltd. of Sun Yat-sen

University, China.

SARS-CoV-2 Antigen Rapid Test (Colloidal
Sample ID 2019-nCoV real-time PCR
Gold Immunochromatography)

1-N Negative Negative
2-N Negative Negative
3-N Negative Negative
4-N Negative Negative
5-N Negative Negative
6-N Negative Negative
7-N Negative Negative
8-N Negative Negative
9-N Negative Negative
10-N Negative Negative
11-N Negative ' Negative
12-N Negative Negative
13-N Negative Negative
14-N Negative Negative
15-N Negative Negative
16-N Negative Negative
17-N Negative Negative
18-N Negative Negative
19-N Negative Negative
20-N Negative Negative
21-N Negative Negative
22-N Negative Negative
23-N Negative Negative
24-N Negative Negative
25-N Negative Negative
26-N Negative Negative
27-N Negative Negative
28-N Negative Negative
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SARS-CoV-2 Antigen Rapid Test (Colloidal

Sample ID 2019-nCoV real-time PCR
Gold Immunochromatography)
29-N Negative Negative
30-N Negative Negative
31-N Negative Negative
32-N Negative Negative
33-N Negative Negative
34-N Negative Negative
35-N Negative Negative
36-N Negative Negative
37-N Negative Negative
38-N Negative Negative
39-N Negative Negative
40-N Negative Negative
a1-N Negative Negative
42-N Negative Negative
43-N Negative Negative
44-N Negative Negative
45-N Negative Negative
46-N Negative Negative
a7-N Negative Negative
48-N Negative Negative
49-N Negative Negative
50-N Negative Negative
51-N Negative Negative
52-N Negative Negative
53-N Negative Negative
54-N Negative Negative
55-N Negative Negative
56-N Negative Negative
57-N Negative Negative
58-N Negative Negative
59-N Negative Negative
60-N Negative Negative
Page 11 of 17
. v /
(ATt 2] Y2 4
J,.ﬁ;? LAle s S S o




SARS-CoV-2 Antigen Rapid Test (Colloidal
Sample ID 2019-nCoV real-time PCR
Gold Immunochromatography)
61-N Negative Negative
62-N Negative Negative
63-N Negative Negative
64-N Negative Negative
65-N Negative Negative
66-N Negative Negative
67-N Negative Negative
68-N Negative Negative
69-N Negative Negative
70-N Negative Negative
T1-N Negative Negative
72-N Negative Negative
73-N Negative Negative
74-N Negative Negative
75-N Negative Negative
76-N Negative Negative
77-N Negative Negative
78-N Negative Negative
79-N Negative Negative
80-N Negative Negative
81-N Negative Negative
82-N Negative Negative
83-N Negative Negative
84-N Negative Negative
85-N Negative Negative
86-N Negative Negative
87-N Negative Negative
88-N Negative Negative
89-N Negative Negative
90-N Negative Negative
91-N Negative Negative
92-N Negative Negative
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SARS-CoV-2 Antigen Rapid Test (Colloidal

Sample ID 2019-nCoV real-time PCR
Gold Immunochromatography)
93-N Negative Negative
94-N Negative Negative
95-N Negative Negative
96-N Negative Negative
97-N Negative Negative
98-N Negative Negative
99-N Negative Negative
100-N Negative Negative
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5197t 3 : uaRsHAVAABURIaE 1 Nasopharyngeal swab mngUsganlifasiingy 9 91w 20 578 9
Tinaaurieaida SARS-CoV-2 amnnsasiadudusendnnig real-time PCR v83Aw181 Method

Realtime PCR and Multiplex PCR (Luminex)

Sample SARS-CoV-2 Antigen Rapid Test (Colloidal
Virus Pathogen

No. Gold Immunochromatography)
1 influenza A pdm2009 Negative

2 Influenza A pdm2009 Negative

3 Influenza A pdm2010 Negative

4 RSVA Negative

5 RSVA Negative

6 RSVA Negative

7 RSVB Negative

8 RSVB Negative

9 RSVB Negative

10 Rhinovirus Negative

11 Rhinovirus Negative

12 Influenza B Negative

13 Influenza B Negative

14 Human metapneumovirus Negative

15 Human metapneumovirus Negative

16 Parainfluenza 1 Negative

17 Parainfluenza 4 Negative

18 Adenovirus Negative

19 Adenovirus Negative

20 Adenovirus Negative |
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HYLLAT AU

P R R

NANISNAERUHN984 (Real-time PCR)

NauIN NAAU 594
A B

HaU2N - A+B

. (WavInasy) | (wavindasw)
HANTNAABUAIYYANTIT

: € D

(Rapid Test) taay ~ C+D

(Haauvaoy) (Naauasa)
334 A+C B+D A+B+C+D

NANSNAEBUYARTIT SARS-CoV-2 Antigen Rapid Test (Colloidal Gold
Immunochromatography) Aueg9NEUIkaRIHARA]

NAN1IVAEBUD198e (Real-time PCR)
NAUIN A 57
HANSYINAOUAIEYANTIA HauIn 45 0 45
(SARS-CoV-2 Antigen Rapid
Test (Colloidal Gold NAAU [ 100 105
Immunochromatography)
34 50 100 150

/
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Ay lnTeiNads (Diagnostic Sensitivity)
ﬂmJmmmﬁ?;m@m'oaLLasffwmﬁ'ﬁmﬁﬁaaﬁ’umﬁﬁﬂﬁa%mﬁmwaL*‘fﬁJumﬂLﬁamaauﬁuﬁaaﬂwﬁ
yansIaztngns $1a8einaduun

Sensitivity (%) = A+ (A + Q)] x 100%

[45+ (45 +5)] x 100%

90%

AU LWzLITade (Diagnostic Specificity)

euanansaiymasisaniient ssusmmaduaudlevnasutuiediaiyansiauagien
sadalinaduay
Specificity (%) D+ (B+ D) x 100%
[100 + (0+ 100) x 100%
= 100%

aArvinunenauln (Positive Predictive Value)

mmﬁmgﬁjuﬁé’ﬂw%L‘fiuiimfuﬁaLﬁamimmﬁqaﬂqmmqml,azﬁffﬂmﬂ WinauIn
Positive Predictive Value (%) o= [A = (A + B)] x 100%

[45 + (45 + 0) x 100%

100%

il

AvuneNaau (Negative Predictive Value)
ashandufifiheblfudulsadudensnnatogrnsiaussthenm Wisay
[D + (C+ DJ] x 100%

[100 + (5 + 100)] x 100%

95.2%

1]

Negative Predictive Value (%)

Il
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A3UNANINABUUTEANSATNYAATIY

1

%ANTIT SARS-CoV-2 Antigen Rapid Test (Colloidal Gold Immunochromatography) LEAINE
msnadeuduuinsefing1agUieuinais (True Positive) 913U 45 578 nviea 50 57
namAeyamsafiaalaideidady (Diagnostic Sensitivity) Wiy 90%

YANTIT SARS-CoV-2 Antigen Rapid Test (Colloidal Gold Immunochromatography) LanINe
minegeuiluausesfieageiisauaie (True Negative) $113U 100 918 PnvavLa 100 38
nanAeyrnTIaiimmdunzidiiady (Diagnostic Specificity) Wiy 100%
NSNAEBUYANTIT SARS-CoV-2 Antigen Rapid Test (Colloidal Gold
Immunochromatography) Tnadwihueuauan (Positive Predictive Value) Wiy 100%
NSNAERUYANTIA SARS-CoV-2 Antigen Rapid Test (Colloidal Gold
Immunochromatography) TnaAwiueuaau (Negative Predictive Value) wiiu 95.2%
YARTI9 SARS-CoV-2 Antigen Rapid Test (Colloidal Gold Immunochromatography) LaAINE
msnageudiuaudefosneiiomalinauinyasusiua 20 T MnsenuA 20 18 NETIAD

gansadinnulyidng (Non-specificity) WAy 0%

dhipa T £ forRaan QoS

3o Funseug a3, woninl nauvning
ENIANYILAZ T8N AaoumuuazeysinanisUszidly
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