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[3] CDC Symptoms of COVID-19
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h o mi m/ci nce-articl /101093 /cid/ci. 44, 1299
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Cross-Reactivity: X A#H A B AR HENE IR EEEEE(COVID-19 Antigen
Rapid Self Test * ZI5% : TD-4531H) - Wet Testing
Virus 18 /Bacteria i | COnOERton | | oes SRR | Concentration (5LoD) | Resuts TR
Human Coronavirus 0C43 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Human Coronavirus 229E 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Influenza A » HIN1 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Influenza A » H3N2 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Influenza B * Victoria 2.5 x 109 pfu/mL Negative 2.78 x 10? TCIDso/mL. Positive
Influenza B » Yamagata 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Respiratory syncytial virus 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Rhinovirus 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Adenovirus type 1( Adenoid 71) 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Adenovirus type 7 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Enterovirus 68 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Human parainfluenza type 1 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Human parainfluenza type 2 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Human parainfluenza type 3 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Human parainfluenza type 4 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Respiratory syncytial virus type B 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Bordetella pertussis 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL. Positive
Chlamydia pneumoniae 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL. Positive
Corynebacterium sp. 2x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Escherichia coli 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Hemophilus influenzae 2 x10¢ CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Lactobacillus sp. 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL. Positive
Moraxella catarrhalis 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Zﬁz‘/’::és”“m {uberculosis 2x10° CFU/mL Negative 378 x 102 TCIDso/mL Positive
Neisseria meningitidis 2x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Neisseria sp. 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Pseudomonas aeruginosa 2 x10¢ CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Staphylococcus aureus .
(Protein A producer) 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Staphylococcus epidermidis 2x10° CFU/mL Negative 3.78 x 10? TCIDso/mL. Positive
Streptococcus pneumoniae 2x10° CFU/mL Negative 3.78 x 10 TCIDso/mL Positive
Streptococcus pyogenes 2x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Streptococcus salivarius 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Pooled human nasal wash -
representative of normal 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL. Positive
respiratory microbial flora
Mycoplasma pneumoniae 2x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
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Interfering Substance Active Ingredient Concentration R(e::::iisv_e Ciﬁﬁ:;\fggozn Int;:selll'llegce
FiEM RAS Results (3LoD) MREBR
Ephrine Nasal Spray "GCPC" Oxymetazoline 5% v/v Negative | 3.78 x 10 TCIDso/mL Positive
Chloraseptic, Regular strength | Benzocaine / Menthol 1.5 mg/mL Negative | 3.78 x 10? TCIDso/mL Positive
Tamifiu Oseltamivir 2.5 mg/mL Negative | 3.78 x 107 TCIDso/mL Positive
Physiomer Saline nasal spray | Saline 15% v/v Negative | 3.78 x 107 TCIDso/mL Positive
Tobrex Eye Ointment Tobramycin 514 pmol/L Negative | 3.78 x 102 TCIDso/mL. Positive
Sucrets Dyclonine / Menthol 1.5 mg/mL Negative | 3.78 x 102 TCIDso/mL Positive
NeilMed NasoGEL Spray sodium hyaluronate / Saline 5% v/v Negative | 3.78 x 102 TCIDso/mL Positive
Acetaminophen Acetaminophen 1324 pmol/L Negative | 3.78 x 102 TCIDso/mL. Positive
Acetylsaaicylic acid Acetylsaaicylic acid 3.62 mmol/L Negative | 3.78 x 102 TCIDso/mL. Positive
Ibuprofen Ibuprofen 2425 mmol/L | Negative | 3.78 x 10 TCIDso/mL Positive
Erythromycin Erythromycin 81.6 pmol/L. Negative | 3.78 x 10% TCIDso/mL Positive
Fisherman’s Friend Menthol 1.5 mg/mL Negative | 3.78 x 10 TCIDso/mL. Positive
Plaquenil Hydroxychloroquine sulphate | 150 pmol/L Negative | 3.78 x 10% TCIDso/mL. Positive
SUPEROCIN Ciprofloxacin 30.2 ymol/L Negative | 3.78 x 107 TCIDso/mL Positive
Zeffix Lamivudine 1mg/mL Negative | 3.78 x 107 TCIDso/mL Positive
Blood (human) Blood (human) 2.5% v/v Negative | 3.78 x 102 TCIDso/mL. Positive
Ricola Menthol 1.5 mg/mL Negative | 3.78 x 107 TCIDso/mL Positive
Mupirocin Mupirocin 10 mg/mL Negative | 3.78 x 10 TCIDso/mL Positive
Flonase Fluticasone 5% v/v Negative | 3.78 x 102 TCIDso/mL Positive
Purified mucin protein Mucin protein 2.5 mg/mL Negative | 3.78 x 102 TCIDso/mL. Positive
4. JEHE
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RT-PCR

T Bk st

% 36 0 36

BF AR A ATREERR [ 5 23 125

REIREREE (R TD-4531H) -
#Et 38 133 7m

Sensitivity(EE8IE)=Positive Percent Agreement (PPA) = 94.7%, 95% Cl : 82.7%-98.5%
Specificity(45 2/14%)=Negative Percent Agreement (NPA) = 100%, 95% Cl : 97.2%-100%
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BRIEARBECOVID- VD ERCEARRREBERE - Wk B8 N=02—8F
IR AR - EAERBENARE « 35 « BEE  BRES  ZEHHMEREBRRESN
KB (HEF) F - RKEFMTREN » KEIBBEERE  VEBREGERE
BEMA - TIREESERENLERERE - KRE  EEXT -

32%(2021/5) COVID-VEEH R MR —RBATELEARD  LR=BZEART ' %
At BRI TERF &S N -

KRB REEABNE - REFEEMRFSSARS-CoV-2E FH 2 BRIAAIE14R (
ZERSEOR) o MIKEHFREEABEN B RARRARREATEEERNE
DR ABREN I RFER L8RS (viral shedding) -+ {BEHEE BIRENAETE
BB KB REARFE SRS - 2R A LR AR RS TR E R
SARS-CoV-2% B[ M EmELL E - B NHIEGEIRHERSNREITAZEA -
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[2] COVID-19 Coronavirus Cases and Deaths https:/www.worldometers.info/coronavirus/?utm cam-

- 1294999909 -

[3] CDC Symptoms of COVID-19
https:/www.cdc.gov/coronavirus/2019-ncov/symptoms-testing/symptoms.html
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FAEHUTARFS R RERFEA(COVID-19 Antigen Rapid Self Test » AISE :
TD-453H) R —EREEZBITRAITE  DBESHRAERER  FRASREIL
SREE I E— M S R UER IR COVID-19 B 35 B e R FT AR A2 31 5 o &2 RGBS AR
ASARS-CoV-271[R ° ANE M EB ) SARS-CoVAISARS-CoV-2 ©

Absorbent pad ARUTE:

Control line %R
Test line IR

0

O
IRER A E R AR B
(1) 54 % Anti SARS-CoV-2 N protein IgG CGC
(2) SBIEAR(T #2): Anti-SARS-CoV-2 N protein IgG
(3) #2448 (C #2): Control line antibody
CGC: #HEBES
LRI R IRE 2 T SRR RABASE ERABREZIVRINAE R - MAK
BAPHNRSEN SRS  REARREANSREE -
TR - BB FIREEANENREEE RELSAER » BBEMRRET
BE)  EEEHIREE 2B SARS-CoV-211/R » FE _EAVEIEARMEZHIRCIE2E
IFERABIEER - ZHERCIKESEE2E  DATKRRER RN - MR
SARS-CoV-2EARFHERENAE R - Al L& HIE—1RE EMIZEHI4(C)
o ATARZI RERFIARCIAEE - Al R2EUY » FEFHEERE - WHAH
BRI REEFO
) E—REHZEBREY:
O 26 EEREIRERIBEES -
OLEEIRNAB QB RBE -
© EEFBR -
O LEBERES -
OERAHBE -

Conjugate pad #&&%
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2) BB P REETEERERT :
O TR TR - @
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ABRESNX

1. AEREMKEE2-30C - BRBNES -

2. ERARARGEERBITNZRERRAL

3 RENERFETEZIEERET  FHRAE0DEAFMAETAR
4 BRI RNMBAB LA ENEY -

B

FEREAAIERERBEETEES -

2ENEHRCRF/BAIEE  ALIEREENEREFEET  2nRELEHE
Rk

AEMTREB AN RER - BrHKRERERZHE(good laboratory
practice; GLPREITAMBIBIEMBR T S ERADRIR - DIERRIS R A AE s B ELERE -

18575 A Z BRI

1. AERERBNIS EERE LUK ASARS-CoV-2RENFRE Y RERNDHEE
TR AL SARS-CoV-2IR BN BE - AEDMIRAE RIEHPREETEMENH
8E ~ &5t~ RAIZKRREBBEES ©

2. FERKESBERTCREEFCRAER  ARERNABER  gREERN
WBELA R EE A KR FE (Invalid Assay) 2 i ER4s 5 o

3. AERMEEEDSARS-CoVAISARS-CoV-2 « B RMALBUR N ARG EE R RS 8

 HighS REERREETRSEENERA—EAEE -

4. MEBRREPNASHR)S2EMNEMR(LoD) @ SLE2FEFEH N RIER ©
NAERUPBZMEMEBAESR  WAEERIREMENEEER

5. RABREGS BERKRERANEMEREESREERETHRAIN  FMEEBF
BEEZKE o
6. FIEREGRE  E2EHMBERTREERLBERREAER © @RS

ERBEER HE R E H AR R BES | R MV ERIRAER ©

7. FNEMRERE B EX - 58 RABENERBENERRES - 19E SR
RSB AR -

CHESMNEEFR2RBRER - REREREHERMN - RBAERNWHELERE

BCATIRE ~ BRIRIEARRIA R ELAhao BT 55— BT -

9. BRI RAREH R A MR SR R ATREME -

10. B ERAE R ABEE ) SARS-CoVAISARS-CoV-2 ©

1. BUERRERT T2 HRR AN R BRRSN AL - BRERRENNRSE
KNENRIGEEBEREARE - DIBURERHSARS-CoV-201R © IS RN
BIREERAIRT-PCRAAREERBER ©

12. iSRRI IR R R IE R AT -

13. ﬁgﬁﬂé%@ﬁﬁi%RS%%K%%DEMJ%%K%ZW?JD?EUEK‘ '

BEER ©

NEDKEERRBM B AR IEE 1ESE 2R RS ERREMERRERE R

AIWEFIEROEEREE - NEABREEHMAR ) AERZAREBENREHR

FBIER « NMEESFRREBRMNE = HERESHER -

FREL T AR

14.

MERET 4

1. RN RASAUERR(Limit of Detection, LoD)
FAFUFERFSTRIRRIRE(COVID-19 Antigen Self Test » BI5E :
TD-4531H) FIESRIIRER (LoD) » & F/ERISARS-CoV-2fFHRA S #k: TWN/CG-
MH-CGU-ONEITFIIFRE - D RIRIEARRERSRIVERIMIR - JEH
SARS-CoV-25FEERREE /105 TCIDso / mL ©
RAERRIR _EE R ERRRIMERIEER - AWML HSARS-CoV-2R M HR R 88
SURTMAAISARS-CoV-202 1t BIEREUR » (ER B A SARS-CoV-2m S MR RAVER
FREE (clinical matrix) ©
BB 3E S TR ERE A E A E IR R (LoD):

SER. (=8I R EF7Z (LoD Screening)

10 EFFIHEEMSARS-CoV-2 FER * BERERSRET=-FRIR - =&
ERBEREBRTGENRERSEE - 2IFAERIMIREEEHA (LoD Range
Finding)REIATRRERE -

RIFRRER  #ETERMREEEH (LoD Range Finding) REIATERE A
1024 TCIDso / mL °

SER2. (AR E S (LoD Range Finding)

HN_EFFat - R EFR &5 E 23 (LoD Range Finding)iViR AR B & 41024 TCIDso /
mL ° 4£1024 TCIDso / mL FRIAEIT2MEFIIHRE - SERERSRET =R

c CEERERBEREEINBHNRERSEE  QETENBRRER (LD
Confirmation) °
RIBIARERER  EITREREEIRR (LoD Confirmation) AR E EE A&1.26 X102

TCIDso/ mL ©

SEB3. HEREBIARER (LoD Confirmation)

B FERISARS-CoV-2 SR B HIERIRE1.26 x102 TCIDso / mL » JE 832018 £ (
A5k © TD-4531H) » #81320 {B(EZI9S% L L) IEER -

FAFH A FRAE SR IREBREREL(COVID-19 Antigen Rapid Self Test » AUk :
TD-4531H) HI(EEIRR (LoD)%1.26 x102 TCIDso/ mL ©

2. DITHEM-TXRE
KAH A TARFENRREREEL(COVID-19 Antigen Rapid Self Test » AU%E :
TD-4531H) £216 #RREMS MAIEE TR RERE - DIREER GRS
SARSCoV-2 FEEHRAIE—14E
DT SEFRSHARSETMAANRE: (B (REESARS-Cov-2 FEME)
EIT=EEAIE QRTYBESME S 0 BIIASARS-CoV-2 FENR - BE
B3 (ERIBRERE: 3.78 x 102 TCIDso/mL (3 LoD) @ BT =¥ - T&RIIH
T BERSSHREFIRTNRRRE:

Cross-Reactivity: X A#H A B AR HENE IR EEEEE(COVID-19 Antigen
Rapid Self Test * ZI5% : TD-4531H) - Wet Testing
Virus 18 /Bacteria i | COnOERton | | oes SRR | Concentration (5LoD) | Resuts TR
Human Coronavirus 0C43 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Human Coronavirus 229E 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Influenza A » HIN1 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Influenza A » H3N2 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Influenza B * Victoria 2.5 x 109 pfu/mL Negative 2.78 x 10? TCIDso/mL. Positive
Influenza B » Yamagata 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Respiratory syncytial virus 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Rhinovirus 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Adenovirus type 1( Adenoid 71) 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Adenovirus type 7 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Enterovirus 68 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Human parainfluenza type 1 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Human parainfluenza type 2 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Human parainfluenza type 3 2.5 x10° pfu/mL Negative 3.78 x 10? TCIDso/mL. Positive
Human parainfluenza type 4 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Respiratory syncytial virus type B 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL. Positive
Bordetella pertussis 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL. Positive
Chlamydia pneumoniae 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL. Positive
Corynebacterium sp. 2x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Escherichia coli 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Hemophilus influenzae 2 x10¢ CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Lactobacillus sp. 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL. Positive
Moraxella catarrhalis 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Zﬁz‘/’::és”“m {uberculosis 2x10° CFU/mL Negative 378 x 102 TCIDso/mL Positive
Neisseria meningitidis 2x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Neisseria sp. 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Pseudomonas aeruginosa 2 x10¢ CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Staphylococcus aureus .
(Protein A producer) 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Staphylococcus epidermidis 2x10° CFU/mL Negative 3.78 x 10? TCIDso/mL. Positive
Streptococcus pneumoniae 2x10° CFU/mL Negative 3.78 x 10 TCIDso/mL Positive
Streptococcus pyogenes 2x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Streptococcus salivarius 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Pooled human nasal wash -
representative of normal 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL. Positive
respiratory microbial flora
Mycoplasma pneumoniae 2x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive

RERN RIERRER - ZEFEERASHEPERIRE(COVID-19 Antigen
Rapid Self Test » £S5k : TD-4531H) A= EBI 16 RS M8 AR R XX IES

B TE -
3 AR EN-TE

DI #4920 & EIEEETEYE » LIREEMGEEERISARS-CoV-28 5K (
JEE3.78 x 102 TCIDso/mL * 3 LoOD)MAEMGRA T » ZEIT=FEAH - TRIIET
BEEETEDEEFIRPNSRRE:

Interfering Substance Active Ingredient Concentration R(e::::iisv_e Ciﬁﬁ:;\fggozn Int;:selll'llegce
FiEM RAS Results (3LoD) MREBR
Ephrine Nasal Spray "GCPC" Oxymetazoline 5% v/v Negative | 3.78 x 10 TCIDso/mL Positive
Chloraseptic, Regular strength | Benzocaine / Menthol 1.5 mg/mL Negative | 3.78 x 10? TCIDso/mL Positive
Tamifiu Oseltamivir 2.5 mg/mL Negative | 3.78 x 107 TCIDso/mL Positive
Physiomer Saline nasal spray | Saline 15% v/v Negative | 3.78 x 107 TCIDso/mL Positive
Tobrex Eye Ointment Tobramycin 514 pmol/L Negative | 3.78 x 102 TCIDso/mL. Positive
Sucrets Dyclonine / Menthol 1.5 mg/mL Negative | 3.78 x 102 TCIDso/mL Positive
NeilMed NasoGEL Spray sodium hyaluronate / Saline 5% v/v Negative | 3.78 x 102 TCIDso/mL Positive
Acetaminophen Acetaminophen 1324 pmol/L Negative | 3.78 x 102 TCIDso/mL. Positive
Acetylsaaicylic acid Acetylsaaicylic acid 3.62 mmol/L Negative | 3.78 x 102 TCIDso/mL. Positive
Ibuprofen Ibuprofen 2425 mmol/L | Negative | 3.78 x 10 TCIDso/mL Positive
Erythromycin Erythromycin 81.6 pmol/L. Negative | 3.78 x 10% TCIDso/mL Positive
Fisherman’s Friend Menthol 1.5 mg/mL Negative | 3.78 x 10 TCIDso/mL. Positive
Plaquenil Hydroxychloroquine sulphate | 150 pmol/L Negative | 3.78 x 10% TCIDso/mL. Positive
SUPEROCIN Ciprofloxacin 30.2 ymol/L Negative | 3.78 x 107 TCIDso/mL Positive
Zeffix Lamivudine 1mg/mL Negative | 3.78 x 107 TCIDso/mL Positive
Blood (human) Blood (human) 2.5% v/v Negative | 3.78 x 102 TCIDso/mL. Positive
Ricola Menthol 1.5 mg/mL Negative | 3.78 x 107 TCIDso/mL Positive
Mupirocin Mupirocin 10 mg/mL Negative | 3.78 x 10 TCIDso/mL Positive
Flonase Fluticasone 5% v/v Negative | 3.78 x 102 TCIDso/mL Positive
Purified mucin protein Mucin protein 2.5 mg/mL Negative | 3.78 x 102 TCIDso/mL. Positive
4. JEHE
FEMEEHZRT-PCR ERNERRELERARNTRATR
RT-PCR

T Bk st

% 36 0 36

BF AR A ATREERR [ 5 23 125

REIREREE (R TD-4531H) -
#Et 38 133 7m

Sensitivity(EE8IE)=Positive Percent Agreement (PPA) = 94.7%, 95% Cl : 82.7%-98.5%
Specificity(45 2/14%)=Negative Percent Agreement (NPA) = 100%, 95% Cl : 97.2%-100%
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= ETRER
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P ’ @ Positive result [t
I l +E FRIES(TEZHRC)S 26 - EAMIES LS QIEREARMRR -
Positive ) IR TN 2 EAAIRRT) - BMEEE S PEHITE ARMAER -
PR E : R R A R R A TTALRUACOVID-19 » ST ENETA SR ERATER - AR g B O E
- | I l HATHERIRH TR -

@ Negative result [g1$ #5582
, ) EEHRCIZ2E  MARRMTAIR @ FJHERBRMRER - EAEEREHFCOVID-19 °
Negative i » I At R B R E BEICOVID-IOIR BRI ENARILE - B2 © I TAER 4L BHCOVID-OM A SR 6t
SR e | RIERM(BRIDNRIAR - EEREDEURARIE - GIVATAEBHCOVID-9 - MRBERNE » BEA
| B IR A RIS SRR - AMERSTAEEE © LURENARES - BERNRCRESEAR
HIAYE  ABRARE BRI R — 2178 -

‘ ! l €@ Invalid result BN R E
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