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HAERRSPTERMRARTBACOVID-19 (Coronavirus Disease-2019) - BIFERS
BAPEER2020F28 1A A LRSS 2 EASARS-CoV-2 ( Severe Acute
Respiratory Syndrome Coronavirus 2) ° ZR=H 2019412 8 LIREBRETEM L E
EEDRRRY  BEERTHESETIEASHERERE  KEFEUBRARBA -
AERETRRZRE AR - @ERANERPERE 109 F1 8 15 BERETS
1090100030 A% * #iE T BERUHELMMA ) RERFEEBEER 202051
BB BE BB ARDER - EREEABN2020F17308 EMRCOVID-19%
AHEFERSEMH (Public Health Emergency of International Concern, PHEIC) -

SARS-CoV-25&BikfHER (Coronavirinae) zbetaZsf} ( betacoronavirus)

BRASRERABHESYRFNEEREET - A—HEIERZRNARE  7ME
REF  EEFEHBETIEIENESNEERIES - AIFM9RE{ES: alpha,
beta, gamma, and delta « BRIEAI&RHEABNTEEMRFS + BiFalpha CoViy
HCoV-229E , HCoV-NL63L Ebeta CoVRIHCOV-HKU1, HCoV-0C43, MERS-CoV,
SARS-CoV, fIEFEIEAI2019-nCoV » BIFWERZLIHIERE » NBE ~ AKX
R RIEE—AE FIEREYER - BRESMYREBEFREIEMES (
SARS-CoV)  FEREMHRAE(EEBINES (MERS-CoV ) EFETERFESARS-CoV-2
RAEE—BRAEBRASERRE » BOERAEEHIRERENMA RTINS
BRIEHESCOVID-PRZERCERRREARE R -#2  N=2c—eF
MR R - HAWEREIENAE « 1858 - BEE « BRS SRS ERHERE
Rk (HERE) & - KREFAIRITREN  AZSBEEHEE  PHEEIERE
BEMA PIRESEERNAZERERE  kRF  EERT -

324(2021/5) COVID-19EBH R MR —RATEBEARED ' LR=ZEESEALT ' &
FErERNEREE M -

IR ARAEARBAS - R ERRESARS-CoV-2EBRZBRBE1EUR (
LER/EEOR) - WREHFREEABER  BOBARFRZRATAEEGELNA
BORARRENTIFEELTRERS (viral shedding) + {EEBEHBEIRSEGEIE
AR REAKSRARBRSUREH 2R A LB B
SARS-CoV-21%BB M F9EMEBLLE » B FREARERHASIFETAEEXR -
[1] WHO Timeline - COVID-19

[2] COVID-19 Coronavirus Cases and Deaths https:/www.worldometers.info/coronavirus/?utm _cam-

[3] CDC Symptoms of COVID-19
[4] Antibody responses to SARS-CoV-2 in patients of novel coronavirus discase 2019
i . i r (101093 /cid/ciaazaa/581299
[5] CLSI M41-A, Viral Culture; Approved Guideline
[6] BRI FRHE HIM. B BRH AR -RRNE
https:/www cde.goviw/Category/Page/vieOMKqwuEbIMgqaTeXGBA
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ERIE - MABR—MEKEREICOVID-19 BE S i AT FIHT A B FR IR R A
MISARS-CoV-2HiR - AERMEE S SARS-CoVAISARS-CoV-2

Absorbent pad BRUg#:

Control line {248
Testline Azt

Conjugate pad fE&%

Sample pad HRE

BERABEROE:

(1) #5%: Anti SARS-CoV-2 N protein IgG CGC
(2) ISR (T 48): Anti-SARS-CoV-2 N protein IgG
(3) #:41#5(C #2): Control line antibody
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3 FEXERFIEEERHIEERETR  FHRAT20MENFRETAH -
4 BRRREAMBABRABNEAEY -
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AEREARNTERERBESEES -

SENEFHERECRRABEL  ALBERCENERZERSF  RAKRERAEE
Rt o

KERMEUBEMRMNRETR - BrAHkEEREBRZRE (good laboratory
practice; GLPMEITINBIB MMM S IRARER « DIFERRR BRI A B RS -

w5 EZRRYE

1. AERERRRDS SRR OUKRSARS-CoV-2ASNTRE  WRNERRDER
TR SARS-CoV-2FENEE - AERNAGEREHAPAEETEMEANE
B2 ~ &£ - BAZBRREGREEZ -

2. FEKBEHARETZREEFERARER @ AZHERNAELR  SREEMN
WEELI R A SR E (Invalid Assay) 2 B S -

3. REREXEDSARS-CoVAISARS-CoV-2 « ERUEEBUANERGEPNRES

» iR RER A RRBETRSESNERT— 288 -

4, MNRBARBEBRNFESHR)S2EMEVER(LD) - XERLEFRKR AL
FAERTRSCNMEMRRERE  HAHREBBRENGRER -

5 WABREEEEERNERRAMERESRELRETREIN - NEEBE
ABEETEIKE -

6, ¥IEBMBERN  ESETHOERERTERNRESEZBERER - 2N YE
HRBESER PR EASRSS LR LI ERARER -

7. TEMNRERE  @EX - RE - PAENERRENERRES  IETHER

8. BIFEBRMNEEFRRRKREN - BEREIIEHERAM - BRERNFIENER
ECRATIRZ ~ BRIREIR R R E A2 BT 5 — e sl fh -

9. BMERTREHRRE RS BRI B

10. BB R REEES SARS-CoVAISARS-CoV-2

1. RUERBERTEEEHREAFATHRASHNIEN - FUERREANRSE
AESZRBUERERE  LIBURERTHSARS-Cov-241R - M RNER
BRERREIRT-PCRAEREERRES -

12. A BIERRRIG R R R RE TR -

13. B HRE BT ESARSHFS KA EMRE R MR, « BT ALBERER
R o

14, REBERBEREM B A SRS 1S R R S ERRE M ERRESIE R
ABWEFMOEBRRRE  AEAREBHMAR | AERZARBEEINREF
FEIUER - AMEEIERERNE= A ERGESER -

HEREFIE

1. SR FEE R RRWERR (Limit of Detection, LoD)
FAFHBERRSTRRERBEAA(COVID-19 Antigen Self Test » Bk :
TD-4531H) KFU=AIFRIR(LoD) + 1 FERISARS-CoV-2i5 SR (R EHk: TWN/CG-
MH-CGU-ONETTRRIHRE « DRI EEERSRIVERER - 5E/
SARS-CoV-2R S RERER105 TCID:s / mL »

RHBERR ERTRRINERAIBE - AR HSARS-Cov-2 TR RItREE
ST ALAISARS-CoV-22tE BT - fERHBSARS-CoV-2REMERNIER
FREE(clinical matrix) °

E BT BARBEARE RIS RIBR(LoD):

S, (=RIIRREF 2 (LoD Screening)

10 FEFPFITRIEEMISARS-Cov-2 WER - BEBERSRET=SEIR - =
ERRERESETHENRORSEE - 2FAEUBREEZF(LoD Range
Finding) WAL IATH IR E -

RIBILGERER « ETEAMREEEA(LoD Range Finding)MiLiAFREE
1024 TCIDso / mL ©

SER2. (SRR EE (LoD Range Finding)

#)_ EFTL - (ERRERREEE 23 (LoD Range Finding)RItEIA T B A 21024 TCIDso /
mL 481024 TCIDso / mL FRIAEIT2EFIIFE » SERERSREAT=ERIFR
- —EBERBAEREBETBENSERSEE @ SETENERER (LD
Confirmation) ¢

IRBIRRER - ETRZMERIRER (LoD Confirmation) B EREA1.26 x102
TCIDso/ mL =

S, FER{E AR (LoD Confirmation)

{EFAERISARS-CoV-2 FBEREBRERE1.26 X102 TCIDso / mL » BRI 208 EE(
ASE : TD-4531H) » #1820 BUETIOSHIU LIS IEER
RAFEBRFESNRREREEEH(COVID-19 Antigen Rapid Self Test * #IgE :
TD-4531H) K& EIAERR(LoD)#1.26 x102 TCIDso/ mL ©

2. DEFEMESIRE
KA BRFERERERERELL(COVID-19 Antigen Rapid Self Test » FIgE -
TD-4531H) B216 ¥R S8 HllEETRXREAR - DIRFELRR
SARSCoV-2 RS ENE—1 -

UTSERSNME R ETRAAR: (VBICAR(REESARS-Cov-2 FEMNE)
GEITE=ERAE QR TREZMR LI BMNMASARS-Cov-2 RENR » BE
B3 (EEARREE: 3.78 x 102 TCIDso/mL (3 LoD) » BIT=ERHAIR - THEIIE
T SRS IR IR TR RE:

Cross-Reactivity: R RHEUE B FEREHIELA(COVID-19 Antigen
Rapid Self Test + /&% : TD-4531H) - Wet Testing
e A | e o v | S

Human Caronavirus 0C43 2.5 x 10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Human Coronavirus 229€ 2.5 x 10% pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Influenza A » HIN1 2.5 x 10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Influenza A » H3N2 2.5 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Influenza B * Victoria 2.5 x 10° pfu/mL Negative 378 x 102 TCIDso/mL Positive
tnfluenza B * Yarmagata 25x10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Respiratary syncytial virus 2.5 x 10° pfu/mL Negative 3.78 x 102 TCIDso/rL. Positive
Rhinovirus 2.5 x 10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Adenovirus type 1( Adenoid 71) 2.5 x 105 pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Adenovirus type 7 25 x10° pfu/mL. Negative 3.78 x 10° TCIDso/mL. Positive
Enterovirus 68 25 x10° pfu/mL Negative 3.78 x 10 TCIDso/mL. Positive
Human parainfluenza type 1 25 x10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Human parainfluenza type 2 2.5 % 10° pfu/mL Negative 378 x 102 TCIDso/mL Positive
Human parainfluenza type 3 25 x10° pfu/mL Negative 378 x 10? TCIDso/mL Positive
Human parainfluenza type 4 2.5 % 10° pfu/mL Negative 3.78 x 102 TCIDso/mL Positive
Respiratory syncytial virus type B 2.5 x10% pfu/mL Negative 3.78 x 10? TCIDso/mL Positive
Bordetelia pertussis 2 x10° CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Chiamydia pneurnonice 2 % 10¢ CFU/mL Negative 378 x 10? TCIDsa/mL Positive
Corynebacterium sp. 2 %106 CFU/mL Negative 3.78 % 10? TCIDso/mL Positive
Escherictia coli 2 x10¢ CFU/mL Negative 378 x 10% 1CIDso/mL. Positive
Hemophilus influenzae 2 x10¢ CFU/mL Negative 3.78 x 102 TCIDso/mL. Positive
Lactobaciius sp. 2 x 108 CFU/mL Negative 378 x 102 TCIDso/mL Positive
Mool colarhaks 2 x10° CFU/mL Negative 3.78 x 102 TCI0so/mL Positive
Zi’c:::’ge’ (Wl EECTES 2 x10° CFU/mL Negative 378 102 TCIDso/mL Positive
Naisseria merngitidis 2 x10¢ CFU/mL Negative 378 x 102 TCIDso/mL Positive
Neisseria sp. 2 x10° CFU/mL Negative 3.78 x 107 TCIDso/mL Positive
Pseudomonas aeruginosa 2x10¢ CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
?Zi?;f;a;fafu‘:g)eus 2x10° CFU/mL Negative 278 x 107 TCIDso/mL Positive
Staphylococcus epidermidis 2 x10¢ CFU/mL Negative 3.78 x 107 TCIDso/mL Pasitive
Streptococcus pneumoniae 2 x10¢ CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
Streptococcus pyogenes 2x10% CFU/mL Negative 3.78 x 102 TCIDso/mL Positive

% 15 salivarius 2 x10% CFU/mL. Negative 3,78 x 10 TCIDso/mL Positive
Pooled human nasal wash -
representative of normal 2 x10® CFU/mL Negative 3.78 x 102 TCIDso/mL Positive
respiratory microbial flore
Mycoplasma pneumoniae 2 x 10 CFU/mL Negative 3.78 x 102 TCIDso/mL Pasitive

REXXRERRZR - RAFETRASHRRERRER(COVID-19 Antigen
Rapid Self Test + %% : TD-4531H) AR EAIFMN16 HFESHI8 HMBlBIR R IER
BRTE -

3. STERME-TE
PUT 820 B LIRS EETEDE « LR EENEFERISARS-CoV-285R(
JRE378 X 102 TCIDso/mL * 3 LoD)MITEMBRM T » HEMT=ZEFAR - TRIMT
SEETTENEEFIRTNSRERE:

Interfering Substance Active Ingredient | Concentration RE;?::?V_e Ci‘::?:z;(t:;\(;:n I"t;::l:ft":e
FROR AR Results (3LoD) AR
Ephrine Nasal Spray "GCPC™ Oxymetazoline 5% v/v Negative | 3.78 x 10° TCIDso/mL |  Positive
Chloraseptic. Regular strength | Benzocaine / Menthol 15 mg/mL Negative | 378 x 102 TCIDso/mL. Positive
Tamifiu Oseltamivir 2.5 mg/mL Negative | 378 x 102 TCIDso/mL Positive
Physiomer Saline nasal spray | Saline 5% v/iv Negative | 3,78 x 102 TCIDso/mL Positive
Tobrex Eye Ointment Tobramycin 514 pmol/L Negative | 3.78 x 102 TCIDso/mL. Positive
Sucrets Oyclonine / Menthal 15 ma/mL Negatve | 378 x 102 TCIDso/mL |  Positive
NeilMed NasoGEL Spray Anaium hysturenate [ Salne 5% v/v Negative | 3.78 x 107 TCIDso/mL Positive
Acetaminophen Acetaminophen 1324 pmol/L Negative | 3,78 x 102 TCIDso/mL Pasitive
Acetylsaaicylic acid Acetylsaaicylic acid 362 mmol/L Negative | 3,78 x 10 TCIDso/mL Positive
Ibuprofen Ibuprofen 2425 mmol/L | Negative | 3.78 x10? TCIDso/mL |  Positive
Erythromycin Erythromycin 81.6 pymal/L Negative | 2.78 x 10? TCIDso/mL Positive
Fisherman's Friend Menthol 15 mg/mL. Negative | 3.78 x 102 TCIDso/mL Positive
Plaguenil Hytroeyenieoguing sulphate | 150 umol/L Negative | 3.78 x 102 TCIDso/mL Positive
SUPEROCIN Ciprofioxacin 30.2 ymol/L Negative | 3.78 x 107 TCIDso/mL Positive
Zeffix Lamivudine 1mg/mL Negative | 3.78 x 102 TCIDso/mL Positive
Blood (human) Blood (human) 25% v/v Negative | 3.78 x 107 TCIDso/mL Positive
Ricala Menthal 15 mg/mL Negative | 3,78 x 102 TCIDso/mL Positive
Mupirocin Mupiracin 10 mg/mL Negative | 3.78 x 102 TCIDso/mL Positive
Flonase Fluticasone 5% viv Negative | 378 x 10 TCIDso/mL |  Positive
Purified mucin protein Mucin protein 2.5 mg/mL Negative | 3.78 x 102 TCIDso/mL Positive

4, FARHE
AEmMmE L2 RT-PCR ERR RS IELLEERIN TR ¢

RT-PCR
Pt [E4: it
_ " ! [l S 36 0 36
wEﬁﬁEJzﬁ FABRHEERR frem 2 133 35
RERBER (BUSR.TD-4531H) -
et 38 133 7

Sensitivity(EBBIE)-Positive Percent Agreement (PPA) = 94.7%, 95% Cl : 82.7%-98.5%
Specificity(45214)=Negative Percent Agreement (NPA) = 100%, 95% Cl : 97.2%-100%
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