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1. {EAERR (LOD): GenBody Ag kit IR (LOD) EFZAEEER SARS-CoV-2 HIZIIFHER

(USA-WA1/2020)3% 5 - #4144 21 % TCIDso of 3.55x 10°/ mL

GenBody Ag kit BSRIEIR2HRAMEREE 507 x 107 TCIDs /mL BRI 20 RAHR -
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Microorganism Concentration Microorganism Concentration
Adenovirus (e.0.C1Ad. 5 . : 656
71)- Type 7A 1.41 x10° TCIDsy/mL || Parainfluenza virus 4A | 1x10°*°TCIDgy/mL
. 5 Respiratory syncytial 6
Enterovirus (e.g. EV68) | 5.01 x 10° TCIDsy/mL irus -Type A 3.80 x 10° TCIDgy/mL
Human ) )
Metapneumovirus | 3.80x 10° TCIDgy/mL || Rhinovirus (Type 1A) 1x10°*®* TCID5y/mL
(hMPV)
InfluenzaA HIN1 7 p 10
(New Cal/20/99) 1.15x 10" TCIDgy/mL Bordetella pertussis 1.13x 10" CFU/mL
Influenza B 5 ’ ; 8
(Florida/02/06) 1.41 x 10° TCIDsy/mL Candida albicans 6.27x10° IFU/mL
Parainfluenza virus 1 | 9.12x 10° TCIDsy/mL | | Chiamydia pneumoniae | 2.12 x 10° CFU/mL
Parainfluenza vius 2 | 4.17 x 10° TCIDg/mL | | Haemaphilus influenzae | 5.43 x 108 CFU/mL

Parainfluenza vius 3 | 6.61 x 10° TCIDs/mL | | Legionela preumophita | 1,63« 10"° CFU/mL
Microorganism Concentration Microorganism Concentration
Mycobacterlin | 6,86 x 10'CFUL || MERS-cororavis | 3,56 x 10° TOIDgnl

%%gﬁ’gj 316x 10°CCU/mL || Human coromavius | 4 47 408 ToD, L

Pneumocystis firovecii
(PJP)-S. cerevisiae

3.45x 10°CFU/mL

Human coronavirus

1.26 x10° TOIDgy/mL

Recombinant

P | saaxiccrumL || OIS 41 x10°TODML
Sapocoeoss | oarxtorcruml || SRR | g crorprumL
Srptococets | arexiocrumL || eaaasiame | 1 xtotprUmL
5’%;2‘;22“5 1,64 10°CFUML Pooka fuman 100%
S[r;pﬁ;ﬁigus 817 x 10°CFU/ML Human coronavirus Not tested

SEER

1.Clinical and Laboratory Standards Institute. Viral Culture; Approved Guideline. CLSI document M-41A [ISBN

1-56238-623-9]. Clinical and Laboratory Sbndards Institute, 940 West Valley Road, Suite 1400, Wayne,
Pennsylvania 19087-1B98 USA, 2006
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Interfering Substance Concentration (mg/dL) Source
Viral Transport Medium (VTM) 50% CDC Fomula
Whole blood 5% Normal Donor
NasoGEL (NeilMed) 5% Vv Cvs
Phenylephrine (Nasal Drop) 10% Vv Cvs
Acetylsalicylic acid 20 mg/mL CvVs
Beclomethasone 0.5 mg/mL Sigma
Interfering Substance Concentration (mg/dL) Source
Benzocaine (Vicks) 5% CVS
Flunisolide 3 mg/mL Sigma
Guaiacol glyceryl ether 20 mg/mL Sigma
Menthol 10 mg/mL Sigma
Oxymetazoline (Afrin) 15% Vv CvVs
Tobramycin 40 mg/mL Sigma
Interfering Substance Concentration (mg/dL) Source
Zanamivir 3.3mg/mL Sigma
Oseltamivir phosphate (Tamiflu) 12 mg/mL VS
Cromolyn (Nasal Spray) 40 mg/mL CVs
Homeopathic (Alkalol) 5% viv CVS
Zicam Cold Remedy 5% VAV VS
mucous 35% Sigma
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GenBody COVID-19 Ag AEIZMERAREAERBBRAAAEZ (n=506) f8 NP #Hi&#(In the Jnited States and
Republic of Korea) iREEETEEM - WEIRBHEE - HEMMAZA 400 w GenBody ZEEVARNEBUWES D - Wik
88 GenBody COVID-19 Ag #EI= IFU PHRIBEIRES - AEYUSEREEEETRERA GenBody COVID-19
Ag )~ RNA Z2HY ( Qiagen ) M9 F1%l ( FDA-EUA #E##) RT-PCR ). MIRMWERRETA - A WEERHUAR
MEMfFEEE -75 °C T - TF&=R®&T GenBody COVID-19 Ag #EIZAERRMAEDITAER -

96.75% (n:123, Ct: <30, 95% Cl: 91.88% to 99.11%)
Less than 50% (Ct: >30)

98.92% (n:370, 95% Cl: 97.26% to 99.70%)

Positive Percent Agreement

Negative Percent Agreement
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