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COVID-19 Ag Rapid test

1. Audnsuzaly
YANTINTIAUNMATITAANSDY (Screening test) WUUTIAL? enTiamuouRiauvese
SARS-CoV2 ’
2. AMANBUTIANIE
2.1 Tdwdnnis Immunochromatographic assay
2.2 awnsonalalusned1sdinsiavia Nasopharyngeal swab wag Nasal swab
2.3 yansadinula (Sensitivity) laipaninfosar 95 wariimudwie (Specificity) lal
Upeni3vLas 98
2.4 ansnauNamIvAgauINNSinkavavuLoUNRasulaanUa lustezaliiu
15 u#
2.5 enT19iluauAIuAY (Internal control zone) Lﬁamuquﬂmmwmmmimaau
3. Jauluawz
3.1 yanaaeuUsznaumegunIallunisagavagties loun
3.1.1 dmuAuNauIN (Positive Control)
3.1.2 fmuAunaau (Negative Control)
3.1.3 vapavaapuviagouyy annsafuld meluvsspheiives
(Extraction buffer tube)
3.1.4 Disposable sterile swab with tube TuUSinauiniuduiugnasi
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3.2 YANAABUABINIUNITTUTDWATFINEING FDA *38 CE mark ¥39 83ANTTEIMNSHaYEN

YaUszmAlng
3.3 USEVPDI9An1 EQA 38 Interlaboratory Comparison

3.4 yansiadedlafunmsussiliuamnmannvieal fUANslsmenuaumssuaTsedn
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a1aun 19N IUTEiY LNEUTIAZILLL
1 dnwrYeIaeAUTIY Buffer Bauyiieransnaaey 95 %
2 N9 IUNaRALUE Lo T zone uwag C zone ABuen 100 %
waruauIuTALaY
3 HANTNAZBUYR 30 et rasaanAdasiufiImUANaY 100 %
(Negative Control) uagsniuawuIn (Positive Control)
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