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COVID-19 testing device applications authorized by Health Canada

Device
I0 10 first
authorization authorization Device issue  Testing
date +[¥] ID Manufacturer Device name identifier date information
2021-03-19 320216 Pcl Inc. (South Pcl COVID19 AG Rapid Fia = COVO05 2021-  Antigen
Korea) 03-19  Technology
Lab-based
Pcl Immunofluorescence  ATPI04 2021-  Test
Analyzer Pclok Ez 03-19  Sensitivity =

94.29%
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COVO5 FIA Sensi

Manufacturer

PCLINC. (South Korea)

ve Antigen RAPID Test

Characteristics

Detection of SARS-CoV2 Antigen
10 mins

Sensitivity:
98.6%

Specificity:
88.7%

More Information

Certifications

kFDA

kFSC

CE-VD

CDSCO INDIA
Greece

Colombia INVIMA




