Provisional Authorisation for COVID-19 Tests

Applicant IceSing Bioscience Pte Ltd

Name of test DirectDetect SARS-CoV-2 Detection Kit
Intended purpose (As per manufacturer’s The DirectDetect SARS-CoV-2 Detection Kit is a
information for use) real-time RT-PCR test intended for the

qualitative detection of ORFlab and N gene of
severe acute respiratory syndrome coronavirus
2 (SARS-CoV-2) in oropharyngeal swabs from
individuals that are suspected Corona Virus
Disease 2019 cases, suspected clustered cases,
or that needs to be infectious diagnosis or
differential diagnosis.

Date of Provisional Authorisation 12 January 2021
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