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August 11, 2022

Khushvanreep Singh M.S.
Regulatory Affairs Specialist
Roche Molecular Systems, Inc.
4300 Hacienda Drive
Pleasanton, CA 94588

Re: EUA201779488
Trade/Dg ARS-CoV-2 & Influenza A/B Nucleic Acid Test for use on the cobas Liat System
Dated: Aligust 1,
Received: August

This is to notify you that you ; date the Instructions for Use (IFU) and box labeling of the cobas
SARS-CoV-2 & Influenza A/B Nu i he cobas Liat System to include a description and/or

(2) update the IFU with some minor updates and
aformation submltted in EUA201779/5011 supports the
requested updates for use with the coba
System. By submitting this EUA revision for review
with the Conditions of Authorization stated in the

Drug Administration (FDA), you have complied
the emergency use of the cobas SARS-CoV-2 &

Sincerely yours,

Uwe Scherf, M.Sc., P

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20903
www.fda.gov





