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Re: EUA201779

physiological saline solution, (2) Copan U
Remel tube without beads, is granted.
EUA201779/S003 supports the requeste

Test. By submitting this EUA revision for review by
with the Conditions of Authorization stated in the

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

Sincerely yours,

December 10, 2020

Trade/D ARS-CoV-2 & Influenza A/B Nucleic Acid Test

the Instructions for Use (IFU) of the cobas SARS-CoV-2 & Influenza

include testing of specimens collected in; (1) 0.9%

rt Medium without beads, and (3) Thermo Fisher Scientific
N that the data and information submitted in
2 cobas SARS-CoV-2 & Influenza A/B Nucleic Acid
g Administration (FDA), you have complied
the emergency use of the cobas SARS-CoV-2 &

Uwe Scherf, M.Sc., P






