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This test has not been FDA cleared or approved; this test has been
authorized by FDA under an EUA for use by laboratories certified under
the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42

a C Ov I D 1 9 U.S.C. §263a, to perform high, moderate, or waived complexity tests and
- for use at the Point of Care (POQC), i.e., in patient care settings operating
under a CLIA Certificate of Waiver, Certificate of Compliance, or
Ab'bott QU ICK RE FE RE NCE I NSTRUCTIONS Certificate of Accreditation.

This test has been authorized only for the detection of nucleic acid from

SARS-CoV-2, not for any other viruses or pathogens.

This test is only authorized for the duration
of the declaration that circumstances exist
Jjustifying the authorization of emergency
use of in vitro diagnostic tests for detection
and/or diagnosis of COVID-19 under
Section 564(b)(1) of the Act, 21 U.S.C.
§360bbb-3(b)(1), unless the authorization

is terminated or revoked sooner.

Materials Required to Run a Test: Instrument:

Lid
Display

Test Base
Holder
L
2
Sample
| Receiver |
- Holder
/
Test Sample Transfer Patient
Base Receiver Cartridge Swab

For Use Under an Emergency Use Authorization Only - US only.
Refer to the ID NOW COVID-19 Product Insert and User Manual for complete instructions.
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COVID-19

QUICK REFERENCE INSTRUCTIONS

Before performing this test, refer to the ID NOW COVID-19 Product Insert and User Manual for complete Test Procedure and

additional information.

Follow the step-by-step instructions shown on the instrument screen.

Test Results
10AK425

[-]
N | N

COVID-19: Positive

Refer to Product Insert
Do not open the

Sample Receiver

instructions for retest
procedure in the case of
an Invalid result.

before placing in
the instrument.

Refer to the Product Insert for instructions on safe handling and disposal of
samples and test components.
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