


5) Remove the swab while pressing against the sides of the tube to ensure maximum amount of liquid Note: A negative result is presumptive and confirmation with a molecular assay, if necessary, for patient
has been squeezed from the swab. management may be performed.

Note: For serial testing programs, additional confirmatory testing with a molecular test for negative results
may be necessary after second negative result for asymptomatic patients, if there is a high likelihood of
SARS-CoV-2 infection, such as in an individual with close contact with COVID-19 or with suspected exposure
to COVID-19 or in communities with high prevalence of infection. Additional confirmatory testing with a
molecular test for positive results may also be necessary, if there is a low likelihood of SARS-CoV-2 infection,
such as in individuals without known exposures to SARS-CoV-2 or residing in communities with low
prevalence of infection.

STORAGE AND STABILITY

An unopened test device should be stored at 2 - 30°C (36 - 86°F). The shelf-life of the test device is 12 months
and it is stable until the expiration date marked on the label. An opened test device is stable up to 1 hour after
released from the aluminum pouch.

EXTERNAL QUALITY CONTROL

It is recommended that positive and negative external control swabs are run once with every new lot,
shipment, and each new user. External positive and negative control swabs are provided in the kit. The
external control should be tested using the nasopharyngeal swab test procedure provided in the instructions
for use or the quick reference instruction.

ASSISTANCE

If you have any questions regarding the use of this product or if you want to report a test system problem,
please contact Humasis Co., Ltd. (via email: info@humasis.com, via phone: +82-31-8085-6284) or Celltrion
USA, Inc. (via email: Diatrust@celltrion.com, via phone: (201) 499-1844).

The full Instructions for use can be found at the following website: <www.DiaTrustCOVID.com>

6) Equip the filter cap on the test tube and immediately dispense three drops of sample extracts (100 pL)
into the sample well of the device. (If you have dropped the test device after sample application,
please discard the device and restart the test using a new device.)

7) Read results 15 minutes after applying the sample. Do not read results after 20 minutes.

A paper copy of the instructions for use can be requested without additional cost. Please contact Celltrion USA, Inc.
at <(201) 499-1844> or <Diatrust@celltrion.com> to obtain a copy free of charge.

In the USA, this product has not been FDA cleared or approved; but has been authorized by FDA under an
EUA for use by authorized laboratories; use by laboratories certified under the CLIA, 42 U.S.C. $263a, that
meet requirements to perform moderate, high or waived complexity tests. This product is authorized for
use at the Point of Care (POC), i.e., in patient care settings operating under a CLIA Certificate of Waiver,
Certificate of Compliance, or Certificate of Accreditation.

This product has been authorized only for the detection of proteins from SARS-CoV-2, not for any other
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