SARS-CoV-2 Ag

Flowflex

SARS-CoV-2
Antigen Rapid Test Lollipop (Saliva)

A rapid test for the qualitative detection of SARS-CoV-2
nucleocapsid antigens in saliva specimens.

For professional in vitro diagnostic use only.
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Flowflex SARS-CoV-2 Antigen Rapid Test Lollipop (Saliva)

The SARS-CoV-2 Antigen Rapid Test Lollipop (Saliva) is a lateral flow chromatographic immunoassay for the qualitative detection the nucleocapsid
protein antigen from SARS-CoV-2 in saliva specimens directly from individuals who are suspected of COVID-19 by their healthcare provider within the
first seven days of the onset of symptoms.

The SARS-CoV-2 Antigen Rapid Test Lollipop (Saliva) is intended for use by trained clinical laboratory personnel and

individuals trained in point of care settings.
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- Specimen: Saliva specimens
« Test Time: Results at 15 min.
« Shelflife: 12 months

- Storage temperature:2-30°C
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Clinical Performance

Saliva Lollipop Specimens

The performance of SARS-CoV-2 Antigen Rapid Test Lollipop (Saliva) was established with 560 saliva Lollipop Specimens collected from individual
patients. The results show that the relative sensitivity and the relative specificity are as follows:

Method RT-PCR (Nasopharyngeal Swab Specimens) Total
SARS-CoV-2 Antigen Rapid Test Results Negative Posifive Results
Lollipop (Saliva) Negative 450 20 470
(saliva Lollipop Specimens) Positive 0 90 90
Total Results 450 110 560
Relative Sensitivity: 81.8% (73.3%-88.5%)* Relative Specificity: 100.0% (99.2%-100.0%)*
Accuracy: 96.4% (94.5%-97.8%)* *95% Confidence Intervals

Materials Provided

- Test Cassettes - Saliva Lollipop - Package Insert

Test Procedure

1. Test StePs - - - - oo oo
's .,
2
—-— 1%k B
Pa &
@ Open the saliva lollipop packaging at stick end. @ Drain mucus from the back of the nose and © Take a deep breath in and cough hard, do not spit.
throat at least 3 times.
nsert a saliva lollipop into the mouth at least ipe both upper and down surface of the tongue.
| liva lolli i h hat | Wipe both d d f: f th

30 seconds.
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15-30 min. Negative Positive Invalid
Insert the sponge end of the saliva lollipop.
Ordering Information

Product Name Catalog No. Format Specimen Package

L031-125R5 +/ Cassette saliva specimens 1 Test/Kit

Flowflex SARS-CoV-2 . : :
Antigen Rapid Test Lollipop (Saliva) L031-125T5 +/ Cassette saliva specimens 5 Tests/Kit

L031-125U5 + Cassette saliva specimens 25 Tests/Kit
+/ CE Marked
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