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EDA

CareStart™

C#VID-19[1]

Rapid Diagnostic Test for the Detection
of SARS-CoV-2 Antigen

= For in vitro diagnostic use only

= For prescription use only

= CLIA complexity: Waived

* FDA Emergency Use Authorization (EUA) Approved

The CareStart™ COVID-19 Antigen Test is a lateral flow immunochromatographic
assay intended for the qualitative detection of the SARS-CoV-2 nucleocapsid
protein in nasopharyngeal and nasal swab specimens directly collected from
individuals who are suspected of COVID-19 by their healthcare provider.

Features
& Fastand easy to use in Point-of-Care setting

& Qualitatively detect the SARS-CoV-2 nucleocapsid protein

& Use for nasopharyngeal (NP) and nasal swab specimen

& Fast results only in 10 minutes

& No special equipment or training required

& All-in-one package

&' Identify and monitor individual’s current infection status to COVID-19.
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Test Procedures

Nasopharyngeal (NP) Swab Collection Nasal Swab Collection

Remove a swab from the pouch. Place the swab into one of patient’s Remove a swab from the pouch. Insert the swab into one of patient’s
1 2 nostrils until it reaches the posterior 1 2 nostrils up to 1 inch from the edge
nasopharynx. of the nostril..

Slowly rotate 5 times the swab over Bamaie theswab Farmthe Slowly rotate 5 times the swab over Remove the swab from the
the surface of the posterior nostril the surface of the nasal cavity. nostril
nasopharynx. ' '
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Remove the swab by rotatin
: - Place the swab into the extraction against the extraction vial while
5 Peel off aluminum foil seal. 6 vial. Rotate the swab vigorously 7
at least 5 times.

sq’ueezing the sides of the vial to
release the liquid from the swab.
Properly discard the swab.
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Invert the extraction vial and

Close the vial by pushing the cap Mix thoroughly by flicking hold the sample vertically
8 firmly onto the vial. 9 the bottom of the tube. 1 0 above the sample well.

Squeeze the vial gently. Allow
three (3) drops of sample to
fall into the sample well.

. Order Information
Result Interpretation

Start the timer COVID-19

k SARS-CoV-2 Positive  Negative Invalid Cat. No. RCHM-02071
’ 1. e e P o | e - Package Unit 20 tests/kit
& o T L
10 min miEE T mi N 20 Test devices
20 Extraction vial/cap
Rﬁ%thg retsult — NOTES 20 Specimen collection swab
Thefestresultshould | o e e ey paminetesonetmesns  Kit Component 1 Positive control swab
D o Ay hint e ety e esegiontd 1 Negative control swab

should be considered as positive.
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