HEALGEN

Rapid Check :
RSV Antigen Test

Product Descriptio

(

A rapid, qualitative test for the detection of a ‘
respiratory syncytial virus fusion protein directly » e
from nasopharyngeal swab, and nasal aspirate ’

specimens in children less than 6 years and
adults over the age of 60.

The test is intended for use as an aid in the rapid laboratory diagnosis of acute respiratory
syncytial virus infection in patients with symptoms consistent with RSV infection.

Swift Results, Seamless Care

Features/Benefits

Rapid Detection and Patient Management
RSV Infection results available in 15 minutes

Various Sample Types

Nasopharyngeal Swab and Nasal Aspirates from symptomatic patients less than 6
years and over the age of 60.

Simple and Effective

CLIA Waived testing at the point-of-care for use with minimally trained healthcare
professionals

Premier Test Performance*
Positive Percent Agreement: 93.9%

Negative Percent Agreement: 97.7%
*Nasopharyngeal Swab and Nasal Aspirates. Refer to the Package Insert for additional performance claims.

Transport Medium Compatibility
Allows for analysis of preserved or
transported specimens.

External Quality Controls Included
Facilitate routine quality inspection

Shelf Life that Spans Viral Seasonality
24 months from date of manufacture at room temperature storage



Rapid €heck
RSV Antigen Test

20 Individually packaged test devices
20 Extraction Tubes

40 Disposable Pipettes

1 PC (Positive Control Reagent)

1 NC (Negative Control Reagent)

1 R1 (Extraction Reagent Solution)

1 Instructions for Use

Test Procedure
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Draw 160 pL (second Add entire contents of the Add four (4) free falling drops Gently swirl the extraction
notch) of the sample up Pipette to the extraction tube. of R1 to the extraction tube tube to mix the sample and
into a disposable pipette. while holding the bottle vertically R1.

over the tube.
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NEGATIVE
Draw 160 pL (second notch) of Squeeze entire contents of the Read test result between
the sample up into a disposable pipette dropper onto the fifteen (15) and twenty- T c

pipette. sample well of the test device. five (25) minutes after [:]

applying the extracted INVALID
Ordering Informatic

sample to the test device.

 REF  Description
GCRSV-502Sa Test Kit 20T/Kit Kit
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