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EZER™
Norovirus Antigen
Rapid Test Device

INTENDED USE

The EZER™ Norovirus Antigen Rapid Test Device is an in vitro
immunochromatographic assay for the qualitative detection of Norovirus
antigens in human feces specimen. It is useful as an aid in management
and monitoring of viral gastroenteritis.
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PERFORMANCE RESULTS
CHARACTERISTICS :

Cc T
The EZER™ The Reference Kit Positive
Norovirus Antigen
294 3

(+}
+ 17 kl ic
= 15 905 920 c T ‘
Total 309 922 1231 Negative
Positive percent agreement: 95.16% (92.12%~97.26%)
Negative percent agreement: 98.16% (97.06%~98.92%) - |
Positive predictive value: 94.53% (91.39%~96.78%) k I 1C
Negative predictive value: 98.37% (97.33%~99.08%) G -V :
Overall percent agreement: 97.40% (96.35%~98.22%) Invalid
D
8 [
c T) !

Invalid

PROCEDURE
Reagents, specimens, and devices must be at AVAI LA BI LI TY

room temperature (15-30 °C) for testing.

EZER™ Norovirus
Product Antigen Rapid
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3 drops of solution
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