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One Step SARS-CoV-2 and Influenza A&B Antigen Rapid Test
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Clinical Sensitivity and Specificity

Features

Positive Negative Total
Positive 65 0 65
| Adopt black go|d tech0|ogy COVID-19 Ag| Negative 7 100 107
Total 72 100 172
[ | Rapld antlgen testlng for profess|ona| use Clinical Sensitivity 90.2% (65/72) [95% Cl: 80.9%-96.0%]
Clinical Specificity 100% (100/100) [95% Cl: 96.3%-100.0%)
B Simultaneous detection for _ (Influenza A&B Ag)
SARS-CoV-2 and Influenza A&B virus RT-PCR
. . A Positive B Positive Negative Total
B Collection of nasopharyngeal specimen APositive| 60 0 0 60
. Influenza |B Positive 0 25 0 25
B Easy toread with dual color system A&BAg | Negative 4 2 51 56
Total 64 27 51 142
[ ] Rapid result in 15 minutes Clinical Sensitivity Influenza A 93.75% (60/64) / Influenza B 92.59% (25/27)
Clinical Specificity 100% (51/51)




One Step SARS-CoV-2 and Influenza A&B Antigen Rapid Test

BIOCREDIT CoviFlu Ag Duo Rapigen

| Test procedure | Interpretation of Results
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[COVID-19 positive] Two bands appear;
one red control line (C) and one black or gray test line (T)

Influenza
A&B Ag

1. Insert the swab specimen and 2. Remove the swabwhile 3. Close the assay diluent tube

swirl the swab 5~10 times. gently squeezing the with afilter cap securely.
()] [Influenza A positive 1 Two bands appear;
head of the swab. E one red control line (C) and one black or gray test line (A)
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[Infiuenza B positive ] Two bands appear;
one red control line (C) and one black or gray test line (B)
g
£2
3 [Influenza A,B positive ] Three bands appear;
H one red control line (C) and two black or gray test line (A,B)
4 [Influenza A&B Ag) [COVID-19 Ag) gz '5‘. gEm "—".
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4. Invert the assay diluent tube and gently squeeze 5. Influenza ASGB Ag : Read the result = gz 10 i
it to draw 3~4 drops (30~15044) into a sample well between 3~8 minutes. = = ==
on each device. COVID-19 Ag : Read the result - 'EH
between 10~15 minutes. €2 £2

If control line does not appear in 30 min.
\ / Re-test with new test device.

| Components provided

One Step SARS-CoV-2 and Influenza A&B Anfigen Rapid Test 1. Test device 20
BIOCREDIT CoviFlu Ag Duo
One step, rapid, immunochromatographic assay for the qualitative detection )

of SARS-CoV-2 and influenza A&B virus antigen in human nasopharynx 2 Assay d I|Uent tube 20
3. Filter cap 20

4. Plastic tube rack 2

Rapigen ™

ong 5. Sterilized nasopharyngeal swab 20

6. Instructions for use 1

| Ordering Information

21000532 NS gz 20 Tests/Kit 2~307C / 35.6~86F 24 months

CE8RHA20 CoviFlu Ag Duo swab

Manufactured by —
3-4F, 16, LS-ro 91beon-gil Dongan-gu, Anyang-si, Gyeonggi-do, 14119, Republic of Korea

u Raplgen, INC. i info@rapigen-inc.com www.rapigen-inc.com/eng Rapigen Website
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