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M ropiGEN BIOCREDIT Influenza A & B Ag
INCORPORATION

One-step Influenza Virus Type A&B Antigen Test

Cat. No G10RHS25

H Introduction

Flu is a potentially serious viral respiratory disease caused by influenza virus that
circles the glove every year. As it spreads, the virus slowly changes its genetic
materials that make it very difficult for our immune systems to recognize the infection.
Three types of Influenza virus have been identified and are named influenza A, B
and C that are divided into subtypes based on two glycolproteins on the surface of
the virus, the haemagglutinin (HA) and neuraminidase (NA). There are fifteen
different HA (i.e. H1-H15) and nine different NA (i.e. N1-N9). The current subtypes of
influenza A viruses that infect humans are new HIN1. The influenza virus originally
came to humans from birds. Recently, A large outbreak of novel influenza A virus,
is originated from swine, jumped the species barrier and began to infect people.
These rapid influenza diagnostic test kit can identify Influenza A&B virus directly
from nasal swab or Nasopharyngeal swab with a high degree of accuracy.

B Material provided inf A&B kit contains following items
1) Influenza A & B test strip wrapped with foil pouch
2) Sterilized swab for specimen collecting
3) Buffer for specimen extraction
4) Instrcution for use

M Indications
For qualitative detection Influenza A & B virus antigen from human nasal,
nasopharyngeal and throat swab.

B Specimen collection (refer to image 1)
. Because collecting sample has a chance of infection unknown, it should be treated
by trained person having special technique.
2. As collecting sample affects to test result crucially, it is needed to be careful.
3. When sample collection is done at the several part(Nasal and Throat), can get
more exact result.
4. Specimen should be tested as soon as possibles afier collection.
< 1> Nasal swab specimens
To collect a nasal swab specimen, it is very important to collect sample from
both nostrils. Insert the inclosed swab into a nostril with care. Rotating softly,
push the swab until resistance is met at the level of turbinate. Collect the exudate
on the nasal wall. And then collect the exudate from the other nostril with the
swab justused at the same way.
< 2> Nasopharyngeal swab specimens
To collect nasopharyngeal specimen, insert a sterilized swab into a nasal cavity
deeply to touch nasopharyngeal. Rotating softly, follow the instruction on nasal
swab specimen collection.
<3 > Throat swab specimens
To collect a throat swab specimen, vigorously rub a swab on both tonsillar
surfaces and the posterior pharynx.

(Image 1 Specimen collection)

— Specimen Collection
Nasopharyngeal Swab

Nasal Swab Throat Swab

_ Test Procedure

H Stroage of collected swab and sample

When the sample have to be stored, swab sample itself could be stored in the cold
storage (2~8C) for 12hours.

Bl Test procedure (refer fo image 2)

1. This test should be done at the room temperature, so when test regeant was stored
in the cold storage, before doing the test 15~30minutes, place the reagent in the
room temperature and make it same as room temperature. When regeant stroed
at the room temperature, can open and use it inmediately.

. Insert the patient swab sample into the test tube, then, swirl the swab 5~10 times
while pressing the head against the bottom and side of the test tube.

. Roll the swab head against the inside of the tube while you removing it. Dispose
the used swab in accordance with your biohazard waste disposal protocol.

4. Take the test strip from the foil pouch,

. Place the test strip into the extraction tube as arrow indications on the test strip
pointing down. Do not handle or move the test strip until the test is completed
and ready for reading.

. Interpret the result between 15~20 minutes.
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. Please do not interpret over 20 minutes.

(Image 2 Test Procedure)

Place the test strip
inta the test tube,

Insert, the swab specimen, Remave the swab while gently
swirl the swab above five times, squeeze the head of swab,

H Interpretation of the test (refer o image 3)

1. Negative: Only one band appears on control line(C).
2. Influenza A Positive(A) : one purple line(C), one gray line(A)
A means gray line which is closely located in the bottom.
3. Influenza B Positive(B) : one purple line(C), one gray line(B)
B means gray line is closely located in the middle.
4. Influenza A & B Positive : one purple line(C), two gray line(A,B).

5. Invaild result : If the control band fails to appear within the result window, the
result is considered invalid. The directions may not have been followed correctly
or the test may have deteriorated. It is commended that the specimen be retested.

(Image 3 Interpretation of the result)
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B Performance characteristics

1. Sensitivity and Specificity

Nasal Swab Nasopharyngeal Swab

A B Neg. | Total A B Neg. | Total
plL_A 55 0 3 58 pl_A 52 0 3 55
cC| B 0 26 2 28 c| B 0 27 3 30
R Neg. 0 0 101 101 B Neg. 0 0 80 80
Total 55 26 106 | 187 Total 52 27 86 165

A type sensitivity : 94.82%
B type sensitivity : 92.85%
Specificity : 100%

2. Cross reactivity

A type sensitivity : 94.54%
B type sensitivity : 90%
Specificity : 100%

- Type A influenza virus
Cross-reactivity at the B test line position was not observed with the following
type A influenza viruses (10° to 10°® pfu/m¢)
A/New Caledonia/20/99(H1N 1), A/California/7/2009 (HIN1), A/Panama/2007/
99(H3N2), Influenza A/Anhui/1/05 (H5N1)

- Type B influenza virus

Cross-reactivity at the A test line position was not observed with the following
type B influenza viruses (10° to 10% pfu/me)
B/Yamanashi/166/98 , B/Pananma/45/90, B/Brisbane/60/08, B/Massachusetts/
02/2012, B/Yamagata/16/88, B/Phuket/3073/2013, B/Malaysia/2506/2004, B/
Wisconsin/1/2010, B/Victoria/2/87, B/Tokio/53/99, B/Victoria/504/00, B/Malaysia/
2506/04, B/Florida/07/04, Florida/04/06

- The other viruses
Cross-reactivity was not ovserved with any of the following viruses (10° to10®
TCIDse/mb)
Adenovirus (type 1,2,3.4,5,6,7), Parainfluenza virus (type 1,2,3.,4), Respiratory
syncytial virus (type A, B), Rhinovirus (type A, B)

B Limitation of the test

This kit is developed for detection of Influenza type A & B virus. This kit can provide
rapidity and easiness for the test. But it still remains the possibility of false positive
or false negative result caused by various factors, So other clinically useful tests are
required for accurate test. As with all diagnostic tests, a definitive clinical diagnosis
should not be based on the result of a single test. The results must be evaluated in
conjunction with other clinical data available to the physician.

B Warnings

1. For in vitro diagnostic use only.

2. Do not RE-USE all materials.

3. Wear protective gloves while handling specimens. Wash hands after doing test.

4. The test device is sensitive to humidity and heat. Perform the test immediately
after removing the device from the foil pouch.

5. Do not use the device beyond the expiration.

6. Decontaminate and dispose of all specimens, tested devices and potentially
contaminated materials, as if they were infectious waste, in a biohazard container.

H Package

25 tests / 1 Kit

M Kit storage and stability

The test kit should be stored at room temperature.
This product is stable for 24 month since the date of manufacture.
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