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Transcriplase Polymerase Chain Reacton [RT-PCR) is & newsy moifiod ihat Jg genoralh
morm sensfive Pian cuture wih impivved delscion ales over culture of 2-23%. -
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;:m A+D Rupid Tes! cossefte (SwotvNasal Aspuole] quaitalively dw.:::
presence of Infunnza A and/or Infuenza B anbgen m nasopharyngesl swab of hroal
fnasal anprate specimens, providing rasults within 15 minufes mwmm:ﬂmns
speciic for Inbuanza A and Infuonza B lo selectively datect Influenza A and Influen:
anbgen in nasopharyngeal swab, hoal swab of nasal aspirale specimens.
[PRINCIPLE]
Infenza A+B Rapid Tes! Cassello (Swab/Nasal Aspirale] [ & quaditaiive, |aleral flow
i ‘:r ::.M of A and Inflvenza B m::topum In
nasophanngesl swab, throal swab of nasal aspirala sp In this
specific Io e (nfuanza A and Influenza B nudeoprolens (s sepanaloly coated on he test line
regons of (e les) casselle. Dunng lesting, the extracted specimen reacts wilh the anbibodies
1o Influena A and'or Influsnza B hal are coaled onto partcies. The mixfure migrates up the
mambrane lo react with ha anibodes 10 influenza A andior Influenza B on the membrane
and generale one of two colored ines in tha fest regions. The presence of this colored fine In
oithar or bath of the test regions indicates @ positive result To serve ae a procedural control,
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[REAGENTS]
The test cassatte contalns ant-Infuenza A and B partices and ant-Infuenza A and B coalod
on the memiyans.
[PRECAUTIONS]
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E memhmwmm Do not use after the expirabion date.
2 The leal should remain in the sealed pouch until ready o use.
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4 The used fest shoud be di g 1o local regud
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= Throat swab sample

1. Remave s st cassatin from o seated od pouch
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2. Placa the Extracton Tue in e worksinbon. Hold the axracion oagant botlle up
down vertically. Squesze the bolle and Iat the salution drop in1o the sxraction m‘w
Without ouching The edge of he tube Add 10 dropa of extraction reagent (Approx.
Extraction Tube dlustration 1
1mPhh:mmm-mmm Rutate Me swab far approwimately 10

20c0nts while pressing e head againal ihe inside of Me fibe o relase the anfigen in

tho swab. Sea ifustration 2.
4. Reimove the swab whi squeezing the swab haad agains! iho (nside of the Extraclion
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5. Fit e ropper Bp o 1op af the extracton tube. Place the tust cassette on n dean

Jevel surface. Seo iusirabon 4.
5. Add three drops of the solutlon (approx 120 pL) o the sampis woll and then sturt the

lifmer
7 Wail for he colored ina(s) to appear, Read the rasull at 16 minutes. Do not inlesprot the
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[INTERPRETATION OF RESULTS] iz
(Plense refer Io the ilusirabon above)

POSITIVE Influenza A:* Two colored lines appear. One colored line should be in the
control region (C) and anolher colored Ine should bo in the Influenza A reglon (A). A positive
result in the. A region that I A anfigen was Inthe sample.
POSITIVE Influenza B:* Two colored lines appear. One coiored line should be In the
conlrol region (C) and another colored Une should be in the Influenza B region {B). A positive
resull in the infi B region that Infl B antigen was det d In the sample.
POSITIVE Influenza A and Influsnza B:* Three colored lines appear. One colored line
should be in the controd region (C) and twa colored line shouid ba In the Inluenza A region (A)
and Influenza B region (B). A positive result In the Influenza A fegion and Influenza B reglon
Indicales that Influenza A antigen and |nfluenza B antigan were detected in the sample

‘NOTE: The nlensity of the color In Ihe test line regions (A or B) will vary based on the
amount of Flu A or B antigen present in the sample. So any shade of color in the test regions
(A or B) should be considered positive

NEGATIVE: One colored line appears In the contrel reglon (€). No colored fine appears
In the test line regions (A or B).

INVALID: Control line falls to appear. Insuflicent Spacmen volume o incommect procedural
technigues are the mosl likely reasons for control line Inilure, Reviaw the procedure and
ropeat the tes! with a new lest casselle. If tho Pproblem persists, discontinue using the test kil
Immediately and contact your local distributor,
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1 The infuenza A+B Rapi Test { b
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Viris in nasopharyngunl swab, Mroal swab of nasal Asprals specimens mmm
Quanttotive vulus nor the rate of n A andior B virus

be dutermined by this qualitativs test
2 The Infuerza Av8 Rapid Test Cassetle (SwabiNasal Aspirate) will only tndicate the

Presanice of Influenza A and'or B virus in (he spacimen from both viable and non-viable
Influenza & and B siraing.

3 As with sl dlagnoatic tests, all resulls must be inlerpreted togethar Wit olher clinical

dabia to the

4 Anegalive rasyil obitainod from this kit should be confirmed by culture. A negative result
My ba o IF the of the A andior B virus presant In e

pharyngeal swab is not of is balow tha detectabie lavel of the last

6 Excoss blood o mucus on the swab specimen may interfere with lest performance and
rary yleld a falsa positive resull

6 The accuracy of the lest depends on the quality of the swab sample. Faise negatives
fmary ranult from improper sample coflection or storage.

7 The use of over-iha-counter and prescription nasal sprays at high concentrations can
Interfere wilh resuits, loading to eifher invalid of mcorect test results.
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‘with anothar 1 the p y of an ying bactenal infection should
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[PERFORMANCE CHARACTERISTICS ]
Tk Specficity and

Tne influenza A+B Rapid Test Gn'uu;
specimens oblained flom the patients. RT-PCR s

Aspi ’,l\nnbeen with
used as the reference melhod for the

Influenza A+B Rapid Test Casselle were
posiive If RT-PCR indicaled a positive result. Sp ware g if RT-
PCR indicated a negative result.
Typs A Type B |
RT-PCR RT-PCR \
- Tokal
Posiive | Negaive | '™ | Fosiive [ Negatwe | © '
FluA |Fasiive 100 2 102 s | =z | m |
Negalive 1 180 181 2 | 200 | =02 |
Tolal 101 182 283 g7 | 202 | 2me
Relative Sensitiyity 99.0% 97. 7%
|_Relative Specificty 98.0% %9.0% |
Accuracy 98 9% 1 98.6% |
5
Type A [ Type B : 1
RT-FCR RT-PCR
Pasitive | Negalive it Positive | Negative | Toget ‘
FluAsa |Poulive 58 1 59 &5 1 8|
Negative 3 150 153 4 162 166 |
Tolal [ 151 212 59 163 232
Relative Sensitivil 95 1% 94 2% i~}
Relative Spacificity 99 3% 99.4% =l
Accuracy 98.1% 97 8% |
Hasal Aspirate Specimen
Type A Type B i
RT-FCR RT-PCR
T
Posilive | Negative o Positive | Negative o
Flu A+B Positive 46 2 48 94 1 a5
Negalive 0 241 241 2 188 | 180
Tolal 46 243 289 9 158 | 255
Relative Sonsitivity 100% 97 9%
Relative Speafiaty 99.2% 93 4%
Accuracy 99.3% 98 8% 1

The Influanza A+B Rapid Test Casselte (Swab/Nasal Aspirale) was lested with the tollowing
human influenza straine and a discemible line at appropriale lest-line regions was cbsarved:
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A/Duck/Hubel/216/1983(H7NE)
ADuck/Hubel/137/1882(H10N4)
AJANhul1/2013 (H7TNS
Description Test Level
Human adenovirus C 562 x 10° TCI
Human adenovinus B 1.68 x 10° TCIDg/mL
" Adenovirus gpe 10 3.16 x 10° TCIDw/mL
Adenovirus type 18 1.58 x 10° TCl
Human coronavirus 0C43 245%10° LDy/ml
g 265x 10" LDgymL
Coxsackievius A9 1.58 % 10° TCID/mL.
Coxsacklevirus BS 1.58 %10 TCIDs/mL
Human herpesvirus 5 1.8 x 10° TCIDs/mL
Echovirus 2 3.16 % 10" TCl
Echavirus 3 1% 10° TCIDsymL
Echovirus 6 3.16 % 10" TCIDso/mL
Herpes simplex virus 1 1.58 x 10° TCIDsp/mL
Human herpesvirus 2 2.81% 10° TCIDso/mL
Human Rhinovirus 2 281 % 10° TCIDe/mL
Human Rhinovirus 14 1.58 % 10" TCIDsy/mL
Human Rhinovirus 16 8.89 x 10° TCIDs/mL
Meas| 1.58 x 10° TCIDsy/mL
Mumps 158 x 10" TCIDso/mL
Sendal virus 8.89 % 10” TCIDs/mL
Paralnfluenza virus 2 1.58 % 10/ TCIDe/mL
Parainfluenza virus 3 1.58 x 10° TCIDg/mL
Raspiratory syncytlal virus aasxm“rcgg L
Human respiralory syncylial virus 1,58 x 10° TCID=p/mL
Rubella 2.81 x 10° TCIDsp/mL
Varicella-Zoster 1.58 x 10° TCIDs/mL

TCiDg = Tissue Cullure Infectious Dose s the dilution of virus that under the conditions of
the assay can be expecied to infect 50% of the cullure vessels inoculated.
LDy = Lethal Dose Is the dilution of virus that under the conditions of the assay can be
expected lo kill 50% of the suckling mice inoculaled.

Precision

Intra-Assay & inter-Assay
Within-run and Between-run precision has been delermined by using five specimens of
Influenza standard control Three different lols of the Influenze Rapid Test Casselle
(Swab/Nasal Aspirate] have been tested using negative, Influenza A weak, Influenza B Weak,
Influenza A Strong and Influenza B Strong. Ten replicates of each level were lesled each day
for 3 conseculive days. The specimens were carrectly identified >99% of the time.
Cross-reactivity

The following organisms were tested at 1 umn‘mgm. and all found to be negative when

tested with the Influenza A+B Rapid Test Cas:

{Swab/MNasal Aspirate):

Arcanabaclerium

FPseudomonas aeruginosa

Staphylococcus aureus subspaureus

Staphylococcus epidermidis

Staphylocaccus saprophylicus

Streptococcus agalactiae

Sireptococcus bowvis

Streptococcus dysgalatiae /
subsp.dysgalatiae

Streplococeus oralls formerly
Streplacoccus

Streplococcus pneumaniae

Sfreplococcus pyogenes

Streplococcus salivanus

Straplococeus sp group F.lype 2
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