oT = =

'I 4. HAb 3 usig || 2 2
k-1 o|27|7] | *§AHE K]
Na| |D'Eh Ek 1) DE KO A|S WA BSOS AO HALS A|AS17| 15~302 K 0f Ale [2s1g |[ =717 [[Wrre 27|
=

(1~30°C)0f| £ M| sfETt T ALBS| Mo REHA SEC
Tracer” Influenza A & B Test  (HIO|E|0|M QIS 2K} 0f|0|HH| E|AE) 2) gxtel AZHME AHFEEAE00w)0] 7 FEO| 2o S| FHFL Z2H| 3) TAIE: o= 8L ZARATL, T2 IX[0ff AL 7h LEEFLER] B LY HARH o2t A 7t
20| AHFEA0| = = TECL LIEtL = B9 MAAZE 220t
"ozt HE 1423985, B - RCINFLU . 3) ZBE A2 HAE FHo| 82 m2t 22UN 0f B Ao Bo{YE X5 [T =] INFLUENZA AGB
S5 DA GLGHHAGAAFE BB =T o B) 8IS FZ0IM WjLC} P E— INFLUENZA A&B
b —— INFLUENZA A&B
> HE2 e | P> S— I INFLUENZA A&B
QB HO[2A0 ofsjM wHss 34 TEI| MPES=R o 15% [ ——= INFLUENZA A&
MAZez 30 &2 e Los|H o2 QI A7 migrt 7ty 2 2YE ] INREUENZATASE
StLiz QIR SRBIOFE SO w2t o AP XX ofd ™ T2 C
742HE0iC 10% ¥E7h ojgtels 22 E1 QELICHL AZRAUXt Hol2{AE . “ > AAMIE HREIAALL Al%fe] ZRO X7t AS 71580 A28 =2 HAE

CRARHEY.

Orthomyxoviridae0f| £3}= single stranded RNA HIO|Z{AZA SFIpX|O| THCheH
y of #dhs sing tOI 22N FI7hR|S] ey b B0 23k Aol #EO|Lt

HEHSILIOl hemagglutinindt neuraminidaseE  7HX|1 Uom, Mol et

2570l oo SH B
Pl
JESAURA B CEOZ ERELITL 0|5 ALOIN RHES Yo7l A2 T2 AET 5

H S E2FA0IES 0|50

| b A OIC}H
BHO|D{ 0|S Of& e HLSE A (hemaglutinin, H)2} 2}0| L] CHA| (neuraminidase, N) BE b 2 RS olord 98X Hato| 7 ;Tf% Z_pggf BiRE - glooz RE9
BHEYO ZF0| et HINL, H3N2 oF 20| LHr{0fX| =0, 220 0|2 HFHS ZAD0IO 2 A|EXCHS SiAS OHE|DY, CHE ZAF BHEH T} QIAMA A0 243
Yo7|L L, AR OfL|at ZEQ EX| 5 WelAo| HTL Yo AHO|D, BEL H2o|o| mErof o/8to] A ZFIES L oFgLiTt
MRIATL A0 ZSHE(Of SeI0| WO|Th W 2| UOLin CHE Ho| LAsIX| T e P P
Gezioz LM ASLICL ASTAUX} Bro|2AL J|HD WAl SB7| BT £uo s goi3-ssEE MU e mAM  HAE £20f > AL el Fo| Arg
Sof AlROIM Aoz HmEn, FEIle 120fM 4U@F 29)0|D Lio|7t e b AERAAY - SausAT D He| MEFBORY A8 o .
O|UAE, OO0 XBIE BAIUSE AE7|7} 71 AEO| YSL|CHL SA0BLE B, 2) ﬁf%AﬁEEEI 7211}’8 %”EEHO.JO? LO2 X|= 59 RS AN AAS
D85 S5 W2 5o M BNT A, S E, HIE 59| 287| S40| URAHA Y A8 AUE AL HIISE ERHOI HEL e Dol o e b B osise Wms oo e g
wots 20| SR, OANOE MFHHHO Wekeh| o, FENHESO| 5 SUES JjSH0 AAB 2282 AU, D ol HHe, HE A A HEE (B HE Ho o A
BHHE|7| 2 SHom| 0] AR AFLE0| 0| E&LCh 6) BAHE ﬁEEf'E SfTh St ET} O 2 7t B AMFEY FEO| Y1 gh80| 2 ;jaﬁq.' ed= e = 2¥e oEE Aetim e T == dix
£ HE(BioTracer™ Influenza AGB Tes) 2 U 01 28|18 F0f Eatslo] Yt TR Jhele) ROHEY. 4) SEAOM ALY 1Y H7I22 121°COIA] 152 0|4 BRSH0l T7| oLt H7IS
QIZRQUR} AYI} BHES TE0 SA| FEots HQITEHE AlFYLITH £ HEL 7) #3AO0| NS, 2 S HO| LIEHHEL 27|20 =310] H7| HESH}
SHelof Chst Srlo] MEfX Ol AEHS st RIS B3I DA HAOR AR 0|52 8 AA JHAl 2 1520] ZIME ELSBICH K . 5) 2 HES YHEAE 72002 PHHL SESHYS YoM WTAMNS A
Al7|= IZOFEIIHMS 0|23810] 7|Z0| HSZAAINA 233IE 63 CH 9| » Jfast ol &7|0 =EE HE 850 MotE = UCDZ & FA| ALESICE 8{oF tC}.
YHAHIPH S Colloidal goldE 0|8t EM HEo| RH|L} =7} XE Q0| ZHEHS] 6) & HMHo| S0Ude FEEAU = EEMEN OFX|ESLIEEO| Zo k| “EAEr
HAIZ S8t 2 Q= ATt 80|MS JHELIC 5. B #e O] 8No| U7t W20 T2 ZR0E FA S22 =2 Ao LRIt
1) BE A S0 CHEM(Q) M7t LERLOF BHTt. oAt KRS HeLt,
> A2EH ) ASTAR A U [Z AYOR ERAQ| BY B W2t HAIYS I AN 1(TD) Q ﬁ?‘lﬂ;{?ﬂfﬁﬂfj& ﬁ%a?fﬁxlq%ﬂmq
AZo| 2 BHIST} 91 BHIS F0| Zxjste QIZROXF AB Gl B Hio|2|20] ; :llz%;%lei %EEM;SF:“;EL; . iore 5 LS A EO 47[0] Lasit HEO| He0| KA & QoD 2 ALg KF
CHot st =8 HE AA ) QIZEZNAL B ¥ X ARCR EXKO EY S0 Wt AASIAS M HAR 2(T2) oD, e & =A| ALRSHT}
7t @02 BRLolo) ik 10) £ MBS 15 AABOZ ABSH0I0} 101, AL, US4 A9 J54S 2T
» AL2HbH 4) QERAX S8 U= 2402 XM 8Y-80 et HASIAS I 422 HiRIE < QoD 2 X|Zo| Zninto 2 AERICHS sjML oF ElCt
1L ZH =Y L MYy EEER R 11) & HE HAHS CH2 ZAF S 0F Qa0 2743 M20|o| BEto] ofsto]
M e 0Kl ZUNO| Yoo YEA| BHLAL MEMQ J|2g JH A|BTES 2{of it
7|2 X}b0l| O|8H CHEO{X{OF Bt} > Zoto| TE Y sliN 12) AA AE-2 XHALE LA Q=L
2 RES AAMMI EHQ MiTjo] 84 SEE FARSHO YT SM4S THBLC 13) £ MEON HBEs U8 A I T ARE RO/610{0F St
1) 3 sue 1) A%}'ggxfgﬁfﬂ ME|Z HBELICEL A0 ZHO| H2E AL 248 HELS
()2 BHIZE AN2 A7) He) 22S 222 o|Beiny nEs " - @ MBEE 5|8 A2 188002 HABO|LY, HHRE 817 BTt
(2) 2H|20| 7FE BEO| LIQL H|Z LjE o UB| AYS SEWEOIAM 7HE Qs iR M(C)Of| B M7t LiEtLHE B2 S92 Q|0|otct (3) AFR 17| RO 2AHE 20| QL=X| SHOISHA| T, 2ALEl 0| 9O D AFRSIX]
ASto] A2 A S2|TA JH53 40| HOj MES D T [ R ot
HFBHCt INFLUENZA ASB () ZH 1% Al 2| 312 TporR| Sech
(3) ZAHS JH53 ME A3 X3 st 22 YRR Bt ) o ™ T2 C (5) AF87I%t0] Zatel 22 A8BA et
() MAT HHE SA ALRSHA| e AL WRHUWORD = Soyz Ag B o A ot (6) dZota OfF 2 RO 22 2 2t
WE(20°C)ALE| 2 24A|ZHIHK] B3 JpSsiCt (_):_E""— FA 24 N - N (7) el AHE 2X 20 AL TICE
SEWMENAM 7HE et ChEM(C)ol| A 7t LIEHLE D AXHT§E 0| A Z+E Qg3 (8) M| MHZ S ZUMO| Y= MBS ZEst £ ooz A A| ZO|8|0f ST AFR
2) 015 2y ZAR 1(TL)0f M7t LIEFLER QISR AXE A &F4E ol0jpict s ZgdMo| Qe Bz 22310 H7|SI 2t
1) Q1= 2H2S AMHZ KFst7| Qo) Ls|8 A2 o|RFILCL. RETETARE HEUoh A Lio] AN AN FEH FEE o ALESH0{0f BT
(2) 2H|S0| 7} BO| Lt2& QI3 Lj% o] HEM ERO|Lt L =—I A > EREIY
OIBE OIEO| UsE ABES MY S2BA HAE M| N ™ T2 ¢ AALmE EH]
(3) HAHS JHSTH S X3 XB0f sH= 22 YRR Bt -
@ HFHS HE SN ABHN Bt B WBUORB EE ot (2) AZZ AR B A b RE WY Y AR B
WE(-20°OMENZ 24K 2P| BB THSBICY. sretE =s SETEOA 7H QIS CEM QO AT 7} LEEH T HE2Ql0] FYP! H22~30001M U2 MEj2 22 HEYRLE 24742
ZARM 2T2)0] M7} LIERLID QIZ 2 QIR B Q42 ojojetct. .
2. AN FH| P >a
B e tie e 243 & Alorel 210 1530880 M2 (1-3000] £1 2o (T [ |1 2 ME2 HYNH8olzs| WAt JZ0 Gt ¥zg BUmeE Siw
SS3 = AFBSY| MO SLEA ES0| ALgBHCE T T2 C MEYLICL TYAl ALR7|SH0| ZISIAAL WY, BT E= 228 HES 7Y
A CHE RO A Deksto] S 2Lk,
- N JEET] opA:
3048 2 HEge s AeE o S ATlEoLN 7 SR CIEHOO] AT LRI ZHTIEOM 7 i Az
D2EEAS 2 SALEE HS 2 302 OIUOf Ar8soFRtct. AN} BE 2010 FUQ! ZARM 21200 A7} LIEFLIR QIZ20I%} A, B e
2) Ml FEY: WS T FAl £ 7HE = 302 O|L{of AtE3sfjof SHot. ok S o|O|stL}, 1—;3_531 gl_yfg SIAA| THEFH A3)2 851-14
M3} 02-6220-7942 / THA - 02-6220-7999
iV nanoentek.com
SN2 201603 ([ [ | s sanoenek o
61605-16-03-08 ™ T2 G



Nano€nlek

Tracer” Influenza A & B Test

¥ Product code : 11321 (20Tests/Kit)

INTENDED PURPOSE
BioTracer™ Influenza A&B Test is intended for the qualitative determination of influenza A virus and
influenza B virus from nasal / throat swab specimens of symptomatic patients.

EXPLANATION OF THE TEST

Human influenza A and B viruses are major infectious pathogens of the respiratory tract that affect
people of all ages, with the highest rates of mortality and severe morbidity in the elderly and very
young. Patients who present with suspected influenza may benefit from treatment with an antiviral
agent especially if given within the first 48 hrs of onset of illness. It is important to distinguish
influenza A from influenza B in order to allow physicians a choice in selective antiviral intervention.
Diagnostic tests available for influenza include rapid immunoassay, immunofluorescence assay,
polymerase chain reaction(PCR), serology, and viral culture.

BioTracer™ Influenza A&B Test is a qualitative rapid test to detect influenza A or B antigens from
respiratory specimens of symptomatic patients

PRINCIPLE OF THE METHOD

BioTracer™ Influenza A&B Test is based on the principle of an immunochromatography in vitro test
for the qualitative determination of influenza A or influenza B. When the test strip is put into the test
tube including specimens dissolved in extraction solution, the specimens moves to the conjugate pad
via sample pad and resuspends anti-influenza A or anti-influenza B conjugated gold complex that is
dried on the conjugate pad. The mixture moves along the membrane by capillary action and reacts
with anti-influenza A or anti-influenza B that is immobilized on membrane. If influenza A or influenza
B is present enough in the sample, a colored band is appeared. If there is no influenza A or influenza
B in the sample or not sufficient, the area will remain colorless. As the control band(C) which is red
or purple color is appeared, it means the test is working properly and the result is valid.

CONTENTS

1. Test strip

2. Specimen extraction tube

3. Specimen collection swab

4. Influenza A positive control swab
5. Influenza B positive control swab
6. Influenza Negative control swab
7. Package insert

SPECIMEN COLLECTION AND PREPARATION
1. Specimen collection

MIN-

Nasal swab Throat swab
1) Nasal swab specimens
To collect a nasal swab specimens, insert the sterile swab into the nostril that presents the most
secretion under visual inspection. Using gentle rotation push the swab until resistance is met at the
level of the turbinate(less than one inch into the nostril). Rotate the swab a few times against the nasal wall.
2) Throat swab specimens
To collect a throat swab specimens, rub the sterile swab on both tonsillar surfaces and the posterior pharynx

2. Specimen transport and storage

Testing should be performed immediately after the specimens have been collected. The specimens
extracted from swab may be stored at 1~8°C for up to one day. For long term storage, specimens
should be kept below -20°C.

TEST PROCEDURE
Allow the specimens and sealed pouch containing the test strip to room temperature prior to use.
» Specimen extraction
All swab samples
1) Insert the patient swab sample into the test tube containing extraction solution after removing
the cap. Swirl the swab at least 3 times while pressing the head against the bottom and side of test tube.
2) Swirl the swab head against the inside of the test tube after rolling the swab head at least 5 times
when you remove it.
» Reaction with test strip
1. Remove the test strip from the foil pouch.
2. Place the test strip into the test tube in the direction of the arrows on the test strip pointing down.
3. Interpret test result at 15 minutes. Do not interpret the test result after 15 minutes.

XCaution : Perform the test immediately after removing the test strip from the foil pouch.

15 minutes
D Interpretation
Open the tube _ Insert the swab Remove the Place the test
Specimen, swirl the swab strip into the
swab at least while squeezing test tube
five times
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READING AND INTERPRETATION OF RESULT

Use the 'Reference paper for interpretation’ provided to confirm the position of test band('T1', ‘T2'
band) and control band('C’' band) of the test strip after performing test.

1. Control band(C) means that the test is working properly.

2. Test band(T1, T2) indicates the test results.

NEGATIVE :
The presence of only control band indicates a negative result.
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POSITIVE :
1) Positive for Influenza virus A:
The presence of two color bands (“T1" band and “C" band) indicates a positive for Influenza A.
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2) Positive for Influenza virus B :
The presence of two color bands ("T2" band and “C" band) indicates a positive for Influenza B.
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3) Positive for Influenza virus A/B:
The presence of three color bands (“T1", “T2" band and “C" band) indicates a positive for Influenza A/B.

INFLUENZA A&B
INFLUENZA A&B
T

T2 C

INVALID :

If control band('C’ band) is not appeared after performing test, the result is considered invalid. The
directions may not have been followed correctly or the strip may have been deteriorated. It is
recommended that the specimen be re-tested with the new strip.
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FOLLOW-UP ACTION

1. BioTracer™ Influenza A&B Test is a qualitative test kit. For knowing the quantitative concentration
of Influenza, it should be performed with additional quantitative test.

2. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the results of a
single test, but should only be made by the physician after all clinical and laboratory findings have
been evaluated.

LIMITATIONS OF THE METHOD

=

The test performance depends on antigen load and may not correlate with cell culture performed on the
same specimen. Negative test results are not intended to rule out other non-influenza viral infections.
Sensitivity can differ with various strains of influenza due to difference in antigen expression.
Specimens might contain new, non-identified strains of influenza that express varying amounts of antigen.
As with all diagnostic assays, the results obtained with this test kit yield data that must be used
only as an adjunct to other information available to the physician.

Individuals who received nasally administered influenza vaccine may have positive test results for
up to three days after vaccination.

Monoclonal antibodies may fail to detect(or with less sensitivity) influenza A viruses that have
undergone minor amino acid changes in the target epitope region.

PERFORMANCE CHARACTERISTICS

1. Sensitivity and Specificity

A study was performed using 400 positive and negative specimens. Each specimen was assayed with
the BioTracer™ Influenza A&B Test and a commercially available DFA after cell culture according to
the respective instructions for use. Compared to culture and confirmed for influenza A or influenza B
by DFA, the BioTracer™ Influenza A&B Test correctly identified 95.5%(191/200) positive specimens
and 99.9%(200,2000) negative specimens.
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BioTracerTM Influenza A&B Rapid Test
Total
A B Negative

A 97 - 5 102
Cell

Culture 8 - 94 4 98
Test

Neg. - - 200 200

Total 97 94 209 400

X Sensitivity : Influenza A 95.10%(97/102), Influenza B 95.92%(94/98)
Specificity : more than 99.9%(200/200)

2. Analytical specificity and cross reactivity : BioTracer™ Influenza A&B Test was evaluated with 8
bacterial and 8 viral isolates. These studies had been performed to demonstrate that have been no
cross reactivity with 8 bacterial panels and 8 virus panels on the BioTracer™ Influenza A&B Test.

. BioTracer™ Influenza A&B Test is for the qualitative detection of influenza A and B viral antigens.
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3. Analytical sensitivity : Analytical sensitivity was established using a total 12 strains of influenza virus :
7 influenza A and 5 influenza B

4. Precision

1). Within run performance test was determined by one analyst with ten strips each of 3 different lots
containing different concentration every influenza type. There was no variation between the test
strips of each lot and between three different lots.

2) Between run performance test was determined by three analysts with 3 different lots containing
different concentration every influenza type. There was no variation between different analysts.

5. Analytical Interference test
The following potential interfering substances were tested and were found to have no affect on the
performance of the BioTracer™ Influenza A&B Test.

Potential interfering substances Concentration
Acetyl Salicylic Acid 20 mg/mL
Acetamidophenol 10 mg/mL
Chlorpheniramine 5 mg/mL
Diphenhydramine HCI 5 mg/mL
Guiacol Glyceryl Ether 20 mg/mL
Oxymetazoline HCI 10 mg/mL
Phenylephrine HCI 100 mg/mL
Fexofenadine 500mg/mL
Amantadine 500mg/mL
Ribravirin 500mg/mL
Pseudoephedrine HCI 20mg/mL
Ibuprofen 10mg/mL

WARNING AND PRECAUTIONS
1. For in vitro diagnostic use only.
2. Do not touch the membrane of the test strip by hands or it may affect the test result.
3.Treat all specimens as being potentially infectious. Wear protective gloves while handling specimens
and wash hands thoroughly afterwards.
4. Any waste used for testing should be autoclaved at 121°C for 15minutes before disposal or dispose
according to laboratory regulations for infectious waste.
5. This product is intended for qualitative test. For precise concentration of the specimen, quantitative
assay is needed.
6. This test kit contains a little of sodium azide. Avoid contact with skin, eyes.
If you get the solution on your body, immediately wash thoroughly with flushing water. And
contact a doctor if you need to.
7. Do not use test kit beyond the expiration date.
8. Avoid moisture, direct sunlight and heat, and keep it in room temperature.
9. The test device is sensitive to humidity. Pull out the test strip from the foil pouch right before use.
10. This test kit should be used as the first line diagnosis only.
Since the test may give you the false positive or false negative result, final diagnosis should not
be made only by this product’s test result.
11. The confirmation test would be necessary. And the final diagnosis should be made by doctor and
other clinical data in conjunction with inquiries.
12. Do not eat or smoke while handling specimens.
13. Avoid splashing or aerosol formation.
14. Do not re-use the test strip.

% Use the strip with the extraction tube in same box.
* Cautions for the specimen collection swab

(1) Do not use the swab if it is visibly damaged or its package is open.

(2) Do not re-use and re-sterilize the swab.

(3) Do not use excessive force when collecting samples from patients as this may result
in accidental breakage of the swab shaft.

(4) Do not use it beyond the expiration date.

(5) Keep it in room temperature where also dry and dark.

(6) Use it only for the intended purpose.

(7) The swab used for testing may contain infectious micro-organism; After use, the swab must be
disposed as infectious waste.

STORAGE AND SHELF-LIFE
BioTracer™ Influenza A&B Test should be stored at 2-30 °C (36-86 °F). The test strip is sensitive to
humidity as well as to heat. Do not use it beyond the expiration date, 24 months from manufacturing.
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