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Influenza A/B Antigen Rapid Test
(Nasal)

A rapid test for the qualitative detection of Influenza type A virus and Influenza type B virus nucleocapsid antigens in anterior nasal swab specimens.
For professional in vitro diagnostic use only.
Please read the instructions for use carefully before using.

[SPECIFICATION]
25 Tests/Kit

[INTENDED USE]

The GeneSign Influenza A/B Antigen Rapid Test is a lateral flow immunoassay intended for the in vitro rapid, simultaneous qualitative
detection and differentiation of nucleocapsid antigen from Influenza type A virus and Influenza type B virus directly from anterior nasal swab
specimens obtained from symptomatic patients who are suspected of respiratory Influenza type A or B viral infection by their healthcare
providers. The test only provides preliminary analysis results for medical professionals’ reference but not critical diagnosis criteria. Any
reactive specimen with this test kit must be analyzed and confirmed with alternative testing method(s) and clinical findings. Final medical
treatment and management of patients must be followed up with doctor's diagnosis and advice.

[SUMMARY]

Influenza is a highly contagious acute viral infection of the respiratory tract. It is a communicable disease easily transmitted from person to
person through aerosol droplets excreted when sneezing and coughing. Common symptoms include high fever, chills, headache, cough,
sore throat and malaise. The influenza A virus is more prevalent and is the primary pathogen associated with serious epidemics. The
influenza B virus causes a disease that is generally not as severe as that caused by the influenza A virus.
An accurate diagnosis of influenza based on clinical symptoms is difficult because the initial symptoms of influenza are similar to many other
illnesses. Therefore, it can be confirmed only by laboratory diagnostic testing. Early differential diagnosis of influenza type A or type B can
allow for proper treatment with appropriate antiviral therapy while reducing the incidence of inappropriate treatment with antibiotics. Early
diagnosis and treatment are of particular value in a clinical setting where an accurate diagnosis can assist the healthcare professionals with
the management of influenza patients who are at risk for complications.
The GeneSign Influenza A/B Antigen Rapid Test is a rapid (result in 15 minutest) lateral flow immunoassay which can be used as an aid for
the qualitative detection and differential diagnosis of influenza A and influenza B from anterior nasal swab specimens.

[TEST PRINCIPLE]
The GeneSign Influenza A/B Antigen Rapid Test applies the chemical extraction of viral antigens and the double antibody sandwich method
to detect the nucleocapsid protein antigen from influenza A virus and Influenza B virus in anterior nasal swab specimens. The test consists of
test lines of monoclonal antibody and pads containing monoclonal antibody-dye conjugate. If the specimen contains sufficient antigen, both
the test line (T) and the control line (C) will appear, and the result will be positive. If the specimen does not contain the antigen or no antigen is
detected or the level of antigen is below the limit of detection, the test line (T) will not appear, only control line (C) will appear.
When performing the test, an anterior nasal swab specimen is collected and placed into the extraction solution prefilled in extraction tube and
manually squeezed, when the antigen is extracted from disrupted virus particles. Take out the test card from sealed foiled pouch and place
on a clean, dry and level surface. Add the extracted specimens to the specimen well (S) on the test card, and the solution of extracted
specimen will flow to the test strip and migrate through the pads and nitrocellulose membrane of the test strip. The pads contain detector
antibodies conjugated to gold dye and the nitrocellulose membrane contains immobilized capture antibodies. If influenza A and/or influenza B
antigens are present in the specimen, they will react with anti-influenza A and/or anti-influenza B antibody coupled to gold dye particles,
migrate through the membrane as antigen-antibody-dye complexes, bind to the immobilized capture antibody line(s) on the membrane, and
generate a colored line in the specific test line region (T), respectively. The rest of the sample and unbound/bound dye complexes continue to
migrate to the control line region (C), where immobilized antibodies to the anti-influenza A and/or B antibodies capture the dye complexes
and form the control line.
An internal quality control is included in the test, in the form of a colored line appearing in the control line region (C), indicating that the test is
functional, and proper and sufficient volume of specimen has been applied to enable migration through the test and control lines, regardless
of whether there is a test line or not. If the control line (C) does not appear within the testing time, test result is invalid and the test should be
repeated with a new test card and specimen.

[MATERIALS PROVIDED]

Test card individually foil pouched with a desiccant
Extraction solution

Sterile swab

Instructions for use

[MATERIALS REQUIRED BUT NOT PROVIDED]
Timer, Pipette, Positive Control Swab, Negative Control Swab, Personal Protective Equipment per local recommendations (such as face
mask, face shield/eye goggles and gloves), Biohazard Container.

[WARNINGS AND PRECAUTIONS]

For in vitro diagnostic use only.

Do not reuse the test.

Do not freeze the test kit or its components.

These instructions must be carefully read and strictly followed by a trained healthcare professional to achieve accurate results. All
users have to read the instructions before performing test.

5 The test kit is only for the detection of influenza A and B virus antigen, not for any other viruses or pathogens.

6. The test is intended for use with direct anterior nasal swab specimens.

7. Fresh samples are recommended for use to ensure optimal performance. Freshly collected specimens should be tested immediately.
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Inadequate or inappropriate specimen collection, storage, and transportation are likely to result in false negative test results.
. Training in specimen collection is highly recommended because of the importance of specimen quality.

10. To collect anterior nasal swab specimens, use the swab provided in this test kit only. Other swabs may not work properly.

11. Do not eat, drink or smoke in the area where handling specimens or performing the test.

12. Do not use the test kit beyond its expiration date.

13. Do not mix components from different kit lots.

14. Leave test card sealed in its foil pouch until just before use. Do not use the test card if the pouch is damaged or the seal is broken.

15. To avoid contamination or inaccurate test result, do not touch the absorbent tip of swab or reaction area of test card when performing
the test.

16. Wear appropriate personal protection equipment and gloves when performing the test, collecting and handling patient specimens.

17. Change gloves between handling of suspected specimens and performing each test.

18. Dispose of all used test devices and potentially contaminated materials in a biohazard container as if they were infectious waste and
dispose according to applicable local laws and regulations.



[STORAGE AND STABILITY]
1. The test kit should be stored at a temperature between 2-30°C, away from direct sunlight. Do not freeze the kit or its components.
2. The shelf life of the kit is as indicated on the outer package (24 months from date of manufacture).
3. This test kit is stable until the expiration date marked on the outer package and foil pouch. Ensure all test components are at room
temperature (15-30°C) before use.
4. Perform the test immediately after taking out the test card from the foil pouch.

[SAMPLE COLLECTION AND STORAGE]

1. Specimen Collection
To achieve accurate test result, good sample collection is the most important first step. Therefore, carefully follow the instructions below to
collect anterior nasal swab specimens to obtain as much secretion as possible.
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Use the sterile swab provided in the GeneSign Influenza A/B Antigen Rapid Test kit only. Allow the individual‘s head to relax naturally. Insert
the entire soft end of the swab into the individual‘'s nostril no more than 2.5 cm. Slowly rotate the swab in a circular path and gently press
against the nostril wall into the nostril of the individual to the nasal palate at least 5 times for no less than 15 seconds. Get as much secretion
as possible on the soft end of the swab. Gently withdraw the swab. Repeat the same process in the other nostril using the same swab.

2. Specimen Storage

If the specimen cannot be tested immediately after collection, properly store the specimen in a Viral Transport Media (VTM) or Universal
Transport Media (UTM) contained in a lidded storage container. The specimens contained in VTM or UTM can be stored for up to 72 hours
when refrigerated (2~8°C) or frozen (-20C).

[TEST PREPARATION]

Before testing, open the package and equilibrate the test card, extraction solution and specimens to room temperature, and shake the
extraction solution gently before use. The most suitable temperature condition to perform the test is room temperature (15~30°C). If the test
kit is stored at room temperature, it can be opened and used immediately.

[TEST PROCEDURES]

1. Tear off the sealing film of the extraction solution tube.

2. Place the swab in the extraction solution tube, rotate the swab for about 10 times and no less than 15 seconds, and press the swab tip
against the tube wall to release the antigen in the swab.

3. Squeeze the swab over the swab tip to withdraw the swab so as to extract as much liquid as possible from the swab. Dispose of used
swabs according to biohazard waste disposal method and local regulations.

4, Install the dripper of the tube and shake well the tube.

5. Take out the test card from sealed foil pouch and place on a dry, clean and level surface. Add two drops of extracted specimen to the
specimen well(S) on the test card, and start the timer.
Notes: Applying sufficient amount of extracted specimen is essential for a valid test result. If migration (the wicking of
membrane) is not observed in the test window after one minute, add one more drop to specimen well.

6. Read the results at 15 minutes, and the result after 30 minutes is no longer valid.
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[INTERPRETATION OF TEST RESULTS]

(Please refer to the illustrations below)

Positive: Presence of both a reddish purple quality control line (C) and a reddish purple test line (T) indicate that influenza A and/or influenza
B antigen has been detected. A positive result does not rule out co-infections with other pathogens or identify any specific influenza
A virus subtype.

NOTE: The presence of any test line (T), no matter how faint, within the designated observation time, indicates a positive result.

Negative: If there is only a reddish purple quality control line (C) without test line at the T positions, indicates that influenza A and influenza B
antigen has not been detected. A negative result does not exclude influenza virus infection.

NOTE: Negative results are presumptive and may need to be confirmed with a molecular assay.

Invalid: If the quality control line (C) is not observed in 15 minutes, the test result will be invalid regardless of whether there is a test line or
not, and the test should be repeated using a new test card.

NOTE: Co-infection with Influenza A and B is rare. If test results are positive for both antigens, the specimens should be re-tested.
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[LIMITATIONS]

The test kit is only used for qualitative testing and does not indicate the number of influenza A or B virus antigen in the specimens.

Failure to follow the instructions or interpretation of test results may adversely affect test performance and/or invalidate the test results.

A negative test result may occur if the level of antigen in a specimen is below the detection limit of the test.

Positive test results do not rule out co-infections with other pathogens.

Positive test results do not identify specific influenza A virus subtypes.

The test kit can identify influenza A and B viruses, but it cannot differentiate influenza subtypes.

If differentiation of specific influenza A or B subtypes and strains is needed, it is required to perform additional testing in consultation

with state or local public health authorities.

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

9. The performance of this assay has not been evaluated for use in patients without signs and symptoms of respiratory infection.

10. The performance of this test has not been evaluated for inmunocompromised individuals.

11. Negative results do not rule out infection with influenza A, or influenza B and should not be used as the sole basis for treatment or
patient management decisions, including infection control decisions.

12. Negative results for patients with symptom onset for more than five days should be treated as presumptive and confirmation with a
molecular assay, and patient management may be performed according to state or local regulations as needed.

13. Positive and negative predictive values are highly dependent on prevalence. False negative test results are more likely during peak
activity when prevalence of disease is high. False positive test results are more likely during periods of low activity when prevalence is
moderate to low.
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[PERFORMANCE CHARACTERISTIC]

1. Analytical sensitivity (Limit of detection, LoD)

To test the limit of detection, heat inactivated viruses of the virus isolates of influenza virus type A and influenza virus type B were used.
When tests were repeated 10 times with the diluted virus isolates, the lowest concentration at which more than 95% of the total tested
number could be judged as positive test result was determined as the LoD. The LoD of the virus isolates are as follows.

Virus Type Virus Strains LoD (TCIDso/mL)
Influenza A Liao Ning/1183/2007 (H1IN1) 2.2x10°
Influenza A Brisbane /10/2007 (H3N2) 3.9x10°%
Influenza A AlTaiwan/42/06 1.3x10°
Influenza A A/HongKong/8/68 2.58 x 10*
Influenza A AlVictoria/3/75 1.16 x 10?
Influenza A A/Beijing/302/54 3.6 x10°
Influenza A Alswine/Guangdong/2/01 6.29 x 10°
Influenza A S-OIV A/HK/415742/09 1.68 x 10°
Influenza A S-OIV A/California/4/09 1.9x10°
Influenza B Guang Dong/1512/2010 1.6 x 10°
Influenza B Jiang Xi/32/2000 2.9 x 102
Influenza B B/ Malaysia/2506/2004 3.2x10°
Influenza B B/1715 6.7 x 10°
Influenza B B/1704 6.8 x 102
Influenza B B/Taiwan/2/62 1.58 x10°
Influenza B B/179 1.98 x 10°
Influenza B B/668 1.5x 10*




2. Cross-reactivity

The cross-reactivity against various microorganisms and viruses that may exist in the specimens was tested. The GeneSign Influenza A/B
Antigen Rapid Test does not show cross reactivity with the following pathogens up to the concentrations listed in the table below.

Interfering Substances Concentration Interfering Substances Concentration
Staphylococcus aureus 108 cfu/mL Rhinovirus 10° pfu/mL
Staphylococcus epidermidis 108 cfu/mL 0C43 10° pfu/mL
Streptococcus pneumoniae 10° cfu/mL NL63 10° pfu/mL
Streptococcus pyogenes 108 cfu/mL 229E 10° pfu/mL
Candida albicans 108 cfu/mL Adenovirus C1 10° pfu/mL
Bordetella pertussis 108 cfu/mL Adenovirus 71 10° pfu/mL
Mycoplasma pneumoniae 108 cfu/mL Human Metapneumovirus (hMPV) 108 pfu/mL
Chlamydia pneumoniae 108 cfu/mL Parainfluenza virus 1 108 pfu/mL
Legionella pneumophila 108 cfu/mL Parainfluenza virus 2 108 pfu/mL
Haemophilus influenzae 108 cfu/mL Parainfluenza virus 3 108 pfu/mL
Enterovirus 10° pfu/mL Parainfluenza virus 4 108 pfu/mL
Respiratory syncytial virus 106 pfu/mL MERS-coronavirus 106 pfu/mL
SARS-coronavirus (SARS-CoV) 106 pfu/mL SARS-COV-2 106 pfu/mL

Human coronavirus HKU1 10° pfu/mL

3. Endogenous Interference Studies

The potential interference of endogenous substances with the antibodies used for the detection of influenza virus type A and influenza virus
type B was examined by testing below substances in a negative clinical matrix, in the absence or presence of each virus, at 3 x LOD
concentrations for influenza virus type A and influenza virus type B. The interference study was conducted using medically relevant
concentrations of the potentially interfering substances listed below to assess the potential interference of the substances on the performance
of the GeneSign Influenza A/B Antigen Rapid Test. No interference was seen with the listed substances when tested at the concentration

presented in the table below.

Interfering substances Concentration Result
Whole Blood 0.04 No Interference
Mucin 0.005 No Interference
Chloraseptic (Menthol/Benzocaine) 1.5 mg/mL No Interference
Naso GEL (NeilMed) 5% viv No Interference
CVS Nasal Drops (Phenylephrine) 15% viv No Interference
Afrin (Oxymetazoline) 15% viv No Interference
CVS Nasal Spray (Cromolyn) 15% viv No Interference
Zicam 5% viv No Interference
Homeopathic (Alkalol) 1:10 dilution No Interference
Sore Throat Phenol Spray 15% viv No Interference
Tobramycin 4 pg/mL No Interference
Mupirocin 10 mg/mL No Interference
Fluticasone Propionate 5% viv No Interference
Tamiflu (Oseltamivir Phosphate) 5 mg/mL No Interference

4. High Dose Hook Effect

A high-dose hook effect was not detected in the GeneSign Influenza A/B Antigen Rapid Test for the influenza A and influenza B virus at the

concentration listed below.

Virus Type Virus Strains Concentration
Influenza A (HIN1) Liao Ning/1183/2007 1.3 x 10° TCID50/mL
Influenza A (H3N2) Brisbane /10/2007 3.1 x 10° TCID50/mL

Influenza B Guang Dong/1512/2010 1.06 x 10° TCID50/mL

Influenza B Jiang Xi/32/2000 2.8 x 10° TCID50/mL




[CLINICAL PERFORMANCE]
To evaluate the clinical performance of the GeneSign Influenza A/B Antigen Rapid Test, directly collected anterior nasal swab specimens
which were confirmed with reference RT-PCR assay were tested, including 1181 specimens (163 positive nasal swab specimens, 990
negative nasal swab specimens) for Influenza type A, and 1272 specimens (195 positive nasal swab specimens, 1050 negative nasal swab

specimens) for Influenza type B were tested. The positive percent agreement and negative percent agreement are as follows.

Clinical performance compared to reference RT-PCR Assay: Influenza A

Reference RT-PCR Assay
GeneSign Influenza A/B Antigen Rapid Test
Positive Negative Total
Influenza A Positive 163 16 179
Influenza A Negative 12 990 1002
Total 175 1006 1181

Sensitivity (Positive Percent Agreement): 93.14%=163/175 (95% CI: 88.40%~96.03%)
Specificity (Negative Percent Agreement): 98.40%=990/1006 (95% CI: 97.43%~99.02%)
Accuracy (Overall Percent Agreement):  97.62%=(163+990)/1181 (95% CI: 96.59%~98.35%)

Clinical performance compared to reference RT-PCR Assay: Influenza B

Reference RT-PCR Assay
GeneSign Influenza A/B Antigen Rapid Test
Positive Negative Total
Influenza B Positive 195 15 210
Influenza B Negative 12 1050 1062
Total 207 1065 1272

Sensitivity (Positive Percent Agreement): 94.20%=195/207 (95% CI: 90.14%~96.65%)
Specificity (Negative Percent Agreement): 98.59%=1050/1065 (95% CI: 97.69%~99.14%)
Accuracy (Overall Percent Agreement):  97.87%=(195+1050)/1272 (95% CI: 96.93%~98.54%)
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Xét nghiém nhanh khang nguyén cam A/B
(Dich ty, hau)

Mét xét nghiém nhanh dé phat hién dinh tinh khdng nguyén nucleocapsid ctia vi-rit ciim loai A va vi-rit ciim loai B trong méu bénh
phém dich ty hau.
Chi danh cho muc dich chan doan chuyén nghiép in vitro.

Vui Iong doc ky huéng dén str dung trude khi dong.

[ Quy céach]
25 Tests/Kit

[ Muc dich str dung]
Xét nghiém nhanh khang nguyén cim A/B GeneSign™ la xét nghiém mién dich dong chay bén
diing cho xét nghiém chan doan nhanh trong 6ng nghiém nham muc dich phat hién dinh tinh va
phan biét khang nguyén nucleocapsid vé&i vi rat cim loai A va vi rat cim loai B truc tiép tr mau
dich ty hau thu dwoc tir bénh nhan cé triéu chirng nhivng ngwdi dwoc nha cung cép dich vu cham
s6c strc khde clia ho nghi ngé nhiém virus cim dwéng hd hap loai A hodc B. Xét nghiém nay chi
cung cap két qua phan tich so b dé chuyén gia y t& tham khao ch(r khéng cung cép tiéu chuan
chan doan quan trong. T4t c& mau c6 phan (rng v&i bd xét nghiém nay phai dwoc phan tich va
xac nhan bang (cac) phwong phap xét nghiém thay thé khac va két qua Iam sang. Viéc diéu tri
va quan ly bénh nhan cudi ciing phai tuan theo chan doan va I&i khuyén cla bac si.

[ Ban tom tit]
Cum 13 mot bénh nhiém virus cap tinh rat dé lay lan & dwong hd hap. Pay 1a bénh truyén nhiém
dé lay tr nguwdi sang ngwdi qua cac giot khi dung thai ra khi hat hoi, ho. Cac triéu chirng thwong
gdp bao gdém sbt cao, &n lanh, nhirc dau, ho, dau hong va khé chiu. Virus cim A phé bién hon
va la mam bénh chinh lién quan dén dich bénh nghiém trong. Vi-rat cim B gay ra bénh thwong
khéng nghiém trong nhw bénh do vi-rat cim A gay ra.
Viéc chan doan chinh xac bénh cum dwa trén cac triéu chirng lam sang la rat kho vi cac triéu
chirng ban dau ctia bénh cim ciing giébng nhw nhiéu bénh khac. Do d6, né chi c6 thé duwoc xac
nhan bang xét nghiém chan doan trong phong xét nghiém. Chan doan phan biét sém cum loai A
hodc cum loai B c6 thé cho phép diéu tri thich hop bang liéu phap khang vi-rt thich hop déng
thoi giam ty 1& diéu tri khéng phu hop bang khang sinh.
Chan doan va diéu trj s&m co gia tri dac biét trong bdi canh Iam sang noi chan doan chinh xac
cé thé ho tro viec cham soc stre khoe.
Cac chuyén gia quan ly bénh nhan cum cé nguy co bj bién chirng. Xét nghiém nhanh khang
nguyén cim A/B GeneSign™ |a xét nghiém mién dich dong chay bén, xét nghiém cho két qua
nhanh (trong 15 phut), cé thé dwoc st dung nhw mét phwong phap hé tro phéat hién dinh tinh va
chan doan phan biét cim A va cim B tlr cac mau bénh pham l4y tir dich ty hau.



[ Nguyénlyl
Xét nghiém nhanh khang nguyén cum A/B GeneSign™ ap dung hoéa chat tach chiét cac khang
nguyén vi rit va phwong phap sandwich khang thé kép dé phat hién khang nguyén protein
nucleocapsid t vi rGt cim A va vi rit Cam B trong cac mau bénh pham l4y tir dich ty hau. Xét
nghiém bao gdm cac dong thr khang thé don dong va cac miéng dém chira lién hop khang thé
don dong-thuéc nhuém. Néu mau chira khang nguyén, ca vach kiém tra (T) va vach dbi chirng
(C) s& xuét hién va két qua sé la dwong tinh. Néu mau bénh pham khéng chira khang nguyén
ho&c khoéng phat hién dwoc khang nguyén hodc ndng dé khang nguyén dwéi gi¢i han phat hién
thi vach kiém tra (T) s& khdng xuét hién ma chi xuét hién vach déi chiing (C).
Khi thuc hién xét nghiém, mét mau bénh pham dworc thu thap va cho vao dung dich chiét da dong
goi san va thwe hién vat thi cong, khi d6 khang nguyén dwoc tach chiét tlr cac manh virus bi pha
v&. LAy thé xét nghiém ra khdi tui boc gidy bac kin va dat trén bé mat sach, kho réo va bang
phdng. Thém cac mau da chiét vao giéng mau (S) trén thé xét nghiém, dung dich cla mau da
chiét s& chay vao que thi va di chuyén qua cac miéng dém va mang nitrocellulose cta que thir.
Cac miéng dém chira cac khang thé phat hién dwoc két hop véi vi hat vang va mang nitrocellulose
chtra cac khang thé bat gilr c6 dinh. Néu khang nguyén ciim A va/hodc cim B c6 trong mau bénh
pham, ching sé phan (rng v&i khang thé khang cim A va/hodc khang cum B két hop véi cac vi
hat vang, di chuyén qua mang duéi dang phirc hop khang nguyén-khang thé-thudc nhudm, lién
két v&i nhau. vao (cac) dong khang thé bat gir cd dinh trén mang va tao ra vach mau trong viing
vach kiém tra (T). Phan con lai cia mau va cac phirc hop thubc nhuém khong lién két/lién két
tiép tuc di chuyén dén ving vach déi chirng (C), noi cac khang thé cé dinh déi véi khang thé
khang cum A va/hoac B bét gitr cac phirc hop thuéc nhuém va tao thanh vach déi chirng.
Kiém soat chat lwong nodi bd dwoc bao gdm trong xét nghiém, dwéi dang mot vach mau xuét hién
trong vung vach ddi chirng (C), cho biét rang xét nghiém cé chirc ndng va lwong mau thr thich
hop va da da dwoc ap dung dé cho phép di chuyén qua vach kiém tra va vach dbi chirng, bat ké
c6 vach kiém tra hay khong. Néu vach déi chirng (C) khong xuét hién trong thdi gian xét nghiém,
két qua xét nghiém khong hop 1& va xét nghiém phai dwoc 13p lai véi thé xét nghiém va mau thiy
maoi.

[ VAT LIEU CUNG CAP]

Thé xét nghiém dwoc boc gidy bac kin déng goi riéng 1& cling v&i goi hat Am
Dung dich tach chiét

Tam bong lay m4u vo tring

Hwéng dan st dung

[ VAT LIEU YEU CAU NHUNG KHONG CUNG CAP]
DPdng hé bam gi®, Pipet, mau dbi chirng dwong tinh, mau dbi chirng am tinh, Thiét bi bdo ho ca
nhan theo khuyén nghi cliia dia phwong (chang han nhw khau trang, tAm che mét/kinh bao ho
mat va gang tay), hép dwng chét thai nguy hai.



[ CANH BAO VA PHONG NGUA]

1. Chi str dung cho chan doan in vitro.
2. Khdéng st dung lai thé xét nghiém.
3. Khéng bédo quan déng lanh bd xét nghiém hoac cac thanh phan khac.
4. Nhirng hwéng dan nay phai dwoc doc ki va tuan thi nghiém ngat b&i chuyén gia cham séc
strc khde da dwoc dao tao dé dat dwoc két qua chinh xac. T4t cd ngwdi dung nén doc hwéng
dan trwde khi thwe hién xét nghiém.
5. Bo xét nghiém chi dung dé phat hién khang nguyén cim A va cum B khéng dung dé phat hién
bat ky loai virus hodc mam bénh nao khac.
6. Xét nghiém nay dwoc thiét k& dé& sir dung vé&i cac mau bénh pham 4y truc tiép tir dich ty hau.
7. Nén sir dung mau méi d& ddm bao hiéu suat t6i wu. Mau bénh phdm méi thu thap can dwoc
xét nghiém ngay.
8. Viéc 14y, bdo quan va van chuyén mau bénh pham khoéng day du hoac khéng phu hop cé thé
dan dén két qua xét nghiém am tinh gia.
9. Viéc dao tao vé thu thap mau rat dwoc khuyén khich vi tAm quan trong ctia chat lwong mau.
10. Dé thu thap cac mau bénh pham tir dich ty hau, chi st dung tdm béng dwoc cung cép trong
bd xét nghiém nay. Cac tdm bdng 14y mau khac co thé khong hoat dong binh thuong.
11. Khéng &n, udng hodc hat thubc trong khu v x& Iy mau bénh phdm hodc thuc hién xét
nghiém.
12. Khéng st dung bo xét nghiém da hét han st dung.
13. Khéng tron 1an cac thanh phan tir cac 16 san pham khac nhau.
14. Day kin thé kiém tra trong tui gidy bac cho dén ngay trwdc khi st dung. Khéng str dung thé
kiém tra néu tai bi hdng hodc d4u niém phong bi héng.
15. D& tranh nhiém ban hoac két qua xét nghiém khong chinh xac, khéng cham vao dau thAm
cua tam bdéng hoac vung phan &ng cua thé xét nghiém khi thwc hién xét nghiém.
16. Deo gang tay va thiét bi bao hd ca nhan thich hop khi thuc hién xét nghiém, thu thap va xt
ly mau bénh pham.
17. Thay géng tay gitra viéc xt ly cac mau nghi ngd va thwe hién méi 1an xét nghiém.
18. Loai b tat ca cac dung cu xét nghiém da qua st dung va cac vat liéu c6 kha nang bi & nhiém
vao thung chira nguy hiém sinh hoc nhw thé ching 1a chét thai 1ay nhiém va thai bd theo luat
phap va quy dinh hién hanh cua dia phuwong.

[ BAO QUAN VA DO ON DINH]

1. B xét nghiém phai dwoc bado quan & nhiét do tir 2-30°C, tranh anh nang truc tiép. Khéng bao
quan doéng lanh.
2. Thoi han s dung cla san phdm dwoc ghi trén bao bi bén ngoai (24 thang ké tir ngay san
xuat).



3. B6 xét nghiém nay én dinh cho dén ngay hét han dwoc ghi rd trén bao bi bén ngoai tui gidy
bac. Dam bdo tat ca cac thanh phan xét nghiém déu & nhiét d6 phong (15-30°C) truwéc khi st
dung.

4. Thyc hién xét nghiém ngay sau khi lay thé xét nghiém ra khdi tui gidy bac.

[ THU THAP MAU VA BAO QUAN]
1. Thu thap mau
Dé dat dwoc két qua xét nghiém chinh xac, viéc lay mau 1a bwdc diu tién quan trong nhét. Vi
vay, hay can than lam theo hwéng dan dwéi day dé 1dy mau bénh pham twr dich ty hau thu duoc
cang nhiéu dich tiét cang tét.
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Chi st dung tadm béng vé triung dwoc cung cap trong bo xét nghiém nhanh khang nguyén cim
A/B cltia GeneSign™. Khi thyc hién ldy mau hay d& dau cia bénh nhan thw gidn mot cach tw
nhién. Pwa toan bd dau mém cla tdm bdng vao mii ctia ngwdi dé khéng quéa 2,5 cm. T tir xoay
tam béng theo dwdng tron va an nhe vao thanh mii ctia ngudi dé dén vom midii it nhat 5 1an trong
khéng dwéi 15 gidy. LAy cang nhiéu dich tiét cang tét & ddu mém cla tdm bong. Nhe nhang rut
tdm boéng ra. Lap lai quy trinh twong tw & mdi con lai bang cach st dung cling mot tdm béng dé
ldy mau.

2. Bao quan mau

Néu khong thé xét nghiém mau ngay sau khi thu thap, hay bdo quan mau dung cach trong moi
trwdng van chuyén vi rat (VTM) hodc mdi trwdng van chuyén da ndng (UTM) dwoc dwng trong
bng bao quan cé nap day. Cac mau chira trong VTM hodc UTM cé thé dwoc bao quan 1&én dén
72 gi® khi dé trong td lanh (2~8°C) hodc déng lanh (-20°C).

[ CHUAN BI XET NGHIEM]
Trudc khi xét nghiém, mé goi va can bang thé xét nghiém, dung dich chiét va mau thir & nhiét
dd phong, déng thdi lac nhe dung dich chiét trvdc khi st dung. Diéu kién nhiét d6 thich hop nhat
dé thwc hién xét nghiém 1a nhiét do phong (15 ~ 30°C). Néu bd xét nghiém dwoc bao quan &
nhiét dd phong thi cé thé mé ra va s dung ngay.

[ Quy trinh xét nghiém]
1. Xé mang niém phong ctia 6ng dung dich chiét.
2. Bat tdm bdng vao 6ng dung dich chiét, xoay khodng 10 1an va khéng duéi 15 gidy, roi n dau
tam bong vao thanh dng dé giai phéng khang nguyén.



3. Bop dau tam bdéng dé rut sao cho lay dwoc cang nhiéu chét 16ng cang tét tir dau tam bong.
Loai bd tam bong da st dung theo phwong phap xt ly chat thai nguy hai sinh hoc va quy dinh
cua dia phuwong.

4. Pay nép lai va lac déu.

5. L4y thé xét nghiém ra khai tui gidy bac kin va dat trén bé mat khd rao, sach va bang phang.
Nhé 2 giot mau da chiét vao tirng giéng mau (S) trén thé xét nghiém va bat dau hen gio.

Lwu y: Can str dung du lwong mau da chiét dé cé két qua xét nghiém hop 1é. Néu khéng
quan sat thay sw di chuyén (sw tham hiat cia mang) trong phan quan sat xét nghiém sau
moét phat, hay thém mét giot niva vao giéng mau.

6. Doc két qua sau 15 phut, két qua sau 30 phut khéng con gia tri.
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gia tri
[ GIAI THICH KET QUA XET NGHIEM]
(Xin vui Idbng tham khao cac hinh anh minh hoa bén dwéi)

Két qua Dwong tinh: Sy hién dién cia ca vach dbi chirng (C) c6 mau tim dé va vach kiém tra
(T) ¢6 mau tim dé cho thdy khang nguyén cim A va/hoac cim B da dwoc phat hién. Két qua
dwong tinh khdng loai trir kha nang ddng nhiém véi cac mam bénh khac hodc xac dinh bat ky
phan nhém vi-rat cim A cu thé nao.



LUU Y: Sw hién dién cta b‘é't ky vacl) kiém tra’(T) nao, du m& nhat dén dau, tronq th&i gian
quan sat dwoc chi dinh, deu cho thay doé la ket qua dworng tinh.

Két qua Am tinh: Néu chi c6 vach doi chirng (C) c6 mau tim dé6 ma & vach kiém tra (T) khong
xuat hién chirng t6 chwa phat hién dwgc khang nguyén cum A va cum B. Két qua am tinh khéng
loai trtr nhiém virus cum.

LUU Y: Két qua am tinh chi la gia dinh va c6 thé can dwoc xac nhan bang xét nghiém sinh
hoc phan tuo.
Khéng hop 1&: Néu khong quan sat dwoc vach ddi chirng (C) trong 15 phat, két qua xét nghiém

sé khong hop 18 bat k& cé vach kiém tra hay khéng va can phai 13p lai xét nghiém bang thé xét
nghiém maoi.

LUU Y: BP6éng nhiém Cum A va B rat hiém. Néu két qua xét nghiém dwong tinh véi ca hai
khang nguyén thi nén xét nghiém lai mau bénh pham.
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[ HAN CHE]

1. B6 xét nghiém chi dwoc st dung dé xét nghiém dinh tinh va khéng cho biét sb lwong khang
nguyén vi rt cim A hodc B trong mau bénh pham.

2. Viéc khong tuan theo huwéng dan hoac gidi thich két qua kiém tra cé thé anh hwéng xau dén
hiéu suét kiém tra va/hodc lam mat hiéu luc két qua xét nghiém.

3. Két qua xét nghiém am tinh c6 thé xdy ra néu mirc khang nguyén trong mau xét nghiém thap
hon gi¢i han phat hién cta xét nghiém.

4. Két qua xét nghiém dwong tinh khéng loai trir kha nang déng nhiém véi cac mam bénh khac.
5. Két qua xét nghiém dwong tinh khéng xac dinh dwoc cac phan nhém vi rat cim A cu thé.

6. B6 xét nghiém cé thé xac dinh vi-rat cum A va B, nhwng khéng thé phan biét dwoc cac loai
cum.

7. Néu can phan biét cac phan nhém va ching cim A hodc B cu thé, can thwc hién xét nghiém
bd sung v&i sy tw van clia co quan y té cdng cdng tiéu bang hodc dia phuong.

8. Nhirng nguoi dwoc tiém vac xin cim A qua dwdng mii cé thé cho két qua xét nghiém dwong
tinh trong tdi da ba ngay sau khi tiém vac xin.

9. Hiéu qua clia xét nghiém nay chwa dwoc danh gia dé s dung & nhirng bénh nhan khéng cé
d4u hiéu va triéu chirng nhiém tring dwdng hd hép.



10. Hiéu suét cha xét nghiém nay chuwa dwoc danh gia dbi véi nhirtng ngwdi bi suy gidm mién
dich.
11. Két qua am tinh khong loai trir kha nang nhiém cim A ho&c cim B va khéng dwoc st dung
lam co' s& duy nhat cho cac quyét dinh diéu tri hodc quan Iy bénh nhan, bao gébm ca cac quyét
dinh kiém soat nhiém trung.
12. Két qua am tinh dbi v&i nhitng bénh nhan khéi phat triéu chirng trong hon nam ngay nén
dwoc coi la gia dinh va xac nhan bang mot xét nghiém phan tt va quan ly bénh nhan cé thé dwoc
thwe hién theo quy dinh cla tiéu bang hodc dia phwong khi can thiét.
13. Gia trj tién doan dwong va am phu thudc rat nhiéu vao ty 1& lwu hanh. Két qua xét nghiém am
tinh gid c6 nhiéu kha nang xay ra trong thdi gian hoat ddng cao diém khi ty 1& méc bénh cao. Két
qua xét nghiém dwong tinh gia cé nhiéu kha néng xay ra trong thdi gian hoat ddng thap khi ty 1é
lwu hanh & muc trung binh dén thap.

[ DAC DIEM HIEU SUAT]
1. Phan tich dé nhay (Gi&#i han phat hién, LoD)
Dé kiém tra gi¢i han phat hién, cac chiing vi-rut bat hoat nhiét ctia cac chiing vi-rat cim loai A va
vi-rat cim loai B da dwoc str dung.
Khi cac xét nghiém dworc 13p lai 10 1an véi cac chiing vi rut da dwoc pha lodng, néng do thap nhét
ma tai dé hon 95% tbng sé xét nghiém cé thé dwoc danh gia la két qua xét nghiém dwong tinh
dwogc xac dinh la LoD. LoD cua cac virus phan lap dwgc nhw sau.

Loai virus | Chung Virus LoD (TCID50/mL)
Cim A Liao Ning/1183/2007 (H1N1) 2.2 x10°
Cum A Brisbane /10/2007 (H3N2) 3.9x 108
Cdm A A/Taiwan/42/06 1.3x10°
Cum A A/HongKong/8/68 2.58 x 10*
Cdm A AlVictoria/3/75 1.16 x 102
Cam A A/Beijing/302/54 3.6 x 10°
Cum A A/swine/Guangdong/2/01 6.29 x 10°
Cam A S-0O1V A/HK/415742/09 1.68 x 10°
Cdm A S-OIV A/California/4/09 1.9x 10°
Cum B Guang Dong/1512/2010 1.6 x 108
Cum B Jiang Xi/32/2000 2.9 x 102
Cum B B/ Malaysia/2506/2004 3.2 x 10°
Cum B B/1715 6.7 x 108
Cum B B/1704 6.8 x 102
Cim B B/Taiwan/2/62 1.58 x10°
Cum B B/179 1.98 x 10°
Cum B B/668 1.5 x 10*

2. Phan rng chéo

Phan (rng chéo chédng lai cac vi sinh vat va vi rat khac nhau co thé ton tai trong mau da dwoc xét
nghiém. Xét nghi@m nhanh khang nguyén cum A/B GeneSign khéng cho thay phan (rng chéo v&i
cac mam bénh sau v&i ndng dd duoc liét ké trong bang bén dudi.



Chat gay nhiéu Nong dé | Chat gay nhiém Nong do
Staphylococcus aureus 10° cfu/mL | Rhinovirus 10° cfu/mL
Staphylococcus 10° cfu/mL 0C43 10° cfu/mL
epidermidis
Streptococcus 10° cfu/mL NLG3 10° cfu/mL
pneumoniae
Streptococcus pyogenes 10° cfu/mL | 229E 10° cfu/mL
Candida albicans 10° cfu/mL | Adenovirus C1 10° cfu/mL
Bordetella pertussis 10° cfu/mL | Adenovirus 71 10° cfu/mL
10° cfu/mL | Human 106 cfu/mL
Mycoplasma pneumoniae Metapneumovirus
(hMPV)

Chlamydia pneumoniae 10° cfu/mL | Parainfluenza virus 1 | 10° cfu/mL
Legionella pneumophila 10° cfu/mL | Parainfluenza virus 2 | 10° cfu/mL
Haemophilus influenzae 10° cfu/mL | Parainfluenza virus 3 | 10° cfu/mL
Influenza A 10° cfu/mL | Parainfluenza virus 4 | 10° cfu/mL
Influenza B 10° cfu/mL | MERS-coronavirus 10° cfu/mL
Enterovirus 10° cfu/mL | SARS-COV-2 10° cfu/mL

. N 10° cfu/mL | Human coronavirus 106 cfu/mL
Respiratory syncytial virus HKU1
SARS-coronavirus (SARS- | 10° cfu/mL
CoV)

3. Nghién ctru can thiép ndi sinh

Sw can thiép tiém an cla cac chat ndi sinh véi khang thé dwoc st dung dé phat hién vi-rat cam
loai A va vi-rat cim loai B da dwoc kiém tra bang cach xét nghiém cac chat dwéi day trong nén
tdng 1am sang am tinh, trong trwdng hop khdng co hodc cé mat tirng loai vi-rat, & ndng do 3 x
LOD cho Vi-rat cim loai A va vi-rit cim loai B. Nghién ctru can thiép dwoc tién hanh bang cach
st dung ndng dd phu hop vé mét y té cla cac chat cé kha ndng gay nhiéu dwoc liét ké dwdi day
dé danh gia kha néng can thiép clia cac chat nay ddi véi hiéu suét clia Xét nghiém nhanh khang
nguyén cim A/B GeneSign™. Khong thay nhiéu véi cac chat dwoc liét ké khi thdr nghiém & ndng
do trinh bay trong bang dwé&i day.

Chat gay nhiéu Nong do Két qua

Whole Blood 0.04 Khéng can thiép
Mucin 0.005 Khéng can thiép
Chloraseptic R n
(MenthoI/FI)Benzocaine) 1.5 mg/mL Khong can thiép
Naso GEL (NeilMed) 5% viv Khéng can thiép
E;\:]in’\;?;;!r?r:gf S 15% viv Khdng can thiép
Afrin (Oxymetazoline) 15% viv Khdng can thiép
CVS Nasal Spray (Cromolyn) 15% viv Khdng can thiép
Zicam 5% viv Khdng can thiép
Homeopathic (Alkalol) Pha lo&ng 1:10 Khdng can thiép
Sore Throat Phenol Spray 15% viv Khdng can thiép
Tobramycin 4 pg/mL Khéng can thiép




Mupirocin 10 mg/mL Khéng can thiép
Fluticasone Propionate 5% viv Khéng can thiép
Tamiflu (Oseltamivir R x

Phosphate) 5 mg/mL Khéng can thiép

4. Hiéu (rng méc liéu cao
Hiéu r’ng mdc liéu cao khdng dwgc phat hién trong Xét nghiém nhanh khang nguyén cum A/B
GeneSign™ dbi véi vi-rut cim A va cim B & noéng do dwoc liét ké dudi day.

Loai Virus Chung Virus No6ng dé

Cum A (HIN1) Liao Ning/1183/2007 1.3 x 10° TCID50/mL
Cum A (H3N2) Brisbane /10/2007 3.1 x 10° TCID50/mL
Cim B Guang Dong/1512/2010 1.06 x 10° TCID50/mL
Cim B Jiang Xi/32/2000 2.8 x 10° TCID50/mL

[ HIEU SUAT LAM SANG ]

Dé danh gia hiéu qua Iam sang cta Xét nghiém nhanh khang nguyén cim A/B GeneSign™, cac
mau bénh pham dich ty hdu duoc thu thap trwc tiép dwoc xac nhan bang xét nghiém RT-PCR
tham chiéu, bao gém 1181 mau (163 mau bénh phdm ngody mii dwong tinh, 990 mau bénh
phdm ngody mii am tinh ) déi véi Cum loai A va 1272 mau bénh phdm (195 mau ngoay mii
dwong tinh, 1050 mau ngoay mii am tinh) dbi véi Cum loai B da dwoc xét nghiém. Phan tram
dwong va phan trdm am tinh nhw sau.

Hiéu suat Iam sang so v&i xét nghiém RT-PCR tham chiéu: Cam A

Xét nghiém RT-PCR tham chiéu
Xét nghiém nhanh khang
nguyén cim A/B GeneSign™ | p,ong tinh Amtinh | Tong
Dwong tinh cam A 163 16 179
Am tinh cim A 12 990 1002
Tong 175 1006 1181

Db nhay (Phan trém dwong tinh): 93,14%=163/175 (KTC 95%: 88,40%~96,03%)
D6 dac hidu (Phan trdm am tinh): 98,40%=990/1006 (KTC 95%: 97,43%~99,02%)
D6 chinh xac (Phan tram tdng th&): 97,62%=(163+990)/1181 (KTC 95%: 96,59%~98,35%)

Hiéu suat Iam sang so v&i xét nghiém RT-PCR tham chiéu: Cam B

Xét nghiém RT-PCR tham chiéu
Xét nghiém nhanh khang
nguyén cim A/B GeneSign™ | p,ong tinh Amtinh | Tong
Dwong tinh cam B 195 15 210
Am tinh cim B 12 1050 1062
Tong 207 1065 1272

D6 nhay (Phan trdm dwong tinh): 94,20%=195/207 (KTC 95%: 90,14%~96,65%)
Do dac hiéu (Phan trdm am tinh): 98,59%=1050/1065 (KTC 95%: 97,69%~99,14%)
D6 chinh xac (Phan trdm tdng thé): 97,87%=(195+1050)/1272 (KTC 95%: 96,93%~98,54%)
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