MUItiple Respiratory MUItipathogen Antigen Test Kit (Immunochromatographic Assay)

BioTeke Tie
USER INSTRUCTION =« = ®

-1. Read this instruction guide carefully.

-2. Have ready a watch (or a clock/timer), tissues and either hand sanitizer or soap and warm water.

+3. Check the test kit contents to make sure that nothing is damaged or broken.

-
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Note: Test cards kept at low temperature should be restored to room temperature
before opening to avoid moisture absorption.
Note: Materials required but not provided
(1) Watch (or a clock/timer),
(2) Tissues,

(3) Hand sanitizer / soap.

(1}

Wash your hands thoroughly for at least
20 seconds before the test.

220 seconds

3 Put the sample extraction tube into
the kit box holderand gently peel
off the aluminum foil seal.

(3} 5

NOTE:If the swab package is open, it is not sterile and DO NOT use it!

NOTE: Please blow your nose before swabbing for specimen collection.

Remove the swab from its wrapper and take out the swab by holding the handle. Do not
touch the fabric tip of the swab with your hands.

-For anterior nasal swabs.

(4TF

Gently insert the swab for less than one inch (about 2.5cm) into one nostril. Slowly rub
the swab against all of the inside of your nose. Make at least 5 big circles. Do not just
spin the swab. Repeat this step in your other nostril using the same swab.

NOTE: WlTh children, the maximum depth of insertion into the nostril maybe less than 3 /4 inch (about
1.9em) , please adjust according to age.

6 Insert the swab into the sample extraction tube.Touch the bottom of the sample
extraction tube with the swab tip, and stir at least 5 times. Squeeze the swab
in the sample extraction tube through the outer wall of the sample extraction

tube by fingers 5 times.
B

Stir5times . »

9 times

Screw the purple tube cap onto
the sample extraction tube and
then unscrew the top white cap.

Remove the swab by rotating against
the sample extraction tube while

squeezing the sides of the sample

extraction tube to release the liquid
from the swab. Remove and discard

the swab into waste bag provided.
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Open the pouch and take out the Test Card. Place it on a flat, dry and clean
surface. Turn the sample extraction tube integrated dropper cap upside down
and slowly squeeze 3 drops onto the sample well of the Test Card.

@ " @ ‘ @ 15 2“ minutes

-Please read the instructions carefully before you begin testing.

) Results Interpretation VA
NOTE IMPORTANT
The test results should not be read after 30 minutes.

[ Positive )

SARS-CoV-2 (COVID 19)positive : Two colored lines appear in the COVID19 /Flu A/Flu B test
window. A dark blue/purple line is in the (C) section and a red line s in the (COVID19) section.
Influenza A (Flu A) positive: Two colored lines appears in the COVID19 /Flu A/Flu B fest window.
A dark blue /purple line is in the (C) section and a blue line is in the (Fiu A) Section

Influenza B (Flu B) positive: Two colored lines appears in the COVID19 /Flu A/Flu B test window.
A dark blue/purple line is in the (C) section and a blue line is in the (Fiu B) Section.

Respiratory Syncytial virus (RSV) positive: Two colored lines appear in the RSV/ADV test
window. A dark blue /purple line is in the (C) section and a blue line is in the (RSV) secfion.

Adenovirus (ADV) positive: Two colored lines appear in the RSV/ADV test window. A dark
blue/purple line is in the (C) section and a red line is in the (ADV) section

Multiple positive: Two colored (C) lines appear in two separate windows. If the other line appears, the

corresponding pathogen is positive.

Influenza B virus/Respiratory syncytial virus/Adenovirus.

Note: Test results should always be interpreted in the context of clinical observations and epidemiological

data when making final diagnoses and petient management decisions.
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[Negative )
Inthe COVID19 /Flu A/Flu B/RSV/ADV defection window, two dark

blue /purple lines appear in the (C) section and no line appears in the [Ba] v
detection area (COVID19 /Flu A/FluB/RSV/ADV ). It indicates that e RSV

COVID19)| C|

virus or Adenovirus were not detected in the sample.
However, a negative result does not safely exclude the absence of SARS-CoV-2, Influenza A virus, Influenza
B virus, Respiratory syncytial virus or Adenovirus infection and should not be used as the sole basis for
individual's recent exposure history, medical history and the presence of cinical signs and sympfoms
consistent with SARS-CoV-2, Influenzai A virus, Influenza B virus, Respircttory syncyfial virus and Adenovirus,
and confirmed by PCR fest if necessary for patient management.
If any of the control (C) ines do not cppear, the test must be inferpreted as invalid.
An invalid fest result means that your test has encountered an error and the results cannot be interpreted.
You will need to retest using @ new test card.
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Therefore, any test interpretation should pay high attention to negative results and

quantity of specific DNA sequences. Through continuous DNA replication, the amount of
DNA increases exponentially, generating a fluorescent signal. The number of cycles

needed when the fluorescent signal reaches a certain threshold is defined as the Ct

valueThe Ctvalue can be used as an indicator of the amount of target DNA in the sample.
7. Interfering substance: The following interfering substances will also not interfere

with the results of the kit:

Potential et Potential Test
No. | Interfering | Active Ingredient No. | Interfering | Active Ingredient
concentration concentration
Substances | Substances
1 adinterferon o7imgimL_| Trameinolone |0l
2 Zanamivir 10mg/mL Nosal acetonide
3 Ribavirin 6azmgl | 24 Budesonide 0.428mg/mL
4 Oseltamivir 214mgl | 25 0.2mg/mL_
5 | Aniviraldug Peramivir 420mgl | 26 Fiuticasone 0.2mgimL
6 Lopinavic | 0.57mg/mL L | e Histamine oo
7 Ritonavir 0.57mg/mL symptom Hydrochloride 9
8 ‘Arbidol | 0.43mgimL_ relief drug
[ 9] Levofloxacin 054mg/mL
10 Azithromycin 0.36mg/mL | 28 Menthol 1.7mg/mL
Antbiotic Throat tablets,
11 Ceftriaxone 750mglL. e esthol
12 Meropenem 1.07mg/mL and analgesics
Systemic 2 y Ethyl 4 1.5mgimL.
4 aminobenzoate 9
13 | antibacterial Tobramycin 4.38mglL
drugs Zicam Cold
Mucin protein, Type : 30 | Remedy Sulphur 15%
” Muein s " Nasal Gel
15 Human blood 5% ‘Antibiotics,
Epinephrine 31 nasal Mupirocin 10mg/mL
16 0.4mg/mL. oinfment P 9
7] asal spray | Oometazoine | 0amgmL_| "1 Naso Gel Saline S0% vV
Sodium chioride (NeilMed)
18 36mgimL.
(with preservatives) Galphimia glauca,
19 Cromolynsodium | 15.0% VN _| 33 | Alkalol Luffa operculata, | 1:10 dilution
20 0.2mgimL Sabadila
21 Nesal 0.2mgimL Sore Th
mgimi ore Throat
34 Phenol 15.0% VIV
2 Flunisolide 0.1mg/mL Phenol Spray et

8.Hook effect: the test kit does not have high dose hook effect at the concentration of
up to 1.75x10°TCIDs/mL.

PRECAUTIONS

1. This is a single-use in vitro diagnostic reagent, do not reuse and do not use expired
products.

2. All test specimens must be considered potentially infectious, and during collection,
processing, storage, mixing of specimens appropriate protective measures should be
applied. For example, gloves and masks should be used as appropriate and waste (like used
swabs, test cards, extraction tubes) should be handled as potentially biohazardous items.
3. Use the swab and sample extraction tube provided with this reagent for sampling, and do
not use different batches of test cards and sample extraction tubes.

4. Use only fresh specimens for testing, do not use repeated freeze-thawn samples.

5. Operate at room temperature. Test cards kept at lower temperatures should be brought to
room temperature before opening to avoid moisture absorption.

6. Do not use reagent kits with obvious damage or after their expiration date.

7. The aluminum foil pouch contains desiccant and must not be ingested .

8. Improper sample collection or processing may result in false-negative results.

9. Ensure proper sample loading volume, results may not be valid if too much or too little
sample loading volume was applied to the test card.

10. In case of a positive result, please adhere to local rules, regulations and practices for
reporting to your local public health agency.

11. For any test result, a final diagnosis should only be made by a physician by combining

make a comprehensive judgment based on other test results. If cinically necessary, . EV71/Guangzhou/0402/2 3
7 U S E R negative results in should be checked by nucleic acid test or virus culture identification. ° Enterovirus (EVT1) 012 56X10"TCIDgy/mL
(Ref: Rodan et al. "Application of multiplex fluorescent PCR technology in the diagnosis Epstein-barrvirus
e’ INSTRUCTIO N of acute respiratory tract infections in children." Journal of Clinical Pulmonology 2022, 0 capsid antigen 8958 i
) Vol. 27, No. 1, pp. 32-35, ISTIC (2022):Changsha Basic Research Program.)
BioTeke For anterior nasal swabs 4. When the test result is positive, it is recommended to apply other methods such as 11 Measles virus Edmonston 1.0X10" TCIDso/mL
ltipl . lti h N N PCR or viral culture for further confirmation if clinically relevant. if necessary or Human
Multiple Respiratory Multipathogen Antigen Test Kit mandated by authorities, please also consult with your local public health office 122 cytomegalovirus RC256 3.2X10° TCIDo/mL
(Immunochromatographic Assay) appropriateaction. ) ytomes
5. Secifically, false-negative results may occur, if: 13 Rotavirus VR-2018 CT:20
PRODUCT NAME (i) Imf)roper sample collection, transport and processing, or low viral titers in the - ——
sample. 14 Norovirus ATCCVR-3234SD 3.6X10°copies/uL
Multiple Respiratory Multipathogen Antigen Test Kit(Immunochromatographic Assa (ii) samples were taken too early or too late after infection, so that peak viral titers were N o
P praoy pario8 5 { 5rap ) missed. Multiple samplings at multiple sites in the same patient may help avoid false 15 Mumpsvirus Jones 1.0X107TCIDso/mL
PACKAGE SPECIFICATION gffﬁjt'fvjsr:i.f;;t:\?ffme’ multiple sampling at multiple sites in the same patient may 16 | Varicellazostervirus VR-1367 T3
- " " - . y Human Parainfluenza | PIV1/Guangzhou/0701/ ,
1 Test/Kit; 2 Tests/Kit; 5 Tests/Kit; 20 Tests/Kit; 50 Tests/Kit ERFORMANCE CHARACTERISTICS 17 virus1 2011 1.3X10" TCID5o/mL
INTENDED US 1. The width of the membrane strip of this kit is not less than 2.5 mm, and the liquid 1g | Human Parainfluenza | PIV2/GZ/Hecin1711:34/ 56X 10" TCIDsy/mL
; . - R . 50
This kit is only used for the in vitro qualitative detection of respiratory multipathogen antigen mlgratlo.n Spee‘? {5 not less than 1_0 ry\m/mmA ""“5_2 2017
SARS-CoV-2/Influenza A virus/Influenza B virus/Respiratory —syncytialvirus/Adenovirus) 2. Negative/positive reference coincidence rate _ o 19 | Human Parainfluenza | PIV3/Guangzhou/0903/2 32X10°TCIDg/mL
form human anterior nasal swab specimens. Multiple Respiratory Multipathogen Antigen All the positive references are positive for the corresponding pathogens, which is virus3 012 " so/m!
Test Kit is an immunochromatographic double-antibody sandwich assay intended for the consistent with the known results of the reference; all the negative references are Human Parainfluenza R
qualitative detection and differentiation of SARS-CoV-2/Influenza A virus/Influenza B negative for the corresponding pathogen. 20 virus4a ATCCVR-1378,M-25 4.5%10° TCIDso/mL
virus/Respiratory syncytial virus/Adenovirus from individuals who are suspected of 3. Repeatability h parainfi
respiratory tract disease infection. Repeated testing was conducted for national or enterprise repeatable reference 21 uman Parainfluenza | rcc\Rr-1377, CHI 9503 13X 107 TCIDso/mL
This kit is suitable for the auxiliary diagnosis of respiratory diseases, Results may serve as  Products for 10 times.The test results show that the negative detection rate is 100% for virus ab
clinical reference only and cannot be used alone as the sole basis for diagnosing or excluding negdatlvet samptl_es : poslTlve detection rate is 100% for both weak positive samples and 2 MERS-coronavirus EMC/2012 1.6X10° TCIDso/mL
respiratory infections . The clinical diagnosis and treatment of patients should always be rAnoL.era.te ?%sltlvet.sanzl_p ES) Human
considered in combination with their symptoms/signs, their medical history, other ; Limit of Detection {LoD . 23 N GZ/1803-107 1.0X10° TCIDso/mL
laboratory tests and treatment responses. Positive test result may need to be further ) ;?go;‘slrgl[}zooofl De_tecztlg; lggfrcfégéciv'z :(jstrhamli' V\{ghafnl—)H;J—l;t_ batfch F\:"\;\?:E) v
confirmed, and negative result do not safely rule out viral respiratory infections. " ) is 2. mL, and the Limit of Detection for 1S 2% Mycoplasma ATCC 15531 10%10°
Children under 18 years should be supported by an adul International Standard for SARS-CoV-2 Antigen (Strain: B.1.1.529, sub-variant BA.1; pr : Copies/mL
NBSC code: 21/368) is 40 IU/mL. Chiamydi
TEST PRINCIPLE 2) The Limit of Detection Influenza A Virus is 1.0X 10°TCID«/mL. 2 omve ATCCVRJ-2282, TW183 42X10 TCIDy/mL
3) The Limit of Detection Influenza B Virusis 2.0 X 10°TCIDsx/mL. pneumoniae
The kit is immunochromatographic and uses double-antibody sandwich method to detect 4) The Limit of Detection Respiratory syncytial virus is 2.0 X 10°TCIDx/mL. 2% Haemophilus GIM 1961 4.8X107 CFUJmL
SARS-CoV-2 /Influenza Avirus /Influenza B virus /Respiratory syncytial virus/ Adenovirus 5) The Limit of Detection Adenovirus s 2,0 X 102TCIDx/mL. i e :
antigen. During detection, the treated specimens are loaded into the sample wells of the test 5. Clinical study Streptococcus. i
card. When the concentration of SARS-CoV-2 / Influenza A virus / Influenza B virus R 27 neumoniae (Klein) Chester 1.0X10°CFU/mL
/Respiratory syncytial virus /Adenovirus antigen in specimen is higher than the minimum SARS-CoV-2 ) Total Avirus | FTPR o 5‘: t
detection limit, the viral antigen will form complexes with labeled antibodies first. Under Positive |Negative| 28 reptococcus ATCC 19615 1.6X10° CFU/mL
chromatography, antigen-antibody complexes move forward along the nitrocellulose Maltiple Respiratory | Positive| 125 o |1 Multle Rospiratory | Positive| 25 T 2 pyogenes
membrane till captured by pre-coated monoclonal antibody of SARS-CoV-2/Infl A o —-— "  Ton Mt I P e 2% Pooled human nasal N/A 100%
virus/Influenza B virus/Respiratory syncytial virus/Adenovirus in the detection zone on the (immunochromato- [ N°9%ve| 6| o {immunochromato- [ Negative e washes
nitrocellulose film to form a red or blue reaction line on the detection zone indicating the test grephic assay) Total | 137 | 566 | 703 grophic ass2) Total | 31 | 672 | 703
result is positive; conversely, if there is no viral antigen or the concentration of antigen in Statistic Value 95%C1 Statistic Value 95%CI 30 Bordetella pertussis GDM 1.952 2.6X10° CFU/mL
specimen is below the minimum detection limit, no red/blue reaction line appears in the o124% | 8520%1095 39 2065% 3108 el
Siertelctlo_n zone, and the test result is negative. Regardless of whether the sample contains 100.00% 99.85% | 99.17%10100.00% 31 pkﬁ%‘r?\gihaila Philadelphial, Brenner 1.9X10° CFU/mL
al antigens or not, a dark blue/purple reaction line will appear in the quality control zone “Accuracy 029% | 97.04%09.11% “Accuracy 000% | 97 96%t0e0.80%
(C).This is the relevant criterion for determining the chromatography process as “normal’ 0 Stapa‘yjlroeic;ccus CMCC(B) 26003 21X 10° CFU/mL
. RT-PCR Respiratol RTeCR
MATERIA PROVIDED B virus e Total a Vi:ly]s Total 3 Staphylococcus 1191 (Winslow and 17105 CFUjmL
osttve Negativel epidermidis Winslow) Evans .
The test kit consists of test card, sample extraction tube, tube cap, anterior nasal swab and waste bag. Multiple Respiratory | Positive| 33 o | Multiple Respiratory  [Positive| 25 3 |28 P! < ! v Ev
— Maltpat 34 Candidaalbicans CMCC(F) 129002 1.3x10° CFU/mL
Loading quantity (Specification) Test kit Negative| 6 664 | 670 Test kit INegative| 5 670 | 675
Components | Wainngredients ISR N araphic sssan) o | 3 [ o 73| | aresmassan Tom | % [ o % Bioteke test detects all the pathogens listed below:SARS-CoV-2,Influenza A/B,RSV,ADVetc.
st rictpcontaiaingspecic Statistic Value 95%C1 Statistic Value 95%CI No. Virus/Bacteria Strain Concentration/
(A-cov2 fnlueraa Diognostic sensitviy | 8462% | 69.47%1004.14% Diagnostic sensitvi | 83:33% | _ 65.28%1004.36% CTvalue
Tesed | Ry ongtlt /|| 15¢ | B | Spes ) 30| S0 10000% 9955% | 9870%09991% 1 InfluenzaAvirds | 1o 41 i chyan/SWLL/2008 42X10° TCID5y/mL
paveonatomiods Accuracy 90.15% | _98.15%1099.69% ‘Accuracy 9B86% | 9777%i00951% 2009HINL
fomalaline solution Influenza Avirus L6-A1/Liaoning huanggu
mpectmcin mmrgosnetoias, || oo | s | s | sopes 2 seasonal HINI /1183/2007 5.6X10° TCIDso/mL
wbe (0.5mL/pc) |0.9%NaCL0.5% Tween-20 and| ) RT.PCR
o5 Procieo Adenovirus Total 3 | InfluenzaAvirusH3N2 | L8-A3/Brisbane/10/2007 10X 10°TCID/mL
Tubecap o | s | Spcs | 20pcs | Sopes Positive [Negative - -
Ao sl s e | e | e | aopes | sopos Watblo Respiratory |Positve] 33 | 0 | % 4| influenzaAvirushsny |V Ch‘Cki'é/lL;(a:';,L"l%/SD°°7/ cT:20
wastebag o | 2pes | Spes | 2opes | 5opes Mutipa PSS By g A JGuanEd/LTSFOTB 2RI
Note: oot aseap) e I RS ) 5 Influenza A virus HTN9 NO) CT:20
1. Test cards are sealed together with desiccant in an aluminum foil pouch. = Influenza Bviras
2. Do not use different batches of test cards and sample extraction tubes. Statistic Valuo ] 6 Yamagata GZ/174/201803 5.6%10° TCIDsy/mL
Diagnostc sensifviy | 8462% | _69.47%(094.14%
A MATED OR NO Dingnostic specifiy | 100.00% | 39.45%(0100.00% 7 |Influenza Bvirus Victoria 6Z/133/201712 1.0X 10° TCIDsg/mL
Accuracy 90.15% | 98.15%1090.69% Respiratory syncytial . ;
Not automated & Cross-reactivity and Microbial Interference 8 VirdsA RSVA/GZ/Hecin1705-74 1.3%10° TCIDgy/mL
To RAG E Co N D |T| ON S AN D SH E LF L | FE Thereisno crossv—-reac/tlwty and microbial interference with following pathogen/s. N Resplra\:ﬁ{lyssgncytlal RSV-B/GZ/1704-8 4.8X10° TCID,/mL
Irus; . Concentration
The test card and sample extraction tube should be stored at 2°C~30°C, to be valid for 24 No. . Strain . 10 | Respiratoryadenovirus | o0 oo o608 "
months. Test cards should be used as soon as possible (maximum time: within 1 hour) Bacteria name CT(Cycle Threshold)value ypel 2.4X10°TCIDsp/mL
after opening the foil pouch. The bottle of the sample extraction tube should be capped . . Respiratory adenovirus
immediately after use and stored at 2°C~30°C. Only use it within the validity period. 1 Coronavirus HKU | 62/1804-138 cT:23 u type2 GZ/1705-34/2017 56X 10° TCIDso/mL.
Date of manufacture and expiration: See package label for details.. " i
SPECIMEN REQUIREMENTS 2 Coronavirus 0C43 VR-1558,0C43 42X10° TCIDso/mL 12 Res""a“:%:‘;e""""“s ADV3/6Z/0101/2011 10X 10° TCIDgy/mL
Respiratory adenovirus | ADV4/GZ/Hecin1611-72
The swab specimen should be tested immediately after collection. 3 Coronavirus NL63 NLE3 16X10° TCIDso/mL B ’ l;{?e“ i 56X10°TCIDso/mL
Respiratory adenovirus
LIMITATIONS OF THE TEST 4 Coronavirus 229E 229E/GZ/1801-3 5.6X10° TCIDso/mL 14 ADV/GZ/1801-54 10X 10" TCIDso/mL
s P Respiratc d i
1. The test results of this kit can only serves reference for clinicians and should not be 5 Rhinovirus (group A) A30/GZ/1710-89 42X10°TCIDs/mL 15 espira ‘:%279"0""”5 ADV7/GZ/1706-198 32X 10" TCIDsy/mL
used as the sole basis for a clinical diagnosis and treatment. Clinical mar of
i i ir si; i i Respiratory adenovirus
Pt ghuld b nladed he contet e s and symptoms, heitmesical g ynours(gom | roron x0Tt e
2. The quality of the sampling technique and the specimen processing have a greater i cAl | 17 SARS-CoV-2 Wuhan-Hu-1 2.8X 10°TCIDg/mL
impact on the detection of pathogens included in this test kit. Thus, a negative test 7 Enterovirus (CA16) | 6/Guangzhou/0302/2011 1.8X 10" TCIDsp/mL
result does not exclude the possibility of a viral infection. *NOTE:The Ct value, fully known as the Cycle Threshold, refers to the number of cycles
3. Due to methodological limitations of antigen-based test, the analytical sensitivity of 8 Enterovirus (Echo) ATCCVR-39, HILL 1.0X10° TCIDso/mL required for the initial fluorescence value to reach a predefined threshold. Real-time

immunochromatographic tests is generally lower than that of nucleic acid-based test.

quantitative polymerase chain reaction (RT-qPCR) is a technique used to detect the

ividual information from the medical history, physical examination, signs and symptoms
with other test results, as appropriate.
12. If you have any questions or suggestions on the use of this kit, please contact the
manufacturer.
13. For unknown reasons, long-term use of some drugs may lead to false positive results of
the test, which are not covered by the interfering substances.
14.If the test result is negative but the patient is still symptomatic or suspected of having an
infection, serial testing is recommended over the next few days.
15.Any serious incident that has occurred in relation to the device shall be reported to the
manufacturer and the competent authority of the Member State in which the user is
established
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