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COVID-19 & Influenza A+B Antigen Combo Rapid Test
For Self-Testing
Package Insert

INTENDED USE
TheCOVID-19& InfluenzaA+BAntigenComboRapid Test is a single-use test kit intended for qualitative detection of nucleocapsid protein antigen of influenzaA
and B viral antigensandCOVID-19Antigen fromnasal swab specimens.
This test is intended for homeusewith self-collectednasal swabsamples in individuals aged12andolder.Sampling fromanyoneunder theageof12andover
the ageof70should be performedunder the guidanceandassistance of their guardian. Peoplewhoareunable tocarryout the test on their own should seek
support
The test is intended for symptomatic individualswithin7 onsetdaysorasymptomatic individuals contactwithpersonswhohavebeendiagnosedpositiveorwith
individualssuspected tobe infected.
Positive results are indicative of the presence of Influenza andSARS-CoV-2. Individuals who test positive should self-isolate and seek additional care from their
healthcareprovider.Positive resultsdonot ruleout bacterial infection or co-infectionwithother viruses.
Negative resultsdo not preclude InfluenzaandSARS-CoV-2 infection. Individualswho test negative andcontinue to experience InfluenzaorCOVID-likesymptoms
shouldseek followupcare from their healthcareprovider.

PRINCIPLE
The COVID-19 & Influenza A+B Antigen Combo Rapid Test is an immunochromatographic membrane assay that uses highly sensitive antibodies to detect
SARS-CoV-2, InfluenzaA andBnucleocapsid protein fromnasal swab specimens.
SARS-CoV-2, InfluenzaA andB specific antibodies are immobilized onto the test region of themembraneand combinedwith other reagents/pads to construct a
test strip.
The test is designed todetectionofnucleocapsidproteinantigens in nasal swab specimens, which is different from themutationsiteshaveoccurred in thespike
protein, so it is theoreticallyable todetect variants including those inUK, India, SouthAfricaandBrazil.

KIT COMPONENTS
Component 1Test /Kit 5 Tests /Kit 10 Tests /Kit 20 Tests /Kit 25 Tests /Kit
COVID-19 Antigen Test 1 5 10 20 25
Extraction tube with buffer 1 5 10 20 25
Sterilized nasal swab 1 5 10 20 25
Waste bag 1 5 10 20 25
Workstation / / 1 1 1
Package insert 1 1 1 1 1

ADDITIONAL SPECIAL EQUIPMENT
Timer

WARNINGS AND PRECAUTIONS
 Donotuse after expirationdate.Donot use if kit isdamagedoropen.Donot reuse the tests.
 Donoteat, drinkor smoke in theareawhere thespecimensor kitsarehandled.
 Handleall specimensas if theycontain infectious agents. Discard the using testingmaterials inaccordancewith local regulations.
 The extraction buffer contains a salt solution if the solution contacts the skin or eyes, flush with copious amounts of water.Don't swallow the buffer.When
swallowing the buffer, rinse the mouth thoroughly with water and give plenty of water to dilute the substance.If any discomfort, seek medical attention
immediately.

 Childrenandelder pleaseuse the test under the guardian.

STORAGE AND STABILITY
Store unused test devices unopenedat 4°C-30°C. If stored at4°C-8°C, ensure that the test device is brought to room temperature beforeopening.The test device
is stable through the expirationdateprintedon thesealedpouch.Donot freeze thekit or expose the kit over 30°C.

TEST PROCEDURE
Open thekit box.Check thecomponents beforeuse.

Please read all instructions carefully before you begin.
[Preparation before sampling]
1.Geta flat area ready, like a table.Make sure it is clear, cleananddry.
2.Take off hand jewellery.

3.Washyourhands for 20seconds.Usesoapandwater, or hand sanitiser. Dry yourhandsusingcleandisposable paper towels.
Forbetter protectionandavoidcross-contamination, disposable gloves,masksandeyeprotection (not provided in thepackage) are recommended.

[Specimen Preparation]
1.Peel off the foil filmon the extraction tubeand insert into thehole ofworkstation. (For1 test/kit and 5 tests/kit, Insert theextraction tube into theholeof the box.)
2.Opennasal swabpackageat thestickyendand take the nasal swabout.
3.Gently insert thesoft tip of thenasal swab into left nostril about 2.5cm(1 inch) for adult.
Note: For child, themaximumdepth of insertion into thenostrilmaybe less than2.5cmandshouldbecarefullyandappropriatelyadjusted by the person,who

collectssample.
4.Firmly brushagainst the insideof the nostril in a circularmotion5 timesormore.
5.Move thenasal swab to the right nostril and repeat theprevious action.Make sureanadequatesample is collected.
6. Insert thenasal swab into the tubewhichcontains extractionbuffer.
7.Rotatenasal swabat least 8-10 timeswhilepressingnasal swab tip against the bottomand the sideof the tube.
8.Remove thenasal swabwhile squeezingand rolling thenasal swabagainst the sidesof the tube to releaseasmuch liquidaspossible .
9.Cover the tubewith cap tightlyand insert the tubeback into theworkstation orbox.

[Test Procedure]
1.Open the sealedpouchand take out the test cassette.Forbest results, the test shouldbeperformed inonehour.
2.Hold the tubevertically upsidedownover the samplewell.
3.Add3dropsspecimen into theeachsamplewell bygently squeezing thesides of the tube, then start the timer.

4.Wait for colored lines to appear.The test result canbe read in 10-15 minutes, DO NOT read after 20 minutes.

[After the testing]
1.After you havedone the test, put all partsof the kit in thewastebag.Discard thewastebag in accordancewith local regulations.
2. If youaredoingmore than1 test, clean the tablewith75%alcoholor sanitiser.Wash yourhandsbetweeneach test.

INTERPRETATION OF TEST RESULT For Flu A+B

 Positive InfluenzaA:*
Two distinct colored lines appear in the left window. One colored line should be in the control region (C) and another colored line should be in the Influenza A

region (A).
 Positive InfluenzaB:*

Two distinct colored lines appear in the left window. One colored line should be in the control region (C) and another colored line should be in the Influenza B
region (B).
 Positive InfluenzaAand InfluenzaB:*

Three distinct colored lines appear in the left window. One colored line should be in the control region (C) and two colored line should be in the Influenza A
region (A) and InfluenzaB region (B).
 Negative:

Onecolored lineappears in the control region (C)of the leftwindow.Noapparent colored lineappears in the test line region (B/A).
 Invalid:

Control line fails to appear in the left window. Insufficient specimen volumeor incorrect procedural techniquesare themost likely reasons for control line failure.
Review the procedureand repeat the testwith a new testCassette. If the problempersists, discontinueusing the test kit immediatelyand contact your local
distributor.
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 PositiveCOVID-19:*
Twodistinct colored lines appear in the rightwindow.Onecolored lineshouldbe in the control region (C)andanother colored lineshouldbe in theTest region (T).

 Negative:
Onecolored lineappears in thecontrol region (C)of the rightwindow.Noapparent colored lineappears in the test line region (T).

 Invalid:
Control line fails toappear in the rightwindow. Insufficient specimenvolumeor incorrect procedural techniquesare themost likely reasons for control line failure.

Review the procedure and repeat the test with a new test Cassette. If the problem persists, discontinue using the test kit immediately and contact your local
distributor.
*NOTE: The intensity of the color in the test line regionwill vary depending on the concentration of the analyses in the specimen. Therefore, any shade of color in
the test line regionshouldbeconsideredpositive.

This test contains a built-in control feature, the C line on the test. The C line develops after adding sample solution. Otherwise, review the whole procedure and
repeat testwith a newdevice.

WHAT SHOULD I DO AFTER TEST

Note:Donot takeanydecisionofmedical relevancewithout first consulting yourmedical practitioner

1.Clinical study:A comparisonwasperformed using nasal samples collected for the research reagent and nasopharyngeal samples collected for
comparative PCR reference testing.The test data listed inbelow table:

SafecareTest
InfluenzaA/B COVID-19

Reference test result
Total

PCR
Total

Positive Negative Positive Negative

InfluenzaA+B Positive 42 0 42 95 0 95
Negative 0 568 568 15 455 470

Total 42 568 610 110 455 565
RelativeSensitivity 100.00%(95%CI:91.59%～100.00%) 86.36%(95%CI:78.51%～ 92.16%)
RelativeSpecificity 100.00%(95%CI:99.35%～100.00%) 100%(95%CI: 99.19%～100.00%)
OverallAgreement 100.00%(95%CI:99.40%～100.00%) 97.35%(95%CI: 95.66%～98.51%)

1.Cross-reactivity: Cross-reactivity studies are performed to demonstrate that the test does not react with the following microorganisms in the table below at
concentrationof1x105TCID50 /mL for virusesand1x105CFU/mL for bacteria.

Human metapneumovirus (hMPV) Human parainfluenza virus 1 Rhinovirus Bordetella pertussis Streptococcus pneumoniae

Human coronavirus OC43 Human parainfluenza virus 2 Enterovirus Chlamydia pneumoniae Streptococcus pyogenes

Human coronavirus 229E Human parainfluenza virus 3 Adenovirus Haemophilus influenzae Mycobacterium tuberculosis
Human coronavirus NL63 Human parainfluenza virus 4 MERS Legionella pnuemophila Staphylococcus aureus
Human coronavirus HKU1 Respiratory Syncytial Virus Mycoplasma pneumoniae Candida albicans

5. Interference: The followingendogenous interferencesubstanceswereevaluatedat the concentrations listed andnoeffectwas found.

Whole blood (2%), threeOTCnasal sprays (10%), threeOTCnasal drop (25%), threenasal mouthwashes (25%), 4-Acetamidophenol (10mg/mL),
Acetylsalicylicacid (20mg/mL),Chlorpheniramine (5mg/mL),Dextromethorphan (10mg/mL),Diphenhydramine (5mg/mL), Ephedrine (20mg/mL),Guaiacol
glyceryl ether (20mg/mL),Oxymetazoline (10mg/mL),Phenylephrine (100mg/ml), Phenylpropanolamine (20mg/mL) ,Oseltamivir Phosphate (10mg/mL),
Mupirocin (10mg/mL),Vitamin A (10%), D-Panthenol (10%)

LIMITATIONS AND POSSIBLE ERRORS
1.The COVID-19 & Influenza A+B Antigen Combo Rapid Test is intended for use as a self-test and may only be used for qualitative detection of
SARS-CoV-2, Influenza A and B antigens. The colour intensity of a positive line shall not be evaluated as quantitative or semi-quantitative.

2. The COVID-19 & Influenza A+B Antigen Combo Rapid Test should be only for the detection of SARS-CoV-2, Influenza A and B antigens,not
for any other viruses or pathogens.The test does not differentiate between SARS-CoV and SARS-CoV- 2.
3.The performance was evaluated using the procedures provided in this product insert only. Modifications to these procedures may alter the
performance of the test.

4. A negative result does not exclude the possibility of COVID-19 and /or Influenza A and /or Influenza B infection.
5.The results obtained with this assay, especially in the case of weak test lines which are difficult to interpret, should retest or go to a medical
institution for testing.

6. The test is intended for infection detection and not for determine infection status.The test is used for the auxiliary diagnosis and can not be
used as the sole diagnostic indicator of whether the test subject is infected with the COVID-19 and /or Influenza A and /or Influenza B.

7. False negative test result may occur if the level of antigen in a sample is below the detection limit of the test.
8. False negative results may occur if a specimen is improperly collected, transported, or handled.
9. False positive test results are more likely during periods of low COVID activity when prevalence is moderate to low
10. Testing of individuals without COVID-19 symptoms and/or individuals who live in areas with low numbers of COVID-19 infections and without
known exposure to COVID-19, more false positive results may be returned.

Donot reuse For in vitro diagnosticuse only

Storedbetween4-30℃ Consult instruction for use

Keepaway fromsunlight Lot number

Use-by date Contains sufficient for <n> tests

Manufacturer Dateof Manufacture

Sterilizedusingethylene oxide Sterilizedusing irradiation

CatalogNo. CE Mark

AuthorizedRepresentative in theEuropeanCommunity Contains biologicalmaterial of animal origin
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If the test result is
positive

There is currently a suspicion of a COVID-19 or Flu A or Flu B infection
 Contact your doctor / general practitioner or the local health department immediately
 Comply with local guidelines for self-isolation
 To have a PCR confirmatory test performed

If the test result is
negative

Continue to comply with all applicable rules regarding contact with others and protective measures
 An infection may also be present if the test is negative
 If it is suspected, repeat the test after 1 - 2 days, as the virus cannot be accurately detected in all phases of an

infection

If the test result is
invalid

Possibly caused by incorrect test execution
 Repeat the test
 If the test results remain invalid, contact a doctor or a COVID-19 test center
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