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Nasal Swab
——

For Self-testing use

SARS-CoV-2
Antigen
Rapid Test

Package Insert

C €143

A rapid test for the qualtative detection of SARS-CoV-2
Nucieocapsid Protein antigens present in nasal swab specimen.
For selftesting in vitro diagnostic use.

The SARS-CoV-2 Antigen Rapid Test (Nasal Swab) is a single-use test
Kit intended to detect the SARS-CoV-2 that causes COVID-19 with
sel-collected nasal swab specimen. The test is intended for use in
symptomatic individuals meeting the case definiion for COVID-19, and
10 test asymptomatic_individuals limited to_contacts of confimed
COVID-19 cases or probable cases and to at-risk health workers.
Results are for the detection of SARS-CoV-2 Nucleocapsid protein
Antigens. An antigen is generally detectable in upper respiratory
specimens during the acute phase of infection. Positive results indicate
the presence of viral antigens, but clinical correlation with patient history.
and other diagnostic information is necessary to determine infection
status.

Positive results are_indicative of the presence of SARS-CoV-2.
Individuals who test posilive should self-solate and seek additional care
from their healthcare provider. Positive results do not rule out baclerial
infection or co-nfection with other viruses. Negative results do not
preciude SARS-CoV-2 infection. Individuals who test negative and
continue to experience COVID-iike symptoms should seek follow up care
from their healthcare provider.

The novel coronaviruses belong to the 8 genus. COVID-19 is an
acuterespiratory infectious disease. People are generally
susceptible. Currently, the patients infected by the novel
coronavirus are the main source of infection; asymptomatic
infected people can also be an infectious source. Based on the
current epidemiological investigation, the incubation period is 1 to
44 days, mostly 3 to 7 days. The main manifestations include fever,
fatigue and dry cough. Nasal congestion, runny nose, sore throat,
myalgia and diarhea are found in a few cases'.

The SARS-CoV-2 Antigen Rapid Test (Nasal Swab) is a qualtative
membrane-based immunoassay for the detection of SARS-CoV-2
nucleocapsid protein antigens in human swab specimen.

mu. o e information in this package insert before

performing the test.

handied.
+ Do not drink the buffer in the kit. Carefully handle the buffer and
avoid it contacting skin or eyes, finse with plenty of running water
immediately if contacting

= Store in a dry place at 2-30 °C (36-86 F), avoiding areas of excess.
moisture. If the foil packaging is damaged or has been opened, please do.
not use.

« This test kit is intended to be used as a preliminary test only and
repeatedly abnormal results should be discussed with doctor or medical
professional.

+ Follow the indicated time strictly.

« Use the test only once. Do not dismantle and touch the test window of
the test cassete.

+ The kit must not be frozen or used after the expiration date printed on
the package.

+Test for children should be under the guidance of an adult.

+ Wash hands thoroughly before and after handing.

+ Please ensure that an appropriate amount of samples are used for
testing. Too much or too itle sample size may lead to deviation of
results.

Store as packaged in the sealed pouch at room temperature or
refrgerated (2-30 °C). The test is stable through the expiration date.
printed on the sealed pouch. The test must remin in the sealed pouch
untiluse. DO NOT FREEZE. Do not use beyond the expiration date.

Materials Provided
+Test cassette + Package insert - Sterile swab
+ Extraction buffer - Biosafety bag
Mataias roquired but not provided

Wash your hands with soap and water for atleast 20 seconds before and
after test. If soap and water are not avalable, use hand sanitizer with at
least 60% alcohol,

Remove the cover of the tube with
Extraction buffer and place the tube

Nasal swab specimen Collection
1. Remove the sterile swab from the pouch.
2. Insert the swab into your nostrl il you fee! slight resistance (Approx.
20m up your nose). Slowly twist the swab, rubbing it along the insides of
your nosti for 5-10 times against the nasal wall

Note:

“This may feel uncomfortable. Do not insert the swab any deeper if you
feel strong resistance or pain.

When the nasal mucosa is damaged or bleeding, nasal swab collection s
not recommended.

1f you are swabbing others, please wear a face mask. With children, you
may not need to insert the swab as far into the nostri. For very young
children, you may need another person

to steady the chid's head whie
swabbing.

3. Gently remove the swab.

4. Using the same swab, repeat step 2
in your other nostril.

5. Withdraw the sterile swab

Specimen Preparation
1. Place the swab into the Extraction tube, ensure it is touching the
bottom and str the swab to mix well. Press the swab head against to the
the inside of the Extraction tube.
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2. Remove the _swab _ while
squeezing the swab head against
3. Close the cap o fit the tube tp
onto the tube.

Testing

4. Remove the test cassete ffom the sealed foil pouch and us it within
‘one hour. Best results wil be oblained ifthe test s performed immediately
after opening the foi pouch.

Place the test cassette on a plat and level surface, 3drops of

2. Invert the specimen extraction tube and add 3 @Xacted specimen
drops of extracted specimen (0 the sample &

Well(S) of the test cassette and start the timer. Do

Note: After test is completed, place all the components into plastic
Biosafety Bag and dispose according to local regulation.

Please share your test result with your healthare provider and carefully
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POSITIVE:* Two colored lines appear. One colored line
should be in the control region (C) and another colored
line should be in the Test region (T).

C
T

region (C). No apparent colored line appears in the test
iine region (7).

You are unlikely to have COVID-19. However, it is
possibe for this test 1o give a negative result that is
Incorrect (a false negative) in some people with COVID-19. This means
you could possibly stil have COVID-19 even thowigh the test s negaive.
in addion, you can repeat the test with a new test ki. In case of
suspicion, repeat the test after 1-2 days, as the coronavirus cannot be
precisely detected in all phases of an infecton.

Even with a negative test result, distance and hyglene rules must be
observed, mitigalion/raveling, atiending events and etc. should follow

ﬁ NEGATIVE: One colored line appears in the control

the most likely reasons for control line failure. Review the

3. If the test result is negative or non-reactive and clinical symptoms
persst, it s because the very early infecton virus may not bo detecied, It
is recommended o test again wih a new kit or test with a molecular
diagnostc deviceto s out infecton in thes indiiduals

. Negatve results do not rule out SARS-CoV-2 nfection,partcularly in
those who have boen in contact with the vius. Follow-up tsting wih a
molecular dagnostic should be considered to rule out infecton i these
indiiduals

5. Posiive resuits of COVID-19 may be due to infection with non-
SARS-Co.-2 coronavirs srains or oher nfrferenc factors.

6. Fallre o follow these procedures may alortt performance.

7. Faise negative results may occur f a specimen is mpropery colected
or handied

8. False negatve results may occur i nadequate levels of viuses are
present n the specimen.

Ciinical performance
The SARS-CoV-2 Antigen Rapid Test was evaluated with clinical
nasal swab specimens whose status was confirmed using RT-PCR.
The sensitivity was calculated for the range from high o low virai
load. The resulls are presented in the following tables.

RT-PCR, Ct<25

Positive | Negative
SARS-CoV-2 [positive 261 3
Antigen Rapid -
Test | |Negative ] 611
Total 261 614

Diagnostic sensitivity (Ct<25): 100% (98.9%-100%)"
Overall agreement (Ct<25): 99.7% (99.0% - 99.9%)"
Diagnostic speciicity: 99.5% (98.6% - 99.9%)"

RT-PCR, Ct<30

:

specimen volume or incorrect procedural techniques are

Positive | Negative
SARS-COV-2 [Fosit 335 3
Antigen Rapid [
Test . [Negative 1 611
| Total 336 614
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SARS.CoV-2 saRscov2 = Human coronavirus NLG3 X107 TCID /i Substance | Concariration | Substance [Concenirafion] A posiive.result means the presence of SARS-Cov-2 anigens. A
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Diagnostic sensitivity (Ct<33): 99.0% (97.4% - 99.7%)" Diagnostic sensitivity (Ct<30): 100% (95.4% - 100%)" nfluenza A HINT 3.16 x 10°TCID o/l T o SEpami—|  be @plained the net sips,
Overall agreement (Ct<33): 99.3% (98 6% - 99.7%)" Overall agreement (Ct<30): 99.4% (96.6% - 100%)* Influenza A H3N2 1x10° TCID g /ml- "Mupirocin T2mg/m Tobramycin | _2.43mg/ml 'BIBLIOGRAPHY
Diagnostic specificity: 99.5% (98.6% - 99.9%)" Diagnostic specificity: 99.0% (94.6% - 100%)" Influenza B 3.16 x 10°TCID 5 /ml 'EXTRAINFORMATIONS 1.Diagnosis and Treatment Protocol for Novel Coronavirus Pneumonia
= GDe) (Tt Vorsion 7). Natonal Healih Gommission & Najonal Adminiraton
RT-PCR, Ci<36 RT-PCR, Ci<33 Parsinfiuenza virs 2 1.58 X 10 TCIDaw/m_| 1. How does the SARS-CoV-2 Antigen Rapid Tost work? C Teadional Chinese Meciine 2050,
] ] Caraliuenza Wik 3 158X 10°TCIDg/m | The test 1s for the qualiative delaction of SARS-CoV-2 antigens in
i P N self-collected swab specimens. A positive result indicates SARS-Cov-2  INDEXIOFSYMBOLSIID
Positive | Negative o legative Respiratory syncytial virus 8.89x 10 TCID sg/ml
SARS-CoV-2 [positive 423 3 SARS-CoV-2 [positive 75 1 Foati R S Wnon ahould the tostba weed? For i viro diagnostc use only
Antigen Rapid Antigen Rapid - AGGTON LS /98 S 316 x10° TCIDso/Ml | S5R8"Cov:2 anigen can be detacted i acute respiatory ractnfection,
Tost " [Negative 12 611 Test | [Negative 0 % ‘Adenovirus type 7 156 107TGDminl | s ocommendodi i et n Sy Caca mectng b Stors botween 230
T case defintion for COVID-19 (-Acutb onset of fever, cough or “Acule
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Diagnostic sensitivity (Ct <36): 97.2% (95.2% - 98.6%)"
Overall agreement (Ct <36): 98.6% (97.7% - 99.2%)"
Diagnostic specificiy: 99.5% (98.6% - 99.9%)"

e Thers ae 12 pecinens wéh vy ko ol bt C=36, 8. e wero corecty lente,

The SARS-CoV-2 Antigen Rapid Test was evaluated with cinical
nasal swab specimens from asymptomatic individuals whose
status was confirmed using RT-PCR. The sensitivity was
calculated for the range from high to low viral load. The results
are presented in the following tables.

Diagnostic sensitivity (Ct<33): 100% (96.1% - 100%)"
Overall agreement (Ct<33): 99.4% (96.9% - 100%)*

Human Rhinovirus 14 1.58 x 10°TCID o /ml.

Human Rhinovirus 16 8.89 x10° TCID o /mi

Fever, cough, general weaknesslfatigue, headache, myalgia, sore
throat, coryza, dyspr
mental status.), and to test asymplomatic individuals limited 1o contacts.

noea, anorexialnausealvomiting, diarhoea, altered

RT-PCR, Ct=<25
Positve | Negative
fﬁ:gﬁ:ﬁé Positive 20 1
“Test Negative 0 99
| Total 20 100
Diagnostic sensitivity (Ct<25): 100% (86.1% - 100%)"

Overall agreement (Ct<25): 99.2% (95.4% - 100%)"
Diagnostic specificity: 99.0% (94.6% - 100%)"

Manufacturer

Diagnostic specificity: 99.0% (94.6% - 100%) Measles 1.58 x 10° TCID go /mi of confirmed COVID-19 cases or probable cases and to at-risk health “Athorized Representative
Mumps 156X 10°TCDw/m | 3Can the resuitbo incorrect? (=]
RT-PCR, Ct<38 Trcanobacteriam Tox10F orgim T Tetis e aaite 6 for a5 o nsucions re cartly Cataog #
Positive | Negative Candida albicans 1.0x10° org/mi- Nevertheless, the result can be incorrect if inadequate sampling volume W Tests per kit
SARS-CoV-2 [Fositive a7 7] ‘Corynebacterium 1.0x10 orgiml or the SARS-CoV-2 Antigen Rapid Test gets wet before test performing,
brevsctrdnd i offthe number of extracion buffr rops are ess than 3 o more han 4. ] =
Negative 2 99 Escherichia coli 1.0x10° org/mi. Besides, due to immunological principles involved, there exist the
Test [T T 1.0x10%org/ml chances of false results in rare cases. A consultation with the is
Total 89 100 Ll always recommended for suich tests based on immunological principles. Lot Number
5 e s o Nelsseria lactamica T.0x10%org/mi o teprt e st e color and th nenafy of i ines Po— —
iagnostic sensitivity (Ct<38): 1% - 99.7%)" . 7 are different : nsult Instructions For Use
Pt b At S YA A Neisseria subflava 100 orgimt The color and ntensity of the lnes have no importance for resut
greement gAY -9 oS30 EE Borighoss 7.0x10%org/m interpretation. The nes Should ony be homogeneous and cieary visiie, Donotre
Disgnostc spociiy: 56.0% (94 6% - 100%) omonasso o e o g o ppooleneous s ety vl ® Kl
iy 1.0x10° org/mi the test line is.
Limitation of Detection aureus subspaureus B 5. What do | have to do if the result is negative? MedNet GmbH
The SAE%:‘;% g;!‘\/ﬂ;« Rapid :esll (Nasal S;B:) was tested v‘llnlg Staphylococcus epidermidis 1.0x10° org/ml Ab:oga:vee result marg,\:\hﬂ you z:: naylw‘lovmal 0;; v;;zll\:‘ad‘ls too Borkstrasse 10 48163 Muenster Germany
inactvat GOV vius, the Imiation of detection was v o be rocoo o osL. However, i s possible for i (est 1o
TCD, Stroptococous preumonise 1.0x10 org/ml give a negative resut that s incorrect (a faise negative) in some people Hangzhou AllTest Biotech Co.,Ltd.
Cross-reactivity Streptococcus pygenes 1.0x10% org/ml with COVID-19. This means you could possibly still have COVID-19 even I #550,Yinhai Street,
Test results will not be affected by other respiratory viruses and ‘Streptococcus salivarius 1.0x10° org/ml m":ggmv“y‘é&‘;‘:fg;‘;“ e I Hangzhou Economic & Technological Development Area,

commonly ~encountered  microbial flora and low pathogenic
coronaviruses listed in table below at certain concentrations.
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Streptococcus sp group F 1.0x10° org/mi
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suspicion, repeat the test after 1-2 days, as the coronavirus cannot be
precisely detected in all phases of an infection. Distance and hygiene
Tules must st be observed.

Even with a negative test result, distance and hygiene rules must be

910

Hangzhou, 310018 PR. China

Web: wwwaltests com.cn Email:info@altests.com.cn
‘Statement: Information about manufacturer of sterile swab s placed
on the packaging.
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