SARS-CoV-2 i Test Kit (LFIA)

Instructions For Use

[Product Name]

SARS-CoV-2 antigen Test Kit (LFIA)

[Product typesand specifieations]

Types: I

Test card: Tpc/bag

Kit: 1 pevbos, 20 pesibox, 50 pes'bosx, 100 pesibox
intended

Medomics SARS-CoV-2 antigen Test Kit (LEL4) is used to qualitatively detect SARS-CaV-2 in
wman amples n vitco

Coronavirus (CoV) belongs to the order Nidovirales under the Coronaviridse family with 4 genera: a,

[Warnings and Precautions]
= This testkitis used for in vitro auriliary diagnosisonly.

* This testkit should be used by qualified personnel with profe sional experisnce of proper training
- This test kit should be used within 1 hour after opening the package. The test cassette should not
e s dif being wet or poliuted.

= Propes protection should be taken during testing to avoid splashing when adding sample

~ Dispose of all used or damaged test casseties, capillary samplers, or other kit components as
‘bichazardous materials.

= Negative results do not rule out SARS-CoV-2 infection, particularly in those who have been in
contast with the virus, Follow-up testing with a molecular diagnostic should be considered o rule out
infection in these individuals.

[Storage Instrustions]
The test kit should be stored away from direct sunlight at room temperature (2 to 30°C) and has 2 shel
1ife of 12 months. The continer should be protected from light afier being opened. Do not freeze.

[Sam ple Requirem ents]
Sterile

p. yand 3. The o and p genera are only pathogenic to mammals, while y and 3 genera
bird infections. CoV is mainly ransmitted throvgh direct contact with secretions or through acrosols
‘and droplets. Thee s also evidence mppvmng fecal-oral tran smission.

7 kinds of n (HCoV) that

fa, including : HCoV-23E, HCoV-NL&3 ot DL Heat B SAme o VPSR md
SARS.CV-2. SARS-CoV-2 is one of the most contagious viral pathogens that causes human
respiratory fract infections (RTI). Currently, the paients infected by novel coronavirus are the main
souree of infection; asymptomatic infected people can alw be an infectious souree. Based on the
curtent epi demiological investigation, the incubation period is 1 to 14 days, mosily 3 fo 7 days. The
linical manifestatons nclude fver, ague, cough and other symptoms, acompanied by dyspren,

which
vesicls sndrome, sepic shock muluplc crgan fitce, 04 severs merabolic aid-base ivalance,

[Test Principle]

Medomics sm&cw 2 antigen Test Kit (LFIA) detects the novel coronavirus with colloidal gold
immn tography using a double antibody sandwich assay. The test cassette contains (1)
colloidal 501d b o S RS- Cov2 antibody, (2) one detection line (T fine) and ons quality
control line(C) fixed on  nitrocelluloss membrane. T is fixed with anti-S ARS-CoV-2 antibody for
detesting the novel coronavirus. The quality control antibodyis fixed on the G fine.

‘When the appropriate amouat of test sample treated with Iysis buffer is added to the sample well of the
test cassette, the sample will move forward along the test suip via capillary action. If the sample
contains the novel coronavirus antigens and concentration of antigens is higher than the limit of
detection, the antigen will bind to the colloidal gold-labeled anti-S ARS-CoV-2 antibody: The immune
complex will be captured by the anti S ARS-CoV-2 aniibodyimmobilized on the membrane, forming 2
124 T line and indicating 2 positive result for the nowel coronavirus. If the sample contains no novel

i Tower than the

is displayed.

Additionally, the test cassetts also coutains a quality control m(c) chudlcsso{“}m antigens are
present the Cline should appear to in coperly through the

embrane, 1fth G fioe docs ot spper i indiates tae e test m\m e e

required o retest

e that the smple

[Contentsof the Kit]

Type I fest kit confains fest cassekies, Iysis buffer, sampling tubes, droppers and instructions for use.
Type TT et kit contains test eassattes, Iysis buffer, smpling tubes, droppers, sterle svabs and
instustions for use,

+ Test casseite: contains a fest strip and a plastic cassette casing. The test sirip contains: colloidal
gold-labeled anti-§ AR $-CoV-2 antibody: nitrocellulose membrans (C-line fixed with goat anti-at IgG:
polyclonal antibody; and T-line fixed with anti-SARS-GoV-2 antibody).

for callesting samples.

* Nasal secretion collection: Tnsert the swab into the nasal eavity where there is the most secretion,
‘geatly spin and push the swab forward untl blocked by the wibinate (about 2.0cm-2.5em from the
nosiril). Then rofate and rub the swab on the cavity wall 3 imes before @king it out

- Throat secretion collection: Insert the whole swab completely into the throat from the mouth,
centering on the throat wall and the reddensd ares of the palate tonsil, wipe both sides of the
pharyngeal tonsil and posterior pharsngeal wall with moderate fotce. Try to avoid the tongue before
faking it out.

Sumple should be reated with ysisbuffer providd i is kit as soon a3 possble afe collectio. If
the sample cannot be fely: it should be st in a dry strilizd and
smcﬂv sealed plasic wbe. It can be stored at 1°C-8°C for 3 hmlu Long term storage is available at -

[Test Procedure]
uaiil ready fo use. Prep Samgling twbe | L ysis buffer solution

Dropper | Tescasstte marked with patent D or sample mumber

= (D) Sampling: Verticallyadd 15 drops (approsimately 375 uf) lysis buffer into the sampling tube.

Tosert the swab (after collection) into the solution. Rotate the swab against the inner tube wall 10 times

and break the swab handle, th the swab from the outer twbe wall 5 times to completely

dissolve the sample in the solution and cover th tubs with the dropper

= ()Test procedures: Open the aluminum foi bag, take out the test cassete and layit on a clean flat
surface. 4dd 4 uD) processed the sample well

The result should be observed within 15-20 minutes. Results observed after 20 minutes are of mo
clinical significance.
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[Test Method Limitations]
* The accurmcyof the test is dependent on the qualty of the smple. Tmproper sampling and storage,
using expired samples or eepeated frozn-thawed samples can affect the test relt Test results can
alsobe affected by temperature and hymidity.
* Negative results may'be cavsed by low coneentrations of SARS-CoV-2 antigensin the sample and
therefore cannot completely rule out the possibility of infection
+ Some medieation (e.g. high concentrations of ovar-the-counter (OTC) or preseiption medication
such as nasal spray) in the collected samples may interfere sith the test result Please perform the test
again if the result is in doubt.

“This product is only for qualitative testing and the specific conc eatration of esch indicator must be
‘measured using other quantitative methodologizs.

The results of this test hould not be the only basis for diagnosis.
it should be used in combi thclinical ther testing methods.

[Disphy of Results/Expected Values]

* Negative result If only the quality control fine (C) appears and the dtection T fine is not visible,
tne sample igens or the. Tower than the limit
of detection and the result s negative.

* Positive result If both the quality control fine (C) and the detection line T appears, then the novel
eoronavirus haseen dstected and the sesult is positive

+ Tnvalid resilt TF the C-fine does not appear, the result is invalid and a new test must be performed
again

Note: The color intensity of the Tline is related to the concentration of SARS-CoV-2 anéigens
contined in the sample, and the result should be determined by whether the T-line is colored of not
tegardiess of the colot intensity:

[Product performance indes]

ppearance: complete outer packing bos; alumimum foil bag with no damages; the fest cassette
stonld e et complete, and free of damage and contmination; the plastic cassette should be firmly
assembled; desiocant sith no damage; lysis buffer with no sediment, flocculent suspended solid or
Teakage.

Verification with external control should meet the following requirements

1) Coicidence rate of s
negative (107

tive control: The test results of 10 negative controls should all be

2) Coincidence rate of positive conrol: The test results of 10 posiive controls should all be
positive (10110),

Repeatability
1)Repeatability within lots.

Take kits from the same lot, and repeat the test with weak-positive qualiy control 10 times. The
seaction results should be consistent, and the color tendeting should be uniform (10/10)
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Take kits fom the same lot, and repeat the test with strong-posifive qualitycontrol 10 fimes. The

seaction reuls should be consistent, and the color rendering should be uniform (10/10)

2) Repeatability across fots

Perform the test for the kits from three different lots with &

be consistent, and.

Perform the

sveak-posifve quality contol. The
g should be uniform (30/30)

st for the kits from three different lots with strong-positive qualifycontrol. The

ceaction results should be consistent, and the color sendring should be uni form (30/30).

+ Analytical Perfomance
Sensitvity (Limit of Detection - L OD)

Limit of Detection (LoD) st

determined the lowest deteetable concentration of SARS-CoV-)

at  swhich 100% of all (true positive) replicates test positive. Dilute the SARS-CoV-2 virus with Iysis
‘uffer o a final conceniration gradient of 10, 50, 100, 200, 1000 TCID.y/mL

SARS-CoV 2 tested (TCIDwimL) TestResult
0 313 positive
200 373 positv
00 373 positive
50 373 positive
0 073 positive
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m]iangsu Medomics Medical Technology Co..Ltd.

F3, BuildingD, No.3-1 XinjinhuRoad, Jiangbei New Area,
Nanjing, Jiangsu,China.

Tel: (+86)025-58601060/ (+86)025-58601213

Fax: 025-58601060

E-mail: info@medomics-dx.com
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