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SARS CoV 2 antigen Test Kit LFIA
[Warnings and PavcauTiens]
• This lest kit is used for in vilro

• This iesi kit should he used by qualified personnel wall professional expet

xiliaiydiagr

Instructions For Use i ot proper training

be ussdif being wet or polluted
[Product Name]

cassettes capillary samplers or other kit components as
SiRS CoY 2 antigen Test Kit LFIA

hi®Dispose of all

y[Producttypesand specifications]
■ Negatr results do not rule out SARS CoV 2 infection particularly in those who have been in

TceitiiTTypes LTI

Test card 3 pc bag

Kit 1 pc box 20pcs box 50 pcs box 100pcsbox

[Intend ed use]
Itfedomics SARS

sample

Follow up testing with a molecular diagnostic should be considered to rule out

[Ten Method Li
• The a

imitations]

yof the test is

using expired samples or repe

also be affected by temperature and humidity

• Negative resultsma

therefore cannotcompi

• Some medication e

such as nasal spray in

[Storage Instructions]
The test kit should be stored

life of 12 months Thecontaii
ated frozen thaxved samples can affect the test result Test res

er should be protected
temperature 2 to 30 C a

after being opened Do no

as a shelf

from light freezeCoV 2 antigen Test Kit LFIA is to qualitatively detect SARS CoV 2 in

entrations of SARS CoV 2 antigen s in die sample and

possibilityof infection

nffadons of over the counter OTC or prescription medication

cted ainpies may interfere with the test result Please perfoim the test

Sterile swab is recommended for collecting samples

Nasal secretion collection Insert the swab into the nasal cavity
gently spin and push the swab forward until blocked by die turbir

nostril Then rotate and rub the swab on die cavity wall 3 dmesbefore ta

collection Insert die whole

throat wall

Coronavirus CoV belongs to die order Nidoviralesundei

ing fee

s while y and 6 g enera mainly causes
ct with secretions or through aerosols

where there is the most sacred

2 0cm 2 cm from

e g high
die colle

and droplets There is also evide

SARS CoV 2 is one of die most contagious viral pathog
respiratoiy tract infections RH Currently the patients infected hy
source of infection asymptomatic infected people can also be an infectious source Based on die

current epidemiological investigation die incubation period is 1 to M days mostly 3 to 7 days The

ifestations include fever fiitigue cough and other symptoms accompanied by dyspnea
pidlydevelopinto Ufe threatemng severe pneumonia respiratoryMure acute respiratory
ome septic shock multiple organ failure and severe metabolic acid base imbalance
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SARS CoV 2 completely into

F the palate ton

This product is only for qualitative testing and die specific r

measured using other quantitative methodologies

c miration of each indicatorutn

diereddened

tonsil and posterior pharyngeal wait with moderate fo avoid

ofdie snng i

pharyngeal
taking it out

Sample should be heated with 1

die sample cannot be gr

sBicdy sealed plastic tube It can be stored at 23C 8JC for S hours Long
70°C

[Test Procedure]

Dropper I Tesfcassette mark

• 1 Sampling Verficallyadd 15 drops approximately 375 d lysis buffer into die sampling
Insert die swab after collecdon into die solution Rotate the swab against the inner tube wall 10

dissolve the lampie in the solution andeov

• ©Test procedures Open the aluminum foil bag l

surface Add4drops approximatelyl00ul processed

tongue before

1 observations and other testing methodsResults shouldbe used inc

lysis buffer provid » F ssibl ction If

sterilized and

ailable at

[Display ofResuhslE

• Negative result

ted Valuesa spec

If only the qualitycontrol line C appeal

quality control line C and the detection line T appears then the novel

and the result is positive

vesicle syndr
and die detection T line i at visible

S
”

CoV 2 antigen Test Kit LFIA detects die novel

rnatojraphy using a double antibody sa

gold labeled anti SARS CoV 2 antibody
ine C fixed on a nitrocellulcse

detecting die novel c

d gold
ns 1

i T line and one quality
SARS CoV 2 antibody for

mil icil idal nd the result

• Positive result If both the

detected

• Invalid result If die C line does not appear die result is invalid and a new test must be performed

Note The

regardless of the

© one detection line

T is fixed with anti

The quality control antibodyis fixed on the C line

colloidal dyto use Prep
ed with patient ID or sample number

Lysis buffer solution

When die appropriate amount of test sample treated with

sample will move forward along

a the col

ptured by die and SARS

cadng a positive result for die

lysis buffer is added to die sarnph
test strip via capillary action If die sample

of antigens is higher than die limit of

dal gold labeled anti SARS CoV 2 antibody The i

CoV 2 antibody immobilized on the membrane forming a

el coronavirus If the sample contains no novel

is lower than the limit of detection a uega five result

ell of die T
•

entration of SARS CoV 2 antigens
sample and die result should be determined by whether die T line is colored or not

color intensity

e index]

intensity of T line isfrom
■ the tube with die dropper

detection the an tigen will bind to

ex will be car

line and indi

ut the test cassette and la

sample extracting the sample

yiton
iwell

redT [Product p erfor

The result should be observed within 15 20 minutes Results observed after 20 minutes are of

clinical significance

• Appearance complete outer packing
shouldbe neap complete and free of dar

gwidi
latnage and contamination the plastic

lysis buffer with no sediment floor

foil 33

cassette should be fi

bled desiccan
orally
t the C

the test cassette also contain

dial the5
ne C Regardless of what autige

is invalid and the sample is

leakage
Cline

If die C line

samplpresen

membi m • Verification with external i ritrol should meet the following requirements

The test results of 10 negative

appear it indicate die test result

1 Coincidence rate of negative c

negative 1010

2 Coincidence rate of positive co

positive 10 10

Repeatability

1 Repea labilitywithin lots

Take kits from die

ction results should

■hould all be

C
Type n

entsof the Kit]
test kit contains The results of 10 positive cc ils should aU

lysis
ties 1 sampling tubes droppers sterile swabslysis buffer

• Tesl cas

g old labeled and SARS CoV 2

polyclonal antibody and T line fixed with anti SARS CoV 2antibody

itibody ni trocelluloi

The test sir

C Hne fixed with goat anti rat IgG

be consistent and the colot tendering should be
htycontrol 10 times

form 10 10
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Take kits from the sa

reaction results should be consistent aid die color rendering should be unif

trol 10 times The

10 10
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2 Repeatability across lots

Perform the test for the kits from three different lots with a r k posi five quality cot
and die color rendering should be uniform 30 30

strong positive quality
d be uniform 3030

test for the kits from three different lots with

• Analytical Petf

Sensitivity Limit of Detection LCD

Limit of Detection LoD studies detei

at which 100® o ofall true positive replicates test po

buffer to a final concentration gradient of 10 50 1
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