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Lifotronic

SARS-CoV-2 Antigen (GICA) User Manual Y
[Prudul.l] A
Name: SAR'}CO\' Antigen GiC;\)
[Spetiﬁcauoml
10 test/kit,25 test/kit,50 test/kit.] 00 rest/kit
[Intended Use}

ﬂ“ﬁ’c‘&'&fi?n'ﬁ‘gi’m“?éf’cﬁ is a fatcral flow immunoassay intended for the qualitative detection of nucleocapsid protein antigen of

SARS-CoV-2 virus in throat swab and nose swab collected from individuals suspected of COVID-19 infection by trained healthcare

professionals.ftis, fdr"ﬁrofes”s‘iﬁiﬁ!l‘ﬁse'uﬁl; and is intended to aid in the rapid diagnosis of SARS-CoV-2 infections.

A pmmve test result indicates that the samples contained SARS-CoV-2 Antigen. A ncganvc test result docs not rule out the possibility of
infection, This product is only used for clinical and emeryency reserve during the uulbn:zzk of SARS-CoV-2 infection, and can not be used as a
routine in vitro diagnostic reagent for clinical application. The test rusults of this kit are for clinical reference only. It is recommended to conduct
a comprehensive analysis of the condition bascd on the patient's clinical manifestations and other laboratory tosts,

[ Summary and Explanation]
The novel coronavirus SARS-CoV-2 is a pesitive-seuse single-stiranded RNA virus, belonging to betacoronaviruses. Its RNA sequence is
approximately 30,000 bases in length. The genome of SARS-CoV-2 encodes four structural proteing, known as the 5 (spike), E (envelope), M
{membranc), and ¥ (nucleocapsid) proteins; the N prolein holds the RNA genome, and the S, E, and M proteins together create the viral
envelope.
Spike protein, which is respoasible for binding and membrane fasion of virus and host cell membrane receptor, mediates with human ACE2 to
infect human tespératory epithelial cells, Nucleocapsid protein is thic most abundant protein in goronavirus, In the process of viral assembly, N
protein binds to viral RNA and leads to the tormation of spiral nucleocapsid. Nuclcocapsid protein is a highly immunogenic phosphoprotein,
which is related to viral genome replication and ccil signaling. Because of the conserved sequence and strong immunogcaicity of N protein, N
protein is often used as an immunonssay tool for coronaviruses.
SARS-CoV-2 .n.ntigcns are recognized as a al o confimm novel coronavimug presmonia COVID-19.

[ Principle]
This test uses a sandwich immunuchromatography method for the detection of nucleocapsid protein antigen of SARS-CoV-2 virus. The antigen

in the sample bind to detector antibodies conjugated colloidal gold Jforminyg antigen-antibody complexes.The antigen-antibody complexes

migrate through nitrocellulose membrane,which can be captured by the other immobilized antibodics on test line (T-Linc). The red bind on-

T-Line indicating pasitive SARS-CoV-2 antigens. Under notmal test conditions, the quality conrrol line (C-Line ) should be colored to indicate
that the test is effective.
[ Materials Provided ]

gt sy 3.5 model
Compunents
10Test /Kit | 35Tests 7Kl | S5O0Tests/Kit | 100Tests/Kit
Test Cartridge 10pes 5_3;;:3 S0pcs ) IGOpcs
Sampling Swab 10pes E&Cj 5Dpes 100pes
Reagent ( Pre-filled e
eagent Tube re-{i L0pes gng 50pcs
extraction buffer)
User Manual Ipe ﬁg
Note: The components of differcot lot of reagent cannot change.
[ Materials Required But Not Provided]
1. Timer or watch i~

2. Biohazard contalner

[ Storage and Shelf Life]
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Lifotronic

3.8 N ST S0 1 9L A lemperalare Betwean Asaba G, and the test cartridges werc sealed in aluminiumm foil bag. Do not frecze the kit

o its components

Sty

3.9 SHeliieiE fontd

Open-bag shelf life: 1 hour. Especially under condition of high temp or high humidity, it should be used immediately after open the packnge.
Use the reagent kit before expiration date marked on the box.
[ Sumple Requirements] 3.3
The test can be performed withithrout “Swail Bnd AO%e SWibl
@ For throat swab: The head is tilted slightly and the mouth Is opened wide to reveal the pharyngeal tonsils on either side. Swab the base of the
tongue, gently swab back and forth the pharyngeal tonsils on both sides of the subject at [east 3 times, then sweb up and down the posterior

pharyageal wall at least 3 times.
& Fornose swab: Insert the sweb into the nostil parallel to the palate, The swab depth should be equal to the distance from the nostril to the -
outer opening of the ear, Leave the swab in place for a few seoonds to absorb the secretion, Slowly remove the swab zs you rotate it.
ITest Procedure]
Please read the instruction for use carefully before performing the test.
(D Remove the reagent tube out of the pouch and tap vartically on the tube rack, to make sure that the extraction buffer at the bottom of the tube
(@ Collect specimen with a sterile swab.
(@ Pull off sealing film of the rengent tube and then place swab into the extraction buffer and roll the swab ant least 10 times
@ Firmly squecze the tube to release all specimen into buffer while pulling out the swab,
® Cap the reagent wbe and hold it verticallythe tip of the sample tube should be 1cm sbove the sample well. Slowly add 4-5 drops to the
sample well. Do not adti bubbles and do not handle or move the test cartridge until the test is complee and seady for reading.

3.6 @ Wit 1o minutes at room temperatue (10°C-30°C) and Fead ths Fesiss;

D

P e R e

@ Dispose of the used test cartridge,the used swab and the used reagent tube according to your local regulations and biohazard waste disposal
protocol.
Note: B
1. Sampics must be brought to room temperature {15-30°C) prier to testing.
2, All kit components must be brought to room temperature (15-30°C) prior 1o testing. Do not open the pouch while components come to room
temperature.
3. Wash or sanitize hands. Make sure they are dry before starting.
4. Do not teuch any parts on the inside.Handle test canridge only by edges.Test cariridge must stay flat on table for entire test.
[ Quality Control]
A procedural control is included in the test, A colored line appearing in the control region (C-Line) is considered an in ternal procedural control,
It confirms sufficient specimen volume, adequate menbrance wicking and correct procedural technique.
3.7 il Explasiation of Test Results] ]
The résults oblained from the detection of SARS-CoV-2 antigens can be explained as follows:
!:: mmﬁlﬁjcdomd bands zppear at @M'_ljﬁé«'ﬁ]‘ -L’ine'.:triii“;.'bntml line {C-Ligi.}} It indicates a positive result for the SARS-CoV-2
antigens in the specimen. .
z‘j’“ﬁm&ﬁ Colored band appear at @“{&ﬂﬁ@”‘ﬁf@wﬁiﬁ It indicates that the concentration of the SARS-CoV-2 antigens is zero or

below the detection [imit of the lest,
3. lnvalid Result: No visible colored band appear at control line after performing the test may have deteriorated. 1t is recommended that the
specimen be re-tested.
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Positive Negative Invalid Invalid

Note:
1. This is a qualitative test only and cannot determine the concentration of analyses in the specimen,so the intensity of color in the test line

region (T) may different depending on the concentration of analyses present in the specimen. Therefore,any shade of color in the test line (T)
should be considered positive.
2. It is recommended that the specimen be re-lested using a new kit if the result is invalid,

[ Limitation of Test Method]
1. The test results of this product are for clinical reference only and should not be used as the sole basis for elinical diagnosis and treatment. The
clinical management of patients should be combined with their symptoms, signs, medical history, other laboratory tests {especially pathogenic
tests), treatment response, and epidemiology. And other information. A negalive tlest resuit does not exclude the possibility of virl infectior. The
resnlts of this test are an aided diagnosis, and appropriate clinical management is required in conjunction with clinical manifestations, medical
history and other diagnustic results,
2. Improper sampling, transportation, handling, end low levels of virts in samples can lead to false negatives.
3. The contents of this kit are to be used for the prcﬁ:ssioqul and qualitative detection of nucleocapsid protein antigen of SARS-CoV-2 vitus.not
for any other pathogens.
4.The spécimen type of this kit is throat swab and nose swab.Other specimen types may lcad to incorrect results and must net be used.
5. The test result may be negative if the level of nucleocapsid protein antigen of SARS-CoV-2 virus is below the minimum detection level of the
test. .
6. A ncgative test result does not climinate the possibility of SARS-CoV-2 infection.
7. Positive test resulls do nol rule out co-infections with other pathogens,
8. Reading the test results easlier than 10 minutes or later than 15 minutes may pive incorrect results.

[ Performance Indicators)
1. Positive reference product compliance rate: The company's positive reference product compliance rate should be: 10/10.
2. Negative reference praduct compliance rate; The enterprise negative reference product compliance rate should be: 10/10.
3. Lowest Limit of Detection compliance rate: Limit of Detection reference L1,L2 should be positive,, L3 can be positive or negative, Ldand L5
should be negative. The limit of detection of SARS-CoV-2 Antigen (GICA) was determined to be 4.25x10* TCIDso/ml.
4. Repeatability: Test 2 Enterprise Repealability References (J1~J2), and each repeat for 20 times respectively, J1 should be negative, J2 should
be positive,
5. Difference between batches: Take three batches of kits and repeat the test for Enterprise Repeatability References—t8-timgs, J1 should be

negative, J2 should be positive.
6. Analytical specificity
@ Cross-reactivity

positive pathogen antigen samples:

Virus oy
No. substance Strain Conc. Nﬁ{’. / shiAL
] Human HKUI 1.5 x10°TCIDS0/mL Ii“ 9 ; o : [.5= °TCIDS0/mL
2 Coronavirus 229E 1.5 x| (FTCID50/mL 18N ‘z-ﬁ - ﬁlf L3} 1.5% L0°TCIDS0/mL
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3 0C43 1.5 x[0*TCIDS0/mL 19 HINI 1.5%10°TCID50/mL
4 NL63 1.5 x1I0*TCIDS0/mL 20 H3aN2 1.5%1 b‘TCIDSO."mL
. 5 - Influenza A — -
5 MERS 1.5 x10STCIDSO/mL | 21 HsNI 1.5%L0*TCIDS0/mL
6 Type 1 1.5 x10°TCID50/mL 22 ) HINS 1.5%L0STCIDS0/mL
7 Type 2 L5 x10STCIDSO/mL | 23 | InfluenzaB | virus B/Lee/40 | 1.5x10°TCIDS0/mL
8 Type 3 1.5 x10°TCIDSO/mL | 24 c. o Coxaic virus A2 | 1.5%10°TCIDSO/mL
oxaie virus : -
9 | Adenovirus Type 4 1.5 x10°TCIDSO/mL | 25 Coxaic virus A4 | 1.5x105TCIDSMmL
10 Type 5 1.5 x10’TCIDSO/mL .| 26 Bl -conn5 1.5x1°TCIDS0AnL
Coxakie virus - -
11 Type 7 1.5 x10°TCID50/mL | 27 B3 —nancy (SA1) | 1.5%{0°TCID50/mL
12 Type 55 L5 x1°TCIDSO/mL | 28 _ Echovinus6 | 1.5x10°TCIDS0/mL
13 HCMY HCMV-AD-169 L5 x10STCIDSO/mL | 29 | Echovimus Echovirus® | 1:5%10°TCIDSO/mL
14 sy HSV-t -F(3A20) 1.5 x10°TCID50/mL 30 Enteravirus 7{ 1.5x105TCID50/mL
15 HSV-2- MS{4A6) 1.5 =103 TCIDS0/mL 31 Rhinovims Rhinovirus «RV21 | 1.5x10°TCID50/mL
16 Polio virus | Polio virus -sabin(3A4) | 1.5 x1’TCIDS0/mL | 32 Respiratory Type A 1.5x10°TCIDS/mL
/ / / ! 33 gyncytial virus Type8 1.5x10°TCTD50/mL
’) Bakterien .
- | Lecionsli Bloomington-2 S$=10°CFU/mL 9 Mycoplasma Mutant 22 5% 10*CFU/mL
Legioneiia
2 5 hil Los Angeles-1 5x10*CFU/mL 10 {- prcumoniae MI129-B7 5% 10CFU/mL
nenmaphila
3 ? o 82A3105 5x10°CFU/mL 11 CDC1551 Sx [0°CFU/mL
- Mycobacteriu
4 | Strepiocacrus 178 [Poland 23F-16] 5x10°CFU/mL 12 HNE73 5% 10°CEU/mL
— n tuberculosis -
5 paeumoniae Slovakia 14-10 521 G°CFU/mL 13 H37Rv 5x10°CFU/mL
't Bordelella Haemophilus
6 NCCP 13671 5x10°CFU/mL 14 NCTC 4560 5% [ 0*CFU/ml.
pertussis influenzae
Streptacoccns. Psendomonas
7 Typing strain T 52 10°CFUMmL 15 . ' R. Huph 813 5x1¢°CFU/mL
pyrogenes aeruginosa
Staphylocaccy . Streptoceccus
8 FDA strain PCIT 1200 5% 10°CFU/mL 16 5218 Sx10°CFU/mL
$ epidermis salivarius
@ Interference
There was no significant interference effect on from these substances.
No. lnterfcrcnce materials Cone. No. Interference materials Cone,
i Nagal sprays drop 20% 7 Analgesic (Accmnﬁnopﬁm) 1o mgfﬁﬂ‘
=D 2 Nasal corticosteroids 20% 8 Analgesic (Touprofen) 10 mg/mL
3 Homeopathic allergy relief medicine 20% 9 Povidane-icdine 1%
4 Mouth wash (Listerin) S m/mL ] Acetylsalicylic acid (Aspirin) 20 mg/mlL
5 Antiviral drugs (Tumiflu: Oseltamivir) 5 mg/mL I Antibacterial (cefadroxil) 5 mg/mL
6 Whole blood 1% 12 Mucin (Porcine ﬂomawa (lnay, 9

7. Hook effect
There is no hook eifect at 1,0 » 1085 TCID50/mL 6f SARS- CoV-2 which was isolated from a COVID-

8. Clinical performance evaluation

SARS-CoV-2 Antigen (GICA) has demonstrated the following ¢linjcal performance results,
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[ Precautions]
1 Only for [n-Vitro Diagnostic,
2. For professional use only.
3. Please sirictly follow the instructions in use marual.Test strip should be used immediately after open the package, tested strip should be read
timely after 15 minutes incubation finished, or the result will be invalid.
4, Proper labotatory safety techniques should be fotlowed at all times when working with SARS-CoV-2 patient samples.” The used test
cartridge,sampling swab and reagent tube may be potentially infectious, Proper handing and disposal methods should be established by the
laboratoty in accordance with local regulatory requirenieats.
5, The test cartridge,sampling swab, reagent tube are intended for single use only.
6. Do not let the extraction buffer to contact with eyes,skin or owcous membranes,please wash with running water if in contact,
7. Do not use the test Kit beyond its expiration date. .
8. Do not use the test kit if the pouch is damoged.
9. Wear personzl protective equipmeat when handing specimen or used kit components.
10. Do not mix reagent of different lots or those for other products.
11. Wash hands thoroughly before ard after test.
12. Tnadequate or inappropriate speciren and storage can adversely affect results,
13, To avoid contamination,do not tauch the swab tip when collecting and handing the swab sample.
14, Any serious incident that has accurred in relation to the device shall be reported to the manufacrarer and the competent autherity.

[Symbol Explanation]

Symbael Title of symbol

d manufacturer

Authorized representative in the European Community

ﬂ Date of manufacture

g Use-by date

LOT Batch code
Temperature limit

Do not reuse ,,_:‘\- ) ('l‘hu u

Consult instructions for use

In vitro diagnostic medical devjcea
/a2

Coutning sufficient for <n> t o X7l )
\ : -
~, 'e . o ot
Catalogue number ‘o fThailadd) ¢
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& Caution
& Biological risks

[Manufacturet's Information]

Shenzhen Lifotronic Technology Co., Ltd.
u Unit A, 4th Floar, Building 15, Yijing Estate, No.1008 Songbai Road, Nanshan District, Shenzhen City, Guangdeng Province,

Shanghai Intemational Holding Corp. GmbH (Euraps)

) Eiffestrasse 80, 20537 Hamburg, Germany

Tel-+49-40-2513175 Fax.+49-40-255726

[ Version and Modification Date]

Version: V1.0
Modification Date: 2021.3.1
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4.5 \Eﬁ%}:ﬁf@@@;@:ﬁﬁﬁﬁ Eliggof the SARS-CoV-2 Antigen(GICA) User Manual

[ Product] '
Name: External quality control swab of the SARS-CoV-2 Antigen (GICA)

[Intended Usel
The controls are specifically formulated and manufactured to ensure performance of the SARS-CoV-2

Antigen(GICA) and are used to verify the user’ s ability to properly perform the test and interpret the results,
It contains two control swab for positive control and negtive control. The Positive Control contains
recombinant SARS-CoV-2 nucleocapsid protein, which is not contagious. The Positive Control will produce
a positive test result and has been manufactured to produce a visible test line (T). The Negative Control will
produce a negative test result. Control swabs are not specific for a particular SARS-CoV-2 Antigen(GICA)
and may be used between test device lots until the swabs’expicy dates.
[ Components}
1. positive control swab 2.negative control swab 3.user manual
[ Storage and Shelf Life]
Stored the control swabs at. 2~8°C
Shelf life: 18 months.
Open-bag shelf life: it should be used immediately after open the package!
Use the control swabs before expiration date marked on the package.
[ Test Procedure] _
Please read the instruction for use carefully before performing the test.

Resgent preprcalion Sampling pregiration Anpgea test Ratull aierptetston Wiy copanil

.-..\\

/f\
Y

F Jl\ g-‘ | 7 t i ‘Qm —:"“—-T“m"—@ s:zfjj"'-""‘ ]
- | ==l el &2

(O Unseal reagent tube. Transfer the extraction buffer into plastic dropper. _

® Insert the positive or negative control swab in the buffer fluid inside of the extraction tube and soak the swab for !

minute. Swirl the control swab tip in the buffer fluid inside of the extraction tube,roll the swab at least 10 rimes.

@ Gently squeeze the lip of the swab when pulling it out.

@) Cap the plastic dropper then pipette 5 drops of extracted specimens vertically into the specimen well.

® Leave the antigen test cartridge at room temperature for 10~15 minutes. Confirm the test result referring 1o the

explanation below. Do not interpret the resnlt after 20 minutes.

@®Place the used plastic dropper ,the used contro} swab and the used test cartridge in the biohazard bag provided and seal

the bag, dispose of test device and materials in accordance with local requirements
[Explanation of Test Results ]

The results of the swab can be explained as follows:

1. Positive swab Result: Colored bands appear at both test line (T-Ling

indicates a positive result for the SARS-CoV-2 antigens.

2. Negative swab Result: Colored band appear at control line (C-Line) only. It indicates a esult for
the SARS-CoV-2 antigens,

3.Invalid Result:No colored bands appear at both test line (T-Line) and control line (C-Line) or colored
bands appear at test line (T-Line)only.[t should be re-tested.
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Positive Negative Invalid Invalid

[ Precautions]
1. Please strictly follow the instructions in use manual. it should be used immediately after open the package.
2.tested cartridge should be read timely after 15 minutes incubation finished, or the result will be invalid.
3. All the samples and used test cartridge should be treated as potentially infectious source and disposed
according to local regulation,

I Literature References])
(1]Wrapp D, Wang N, Corbett KS et al. Cryo-EM structure of the 2019-nCoV spike in the prefusion
conformation. Scienice 2020; eabb2507.

[2]Laude H, Masters PS. The Coronavirus Nu&leocapsid Protein. In Siddell 8G (ed) The Coronaviridae.
D Boston, MA:Springer US 1995; 141-163.

[ Symbol explanation]
Symbel Title of symbol
‘ manufacturer
EC TRer Authorized representative in the Buropean Community
' ﬁﬂ Date of manufzcture
g Use-by date
Batch code
X Temperature limit
[:E] Consult instructions for use /
In vitro diagnostic medical device p
@n o AT
W Contains sufficient for <n> tests \
D Catalogue number
( E CE marking of conformity

M Shenzhen Lifotronic Technology Co., Ltd.
Unit A, 4th Floor, Building 15, Yijing Estate, No.1008 Songbai Road, Nanshan Distpif}.4
Guangdong Provines, 518055, P.R.China

Mail: gervice@lifotronic.com;

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany

Tel+49-40-2513175 Fax.+49-40-255726
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