GT-100-SARS-CoV-2IlgG/IgM Kit

1.Product pictures

2.Product introduction
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IgM & the fist artibody to apper inthe
acute infecion sage caused by pathogens
such as SARS-CoV -2, and can normally be
detecrad 3 days after the onset of symptoms,
lgG s produced n the middle or later 2age
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After the 12-minute incubation. Illuminate the inspection region

with the UV flashlight and read the results.



3.Product specification:

Goldsite Diagnostics Inc.

SARS-CoV-2 lgGilgM Kit
For determination of SARS-Cov-2 1gG and IgM
antibodies

Catalog No.

1. IntendedUse

This kit is waed for qualitative delermination of the g3 and
Ighl antibodies to e nowel coronsvines SARS-CoV-2 in
human whole blood or serum of plaama a5 an sid in the
diagnoais of coronavines disesse 2019 (COVID-18).

GT1Z2025

2. Test Principle

Time-resohed fucrescence immunoassay is appled.
Briedy, the SARS-CoV-2 IgM and IgG in the sample binds
with the fluorescent labeled anfigens in the carridge o
fionm e immunooom plexes. When the complexes migraie
to IgM line (cosied with mouse anti-human lghl), the
complees that contsin the SARS-CoV-2 IgM will be
capiured. When the complexes migrate to 1gG line (coated
with mouse anti-hueman IgG), the complexes that contain
the SARS-CoV-2 IgG will be captwed. Simiardy, the
fluorescent labebed chicken IgY antibody will be caphmred
in the C (conirol) line (coated with goat anti-chicken IgY).
These captured complexes will poduce fluorescence
signal that are proporBonal o the concentration of each
analyte (Le., SARS-CoV-2 IgM and Ig3). Upon exdtation
by UV Nght (wavelength = 355 nm), the complexes
containing SARS-Cov-2 igM and IgG will emit Eghts
forming light bands in the g and ig3 line regions,
reapecively. Simitarty, a bght band will also appesar in the
contexl line region indicafing the comed operafion
procedure has been taken and the assay ks providing
refigble results. The presence of the Bnes at the Igh and
g line regions indicates whether the sample s positive
for the SARS-CoV-2 igM andfor gl anibodies,
respeciively. When the kil is used in conjunciion with the
GT-100 Time-resohed Fluoroimmunoassay Analyzer, the
florescence signals of the light bands will be read and
compared with the preset cut-off values. The sample ks
considered to be posithe for SARS-CoV-2 Igh andior igG
if the signals are geeater than the cut-off values.

3. Reagent Components
3.1 25 reagent cariridges packaged separately with a bag
of desiccant.

*  Eachcarindge s for a single test and consists of
the nitrocelhdose membrane, shaorbent paper,
sample pad, couplng pad and PV board.

*  The nitroceliose membrane i coaled with
maouse andi-human igh, mouse and-human igG
and goat anti-chicken Ig¥. The ooupling pad
contsine  fuorescent lsbeled SARS-CoV-2
anfigen and chicken 1gY.

3.2 1 Package ingert
32 11D card {for andyzer mode)

Werghon: V3

4. Material Required but Not Supplied
4.1 Result reading devices
LLiae efther of the following devices o read the reaulis:
* A Analyzer mode: GT-100 Time-resohed
Flucrosmimunoassay Analyzer
*  B. Flashlight mode: U fiashlight {wawelength
=365 nm)
42 Devices for sample collecton (pipete)

5. Storage and Stability

Siore the caridges at 2 — 30°C in a dry place and avoid
direct sunlight. The unopened packages are stable until
fhe expiry daie labsled on the labels. Once opened, they
ghould be used immediately.

6. Sample Collection and Preparation

6.1 Fresh whole blood, serum and plasma samples can
e g,

62 Avoid test with highly Bpemic, lurbid and haemohyzed
samples.

7. Test Procedure
A Analyzer mode

T.1 Power on the GT-100.

T2 Let the sample reach the room temperaiure.

7.3 Remove the cartridge from iis package.

T4 From the home screen, select Settimg. Select
Register. insert the 1D cand &t the top of the analyzer
and click Reglster. After succesaful registration, the
lot number of the asaay will be saved. Chedk in Guerny
Screen fo enoure that the registered lot number is
comrect. Click Back to return and select Sample Test
o enfer the Sample Testsoreen. The instrument door
will open sutomatically.

75 Add 30 pl of whole blood sample or 30 pl of
serumiplasma sampie io the sample well of the
cartridge by a pipette.

76 Leawe the sampledoaded carfidge at room
lemperature for 12 minuies.

T.7 \While wailing, input the sample 1D, select the sampis
type. Inoert the carridge holder into the instrument
After the 12-minute incubation, insert the carnidge
inio the holder. The instrement door will dooe.

T4 Afer the reading is compleled, the result will be
displayed and prinied oul. Remove and discard the
used cartridge.

B. Flashlight mode

7.1 Let the sample reach the room temperaiure.

72 Remove the carridge from iis package.

T3 Add 30 pl of whole blood sample or 20 pl of
senumfplasma sample o the sample well of the
cariridge by & pipatte.

ol v pls b

30 piL of whoks blood =
- —

20 pl of wrumfplams

T4 Leawe the sampledosded carfidge &t room
lempersiure for 12 minutes.



Goldsite Diagnostics Inc.

75 After e 12-minvte incubation. Numinsie the
inapecion region with the UY flashiight and read the
resulis,
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8. Interpretation of Results

A For analyzer mode:

By compadng with the preset cut-off fuorescence values,
the sampe result will be displyed as
[PositiwelNegativelintermediate for SARS-CoVv-2 ight
andior IgG. When an intlermed aie result is obtained, it s
recommended 1o repeat the fest with a new cartridge and
@ xamined the result carefully.

B. For flashiight mode:
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Naote fallure to observe the control line indicate the resulis
ae not rdisble. When this ocowrs, check the operasion
procedure carefully, and test again with a new carnidge.

8%. Troubleshooting (for analy zer mode)

9.1 When the Sucsscence signal in the control line falis
outsde the accepitable range, the anslyrer displays
messages “invalid Confrod 17 (e quality control line
cannot be found) or "imalid Controd 2° (the quality
contsol aignal is kower fhan the preset value).

92 If no cwomsiographic migraion appears in the
obeervalion window afier & minutes of incubation.
Discard the cartridge and iest sgain.

9.3 When an expired cariridge is used, the anslyzer
terminaies the test and displays “Expired cartridge®.

10. Limitations

10.1 Diagnosis and treatment of SARS-Co\V-2 infection
should not depend on determinaton of SARS-Co\v-2
IgGAgh alone. The dinical symptoms, medical
history and other laboratory findings of paients
should shways be taken inlo consideration.

Vergion: V3

patients. The HAMA effect makes the immune
analysis easy to produce false positve. The kit has
taken measuwres o eliminate thess disturbances a3
far a9 possibde. The eflect of 5% HAMA serum on
e test resulis ks within +15%.

103 Inlerference: hemolyais, jsundice, lipid blood and
rheumaiokd fBcions may inlerfers with the test results.
Hemoglobin up o 5 gL, bilinbin wp to 0.1 gi,
trighycenide up 1010 gL, reumatoid factor up to 150
IWmL do mot interfere he SARS-CoV-2 IgGiigh

aaaayed.
104 Divlion of #e sample for tesling i3 ot
FECONITET e,

11. Performance

11.1 Posilive wentm. e kit shows a 5/5
agreement with the fBciory posiive reference
maiesal.

112 Negalive agresment rale: the Wt shows a 20020
agresment with fhe fBciory negative reference
maiedal.

113 Repeaisbdity: Two posilive reference malenss are
tested for fen Smes each. Al resulis should be

posiive.

12, Caution and Waming

121 This reagent is used only for scientific research and
should be wsed in sirct sccordance with the
instrcions.

122 If the package has been damaged, the labal cannot
e seen desrty of if the carridge hes expired, do mot
use the carindge.

123 The test carridge s for single test and cannot be
reassed.

124 Do not eat the desiocant.

procedure should be followed strictly. The samples,
used reagents and consumables are medical wasate
which are poteniially hazsrdous and should be
disposed of in accordance with nafional and local

resgul aions.

13. Symbols
Catalogue
s dale
g G - nasmber
Date of X Temperature
manutacthune " Bt 2 - 30°C
- Avodd
[teT] Lot nusmber iy
guna hine

Goldsite Disgnostics inc.



Goldsite Diagnostics Inc.

Address of Mamnufac turer
No. 103C, 503C & 5040, Technolo gy Bulldng &

Mo. 3A & 4A, Technology Bullding Annex,
Zhaoshang Sub-District, Manshan District,
Shenzhen, China, 518067
Manufacturing Site

MNo. 103G Technobogy Busiding &

Mo. 3A & 44, Technology Bullding Annex,
Zhaoshang Sub-District, Nanshan District,
Shenzhen, China, 518067

Tel: 86 T55 26800807

Fau: 86 T55 26800700

CMC MEDICAL DEVICES & DRUGS, 5.L
Cf Hotado Lengo Mo 18, CP 25008, M élaga-Spain

C€

4.Product packing information

25 reagent cartridges packaged separately with a bag of desiccant.
44BoxsX25pcs 1100 small boxes per carton
CTN:50X40X29cm --- Air freight weight:11.6KG ,

Shipping weight :9.7KG

80BoxsX25pcs 2000 small boxes per carton
CTN:59X42X19.6cm --- Air freight weight: 19.6KG ,

Shipping weight :16.3KG
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