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Celltrion Sampinute™ COVID-19 Antigen MIA

« Qualitative detection of SARS-CoV-2 spike proteins

v Quick : Rapid diagnosis within 10 mins
curate : High accuracy with sensitivity (94.4%). and specificity (100.0%)
v Easy : Fully automated analysis with Celltrion Sampinute™ Analyzer
v On-site diagnosis: Delivers lab-quality results at the point of care
v Traceability: Automatically stores test and user history
* CE marked

Principle

Celltrion Sampinute™ COVID-19 Antigen MIA employs magnetic force-assisted electrochemical sandwich immunoassay
that is used with Celltrion Sampinute™ Analyzer te detect spike proteins from SARS-CoV-2

* MIA: Magnatic ImmuncAssay
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Product Component

The test cartridge box contains the following:
- Celltrion Sampinute™ COVID-19 Antigen MIA (25)
250 cartriclas 'w\f\.I'u rmanoclonal anti-SARS-CoV-2 antibodies, MNPs,
and electroc
- Reagent Tubes (25) : m\um s for
- Sterile nasal swabs (25) : fl=xibl
- Negative control solution (1) : <z 35 than C
- Positive control solution (1) ution with non-infectious
SARS-CoV-2 antiger and less than 01% sodiurm azide
- Package insert (1)
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Key specification

Assay method Magnetic force-assisted electrochemical sandwich immunoassay
Shelf Life 12 maonths (2-8°C)
Measuremeant temperature range  15-30°C (59-86°F)

" - Keep the product refrigerated (2-8°C, 36-46°F). Upon preparation, cartridge
Kit storage and stability must be at room temperature (15-30°C, 59-86°F) at lzast 30 minutes before use
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Celltrion Sampinute™ COVID-19 Antigen MIA

Sample Collection: Nasopharyngeal Swab Sample Specimen

«Insert the sterile nasal swab through the nostril parallel tc the palate (not upwards).
*The swab should reach depth equal to the distance from nostrils to the outer opening of the ear.
« Gently rub and roll the swab. Leave the swab in place for several seconds to absorb secretions.

«Slowly remove the swab while rotating it. Place swabs immediately and directly into sterile tubes containing
the reagent solution.

Test Procedure
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af, you can manually enter the code using the keypad

cording to the Celltricn Sampinute™ Analyzer user manual

Interpretation of Result

e Test results must be evaluated in conjunction with other clinical data available to the physician.

Result Interpretation
Posg,'zg've SARS-CoV-2 spike proteins are detected.
x = The electric current detected is higher than the assay cut-off.
Bcr
Neg?Btlve SARS-CoV-2 spike proteins are not detected.
v . * The electric current detected is lower than the assay cut-off.
55 6]

Clinical Performance

«In the clinical performance, seventy-two (72) samples were measured, resulting in a sensitivity of 94.4% (34/36)
and a specificity of 100.0% (36/36).

Results of Reference Device (RT-PCR)

Positive Negative Total Sensitivity 94.4%

iti 24 0 34 Specificit 100.0%

Celltrion Sampinute™ " CSHve sl -
COVID-19 Negative 2 36 38 PPV 100.0%
antgcatils Total 36 36 72 NPV 94.7%

ctive Value) = True
ve Valusr= True 26/ (False Neg + True Negatives)

* PRV (Positive Predi
* NPV (Megative Predic
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Celltrion Sampinute™ COVID-19 Antigen MIA

Quality Control prior to the actual test: System Check & Quality Control Test

« Before the actual sample test, the Celltrion Sampinute™ Analyzer and the Celltrion Sampinute™ COVID-19 Antigen MIA
test cartridges must go through a system check, as well as an external quality control test using positive
and negative sample control solutions.

« Celltrion Sampinute™ Analyzer Components: Celltrion Sampinute™ Analyzer (1IEA), Check Cartridge (1IEA), User manual

System Check Procedure

* The purpose of this test is to verify the proper operation of the Celltrion Sampinute™ Analyzer

Patient Code
o Date Result Error type
“’ yp!
Run
System Check 02/06/2020 1310 Pass
P -
02/06/2020 1253  Pass
\ [ oone |
a Scan the QR code Insert the check cartridge After checl:ung the results,
Touch the FEhe ehorl rabti = remove the used cartridge from the tray.
‘Run Systemn Check’ button o the checiceariiidge hethe tra"y‘ Touch the “DONE" button to
with the barcode scanner Touch the "OK" button

move to the home screen.

Note: -

een

properly and a "V =
S| in or contact the acministrator

dis

Quality Control Test Procedure

« The purpose of the external quality control test is to ensure that the test kit properly differentiates the positive
and negative samples oefore the test of the patient specimen.

Patient Code
i _’ -
Run QC Test \ y /
N
\
|
Swirl or flick the battom
Scan the operator D of the tuba for 15 seconds. Discard the used cartridge.
Touch the G = ! Insert Inject 2-3 drops of the positive Touch the "OK" button.
"Run QC Test” butten. e st enrel digh MR cote the test cartridge. control solution into The screen will proceed

with'the harcode;seanncr the sample Inlet within 2 minutes. to the “QR Code Scan” screen.

Touch the "OK” button.

Patiert Coxle
UL 02/06/2020 12:35
- / Pass
o = 9 Pesitive  Pass 9
Negative  Pass
\ =3
O?mrel g"rggcfiﬂg E:;Zi?s S;rb\:.)b; ?ﬁer?aﬂtnzri Discard the used cartridge
Scan the test Insert Inject 2-3 drops of the negative & Teikiah t)-a = ’ TI 2k th 2
cartridge QR code. the test cartridge. control solution into the sample D ”(F\E;E b'1tut* 0 O(I)\;JE)“ h tet
inlet within 2 minutes. = HreRl HHen
Touch the “OK” butten.
Note: +ifvoudo nave @ barcods so r, touch “Input operator [D manually”
» The d separately. If the QR co HEALTHCARE
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