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v Accurate : 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 to detect spike proteins from SARS-CoV-2
*
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Product Component
The test cartridge box contains the following:

- Celltrion Sampinute™ COVID-19 Antigen MIA (25) :

asi cartridges with monoclonal anti-SARS-CoV-2 antibodies, MNPs,

and electrochemical sensors

- Reagent Tubes (25) : solutions for collecting specimens
- Sterile nasal swabs (25) : flexible swabs for collecting specimens
- Negative control solution (1) : sall solution with less than 00%

- Positive control solution (1) : salt solution with noninfectious

SARS-CoV-2 antigen and less than 01% sodium azide
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Celltrion Sampiruts™ Celltnon Sampinuts™
- Package insert (1) COVID 19 Antigen MIA Analyzer

Key specification

Assay method Magnetic force-assisted electrochemical sandwich immunoassay

Shelf Life 12 manths (2-8°C)

Measurement 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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Sample Collection: Nasopharyngeal Swab Sample Specimen
«Insert the sterile nasal swab through the nostril parallel to 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.
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Interpretation of Result
« Test results must be evaluated in conjunction with other clinical data available to the physician.

Result Interpretation

Positive SARS-CoV-2 spike proteins are detected.
y

= The electric current detected is higher than the assay cut-off.
Bay

Negative SARS-CoV-2 spike proteins are not detected.
y = The electric current detected is lower than the assay cut-off.
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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™ _

FoSitve Desiciy ;

COVID-19 Negative 2 36 38 PPV 100.0%

Antigen MIA
Total 36 36 72 NPV 94.7%
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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 (IEA), Check Cartridge (IEA), User manual

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

Patient Code

Date Result Error type

Run sy

System Check \ 02/06/202013:10 Pass

/
02/06/2020 12:53 Pass

T
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Scan the QR code Insert the check cartridge
After checking the results,

ouch the
of the check cartridge tothe tray

remove the used cartridge from the tray.

Run System Check’ button
With Ing Barenels Sua rnar Touch the “CK” button

Touch the “DONE” button to

move to the home screen.
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nd an “X" ( [X)] } mark is dis an th mn. Try gain or contact the administrator
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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.
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