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v/ STANDARD F COVID-19 IgM/IgG Combo FIA is good to use after 7 days symptom onset
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Specification E:bestbion®

Kit contents

Test Device ' 'ﬂ S :

P [mi " ==
Test device Buffer bottle Capillary tube (20pl) Instructions for use 405
(individually in a fol COVID-19 1gWAg6 Gombo FIA
pouch with desiccant) o e [
Specimen type Serum, Plasma, Whole blood
Cut-Off 1.0
Sensitivity

()
( 27days after symptom onset) 100% (119/119)

Specificity 95.33% (143/150)

Specimen volume Serum, Plasma : 10l
Whole blood : 20yl

Testing time 15 mins

Storage condition Room temperature

Sets/Kit 40 Tests/KIT




Test procedure

<STANDARD Mode>

Insert the test device to the
test slot of the analyzer

| v'Serum, Plasma 10ul/
“% v"Whole blood 20u/

Add the collected serum and
plasma or whole blood to the
specimen well

v'Serum, Plasma 10ul/
v'"Whole blood 20ul

Add the collected serum and
: plasma or whole blood to the
: specimen well

Apply 3 drops of buffer to the
specimen well :

Incubate
For 15 mins

:The analyzer will automatically :

Apply 3 drops of buffer to the
;display the test result in 15 mins:

specimen well

E.: bestbiond

smarter diagnostics

Incubate
For 15 mins

: The analyzer will automatically
: display the test result in 15 mins:

Insert the test device to the
test slot of the analyzer. The
analyzer will immediately
display the test result



Interpretation of result E:best

Test result paper
STANDARD v’ Available for checking both IgM and 1gG result
v’ Intensity of fluorescence can be checked with COI value
2021/05/06 ... .00

SN : FA24A020A0076

Version ¢ V001.032 [Interpretation of result]

fat Nap £ONRN2NNT222
’ Result Interpretation
Operator ID : admin —
Patient 1D : 1 IgM (+) 1gG(+) Positive result
IgM (+) 1gG(-) Positive result
COVID-19 IaM = Negative(-) 1gM (-) 18G(+) Positive result
col = 0.01 :
COVID-19 g6 = Negative(-) IgM (-) 18G(-) Negative result
C0I = 0.01
Froceura HLontOH et T Invalid Retest should be performed
Note

1 *COl 2 1.0 : Positive

________________________________



Merits of Antibody test E:bestbiond

smarter diagnostics

STANDARD F COVID-19 IgM/IgG Combo FIA

v' Small amount of specimen
10ul for serum and plasma, 20ul for whole blood

v’ Various sample type
Serum, Plasma and whole blood are all available to be used on any situation

v" Available to detect Spike Protein and Nucleocapsid Protein of SARS-CoV-2

Antibodies from infection and vaccination can be all detected

v’ Fast testing time
Test result in 15 minutes

v’ Separate test result for IgM and IgG can be checked

COl value for each IgM, 1gG is presented on test result
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