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About SD BIOSENSOR 

ÅImmunoassay
Immunoassay reagent manufacturing

ÅMolecular Diagnostic Development
Nucleic Acid Amplification reagent, POC molecular cartridge manufacturing, 

Nucleic Acid  Extraction

ÅInstruments Development 
Development of POCT system, Retention of LIS/HIS-applied technology, Lab System

Screening Test Confirmatory Test 

Chronic Care
BGMS/LipidoCare/

MultiCare

STANDARD Q
Rapid diagnostics test

STANDARD F 
Fluorescent

immunoassay 

STANDARD E 
ELISA

STANDARD M
Molecular POC system

SD BIOSENSOR has been developing and manufacturing innovative diagnostic 
solutions focused on
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About SD BIOSENSOR 

We devote ourselves to improves human health by developing innovative products.

2010

2014~2019

2020~

2010.12

Ā Founding of SD BIOSENSOR



[FOR INTERNAL USE ONLY. NOT FOR PRINT OR DISTRIBUTION]

02
STANDARD Q COVID-19 Ag Test : Specifications
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à Kit introduction

Category Details

Intendeduse
Rapid chromatographicimmunoassayfor qualitative detection of specific SARS-CoV-2
antigen

Contents
(25T/kit)

ÅTest device (individualaluminum pouch)  x 25
ÅSterile swab x 25
ÅExtraction buffer x 25
ÅNozzle cap x 25
Å IFU

Sampletype Nasopharyngeal swab ** Nasal swab will be added soon

Samplevolume 3 drops of mixed specimen with extraction buffer

Testingtime 15 ~ 30minutes (Do not read test results after 30 mins.)

Storagetemperature 2~30ɒ (36~104ɓ)

Operatingtemperature 15~30ɒ (59~86ɓ)  ** We plan to improve operating temperature until 40 oC

Cat. no. 09COV30D (25T/kit)

EXTRACTION 

BUFFER

STERILE SWAB

Contents & specification

NOZZLE CAPTEST DEVICEINTRODUCTION FOR USE
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à Kit introduction

Clinical Evaluation

Brazil Germany Overall

Sensitivity
(Ct Ò 25) 

95.92%
(47/49, 95% CI 86.02-99.50%)

100%
(21/21, 95% CI 83.89-100%)

97.14%
(68/70, 95% CI 90.06-99.65%)

Sensitivity
(Ct Ò 33)

91.92%
(91/99, 95% CI 84.70-96.45%)

87.80%
(36/41, 95% CI, 73.80-95.92%)

90.71%
(127/140, 95% CI 84.64-94.96%)

Sensitivity
(0 Ò from the symptom 

onset days Ò 3) 

95%
(19/20, 95% CI 75.13-99.87%)

85.71%
(18/21, 95% CI, 63.66-96.95%)

90.24% 
(37/41, 95% CI 76.87 ï97.28%)

Sensitivity 
(from the symptom 

onset days Ò 7)

90.7%
(88/97, 95% CI 83.12-95.67%)

80%
(28/35, 95% CI 63.06-91.56%)

87.88%
(116/132, 95% CI 81.06-92.91%)

Clinical Sensitivity
88.68%

(94/106, 95% CI 81.06-94.01%)

76.6%
(36/47, 95% CI 61.97-87.70%)

84.97%
(130/153, 95% CI 78.3-90.23%)

Clinical Specificity
97.6%

(287/294, 95% CI 95.2-98.8%)

99.3%
(1203/1212, 95% CI 98.6-99.6%)

98.94%
(1490/1506, 95% CI 98.28-99.39%)

https://www.finddx.org/wp-content/uploads/2020/10/SDQ-Ag-Public-Report_20201016-v1-1.pdf
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à Kit introduction

Analytical Performance

Á TheSARS-CoV-2 positivespecimenwaspreparedby spikingInactivatedSARS-CoV-2

(2019-nCOV) NCCP 43326/2020/Korea strain to SARS-CoV-2 negative

nasopharyngealswabconfirmedwith PCR.

Á LOD is determined as 3.12 x 102.2 TCID50/ml(1.12 x 102 PFU/ml) for direct

Nasopharyngealswab,5 x 103.2 TCID50/ml for Nasopharyngealswabstored in VTM

by testingseriallydiluted the mockpositivespecimen.

Limit of Detection (LoD) 
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á Biosafety requirements

Material Required  (Not provided)

Safety goggles

Respirator-style 
face mask

Gloves

Protective suits

Timer

Disposable container

All the Personal Protective Equipment is disposable


