


GCMS COVID-19 Diagnostics Kit

Product name
GENEDIA W COVID-19
Real Time RT-PCR kit

GENEDIA W COVID-19 
Colorimetric LAMP 

Premix kit

GENEDIA W 
COVID-19 Ag

GENEDIA W ONE 
COVID 19 IgM/IgG

GENEDIA W 
COVID-19 IgM/IgG

Type PCR Rapid

Method Real Time RT-PCR RT-LAMP
Immuno-

chromatography
Immuno-

chromatography
Immuno-

chromatography



The GENEDIA W COVID-19 Ag (SALIVA) is an in vitro diagnostic single-

use test and qualitative immunoassay to detect SARS-CoV-2 antigen in 

human saliva specimen. 

Immediate on-site Antigen testing

Introduction of GENEDIA W COVID-19 Ag

• Allow wider testing with fast test time (15 minutes)

• Non-invasive specimen (Saliva)



Quick

Accurate

Non-invasive 

specimen 
 Easier specimen collection from saliva

 Fast test time (10 ~15 minutes)

 High performance (Sensitivity: 93.33%, Specificity: 100%)

Unique selling Point



Summary : Clinical Performance Data
Clinical test conducted at Kangwon National University Hospital in South Korea.

Purpose of Clinical Research 

Clinical performance evaluation of the GENEDIA W COVID-19 Ag was conducted by comparing the performance of RT-PCR test (AllplexTM 2019-nCoV Assay by 

Seegene Inc. and STANDARD M nCoV Real-Time Detection kit by SD BIOSENSOR, Inc.) from Kangwon National University Hospital.

Comparator (RT-PCR)
Total

Positive Negative

GENEDIA W 

COVID-19 Ag

Positive 56 0 56

Negative 4 60 64

Total 60 60 120

• Clinical sensitivity : 93.33% (95% CI : 83.80% - 98.15%)

• Clinical specificity : 100% (95% CI : 94.04% - 100%)

• Total Agreement Ratio : 96.67%

Days Since 

Symptom Onset

RT-PCR

Positive (+)

GENEDIA W

COVID-19 Ag

Positive (+)

PPA
95% Confidence 

Interval

≤7 49 48 98.96% 89.15%- 99.95%

8 to 14 11 8 72.73% 39.03%- 93.98%



① Test device : 20 EA

② Extraction solution : 20 EA

③ Sample developing filter cap : 20 EA

④ Sterilized swabs for sample collection : 20 EA

⑤ Cup for saliva collection : 20EA 

⑥ Instructions for use: 1EA

1

2

3 4

5

6



GENEDIA W COVID-19 Ag (SALIVA)_
Sample Collection

Extraction Interpretation of the result
Extraction Interpretation of the result



Contents Specification

Method Immunochromatography

Packing Unit 20 Tests / kit

Certification CE-IVD

Specimen Saliva

LoD 7.50X102 TCID50/mL

Sensitivity/Specificity
Sensitivity : 93.33% (95% CI : 83.80% - 98.15%)

Specificity : 100%    (95% CI : 94.04% - 100%)

Running Time 10~15 minutes

Contents Specification

Materials provided

① Test device : 20 EA

② Extraction solution : 20 EA

③ Sample developing filter cap : 20 EA

④ Sterilized swabs for sample collection : 20 EA

⑤ Cup for saliva collection : 20EA 

⑥ Instructions for use: 1EA

Expiry Date 24 months from the date of manufacture

Storage Condition 2 ~ 30 ℃ (35.6 ~ 86 °F)



CE Certification



ISO Certification



R&D center Cheonan PlantEumseong Plant Eumseong 2nd Plant

Rapid, ELISA et al A1C, Lipid, BGMS Hemodialysis

GCMS Manufacturing Capability 

Green Cross Medical Science (GCMS) has three manufacturing plants that are optimized for the production of Rapid, the POCT device, and hemodialysis 
solution respectively. 
Our Eumseong plant has produced over 40 products, including RDT and PCR, and is designed with the flexibility to run manufacturing lines efficiently. We 
can immediately switch from A to B when the tests demand a move from the detection of antibodies to antigen tests. 

Current production capacity 

Product Group Plant Tests/ Month 
COVID W Ag RDT Eumseong Plant 10,000,000 

COVID W Ab RDT Cheonan Plant 1,300,000 
COVID W RT-PCR Eumseong Plant 1,000,000 

Other RAPID (Test) Eumseong Plant 600,000 

ELISA (Test) Eumseong Plant 1,500,000 

Lead time : Maximum within 4 weeks after receiving Purchase Order 






