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5/5/20
Senores:
Superintendencia de Pensiones
Santo Domingo
Direccion Av Miéxico, Santo Domingo RNC: 401514982
Atencién  Departamento de Compras Telefono: {809} 688-0018
COTIZACION
Cantidad Descripcion Precio Total
100 Kit de prueba rapidas $1,72000| 5 172,000.00

Referencia:
SIPEN-DAF-C\I-2020-0009

"Entrega inmediata Sub-total 5 172,000.00
ITBIS
Total S  172,000.00
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GenBody Inc
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COVID-19 IgM/IgG test

Rapid immunoassay for COVID-19 infection

Test Methods During Infection Period Of COVID-19

Malecular test Antibody test
{PCR} (lgG/1gM)
Antigen test

L
r

Iuggeton I_ Day 3~12: IgM Antibody test
v Day 6 ~ : lgG Antibody test

y T T T T T
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The outbreak of the novel coronavirus (CCYID-19) rapidly transmit all over China and lots of countries,
Arhough molecular test (RT-PCIR) has become the standard method for diagnosis of this diseass, the
method has marry Iimiatons. In addition, the high false negative rates were reported. There 15 an urgent
nead for an acourale anc - rapld testing method that guickly identify large number of infected patients ard
asymptomatic camers to pravant virus ransmession and assure tme\/ treatiment of patients,

GerBody COVID-19 IgM/cG davice 18 a chromatogranhic immuncassay ki for the rapid and ditferential
det echm of immunoglctulin M Igh) and immunoglobulin G (IgG) against COVID-19 using serum, plasma
anc whole Blocd,

il



Comparison With Molecular Testing

Motecular Testing [RT-PCA) GenBody COVIB-19 1gM/lgG Rapid Test

Principle | Nucleic acid test of COVID-19 | Antibody {lgM & 1gG) detection in the bloods

| -China: 30 ~ 50% (Jungangilbo 2020 02 13)

hECHasy Inalie -Depending on the swab positioning of specimen and yield

-Before Day 5: very low

figlds f gene exraction . -After Day 5: 50 ~ 81% for lgh, 81 ~ 100% for lgG
Test time . >6 hours : 10 minutes
Test cost Very expensive | Economic
Users Skilled & trained | Normal
Specimen - Throat, anal, nasopharyngeal, sputum 1 Whole blogd, serum, plasma
Test capacity Limited . Fessible to bulk testing
« Good accurate at eatly stage |+ Possible to detect at Iatent or asymptomatic period.
Adv/disadvantages | « Difficult to detect at latent or asymptomatic period * Inaccurate at from Day O to Day 5 after infection

« Appropriate for early stage with limited cases of patients * Appropriate for 5 day-after with bulk cases of patients

Diagnostic Accuracy of GenBody GOVID-19 IgM/lgG

Parameters Performance (Ongoing) Comments

1.84 5/C0 for igM

ELISA
1,57 /G0 for lg& i

Analytical sensitivity

Day 3 after symptom: lgM- 30%, lgG- 0%

w_limited cas
After Day 7 from syniptem. IgM- 80%, 10G- »95% g e5s

Sensitivity

Specificity lgh 98% (118/120), lg6: 99% {119/120)

Interpretation Method

Antibody test
Moleoular test Interpretation
lgM
Positivis Negative Negative Acute infaction (D1 ~ D3}
Positive Positive ' Negative | Acute infection {03 ~ D8}

Positive Positve | Posive | Infected (D8 ~ D15)
: | L = —
Pasiliva Negative | Positive | Infected {>D15) or secondary infected
Negative Positive | Negative | Farly stage of infection. Need the additional molecular test
Negative Positive Fositive Infection (D8 ~ D15}, Need the additionat molecular test
Negative Negative Fozitive aashainiesgeny:

{if oG negative change to lgG positive) infected

Negative Negative Negative Not infected

Ordering Information

Gat o, Frofot Name BoxSize (mm) Carton Sizo(mm)

CCVIN40 GenBody COVID-19 Igh/lgG 20 Tests/Kit 210x125x75 470x410x47C
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