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Vice-Alcaldia

' Departamento Responsable:
Proyecto. Fuerza Honduras
Utilizado en. Proyecto Triaje Municipal.
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Lps 16,930

Sub Total

Impuesto Sobre Venta : Lps 0

Descuento: Lps 0

TOTAL: Lps 16,930
Pda.

Imputarse al Ramo

Seccién

Recibido por

Fl Original para el Tesorero junto con la Factura
ropietario del negocio deberd adjuntar a la factura,
A pﬁbltmummwnmten deulial veracidad. FaE e

(Sello)
(F)Alcaldia Municip

| . 3
Nombr& en Letra de Molde Y‘a "
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La factura es derecho de todos exigela

Teléfono: +50422455550 / +50499907320 Correo electrénico: jahyromendoza@gmail.com
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Condres Soercel

Dra. Constanza Romero M.
Marketing and International Business Manager

Government tenders
Parque Industrial Perisur, Bodega No 4

Tegucigalpa-Honduras C.A.

Tel: 504 22455550 - + 504 96175588 L A
E mail: cromero/@htgroup.com.co o
Drogueria Benpharma S de RI. de CV
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b: C es: LA APLICACION Y USO DE LA PRUEBA AUTORIZADA SERA
ESTABLECIDOS POR LA SECRETARIA DE SALUD

‘base en la combinacién de criterios tales como, duracién del contacto con el cuerpo, grado de inva
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CLASE 1ll: SON LOS HSPOSITNOSMGDCOSDEMUYALTORIESGOSUJETOSACONTMBWB;
A PROTEGER O MANTENER LA VIDA O PARA USO DE IMPORTANCIA SUSTANCIAL EN LA PREVENCION DEL
DE LA SALUD HUMANA, O S| SU USO PRESENTA UN RIESGO POTENCIAL DE ENFERMEDAD O LESION. '

Vigente hasta:
20 DE OCTUBRE DEL 2020
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DRA. EVELIN HERNANDEZ
. DIRECTORA DISPOSITIVOS MEDICOS
Y QTROS DISPOSITIVOS DE INTERES SANITARIO
AGENCIA DE REGULACION SANITARIA
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| Interference Study

| Repeatability and Reproducibiliﬁl

Diagnostic Sensitivity and Specificity

7 ‘ Literatures

1. Product Introduction

1.1. Intended use /
Artron COVID-19 IgM/IngAntibody Test is a rapid, qualitative and convenient

/

immunochromatographic inl vitro assay for the differential detection of IgM &/or IgG antibodies W

to SARS-COV-2 in human serum, plasma or whole blood samples. The device is designed to aid

in the determination of recent or previous exposure to SARS-COV-2 virus tracking the body’s

Immunity status to the virus after SARS-COV-2 infection.

This assay only provides a preliminary result. A positive result does not necessarily mean a

current infection, but represents a different stage of the disease after infection. IgM positive or
IgM/IgG both positive Suggest recent exposure, while IgG positive suggests previous infection, or
latent infection. Current infection should be confirmed by Real-Time Reverse Transcriptase (RT-
PCR) or viral gene sequencing. Negative results do not preclude SARS-CoV-2 infection and
should not be used as the sole basis for patient management decisions. Negative results must be
combined with clinical observations, patient history, and epidemiological information. This test is
intended for professional use and should only be used by qualified and experienced inspectors for

use in clinical specimens and molecular biology experiments.
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bsent in the sample, no pink line will appear in the t _
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ernal process control, a control line should always appear at Control Zo
mpleted. Absence of a pink control line in the Control Zone is an indicat

- Easy to use, no additional instrument or reagent is needed;

Artron COVID-19 IgM/IgG Antibody Test is a simple, fast laboratory test that simultaneously
detects and differentiates IgM or IgG antibodies to SARS-COV-2 thus aiding in the
determination of recent or previous exposure to SARS-COV-2, IgM positive or IgM&IgG both
positive suggest recent exposure, while IgG positive suggests previous infection, or latent

infection.
Designed for Lab use or professio“ use by qualified and experienced inspectors for use in

clinical specimens and molecular biology experiments.
High sensitivity and Specificity.
Each test is enclosed in a moisture proof aluminum pouch with a Silicon Gel for long time

storage.

Analysis of Sensitivity and Specificity
Inactive COVID-19 IgM/IgG sensitivity panel including 3 SARS-COV-2 IgM positive
sera( Strong, moderate and weak), 3 SARS-COV-2 IgG positive sera, and one negative srum was
applied to validate the analysis sensitivity of Artron COVID-19 IgM/IgG Antibody Test and
parallelly refer with the testing results of CE approved commercial Wondfo SARS-COV-2

Antibody Test(W195). Artron COVID-19 | gM/IgG Antibody Test could identify all the positive
samples and showed the similar sensitivity with reference CE approved commercial Wondfo
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onstrated that the repeatability and reproducibility of Artron COVID-1

6. Diagnostic Sensitivity and Specificity
~ Total 1162 samples including 285 of RT-PCR confirmed SARS-COV-2 positive sera/plasma/whole
blood samples and 877 of RT-PCR confirmed SARS-COV-2 negative sera/plasma or clinic true
sera/plasma (collected before Nov. 2019) were used to evaluate Artron COVID-19 1gM/1gG
Antibody Test from three clinic centres. Among all the 285 positive samples, Artron COVID-19

IgM/IgG Antibody Test identified out 269 of COVID-19 IgM&/or IgG positive including 253 of
IgM positive; 259 of IgG positive. The diagnostic sensitivity for IgM test was 88.77%; for IgG was

90.88%; the combined sensitivity was 94.39%. The diagnostic specificity for IgM was 98.40%; for
IgG was 99.77%; the combined specificity was 98.18%. The overall agreement for IgM and 1gG
ectively. The combined overall agreement was 97.25%. The PPV for

was 96.04% and 97.59%,
IgM and IgG was 94.76% and 99.23%, respectively. The combined IgM & IgG PPV was 94.39%.
The NPV for IgM and IgG was 96.42% and 97.11%, respectively. The combined IgM & IgG PPV
was 99.42%.
Summary for combined Ig M& IgG diagnostic sensitivity and specificity
RT-PCR confirmed/Clinic Truth
Positive Negative Total
Positive 269 16 285
Artron COVID- .
19 IgM/IgG Negative 16 861 877
fiibody Tost Total 285 877 1162
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San Pedro Sula: Tel: 2553-3720- 2552

T —

-3329 « Fax: 2552-2044 + 2559-9041 + 25599725/ 9329+ Fax: 2559-8381 « Tegucigalpa: Tel: 2232-2067 + 2239 "i’"“ ax: 2232-2)

Apdo. Postal No. 277 + E-mail: info@agenciamatamoros.com
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ISV 15%
ISV 18%
Total a pagar:

TERMINOS DE PAGO DROGUERIA BENPHARMA % i : 2
Toda factura debe ser pagada en los primeros 30 dias despues de su entrega o de acuerdo a las condicion 5
vez cumplido los treinta dias se cobrara un 5% de interes moratorio sobre el valor total de la factura, mensualmen

sutotalidad.

e - B P
/ Revnsadtmu\cuenms por cobrar ok D
Nombre:

H\"Ee\echa: Firma y Sello:

Declaro que fue recibido a conformidad
Cliente M |

Original: Cliente
Copia: Obligado Tributario Emisor

La factura es derecho de todos exigela

Teléfono: +50422455550 / +50499907320 Correo electronico: jahyromendoza@gmail.com

Escaneado con CamScanner



Nombre:

Fecha:

Firma y Sello:

Fecha:

Declaro que fue recibido a conformidad
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La factura es derecho de todos exigela

Teléfono: +50422455550 / +50499907320 Correo electronico: jahyromendoza@gmail.com
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