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CENTRO COLABORADOR PARA EL SIDA DE LA ORGANIZACIÓN PANAMERICANA

                DE LA SALUD Y DE LA ORGANIZACIÓN MUNDIAL DE LA SALUD
    Buenos Aires,  September 11th, 2000

Sirs,

Health Minister of the Nation

Health Ministry

A.N.M.A.T.

Nation Institute of Medicines

Information No.: 201

As requested by you, hereby we are sending the report about the evaluation of the product reagent for diagnosis “In Vitro” use “HIV RAPID TEST” to perform qualitative assay to detect antibodies against the Human Immunodeficiency Virus type 1 and 2 in serum, plasma and whole blood by immunochromatographic method.


This product is manufactured by World Diagnostics Inc., in the USA and imported to our country by Laboratorio Vicrofer SRL.


The 10 boxes submitted with 20 determinations each one identified as lot 8050112 and expiration date 01/01/02 had all the reagents listed in the insert and in enough quantity to make the specified determinations.


The kits were evaluated between August 29th and September 8th strictly following the insert’s instructions.


The following sample panels were used for their evaluation :

Panel

· PD: 56 positive plasma samples for HIV-1

· PPD: 5 weak positive plasma samples for HIV-1

· PN: 50 negative plasma samples for HIV 1/2

· SP: 15 strong positive serum samples for HIV-1

· SPD: 5 weak positive serum samples for HIV-1

· SEP: 35 whole blood samples from HIV-1 positive individuals

· SEN: 15 whole blood samples from HIV-1 negative individuals
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CENTRO COLABORADOR PARA EL SIDA DE LA ORGANIZACIÓN PANAMERICANA

                DE LA SALUD Y DE LA ORGANIZACIÓN MUNDIAL DE LA SALUD
Below is detailed sample panels table, and results obtained by the CNR are compared to the equipment assayed:

	TYPE OF SAMPLE
	QUANTITY
	RESULT “HIV RAPID TEST”

	PP
	56
	POSITIVE

	PPD
	5
	POSITIVE

	PN
	50
	NEGATIVE

	SP
	15
	POSITIVE

	SPD
	5
	POSITIVE

	SN
	15
	NEGATIVE

	SEP
	35
	POSITIVE

	SEN
	15
	NEGATIVE


 The results obtained indicate the products ‘HIV RAPID TEST” PASSED as screening test for antibodies anti-HIV-1 in serum, plasma and human whole blood.


This notification is submitted directly to the above agency for its report and project construction of the correspondent administrative act.

Dr. Manuel Gómez Carrillo

Consejo Tecnico
Departamento de Microbiologia, Facultad de Medicina- UNIVERSISDAD DE BUENOS AIRES

Paraguay 2155 Piso 11-CP 1121ARG-Buenos Aires-Argentina
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