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SALES AUTHORIZATION CERTIFICATE OF DIAGNOSTICS REAGENTS

File n(1 47-1110-1972/00-0

We authorize the firm VICROFER S. R.L. to commercialize the diagnostics reagent “ in vitro” denominated HIV RAPID TEST. HIV 1 / HIV 2 TEST IS AN IMMUNOCHROMATOGRAPHIC QUALITATIVE IN VITRO ASSAY FOR THE DETECTION OF ANTIBODIES TO THE HUMAN IMMUNODEFICIENCY VIRUS TYPE 1 AND/OR TYPE 2 IN SERUM, PLASMA, OR WHOLE BLOOD. Each packing box contains 20 kits, each kit contains a test devise individually wrapped in a pouch, with a disposable pipette and a desiccant; a bottle with buffer solution, instructions manual. It is assign the category: sale to laboratories of clinical analysis as found under the conditions established by the law n( 16.463 and in the ministerial resolution n( 145/98. Place of elaboration: WORLD DIAGNOSTICS, INC. (U.S.A). On the packing labels, advertisement, and package insert must say PRODUCT USE FOR IN VITRO DIAGNOSTIC ONLY AUTHORIZED BY THE NACIONAL ADMINISTRATION OF MEDICAMENTS, FOOD, AND MEDICAL TECHNOLOGY. Certificate n( 004174

NACIONAL ADMINISTRATION OF MEDICAMENTS, FOOD, AND MEDICAL TECHNOLOGY.
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