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RESUMO. A B-lapachona (BLAP) é um farmaco antitumoral recentemente avaliado em ensaios clinicos
com promissores resultados preliminares. O objetivo deste estudo foi validar um método espectrofotomé-
trico para a rotina de doseamento de BLAP e aplica-lo no desenvolvimento de um teste de dissolucio para
formas farmacéuticas sélidas contendo BLAP. Foi desenvolvido um método analitico robusto, linear, pre-
ciso e exato, validado de acordo com as normas oficiais. O método demonstrou seletividade em presenca de
excipientes farmacéuticos e apresentou limites de deteccao e quantificacdo adequados para quantificacio
do fairmaco em baixas concentracdes, necessario para cinéticas de dissolucio e validacdes de limpeza. O
método de dissolucio proposto nas condicoes SINK foi seletivo frente a formulacdes com diferentes perfis
de dissolucio.

SUMMARY. Validation of analytical method and development of dissolution test for the antineoplastic beta-lapa-
chone. B-lapachone (BLAP) is a novel anticancer drug, recently evaluated on clinical trials with promising pre-
liminary results. The aim of the present study was to validate a spectrophotometric method for the routine assay
of BLAP and apply to the development of a dissolution test for BLAP solid dosage form. A robust, linear, precise
and accurate analytical method was validated according to official requirements. The method demonstrated se-
lectivity against pharmaceutical excipients and presented suitable detection and quantification limits for drug
quantification in low concentrations, as required for dissolution kinetics and cleaning validation. The dissolution
method proposed in SINK conditions was selective against formulation with different dissolution profiles.
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