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RESUMO. Um novo método analitico foi desenvolvido e validado por cromatografia liquida de alta efi-
ciéncia (CLAE), para o doseamento de matéria-prima e capsulas de Sulfato de Indinavir. Foi selecionado
um método isocratico, coluna C8 (250 x 4,6 mm), com 5 ym de tamanho de particula); a fase mével consis-
te em uma mistura de tampao citrato de sédio (pH=5,0) e acetonitrila (40:60 v/v), em um fluxo de 1,0
mL/min, detector UV (A 260 nm), volume de injecdo de 20 L, temperatura de 40 °C e concentracio de
100 ppm. As dilui¢des foram realizadas em agua ultra-pura. Baseado na Resolucido RE N° 899, da Agéncia
Nacional de Vigilancia Sanitiria (ANVISA), foram avaliados os parimetros de performance analitica: ro-
bustez, lineraridade, faixa de variacdo, precisdo, exatiddo e limites de deteccio e de quantificacio. O méto-
do atende aos requisitos de Boas Praticas de Laboratério e pode ser utilizado na rotina das induistrias far-
macéuticas para quantificacio de matéria-prima e capsulas de Sulfato de Indinavir.

SUMMARY. “Development and Validation of an Analytical Methodology for the Determination of Indinavir Sul-
fate in Raw material and Capsules by High Performance Liquid Chromatography”. A new analytical method by
high performance liquid chromatography (HPLC) was developed and validated for the determination of Indinavir
Sulfate in raw material and capsules. An isocratic method, C8 column (250 x 4.6 mm, with a 5 ym particle size)
was selected; the mobile phase consisted in a mixture of sodium citrate buffer (pH=>5.0) plus acetonitrile (40:60
v/v), at a flow rate of 1.0 mL/min, using a UV detector (A 260 nm), injection volume of 20 uL, temperature of 40
°C (104 °F) and a 100 ppm concentration. Dilutions were carried out in ultra-pure water. Based on Resolution
RE N° 899 by the Brazilian National Health Surveillance Agency (ANVISA), the following analytical perfor-
mance parameters were assessed: robustness, linearity, range, precision, accuracy, and detection and quantitation
limits. The method complies with the Good Laboratory Practice requirements and can be used in routine analyses
in the pharmaceutical industries for the quantitation of Indinavir Sulfate raw material and capsules.
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