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RESUMEN: Se desarrollé una metodologia analitica comun para cuantificar lisinato de ibuprofeno en droga pura y en inyectables,
por cromatografia liquida de alta resolucion (HPLC), basada en el método propuesto por la USP XXIIl para ibuprofeno droga pura,
Se evaluaron parametros de optimizacién del método: nimero de platos tedricos, factor de capacidad, asimetria de pico y
desviacion estandar relativa (RSD).

Se realizd su validacion, determinando pardmetros de perfomance analiticos como: linealidad, precision y exactitud.

El método propuesto es sencillo, presenta linealidad en el rango de trabajo adoptado, es preciso y exacto, Permite resolver con un
mismo sistema cromatografico dos tipos de muestra diferentes, lo que lo hace apropiado para los controles rutinarios de calidad,
ya sea de inyectables y/o droga pura.

SUMMARY: OPTIMIZACION AND VALIDATION OF THE ANALYTICAL METHODOLOGY TO DETERMINATE IBUPROFEN LYSINATE
IN PURE DRUGS AND INYECTIONS USING HIGH-PERFOMANCE LIQUID CHROMATOGRAPHY. Barrandeguy, Julieta; Mantovani,
Victor E.; Robles, Juan C. A common analytical methodology to determinate ibuprofen lysinate in pure drug and injections was
developed by high-performance liquid cromatography based on the method suggested by the USP XXl for ibuprofen drug.
Parameters of optimization were evaluated: number of theorical plates, capacity factor, asymmetry of the peak and relative
standard deviation (RSD).

Its validation was made by determining parameters of analytical performance such as: linearity, precision and accuracy.

This methed is simple, showing linearity in the range of work selected. It is precise and accurate. Two different kinds of samples,
injections and pure drugs, are allowed to be solved with the same chromatography system, making it suitable for routinary quality
control.
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