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RESUMEN. Se realiz6 un estudio de bioequivalencia in vivo de dos formulaciones
gastrorresistentes de acido acetilsalicilico, una formulada como comprimido coacer-
vado (microencapsulado) y la otra como gragea con capa entérica, en seis voluntarios
sanos, en forma aleatoria. Se monitoreé durante 72 horas, midiéndose los niveles de
salicilato en orina por espectrofotometria a 540 nm. Se determiné la cantidad de sali-
cilato total excretado en orina (Ec), el porcentaje acumulado de la dosis de droga re-
cuperada en orina a la 12 horas (%R12), las constantes cinéticas de absorcién (Ka) y
eliminacién (K). Todos estos datos se confrontaron con los valores obtenidos, en los
mismos pardmetros, de un comprimido de liberacién normal con fines comparativos.
Se analiz6 estadisticamente cada pardmetro mediante el método de ANOVA y se com-
pararon los datos por el método de comparacién miltiple de la Minima Diferencia
Significativa (LSD) para un nivel de significacion de p<0,05, hallandose diferencias
significativas entre ambas formas farmacéuticas gastrorresistentes, por lo que se con-
cluye que no son bioequivalentes.

SUMMARY. “In vivo Bioequivalence of Two Oral Gastro-resistant Formulations of
Acetylsalicylic acid, based on Urinary Excretion Data”. In vivo bioequivalence of two gas-
tro-resistant formulations of acetylsalicylic acid was studied. One was formulated as a
coated granule (microencapsulated) and the other as an enteric-coated pill. The study was
conducted haphazardly on six healthy volunteers. It was monitored for 72 hours, the levels
of salicylate in urine having been measured by spectrophotometry to 540 nm. A determina-
tion was made of the total quantity excreted (Ee), of the accumulated percentage of the
dose of drug recovered in urine after 12 hours (%R12), and of the kinetics constants of
absortion (Ka) and elimination (K). These data were confronted with the values obtained,
within the same parameters.from a tablet of normal liberation for comparative purposes.
Each parameter was analised statistically by the ANOVA method and the data were com-
pared by the method of multiple comparison of the Least Significant Difference (LSD) for
a level of significance of p<0,05, significant differences having been found between both
gastro-resistant pharmaceutical forms. That is why it was concluded are not bioequivalent.
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