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SUMMARY. The present study was aimed to develop and optimize matrix tablets of isosorbide mononi-
trate (ISMN) by direct compression method. Central composite design was used with three independent
variables and three dependent variables. The independent variables were percentages of Eudragit L100
(Xy), carbopol 934 (X;) and HPMC K15M (X3) while the dependent variables were % drug release at 4 h
(Y4), 8 h (Yg) and at 12 h (Yq;). Fourier transform infrared spectroscopy (FTIR) was used to check the
chemical interaction between ISMN and excipients. Prepared tablets were characterized by various physi-
cal tests and in-vifro drug release studies. Hardness of tablets of all batches were found to vary from 4.125
to 5.347 kg/cm2. Percentage friability of all formulations were less than 1 %. Y4 was ranged from 20 to
62%, Yg ranged from 55 to 84% and Y, ranged from 82 to 99%. First order release kinetics were fol-
lowed and non-fickian diffusion was observed. The f, value of FSZ10 and FSG19 was 67.27 indicating that
their release profile was similar to that of the marketed product. FTIR spectra of ISMN, polymers and
tablet of FSZ10 showed no chemical interaction. The results of ANOVA showed the value of p was less
than 0.05 indicating the results are statistically significant.

RESUMEN. El presente estudio tuvo como objetivo desarrollar y optimizar tabletas de matriz de mononitrato de
isosorbida (ISMN) por el método de compresion directa. El disefio compuesto central se utilizé con tres variables
independientes y tres variables dependientes. Las variables independientes fueron los porcentajes de Eudragit
L100 (X;), carbopol 934 (X,) y HPMC K15M (X3) mientras que las variables dependientes fueron% de libera-
cién de farmaco a las 4 h (Y4), 8 h (Y8) yalas 12 h (Y,) . Se utilizé la espectroscopia infrarroja por transforma-
da de Fourier (FTIR) para comprobar la interaccién quimica entre ISMN y los excipientes. Los comprimidos pre-
parados se caracterizaron por diversas pruebas fisicas y estudios in vitro de liberacion de farmacos. Se encontrd
que la dureza de las tabletas de todos los lotes variaba de 4.125 a 5.347 kg/cm?. El porcentaje de friabilidad de
todas las formulaciones fue inferior al 1%. Y4 vari6 de 20 a 62%, Yg varié de 55 a 84% e Y, vari6 de 82 a 99%.
Se siguieron las cinéticas de liberacién de primer orden y se observé difusién no fickiana. El valor f, de FSZ10 y
FSG19 fue 67,27 indicando que su perfil de liberacion era similar al del producto comercializado. Los espectros
FTIR de ISMN, polimeros y tabletas de FSZ10 no mostraron interacciéon quimica. Los resultados de ANOVA
mostraron que el valor de p fue menor que 0,05 indicando que los resultados son estadisticamente significativos.
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