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Determination of Itraconazole Granules's Dissolution and Its Correlation with
Production Process

Wang Fa, Wang Li, Li Ji, Zhao Ting (Shaanxi Institute for Food and Drug Control, Xi'an 710061, China)

Abstract Objective: To establish a method for the determination of itraconazole granules's dissolution and to
discuss the correlation between dissolution curve and production process. Methods: Paddle and HPLC methods
were applied. 0.5% sodium dodecyl sulfate in 0.1 mol - L' hydrochloric acid solution (1000 mL) was used as
the dissolution medium and the rotation speed was kept at 75 r - min"'. The analysis was carried out by using the
method of HPLC. Chromatographic column was Agilent C18 (250 mmx4.6 mm, 5pum) and methanol, 0.065 mol - L'
ammonium acetate and ether (70 : 20 : 6) were used as mobile phase at the flow rate of 1.0 mL - min™.
The temperature of column was 35 C and the detection wavelength was at 261 nm. Results: It was verified
by methodology that calibration cures were linear in the range of 0.02014 - 0.1208 mg - mL" (+=0.9995), the
average recovery rate was 98.3% and RSD was 0.6%. The method could be used to evaluate the release process
of itraconazole granules in vitro. Conclusion: This method was validated by methodology and can be used for the
determination of dissolution and the control of itraconazole granules's process quality.

Keywords: antifungal drugs; itraconazole granules; determination of dissolution; production process; quality
analysis; HPLC
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