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Structure and dissolution performance of amorphous Azilsartan
YU Chunnuan' , XU Xinliang®, DAI Shuai', XU Jiangyang®, ZHANG Zhaoxia', ZHANG Guoging'
(1.School of Materials Science & Engineering, Zhejiang Sci-Tech University, Hangzhou 310018, China;
2. Zhejiang Apeloa Jiayuan Pharmaceutical Co., Ltd., Dongyang 322118, China)

Abstract: A new preparation process is developed for amorphous Azilsartan to improve its solubility
and dissolution rate. Amorphous and form 1 Azisartan products were prepared by rotary evaporation
crystallization at low pressure and devitrification at low temperature, respectively. The resulting
amorphous and form 1 Azisartan products were characterized by powder X-ray diffraction (PXRD),
infrared spectroscopy (IR), thermogravimetric curve (TGA), high performance liquid chromatography
(HPLC), scanning electron microscopy (SEM) and ultraviolet spectroscopy (UV), etc. A dissolution test
was used to compare the dissolution of different crystal forms. The results showed that compared with
form 1 Azilsartan for medicinal purpose currently and amorphous Azilsartan, the resulting Azilsartan had
no any obvious X-ray characteristic peak, and showed poorer thermal stability and larger specific surface
area, while its apparent solubility reached 2. 26 X107? mg/mL, which was nearly twice that of form 1. The
dissolution curves of the two crystal forms also exhibited significant difference. Amorphous Azilsartan
tablets had higher hardness and shorter disintegration time. After a dissolution time of 40 min, the
dissolution rates of the amorphous form and form I reached 94% and 86%, respectively, and the
amorphous form showed higher solubility and dissolution. The above results indicate that the
amorphization of Azilsartan improves the dissolution performance of this bulk pharmaceutical chemical,
and provide a theoretical basis for further formulation production.
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