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Preparation and properties of spherical Irbesartan crystal form A
YU Chunnuan' ,ZHANG Shuai' , XU Xinliang®, XU Jiangyang®, DAI Shuai' ,ZHANG Zhaoxia', ZHANG Guoqing'
(1. School of Materials Science &. Engineering, Zhejiang Sci-Tech University, Hangzhou 310018, China;
2. Zhejiang Apeloa Jiayuan Pharmaceutical Co., Ltd.,Dongyang 322118, China)

Abstract: Needle-shaped or rod-shaped Irbesartan grains have a large specific surface area, which is
prone to static electricity. In view of this problem, this paper optimizes the crystallization process of
Irbesartan crystal form A, and obtains spherical large-particle form A product which can avoid charge
transfer. And the performance of form A products with different morphologies and granularities were
characterized by powder X-ray diffractometer (PXRD), hot stage microscope ( HSM), differential
scanning calorimeter (DSC), scanning electron microscope ( SEM) and high performance liquid
chromatography (HPLC). The results show that the growth mode of form A can be effectively improved
with the decrease of the recrystallization temperature. Spherical large-particle products with a diameter of
60~100 um can be obtained at a recrystallization condition of 0 “C. DSC test shows that compared with
those needle-shaped samples, the melting point and the initial decomposition temperature of the large
particles are basically the same, but the melting range becomes wider and the enthalpy value becomes
smaller. HSM test reveals the growing process of Irbesartan crystal form A from needle-like particles to
spherical large particles, that is, the needle-like Irbesartan crystals aggregated quickly through the rapid
cooling and crystallization process. HPLC test shows that the solubility of Irbesartan is inversely

proportional to agglomeration effect, the weaker agglomeration effect, the greater solubility. Based on the
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above research results, the spherical large-particle products obtained have lower surface activity, which

avoids the phenomenon of static electricity, and have good fluidity, which is beneficial to the subsequent

production of Irbesartan preparation.

Key words: Irbesartan; crystal growth; phenomenon of static electricity; recrystallization; micro morphology
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