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Preparation and Quality Evaluation of m-Nisoldipine-Sulfobutyl Ether-B-Cyclodextrins Pellets by
Extrusion-Spheronization Method

QI Xiaodan, WANG Wei, TIAN Shan(Department of Pharmaceutics, College of Pharmacy, Hebei Medical University,
Shijiazhuang 050017, China)

ABSTRACT: OBJECTIVE To prepare high solubility m-nisoldipine pellets. METHODS The m-nisoldipine-sulfobutyl
ether (SBE)-B-cyclodextrins (CD) pellets were prepared by extrusion-spheronization, ethanol solvent with hydroxypropyl
cellulose as a binder. The effects of key parameters on spheronization process were the proportion of extrusion speed and
spheronisation speed, which were investigated to obtain optimal formulation. /n vitro release of pellets and micromeritics of
pellets were evaluated. RESULTS m-Nisoldipine pellets have good water soluble property, presented perfect sphericity and
yield over 70%. CONCLUSION The m-nisoldipine-SBE-B-CD pellets are successfully prepared by extrusion-spheronization.
It presents a method for poor water soluble drugs pellets.

KEY WORDS: extrusion-spheronization; m-nisoldipine; sulfobutyl ether-B-cyclodextrins; pellets; in vitro release; micromeritics
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Tab 1 The technical parameters to prepare pellets
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Fig 1 Dissolution profiles of pure m-nisoldipine and pellets(n=6)

A-m-Nis; B—pellets-water; C—pellets-pH 1.0 hydrochloric acid solution; D—pellets-pH 4.5 acetate buffer solution; E—pellets-pH 6.8 phosphate buffer solution
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Tab 2 Micromeritic properties of m-nisoldipine pellets

it AR p/g-mL™" Fr/%
1 1.0940.064 7 0.428 0.27
2 1.0740.059 1 0.429 0.20
3 1.061+0.062 2 0.435 0.19
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