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Optimization of the Formulation of Loratadine Pseudoephedrine Sulfate Sustained-release Tablets by Cen-
tral Composite Design-response Surface Methodology

GAO Kai', ZHONG Chang-mao', KUANG Shao—yiz(l.Hainan Sida Pharmaceutical Co., Ltd., Haikou 571425,
China;2.School of Pharmacy, Hainan Medical University, Haikou 571199, China)

ABSTRACT OBIJECTIVE: To optimize the formulation of sustained-release tablet core of Loratadine pseudoephedrine sulfate sus-
tained-release tablets. METHODS: Pseudoephedrine sulfate tablet core was coated with loratadine by adding loratadine into coating
layer to prepare Loratadine pseudoephedrine sulfate sustained-release tablets. The formulation of pseudoephedrine sulfate core was
optimized by central composite design-response surface methodology with the amount of GM and HPMC K15M as factors using 1,
6 and 12 h accumulative release rate of pseudoephedrine sulfate as index. The optimal formulation was selected by using overlay
contour plots and then verified. RESULTS: Loratadine and opadry coating powder with ratio of 1:3 were mixed and coated on the
tablets as quick release layer. Pseudoephedrine sulfate tablet core was used as sustained-release layer. The formulation of sus-
tained-release tablets was as follows: pseudoephedrine sulfate 12 g, GM 16.72 g, HPMC K156M 20.95 g, microcrystalline cellulose
9.73 g, magnesium stearate 0.6 g per 100 tablets (600 mg/tablet). Accumulative dissolution rate of loratadine was 87.2% at 15
min. The accumulative release rates of pseudoephedrine sulfate were 34.20% , 74.32% and 94.60% at 1, 6 and 12 h respectively.
CONCLUSIONS: The formulation of sustained-release tablet core is reasonable and feasible, and Loratadine pseudoephedrine sul-
fate sustained-release tablet can achieve sustained release.

KEYWORDS Loratadine pseudoephedrine sulfate sustained-release tablets; Pseudoephedrine sulfate; Central composite design-re-
sponse surface methodology; Sustained release tablet core
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Tab 2 Results of central composite design-response surface
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Fig 2 Two-dimensional contour map of formulation optimi-

zation
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