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Optimization of the Prescription and Preparation Process of Difenidol Hydrochloride Single -

Layer Osmotic Pump Controlled — Release Tablets
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Abstract: Objective To optimize the prescription and preparation process of Difenidol Hydrochloride Single — Layer Osmotic Pump Con-
trolled — Release Tablets. Methods

conditions in witro. Ly(3*) orthogonal test was used to optimize and verify the prescription of Difenidol Hydrochloride Single — Layer

Single — factor method was used to screen the core prescription, coating prescription and the release
Osmotic Pump Controlled — Release Tablets with cumulative release and f> similarity factor as the evaluation indexes. Results The opti-
mum prescription conditions were as follows:90 mg of sodium chloride(NaCl),20 mg of polyoxyethylene Nio(PEO —Nip),8 g¢:1 000 ml.
of polyethylene glycol 1500(PEG1500) — coating solution ratio,and 4.50% of coating weight gain. Conclusion The sustained — release
characteristics of Difenidol Hydrochloride Single — Layer Osmotic Pump Controlled — Release Tablets are significant, and the optimized
process is reasonable and feasible.

Key words: difenidol hydrochloride; single — layer osmotic pump; controlled — release tablets; orthogonal test; cumulative release; fo similar

factor; preparation process
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Fig.1 Preparation process of Difenidol Hydrochloride Single — Layer
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Osmotic Pump Controlled — Release Tablets
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Fig.2 Effect of core prescription on the surface release
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Fig. 3 Effect of coating prescription on the release rate
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Fig. 4 Effect of test device on the release rate
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Fig. 5 Release profiles of three batches of samples
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