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Abstract
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The aims of this study were to develop pilocarpine lozenges and perform
a clinical trial on xerostomia patients. Compatibility of pilocarpine HCl and diluents,
critical relative humidity of drug and excipients, tableting, evaluation of physical and
chemical properties, drug release profiles, shelf life, acceptance test were carried out.
Comparative clinical trial between 3 mg-pilocarpine lozenge, 5 mg-pilocarpine lozenge,
placebo, 5-mg pilocarpine capsule and Salagen® were also investigated by rahdomized,
_double-blind, placebo-controlied, dose titration and cross- over -design study,
respectively. Statistical evaluation was analyzed /,.with repeated measure ANOVA and
multiple comparison. It was found that 5 mg-pilocarpine lozenge by dry granulation
containing sorbitol as a diluent and magnesium stearate as a IuBricant was
the appropriate formula. It was chemical stable. The shelf life was at least 18 months.
Clinical study. revealed that 5 mg-pilocarpine lozenge was significantly stimulate whole
salivary flow more than 5 mg-pilocarpine capsule and placebe (p < 0.05). There were
no significant different from 3 mg-pilocarpine lozenge and Salage\n® (p > 0.05). No side
effect was found. Preference test demonstrated that xerostomia patients prefer lozenge
(78%) than oral capsule and tablet (22%). In addition, the percentage of the patients felt
better on following symptoms; oral dryness, sore mouth, speaking and swallowing after
taken 5mg-pilocarpine lozenge was greater than Salagen® but less than 5 mg-
pilocarpine capsule. Cost per unit on raw materials and packaging was only 5.81 bath
which was cheaper than Salagen® (47.19 bath) and pilocarpine eye drop (9.19 bath).
This finding suggested that 5 mg-pilocarpine lozenge may be worth for commercial
investment.
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