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Abstract

Development of risperidone orodispersible tablets

Purin Charoensuksai, Settapong Techalertsuwan
Project advisor : Satit Puttipipatkhachorn
Department of Manufacturing Pharmacy, Faculty of Pharmacy, Mahidol University

Keyword : Risperidone, Orodispersible

This special project aimed to develop the formulation of risperidone
orodispersible tablets. The study started from literature searches on active ingredients
and excipients including gelatin, mannitol, glycine and 6—cyclodextrin (BCD) to the
formulation development of orodispersible tablets by lyophilization technique. In the first
step of formulation, solubilization of risperidone by complexation with BCD was studied.
It was found that appropriate drug to BCD molar ratio was 1:4 and addition of ascorbic
acid at 50 mg/100 mL could increase drug solubility. Moreover, effect of excipients on
appearance of tablets without drug, prepared by lyohilization of aqueous solution (1.5
mL/tablet) with different concentrations of excipients, was investigated. The results
indicated that use of gelatin or mannitol in the formulations could produce the physically
stable tablets but not the use of glycine. In addition, gelatin could produce the sticky
and elastic tablets whereas mannitol could produce the hard and brittle tablets. Later,
the tablets containing 2 mg of risperidone per tablet were prepared using different
amounts of various excipients and acesulfame K as sweetener. The results revealed that
the best physically acceptable tablets consisted of risperidone 2 mg, BCD 22.12 mg,
gelatin 20 mg, mannitol 25.13 mg, glycine 30 mg, ascorbic acid 0.75 mg and
acesulfame K 2.25 mg. The assay by spectroscopy indicated that the drug content was
in the range of 93-101%. This study demonstrated that risperidone orodispersible tablets
could be prepared in laboratory by lyophilization. However, additional studies were
necessary to develop the appropriate formulation and manufacturing process for

industrial scale production.





