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ABSTRACT

The double layer mucoadhesive films containing 0.2%w/w
, triamcinolone acetonide, were developed by using hydroxypropylmethyl -
cellulose (Mct.hooeI®E4MP), a hydrophilic polymer, as adhesive layer and
drug matrix layer and using ethylcellulose (Ethooel® 100), a hydrophobic
polymer, as protecting layer. The films were prepared by casting method.
The double layer mucoadhesive tablets that consisted of hydrophilic adhesive
matrix layer and protecting layer were also developed in this study. The sizes
of the tablets were 6.3 mm in diameters and 2 mm in thicknesses. The double
layer tablets were developed by using Methocel ®EAMP as the main
ingredient in the adhesive layer and using different types of protecting layers,
both water-soluble and water-insoluble protenting layers. Factors that might
affect the adhesiveness of the films and the tablets were investigated. Both
preparations were studied about “their physical and chemical properties. The

adhesiveness of both preparations were evaluated by in vitro studies and by in

- vivo studies both in healthy volunteers and oral stomatitis patients.
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The results showed that the double layer film which contained both
Calbopol®940 20%w/w and polyvinyl alcohol 10%w/w as adhesive agents in
the adhesive matrix layer was able to adhere tightly to the oral mucosa. The
mean cffective adhesive times were between 3.79-4.35 hours during daytime
treatments and were about 8 hours during bedtime treatments. The film did
accept by both the healthy volunteers and the oral stomatitis patients. In
addition, the film coﬂld improve the clinical signs in the oral stomatitis
patients after the course of this treatment. For the double layer tablets,
although the tablets adhered tightly to the oral mucosa but they were not
acceptable by the healthy volunteers. The rigidity and the thickness of the

tablet created the annoyance to the volunteers.




