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Abstract

Introduction: Morphine, an opioid drug (opioid receptor agonist), is used as an
analgesic for hospitalized patients, with pain from injuries, cancer, kidney stones, severe
low back pain, severe gastroesophageal reflux disease, and antitussive cough. Severe,
anti-diarrhea is used in chronic diarrhea and as an adjunct to anesthesia. Morphine has a
chemical formula of C17H19NO3 and a protein binding percentage of 30 to 40, which has
a low molecular weight of 285.34 g/mol and a low therapeutic dose. So by making thin
sheets of water-soluble morphine sulfate, easy use can be expected with fast dissolution
and complete and direct release of the drug into the bloodstream. The aim of this study
was to determine the appropriate formulation for making oral film of 5-mg morphine
sulfate and to study the physicochemical properties and perform a stability test on it.
Methods: In the beginning, the polymer and plasticizer were dissolved in an
appropriate solvent (DW) and the drug was also completely dissolved in the distilled
water. Following mixing the two solutions, transparent solution of polymer and drug
was obtained. The resultant was spread, dried and_cut into thin sheets. The film’s
properties such as uniformity, stability, pH, solubility and fragility of the drug in the
formulation was measured and evaluated Also, the stability of the product at three
different temperatures for 24 weeks was evaluated by UV spectrophotometry.

Results: The results showed that-in ‘accordance to the method used in this formulation,
laminar, uniform and isolated-films, with acceptable thickness of 0.02 mm, flexible,
with surface pH of 8.5 are obtained. During a 6-month stability test, the formulation
showed an acceptable stability and at least 94% of drug in films were sustained in the
oven stable. As'a result of this stability test, of over 90 percent of drug remains in the
formulation.and a shelf life of one year can be considered for our formulation of
morphine sulfate’s oral film.

Conclusion: The research project could provide oral morphine sulfate films with
suitable appearance and pharmaceutical properties and acceptable stability and rapid
dissolution such that a higher bioavailability compared to oral administration is
expected.

Keywords: Morphine sulfate, Oral Strip, Fast Dissolving Films.
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