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Studies on the Stability of Trimebutine maleate in Aqueous Solution
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Abstract — The effects of temperature, pH, light and concentration on the degradation of trimebutine
maleate in aqueous solution were investigated on the basis of accelerated stability analysis, and the stabili-
zation of the solution was attempted by addition of several additives. The decomposition of trimebutine
maleate in solution followed first-order reaction the was not only accelerated by temperature elevation but
also the lower the concentratin the more speeded up the reaction. The decomposition mechanism of tri-
mebtine could be confirmed by hydrolysis of ester bond in the structure. It was assumed trimebutine
maleate is so photosensitive that the solution of the drug underwent accelerated decomposition under UV
rays. What is more, the degradation of trimebutine solution was supposed to catalyzed by specific acid-
base catalysis considered the pH dependence for the hydrolysis of ester. and the solution was most stable
over the range of pH 2-2.8 in solution. The additives, citric acid, asparitc acid and glutamic acid, inhibited .
considerably the decomposition of the drug solution, and these additives might be used as stabilizers in tri-

mebutine maleate solution.
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Fig. 1—HPLC chromatogram of TMBM standard so- , N . R ,
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Fig. 2—HPLC chromatogram of TMBM after degrada- 1_70,L
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Fig. 4—First-order plots for degradation of TMBM at
various temperatures.
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Fig. 5— Arrehenius plot for degreadation of TMBM. Fig. 6 — First-order plots for the pH-dependent of TMBM
at 60°C.
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Fig. 8—Degradation of TMBM under UV light.
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Fig. 9— Degradation for TMBM solutions of various con-
centration at 60°C.
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Fig. 11— Stability of TMBM solution stabilized with
Citrie acid, Aspartic acid and Glutamic acid
Key: @; Citric acid, m; Aspartic acid, a; Glu-
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