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Fig. 7. Effect of Surfactant Concentration on Dissolution of Sofalcone Tablet in Water
(a) SDS (b) PS (c) TC (d) % dissolved after 60 min.
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Fig. 8. Effect of Surfactant Concentration on Dissolution of Sofalcone Tablet in pH1.2 Solution
(a) SDS (b) PS (c) % dissolved after 60 min.
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Fig. 9. Effect of Surfactant Concentration on Dissolution of Sofalcone Tablet in pH4.0 Solution
(a) SDS (b) PS (c) TC (d) % dissolved after 60 min.
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Fig. 11. Dissolution of Sofalcone in Water (left) and 0.5 %PS/Water (right)
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Fig. 12. Dissolution of Sofalcone in pH6.8 (left) and 0.5 %PS/pH6.8 (right)
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Solubilization of Surfactant for Poorly Soluble Drug on Dissolution Test
—Sofalcone Tablet—

Kiyoko KISHIMOTO?, Tkuo SUZUKT?, Miho SAKAMOTO?, Takako MORIYASU?,
Mitsugu HOSAKA?, and Chikako YOMOTA®

The use of surfactant is allowed in a dissolution test of a poorly soluble drug, but it is desirable to keep the surfactant concentration as
low as possible in order to prevent a decrease in the discriminability of the dissolution test. The first choice of surfactant in Japan is
polysorbate 80 (PS). When the dissolution rate is insufficient using PS, sodium lauryl sulfate (SDS) is used. However, there are few
reports on how the type of these surfactants influences the dissolution rates of drugs.

Therefore, we decided to study the influence of the type and the concentration of surfactant on the dissolution of poorly soluble drugs.

We chose a sofalcone tablet, which is included in the Japanese Pharmaceutical Codex 1II, as a test sample, because sofalcone is an
acid compound and a surfactant is used for its specification of dissolution test.

We did dissolution tests using 4 types of test solution (water, pH 1.2, pH 4.0, and pH 6.8) and 3 types of surfactant (SDS, PS, and
sodium taurocholate (TC)). The concentration of surfactant was changed in the test solution.

As a result, no significant difference was observed in the dissolution rates with SDS and PS of a sofalcone tablet. It was believed that
SDS had a higher solubilization ability than PS. However, it became clear that there were some cases for which this rule did not apply,
and that PS had a higher solubilization ability at low concentrations. It was also reconfirmed that the solubilization ability of TC was

low.

Keywords: poorly soluble drug, dissolution test, solubilization, surfactant, sofalcone tablet, dissolution behavior, sodium lauryl sulfate,

polysorbate 80, sodium taurocholate
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