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Preformulation Study on Baicalin
LI Chao, XIA Xinhua, ZHOU Yu, ZHANG Chi, YAN Hong*
(School of Pharmacy, Hunan University of Chinese Medicine, Changsha, Hunan 410208, China)

(Abstract) Objective To illustrate the basic physiochemical characteristic of active pharmaceutical ingredient baicalin (mass
fraction 85.5%) by preformulation study. Methods The content of baicalin was determined by HPLC. The equilibrium solubility, oil-
water partition coefficient and destructive testing on baicalin of preformulation was studied. Results The equilibrium solubility of
baicalin in water was 0.032 6 mg/ml. It was almost insoluble in the phosphate buffer solutions with pH value under 5.0, but its
solubility increased with the increasing of pH. The oil-water partition coefficient (P) of baicalin in n—octyl alcohol/water was
1.19, higher than in n—octyl alcohol/ phosphate buffer solutions with pH values of 2~10. Baicalin was not alkali-resistant and easy
to be oxidized. The hygroscopicity of baicalin is lesser under the condition of 25°C and RH75%. Conclusion The above results can
provide experimental basis for selection of active pharmaceutical ingredients and dosage forms, prescription design and process
optimization of new baicalin preparation.
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