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Study on the in vitro Dissolution of Tacrolimus Capsules in 4 Kinds of Dissolution Mediums

MA Miao-rui, ZHANG Li, WU Mi, ZHOU Li-ming, ZHANG Li-xia(New Drug Research and Development Co.,
Ltd., North China Pharmaceutical Group Corporation/National Engineering Research Center of Microbial Medi-
cine/Hebei Provincial Industry Microbial Metabolic Engineering and Technology Research Center, Shijiazhuang
050000, China)

ABSTRACT OBIJECTIVE: To investigate the in vitro dissolution features of self-prepared Tacrolimus capsules in 4 kinds of disso-
lution mediums, and compare it with original Tacrolimus capsules. METHODS: Paddle method was used to determine dissolution
of the sample with media volume of 900 ml at the rotating speed of 50 r/min. With the reference preparation of original Tacrolimus
capsules and test preparation of self-prepared Tacrolimus capsules, HPLC was adopted to determine the content of Tacrolimus in pH
1.0 hydrochloride acid, pH 4.5 phosphoric acid, pH 6.8 phosphate buffer solution and water (all containing 0.005% hydroxypropyl
cellulose ), calculate the cumulative dissolution and draw dissolution curves, then similarity factor (f.) was used to evaluate the sim-
ilarity of dissolution curves. RESULTS: In 4 kinds of dissolution mediums, the dissolutions of 2 kinds of Tacrolimus capsules were
similar, the dissolution degrees were all reached 85% or more at 90 min, and the f; were all more than 50. CONCLUSIONS:
Self-prepared Tacrolimus capsules can be completely released, and the in vitro dissolution behavior of self-prepared Tacrolimus cap-
sules and original Tacrolimus capsules are similar in 4 kinds of dissolution mediums.
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