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(Itraconazole)

(Triazole)
Itraconazole 100 (mg)
(Yung Shin
Pharmaceutical Ind. Co. Taiwan, R.O.C.) (L6  L9)
(Janssen, Pharmaceutica. N.V. Beerse, Belgium.)
Sporanox”
200 mg
(HPLC) Itraconazole
95 %
Itraconazole 4.15 + 0.22
105.5 = 21.6 (ng/ml) (Typ) 17.06 £+
4.80 (AUC) ») 1829.4 + 126.0 (ng-hr/ml)
Tmax  AUCp Cuax  Tin
L6 L9 L6 AUCp T Crnax L9
L9 Crax Tinax AUCE Sporanox®
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Abstract

Itraconazole is an orally active, broad spectrum, triazole antifungal
drug. Clinically, it has been used as a potent inhibitor of most human
fungal pathogens. In this study, the plasma levels from three itraconazole
capsule formulations (100 mg) in healthy Chinese male volunteers were
evaluated. Three capsule formulations included pilot products, L6 and L9
(Yung Shin Pharmaceutical Ind. Co. Taiwan, R.O.C.) and reference
product, Sporanox” (Janssen, Pharmaceutica. N.V. Beerse, Belgium.), were
used as test drugs.

Twelve subjects were received each of formulation according to
the randomized design, and the plasma sample were collected at 0, 0.5,
1.0, 1.5, 2.0, 2.5, 3.0, 3.5, 4.0, 4.5, 5.0, 5.5, 6.0, 7.0, 8.0, 10.0, 12.0, 24.0
hours from the baseline. Plasma itraconazole concentrations in samples
were analyzed by a high performance liquid chromatography (HPLC)
method. The method validation indicated that the precision and accuracy of
this method were satisfactory.

Following the oral administrating of Itraconazole capsules, the peak
concentration were closed to 105.5 + 21.6 (ng/ml) at 4.15 + 0.22 hours in
Chinese subjects. The mean half life (T;,) was about 17.06 + 4.80 hours
and the mean area under the serum concentration curve (AUC, ) was
about 1829.4 £ 126.0 (ng-hr/ml). There are no statistic significient different
from L9 formulation and the Sporan0x® by compaired with C.x Thnax and

AUC
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