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Cefixime is an orally absorbed 3rd generation cephalosporin with a broad spectrum of activity
against Gram-positive and Gram-negative bacteria and is highly resistant to B-lactamase degradation.
This study was carried out to evaluate the bioavailability of a new test drug of cefixime (100 mg/
capsule) relative to the reference drug. The bioavailability was conducted on 20 healthy volunteers
who received a single dose (400 mg) of the test and the reference drugs in the fasting state, in a
randomized balanced 2-way crossover design. After dosing, serial blood samples were collected for
a period of 12 hours. Plasma was analyzed for cefixime by a sensitive and validated HPLC assay.
The major pharmacokinetic parameters (AUCy yy, Cpap Tmw) Were calculated from the plasma
concentration-time data of each volunteer. The AUC, 5, Couxs and Ty, of the test drug were 36.91
+11.85 ug-hr/ml, 5.47+1.61 pg/ml, and 4.00+0.65 hr, respectively, and those of the reference drug
were 34.08+8.81 pug-hr/ml, 5.25+1.40 pg/ml, and 4.20%0.62 hr, respectively. Mean differences of
those parameters were 8.32, 4.29, and 4.76%, respectively, and the least significant differences at o=
0.05 for AUC.12;, Cinux» Toax Were 16.02, 13.78, and 11.76%, respectively. In conclusion, the test drug
was bioequivalent with the reference drug. (Kor. J. Clin. Pharm. 1998; 8(1): 19-22)
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Fig. 1. Chromatograms of cefixime in human plas-
ma. Left: blank plasma, the arrow indicates ce-
fixime elusion point, Middle: spiked plasma with
5000 ng/ml of cefixime, Right: plasma sample of
volunteer No. 1, 3 hr after oral administration of
cefixime 400 mg. The peak was calculated to be
3663 ng/ml of cefixime (RT=5.2).
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Fig. 2. Time course of plasma cefixime concentra-
tions after oral administration of 400 mg of ref-
erence (Supraxg) (—@-) or test drug (Hanmi ce-
fixime) (-O-) each in human volunteers (mean S.E.
M, n=20).
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Fig. 3. Time course of plasma cefixime concentra-
tions after oral administration of 400 mg of ref-
erence (Suprax ) drug in male (-@-, n=11) and fe-
male (-O-, n=9) volunteers (mean+S.E.M). *sig-
nificantly different (p<0.05).
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Fig. 4. Time course of plasma cefixime concentra-
tions after oral administration of 400 mg of test
(Hanmi cefixime) drug in male (-8, n=11) and fe-
male (-O-, n=9) volunteers (mean-+S.E.M). *signi-
ficantly different (p<0.05).
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