PEBERRAAR 378 S 1 2008 42 H
Journal of China Medical University Vol.37 No.l  Feb. 2008 + 41 -

25 I ERBHIANMEAR S N FZMENT EYF FHE

SRR, A MR
OPEBEROCY: 1. 29EBegy R iita; 2. 9B i-e s, i 110001)

WE: BN AIALRFTRFVEMNTEFN HPLC &, #HART I EREEMEBAKRNAG B F R AMFRE, Fik
20 HA4E B B 2R A F XL IR 200 mg AT Y EARIR AL UG, R BRI B8 e 25 R R A HPLC s 2 A
i 2y HRJE SH AR BB F ARG A A R E RN R A e AR, RO ORT SRR ES Sk
o) £ B h 3 F AR A AUC, (pg-h/ml) 53] # 32.99+4.85 F 29.84+3.08;C,..(pg/ml) # 2.938+0.530 F= 2.897+0.545;T,..(h)
2 1.09+0.31 7 1.1020.43; T, ,(h) A 15.19+2.62 F= 14.48+2.07, VAS b5 7 A A7k , 5 3X5) 7 64 £ 4 A A JE A (110.7£13.4)%, %
KA A S AR A A, A R ER R EREZF(P>005), 88 @A LA A F R,

KW RF R, AWk, HRHAF

hE 422 R969; R978. 27 XHkFRERD: A NXEHS: 0258-4646(2008)01-0041-03

Pharmacokinetics and Relative Bioavailability of Fleroxacin in Healthy Volunteers
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Abstract: Objective  To establish a HPLC method for determination of fleroxacin and to study pharmacokinetics and bioequivalence of
fleroxacin in healthy volunteers. Methods  The fleroxacin concentration in plasma was determined by HPLC method following a single oral
dose of 200 mg of tested fleroxacin capsules and reference fleroxacin capsules given respectively to 20 healthy male volunteers in an open
randomized crossover design. The pharmacokinetic parameters and relative bioavailability were calculated to evaluate the bioequivalence of
the preparations. Results ~ AUC,, of tested fleroxacin capsules and reference fleroxacin capsules were 32.99+4.85 and 29.84+3.08 pg-h/
ml, C,,, were2.938+0.530 and 2.897+0.545 pg/ml,T,, were 1.09+0.31 and 1.10+0.43 h,T,, were 15.19+2.62 and14.48+2.07 h,respec—
tively , the relative bioavailability of reference capsules comparing with tested capsules was (110.7£13.4)%. These main pharmacokinetic pa—
rameters obtained showed no statistically significant difference between the tested and reference fleroxacin capsules. Conclusion  Both
preparations are bioequivalent.
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Tab. 1 Recovery and precision of fleroxacin in plasma by HPLC

(n=5,x+s)

i35S [l H A2 H 2
(pg/ml) (%) (%) (%)

0.25 84.8+2.7 4.8 5.1

1.00 83.9+7.8 7.8 52

4.00 89.9+9.1 5.7 4.5
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Fig.1 The HPLC chromatographs of fleroxacin
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Fig.2 Mean plasma concentration - time curves of fleroxacin af-
ter a single oral dose 200 mg test and reference formula—
tions in 20 healthy volunteers
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Tab.2 Main pharmacokinetics parameters of fleroxacin

SR P S
Cou( pg/ml) 2.938+0.530 2.897+0.545
Tou(h) 1.09£0.31 1.10+0.43
Tin(h) 15.19£2.62 14.48+2.07
AUCo(pgh/ ml) 32.99+4.85 29.84+3.08
AUCo(pg+h/ ml) 38.38+6.32 34.044.28
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