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Study on the Bioequivalence of Levofloxacin Hydrochloride Capsules in Healthy Volunteers

GUO Xiao-mi, BIKaishun, CHEN Xiao-hui (SchoolofPhamacy, Shenyang Phamaceutical University, Shenyang 110016,
China)

ABSTRACT: OBJECTIVE To study the bicequivalence of 2 kinds of levofloxacin hydrochloride capsules. METHODS 18 healthy

male volunteers were adm inistered orally with single dose of either the tested or the referenced fomulations by random ized crossover
way. The blood concentrations of Levofloxacin hydrochloride were detem ined by RP-HPLC, and the phamacokinetics parameters and

the relative bioavailability were calculated. RESULTS The ¢

max

of the tested and referenced formulations were (1.0 *£0.1) h and

(1.0 %0.1) h, wmspectively C,, were (3.1 *£0.7)Mge mL 'and (3.3 £0.9)Ugs mL ' £, were (6.8 *1.4)h and (6.9 £1.7)

X

h, AUG,, were (20.7 £6.1)Hge he mL™' and (20.1 £5.4)Hge he mL' ', AUG,. were (22.1 £6.1)Hg* he mL' and (21.6

*5.5)Hge he mL™', the relative bioavailability of testedto referenced capsules was (103.0 £8.2)%.

kinds of levofloxacin hydrochloride capsules are bioequivalent

CONCLUSION The 2

KEY WORDS: levofloxacin hydrochloride capsule; RP-HPLC; bioequivalence
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