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ABSTRACT: OBJECTIVE Compare the bioavailability of lactate levofloxacin dispersible tablets and levofloxacin tablets, and deter
m ine whether these two fomulations were bicequivalent METHODS A single oral dose 200 mg of lactate levofloxacin dispersible tab-
lets ( test foomulation) or levofloxacin tablets ( reference formulation) were given to 20 male healthy volunteers in a random ized cross-
over study. The concentrations of levofloxacin in serum were detem ined by HPLC. RESULTS The main phamacokinetic parameters
t..(0.84%0.79) and (0.95
(2.27 £0.47) and (2.26 £0.58) Hge mL™'; AUC, ,(14.90 £2.14) and (15.62 £2.49) g+ mL™'+ h;

respectively in test or reference fomulations were as follows: £ ,,, (5.68 £1.79) and (5.38 £1.52) h;
+0.47)h; ¢

max

AUC, . (15.17 *2.34) and (15.87 *£2.67) Ug- mL' * h. The average relative bioavailability of AUC, , and AUC, we e

(97.23 £17.71) % and (97.43 £17.76) % . The two one-sided ttest of AUC, ,, AUC, . and c,,, after logarithmic transfom ation

X

AUC, ., and AUC, were 88.1% ~

- o

showed that these two fomulations were bioequivalent The 90% confidence interval of ¢

‘max >

117.3%, 89.2% ~102.5% and 89.3% ~102.9% . No significance was found about { by rank sum test No adverse events oc-

max

curred through the whole trial. CONCLUSION These two fomulations were bioequivalent according to the standards.
KEY WORDS: levofloxacin; HPLC; bioequivalence
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. s mole L' N . 5 min,
, . . 1.5.2 -0. 04 mol* L' K, HPO,-
. . . =210:40°1; 294.6 nm, 1 mL* min"'

( ) ; 1.6

4.0 ~0.0625 Bge mL™'

1 . : Asam =
1.1 92197.39C - 852.91, #=0.999 9.
20 , 21 ~30 )

: ; . 0.0625 Hge mL™',

3 ;
1.2 s 5, 5 d,

2 10% , I.
200 mg . 7 d. 1 (n=5x%s)
4 h, . Tab 1 Precision of levofloxacin in Serum(n =5, x *s)

8 , /
0.25,0.5,0.75,1.0,1.5,2.0,4.0,6.0,8.0,12.0,24.0,36.0 Bge mL' RSD /% RSD/%
h 4 mL, . 2 2.035 £0.095 4.69 1.946 £0.086 4.42

0.5 0.460 £0.003 0.70 0.503 %0. 020 4.06

0.125  0.126 %0.006 4.53 0.126 £0.005 3.61

1.3
s 1100 mg/  ( 85 ~115% s
), : 050701, ; , 3 s
s 1100 mg/  ( s
), 051111, ; 80% ) . 2.
97.2%, . : - 40C R
1.4 R R
Waters Waters N Wa-

2007 9 24 7 Chin JMAP, 2007 September, Vol. 24 No. 7 * 605-



* 2 MEEARYEREE (n= 57 1)
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