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Pharmacokinetics and relative bioavailability of Sparfloxacin in healthy volunteer
SUI Miao' WANG Xiao-bo' XI Rong-gang' SUN Jia-dan’( 1. The 210th Hospital of P. L. A.  State Institution for Drug Clinical Tri-
als Dalian 116021 China; 2. Dalian Medical University Dalian 116015 China)

Abstract  Objective To determine Sparfloxacin concentrations in human plasma and study the pharmacokinetics and relative
bioavailability of Sparfloxacin for Suspension. Methods A single dose reference and test was given to 20 healthy volunteers in a random—
ized 2-way cross-over study. The plasma Sparfloxacin concentrations were determined by HPLC. The pharmacokinetics as well as relative
bioavailability was measured. Results The main pharmacokinetic parameters of two formulations Sparfloxacin in test and reference drug
were as follows: ¢,, were (4.68 £0.44 ) and(4.55 +0.51) h; C,,. were(1560.4 +£243.9) and( 1 584.1 +273.9) ng/ml; t,,, were( 20.92
+4.85) and (19.81 £3.75) h; AUC,_, were (43 325 +12 174) and(44 139 +11 815 ) ng * h/ml; AUC,_, were( 45 452 +12 884) and
(45999 +£12 629) ng * h/ml respectively. Using DASS program the results of variance and two one-sided t-test statistical analyses for Ln
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Two formulations were bioequivalent. Conclusion The reference and test Sparfloxacin were bioequivalent.
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1
( ng/ml) ( ng/ml) RSD( %) ( ng/ml) RSD( %) (%) (xx5) %
50 47.033 3 +£5.603 5 9.07 47.990 +4.327 3 9.02 88.20 +£10.72 94.07 £11.21
500 494.366 7 +£23.043 0 4.84 496.610 £22.867 3 4.61 93.50 £1.25 98.87 +4.61
1 500 1442.95 +58.453 6 5.01 1 514.540 +89.494 5 5.91 92.20 £1.35 96.20 £3.90
1.11 500 pl NN 2.2
(505001 500 ng/ml) 3 2,
6 o 500 pl
“ 2 (n=20 x %53)
50 }.Ll 25 Ml Lo ( 1) 4.68 +0.44 4.55 +0.51
C,.x( ng/ml) 1 560.4 +243.9 1584.1 £273.9
20 pl (3 ) AUC, _,( ng/ml * b 43325 +12 174 44 139 + 11 815
AUC,_,, (ng/ml * h) 45 452 +12 884 45999 +12 629
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