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Deter mination of busulfan in human plasma by HPL C with pre-colum derivatization

ZHAN G Shanrtang ,FAN G Yan ,QU Jian ,CHAN Xiang-ging ,SHEN Ai-zong,SUN Yanrcai (Anhui Provincial
Hospital ,Anhui Hefei 230001 ,China)

ABSTRACT :OBJECTIVE To develop an HPL C assay for determination of busulfan concentration in human plasma. METH-
ODS Plasma samples were prepared by derivatization with sodium diethyl dithiocarbamate(DD TC) and extracted with ethyl ac-
etate ,the extract was dried under nitrogen and reconstituted with methanol prior to HPL C determination. Chromatography was
accomplished using a NovaPak Cis anaytical colum (44 m,3.9 mm x 150 mm) and mobile phase of methanol-water (74 26) at a
flow rateof 0.9 mL-min ' with UV detection at 280 nm. RESUL TS Calibration curves were linear from 0. 05 to 3.20 mg-L ~*
(r=0.999 3, n=9) , the recovery of method was (100.6 +1.6) % (99.66 % - 102.4 %) ,and the mean extraction yield for
busulfan in plasma was (83.6 £2.4) %(81.70 % - 86.35%). The RSDsof intra and inter-day were lower than 11.20 % and
14.99 % ,respectively. The limit of detection was 0.030 mg-L "' (signal-to noise ratio of 6) . CONCL USION  The method is
senstive and accurate for the determination of busulfan concentration in human plasma. It is suitable for the pharmacokinetics
study of busulfan.
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Bioequivalence of cefadroxil chewable tablets in healthy volunteers

DENG Ming", YANG Harryu’ , ZHAO Xi* , HOU Yanrning' , SON G Lianryi* (1. Department of Clinical Phar-
macology , Bethune International Peace Hospital , Hebei Shijiazhuang 050082, China; 2. Zhongqgi Pharmaceutica Technology
(Shijiazhuang) Co. Ltd. , Hebei Shijiazhuang 050051, China)

ABSTRACT :OBJECTIVE To evaluate the bioequivalence of cefadroxil chewable tablets and reference tabletsin healthy volun-
teers. METHODS In arandomized crossover study , 20 healthy male volunteers were given a single oral dose of 500 mg test and
reference formulations. The plasma concentration of cefadroxil was determined by an HPL C method. The pharmacokinetic pa
rameters were calculated and the bioequivalence of two formulations were evaluated by DAS 1.0 software. RESUL TS The main
pharmacokinetic parameters of the test and the reference formulations were as follows: Crnax Were (19.2 +2.3) mg-L " * and
(18.4+2.7) mg-L ", tma were (0.95+0.22) hand(1.3+0.4) h, ty> were (1.78£0.14) h and(1.73+£0.09) h ,AUCo10 were
(53.3+7.5)mg-h-L *and(54.0+7.4)mg-h-L ", AUCs~were (54.4+7.9)mg-h-L ‘and(55.1+7.7) mg-h-L ", respec
tively. The relative bioavailability of the test tablets was (99.0+7.0) %. CONCL USION  The two formulations are bioequiv-
alent.
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