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Determination of Candesartan Concentration in Human Plasma by HPLC-Fluorometric Method and Bio-
equivalence of Candesartan Cilexetil Preparations

ZHANG Le, ZHOU Shi-wen, XU Ying, YING Yi, HUANG Yong-ping, TANG Jian-lin (Clinical Pharmacology
Base, Xinqgiao Hospital, Third Military Medical University, Chongqging 400037, China)

ABSTRACT OBIJECTIVE: To establish an accurate and sensitive method for the determination of candesartan concentration in hu-
man plasma, and to study the bioequivalence of 2 candesartan cilexetil preparations. METHODS: Plasma samples were treated with
acther and determined by HPLC Fluoremetric method. The determination was performed on Diamonsil Cis column with mobile
phase consisted of methanol-0.02 mol/L potassium dihydrogen phosphate buffer (66:34, pH adjusted to 4 using phosphoric acid) us-
ing valsartan as internal standard. Excitation wavelength and emission wavelength of fluorescence detection were 265 nm and 395
nm, respectively. The pharmacokinetics parameters were compared between candesartan cilexetil capsuals (test preparation) and tab-
lets (reference preparation). RESULTS: The linear range of candesartan was 0.98-500 ng/ml(#=0.999 7,n=2). The absolute recov-
ery and relative recovery at low, medium, high concentrations were 95.89% , 101.82% , 100.75 and 99.9% , 99.8% , 103.7%. The
intra-day and inter-day RSD were 3.2%-9.0% and 4.2%-7.8% (n=5), respectively. 90% confidence limit of test preparation of the
logarithmic transformed parameters AUCo-s51, AUCo-« , Cax Were in 80.49%-107.3% ,80.2%-107.0% ,80.1%-111.6% vs. the reference
preparation, respectively. No significant difference was found by nonparametric test of #n... CONCLUSION: The method is simple and
sensitive and suitable for the determination of candesartan concentration in plasma. 2 preparations are bioequivalent.
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Fig 2 Mean plasma concentration-time curves in 20 healthy
volunteers of test and reference candesartan preparations
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Study on Pharmacokinetics of Bezafibrate in Healthy Volunteers of Different Genders
LI Zhong-liang™ , ZHANG Zhi-ran, XI Rong-gang (Dept. of Pharmacy, No. 210 Hospital of PLA, Liaoning Da-
lian 116021, China)

ABSTRACT OBIJECTIVE: To study the pharmacokinetics of Bezafibrate tablets after a single oral dose in healthy male or famale
volunteers. METHODS: 10 healthy male volunteers and 10 healthy female volunteers were involved in the study. Each subject re-
ceived a single dose of Bezafibrate tablets 400 mg. The plasma concentration of bezafibrate was determined by HPLC. The pharma-
cokinetic parameters were calculated by DAS software and were statistically analyzed by SPSS software. RESULTS: The main phar-
macokinetic parameters of a single dose of Bezafibrate tablets 400 mg in male volunteer vs. female volnteers were as follows: Cp
(11.41 £ 3.24)pg/ml vs.(11.06 * 3.06)pg/ml; £, (1.93 £ 0.29)h vs.(2.07 £ 0.38)h; #,.(2.06 +0.33) h vs.(2.03+0.27)h; AUCq-2,
(35.46 £9.26)pg-h/ml vs. (39.36 +9.63)ug-h/ml; AUC,-..(40.34 + 10.35) ug+ h/ml vs.(39.57 £ 9.28)pug - h/ml. CONCLUSION: The
results show that the plasma concentration-time curves of bezafibrate are fitted to a two-compartment open model and the main phar-
macokinetic parameters of bezafibrate have no significant differences between male and female volunteers.

KEY WORDS Bezafibrate; HPLC; Pharmacokinetics; Gender factor
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