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Simultaneous Determination of Serum Concentration of 3 Kinds of Anti-epilepsies Drugs by HPLC with
Single Step Extraction

FU Cheng-xiao, BI Jin-lian, LI Xiang-bin, YANG Bo, DENG Li-jing (Dept. of Pharmacy, The First Affiliated
Hospital of University of South China, Hengyang 421001, China)

ABSTRACT OBJECTIVE: To establish an HPLC method with single step extraction for the determination of the serum concentra-
tion of the carbamazepine (CBZ), phenytoin (PHT), phenobarbital (PBB). METHODS: The serum samples were extracted once
with dichloromethane. The residue was dissolved and analyzed with Ultimate XB-Cs(250 mmx4.6 mm, 5 pum), mobile phase was
composed of methanol-water(70:30) with a flow rate of 1 mL-min~'. The detection wavelength was set at 240 nm, the column tem-
perature was 25 °C/, and 2-amino-2-chloro-5-nitrobenzophenone was used as internal standard. RESULTS: The linear range of carbam-
azepine, phenytoin and phenobarbital were 1.33~33.25 mg-L™'(+=0.999 6), 1.96~49.0 mg-L™'(»=0.999 5) and 2.88~72.0 mg-
L '(r=0.998 8), respectively. The detection limit were 0.06 mg-L ™", 0.13 mg-L~', 0.14 mg-L~". The intra-day precision and in-
ter-day precision were less than 10% , the average recoveries were 94.0% ~109.1% , 93.6% ~98.7% , 97.0% ~105.2% , respective-

ly. CONCLUSION': The method is simple, rapid, accurate, economical and practical. It can be used for fast determination in the clinic.

KEY WORDS Single step extraction; HPLC; Carbamazepine; Phenytoin; Phenobarbital; Serum concentration
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Pharmacokinetics and Bioequivalence of 3 Kinds of Cefaclor Preparations in Healthy Volunteers
YU Jun-xian, SHI Li-min, WANG Man-li, YANG Chun-xiu, WANG Ru-long (Dept. of Pharmacy, Beijing Friend-
ship Hospital Affiliated to Capital Medical University, Beijing 100050, China)

ABSTRACT OBJECTIVE: To compare the pharmacokinetics of 3 kinds of cefaclor preparations in healthy volunteers, and to
evaluate the bioequivalence of 3 kinds of preparations. METHODS: 18 healthy volunteers received a single dose of 500 mg cefa-
clor dry suspension (test preparation 1), 500 mg cefaclor dispersible tablets (test preparations 2) or 500 mg cefaclor tablets (refer-
ence prepration) respectively. The plasma concentrations of cefaclor were determined by HPLC. The pharmacokinetic parameters
and relative bioequivalence of cefaclor were calculated using DAS software. RESULTS: The pharmacokinetic parameters of test
preparation 1, test preparation 2 and reference preparation were as follows: ¢n(13.94 +3.76) pg-mL ™', (13.54 +2.27) pg-mL"'
and (13.86 £3.13) pg-mL™'; £ (0.56 £ 0.13) h, (0.55%0.14) h and (0.51 +0.13) h; #,(0.67 £0.09) h, (0.68 +0.15) h and
(0.80+0.26) h; AUC,,(15.16+2.58) pg-h mL™", (14.56+1.70) pg-h-mL™" and (14.74+2.07) pg-h mL™". Fy-, of test prepa-
ration 1 and test preparation 2 were (103.80 = 17.80)% and (100.50 + 18.40) % . There was no significant difference of Cma+ fimas
AUC,-,,AUC,-.. between 3 kinds of preparations. CONCLUSION: The dry suspension, dispersible tablets and reference tablets of
cefaclor are bioequivalent.

KEY WORDS Cefaclor; HPLC; Pharmacokinetics; Bioequivalence
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