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(i EB] BN SELARFRHPBNREARTE RGNS EYSEREMA SIS, FiE: LIRS E BN
FUWEZ BN, BTG K A FES LI, 20 BERBHEREE L AR R DR 500 mg FHHEIH . RA HPLC-UV B
Wi 52 3 A ek 32 N 2G4 B, 8,185 : Discovery Cyg (4.6 mm x 150 mm, 5 pm) , W48 :0.05 mol/L BERRSNSE Ml (pH = 3.9)
~ZH5(89 1 11), Fii# : 1.0 mL/min, BEM 4K 1273 nm, #8E R 50 pL, [ A BAPP2.0 IR IARIT BT 25 803 KA Ry
EMF AT, ER ZRFIFRB R CuTHH(5.75£1.54)F(5.73 £ 1.62) mg/L, ¢, A HIH (1.5
0.3)F0(1.5£0.2)h, t,, 2810 (1.67 £ 0.28)F1(1.67 £ 0.26) h, AUCqiq, 4> 5 37 (17.55 + 4.57) F1(17.24 + 3.84)
mg* /Lo 3 BT A AT AL SR R BE 29 (103.8 £ 24.0) % o 48« S FROk - BERORIF AT S M AE 38
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A Study on Bioequivalence of Cefuroxime Axetil Granules in Healthy Volunteers
ZHANG Jun', ZHOU Xue-min'*, ZHAO Na’, CAI Wen-ke’

(1. School of Pharmacy, Nanjing Medical University, Nanjing 210029, China; 2. Department of Pharma-
¢y, Jinzhou Medical College , Jinzhou 121001, China)

[ Abstract] Objective: To investigate the bioequivalence of cefuroxime axetil granules to its tablets Zinacef
and its pharmacokinetics. Methods: A single oral administration of 500 mg cefuroxime axetil granules as test
drug and Zinacef as reference drug were crossedly given to 20 healthy male volunteers. HPLC-UV method was
developed to determine the concentration of cefuroxime axetil in human plasma. The pharmacokinetics and rel-
ative bioavailability were analyzed applying BAPP2.0 data processing program. Results: The main phamaco-
kinetic parameters of test drug and reference drug were as follows: C,,, were (5.75+1.54) and (5.73 2 1.
62) mg/LL, toe were (1.5£0.3) and (1.520.2) h, ¢y, were (1.67 +0.28) and (1.67 £ 0.26) h,
AUC, were (17.55+4.57) and (17.24 + 3.84) mg-h/L, respectively. The relative bioavailability of test
drug was (103.8 +24.0) % . Conclusion: Cefuroxime axetil granules were bioequivalent to its tablets Zi-
nacef.
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BIEHE : Discovery Cg (4.6 mm x 150 mm, 5 pm),
WizhAH:0.05 mol/L FEBR AR Wik (PKESBR 1A pH £
3.9) -ZHE(89 : 11), i iH : 1.0 mL/min, Il 3 & .
273 nm, R ¥ :0.001AUFS,
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F 1 oL BB PIAMIREES: 500 pL, ¥ E N
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14 000 r/min.L> 10 Z+4h , BU_L W 50 pL B,
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®1 MRPLAKRFEEUENHEERRER(0=5, «
+5)(Tab 1. Results of recovery and precision of cefuroxime in

plasma)

oA E Bl HN#E B\l
(mg/L) (%) (RSD, %) (RSD, %)
0.1020 82.9:+1.87 7.12 6.63
1.0199 83.17+1.8  5.39 5.30
8.1593  82.59%2.39  4.16 4.01
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[E LR LI 2, B 1S BNER 2, ZikHITAY
B AR B N (103.8£24.0) %

CHmg/L)
L] [ ) -9 [= 9 oc

t/h

—o—& N —O—Z B
B2 20 BZFRERGEFE MR E-RTE dh &8
(Fig. 2 Mean plasma level-time curves for two cefuroxime axetil
preparations in 20 subjects after dosing)
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£2 WEIREBBEHHESM(n=5, x+5)
(Tab 2. Pharmacokinetic parameters of two cefuroxime axetil prepa-
rations in 20 subjects after dosing)

B¥ i 7 2t il 7
Cons (mg/L) 575 + 1.54 573+ 1.62
trs (B) 1.5 + 0.3 1.5 £ 0.2
t1n (h) 1.67 + 0.28 1.67 + 0.26
AUG, .. (mg- /L) 18.00 + 4.63 17.74 + 3.84
AUCq o (mg-WIL) 17.55 + 4.57 17.24 + 3.84

$t € F AUCy, B SR BB /5 HEIT T 2 5
FrFoa s K, AT Co B9 90% BfG XA
88.31% ~ 114.81% , #£ 70% ~ 143% B SMTEH A ;
AUCo 10,1 90% B & X 57 92.94% ~ 110.02% , 7E
80% ~ 125%MEHIEEN. X ¢, HTESHRE
(Wilcoxon fF 5 BEH 18 ), Z XM M AS LK N K 2
HFBPERLEITERBI(P>0.05), FR*E
B, BRI R A R

4 it it
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BRI BAR , Sk A uk 32 B 0N R A0 78 1 Rk A R
SXEHNFSYER, A HERN BRI S F Rl
R A TR AR B B M 5 3K ARk 3 B BBURL
HIAHNE A ) ) BE 3K 103.8% , RS BER, HEL
B TR ¢ A3 R (1-20) BAF X EME TR, BIFp
T A5 A, R R — 7 AT SR 5 o
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