AFL DURFAEAS[R) P ) e e A Y B 25 8l 2t 5T
EREKER ZENBHEL00ERGFY, 1T £ 116021)

hE4SZES RI727.6;R969.1 XEkFRER A XEHS
DOI  10.6039/j.issn.1001-0408.2013.06.17

1001-0408(2013)06-0524-03

W E B HRERES AERFEMNSTOMAEILNMFRGHHF, Tk EREBRE204 (AP L&F), EHMETORE
FUN A K 400 mg, KA % 20 A8 €38 kw8 de R PRI N A aG R . A DAS SRR B AT B AL 22, R SPSS B AT R Rl A 25
HPREHRITRI DA, ER B Aol F A o RFILNAF K 4100 mg 09 2B F AR AN A o (1141 £3.24) (11,06 £
3.06) pg/ml, . (1.93 £0.29) . (2.07 £0.38)h, #,(2.06 +£0.33) ,(2.03 £ 0.27)h, AUC,-,4(35.46 + 9.26) . (39.36 + 9.63) ug - h/ml,
AUC, .(40.34 +10.35) .(39.57 £ 9.28 )pg-h/ml, Zi#:42 BE B H LM 2 IRRIL N4 R 69k N 2 3h a3 R &= 2 T A,
BRI F oM AR MR ERF RN S F LB REEERN E 5

KEHR EILNG; SRR Gtk e A H &

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

ZRFL DL 4 (Bezafibrate ) 2 & DT RATAE W2 ML AG IR 24,
REMS MR TH o 1 B L35 Il = G A T e D e A {1 2%
P - IR [ 04 2P, DT o8 15 i IO A8 2 A I T L 8 k.
FERALEIAE 2 A 5 - (1) 30 a1 55 A 366 0 — 1 P Tk b il A
(HMG-CoA ) ¥A J5 T 17 s /1> A [ W 8] 5 15 (2) 38 m fig 2 14 i
T PTG T P 5 e T R 3 =T 40 37 o L T 34 o e 23
B -NH S EE R Ko AN 253 n DL B AT b, 335 FH 0 PR
e i I MLAE R o [ PN DG T 2R L DU (R R AR 19 25 3
SERFIC BRI AN FEAY , AR TT R R 4L DL e A A ] 2 i) ik e
NARN 24820157, A I R G B R 8 27 .

1 w1
1.1 {uEs
LC-10ATvp 5 R AH (3% 43, A145 Sil-10ADvp A gt A

7% SPD-10Avp “LHMEI % . Class-VP (A% TAFEu, ( H A B
Fi]) s TGL-16M 15 20 s i Uk 2 L G R BRI s DM LAY 2
A FRZF]) s XW-80A F A R HETR &1L (M P A
PR D) s TG328A RIS R (IS S Rl A IRA A 5
Delta 320 BURS % pH 11 (Hi - M 45 - LR 23 A BR A A 5
MTN-2800W ZUR i %58 B (R HE AR ZE RS A BR A F] ) o
1.2 #HEm5iRF

LDV e (BT DL At YT K J7 1 DURRRI 257 FRA |, B
&« 4 i 200 mg, 15 : 06050103) 5 A FL DU A4Re X BR A (415
100627-200801 , 4 : 98.0% ,0.98 mg/1 mg) &5 ML (AT,
HE5 : 100285-200604 , 413 : 99.9% ,0.999 mg/1 mg) ¥y v
B 2 R R AR A e At s PR (A A, UK SR L 1E U bE TG
IK 2Tk TEK ZBR N DU T SRR ALY R A3 AT 4l s K S Rk gE

3 ITig

TERER TR R W R b, AT 28 T i sh Al o P
B A [ A FL 4> 5 (709% L 66% 60% ) % ¥ 5 Al 4 AN [R] pH {E
(5.0.4.5.4.0.3.5.3.0.2.5) XF 43 B S 052 ma) , i 2ok HL R, e
AR . FEILARAET , 22 BT AR S g /N, £
B I A] 3 ‘B, b V0 HE A P RR0 7D 1 5 BE B 1] 40514 5.9 min
F118.9 min, 5 SCHASRGE A LA BT AT, BESY 4 JERRRT ) 37
B L2, FE AL BT FE R 1 O e SR R R UL

* AN, LA . MR I 25 . LIS 0411-
39847085, E-mail:lizhongliang210@126.com

- 524 - China Pharmacy 2013 Vol. 24 No. 6

TER 5 B SRR, YOt bR SR B BIOR R =, HARZ
IR PE BT T, TR I 4 v 1 I R, G R BR A
0.98 ng/ml, IREL5RFRY], AL AT T2 25 59 1 55 5 g
Rl 30 A= D SIS o
SE 3k
[1] Stenhoff H, Per-Olof lagerstrom, Andersen C. Determina-
tion of candesartan cilexetil, candesartan and a metabo-
lite in human plasma and urine by liquid chromatography
and fluorometric detection[J]. Journal of Chromatogra-
phy B,1999,731(9):411.
(W H9:2012-07-01 &I H#7.2012-11-01)

HEZE5 2013 4F45 24 4555 6 1



TR 28 NI PR AR ICAEER 210 B Bt I RHR AL
2 HiES5ER
2.1 ‘LG

{0 L : Kromasil C,5(250 mmx4.6 mm, 5 um) ; i shAH . B
[i5-0.01 mol/L Z FR AN ZZ vl (7K 218 pH °4 4.0)-0.5 mol/L
DU T 3 RAL £ (65:35:0.2, VIVIV) 5 i3« 1.2 ml/min; 284N G
Pt s 232 nm; 2 30 °C5 MERETE : 20 pl, AERLEIESET,
254 I P N TR 2 RN N A A 6 8 4, WP LA, LA g
FIULE 1o PBRAS SRR A O B8 5 [R1 2404 7.2 min, ZRFL LR
1R BRI IA] 2494 10.5 min, 4385 > 1.5,

500 500
800 100 _ 400
> 300 1 9 %300 .
Z 400 E 200 200 L2
100 A [\ 100
0t 0 0] LA
1 8 12 8 12

0 41 8 12 0 0 4
t, min t,min t, min

A B C
E1 BxkEeEE
AZ IS s B. 28 PSR FL DU RAE R AR C.32 10 1L
SR + PRI ARSI ; 2. AL DURE
Fig1 HPLC chromatograms

A. blank plasma; B. blank plasma-+bezafibrate standard solution+internal
standard; C. plasma sample of volunteers+ internal standard; 1. glicla-
zide ; 2.bezafibrate
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Fig 2 Mean plasma concentration-time curves of Bezafi-
brate tablets 400 mg in healthy volunteers after oral single
dose(x+s,n=10)
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Establishment of HPLC Method for Simultaneous Determination of Lamotrigine and Oxcarbazepine in Hu-
man Plasma

ZHU Xue-ping', CHEN Xiao-meng®, QIN Yu-hua’, ZHAO Ning-min’, MA Ai-ling", ZHAO Shu-juan’, CAI Hai-
xia’(1.The Fifth Affiliated Hospital of Zhengzhou University, Zhengzhou 450052, China; 2. Henan Provincial
People’s Hospital, Zhengzhou University, Zhengzhou 450002, China)

ABSTRACT OBIJECTIVE: To establish the method for simultaneous determination of plasma concentrations of lamotrigine and
oxcarbazepine. METHODS: HPLC method was adopted using chlorzoxazone as internal standard. The determination was performed
on Dikma C;s column with mobile phase consisted of methanol-water-trifluoroacetic acid (40:60:0.0005) at the flow rate of 1 ml/
min. The detection wavelength was 240 nm. RESULTS: The linear ranges of lamotrigine and oxcarbazepine were both 0.5-50 pg/ml
(r=0.994 0 and r=0.992 5); extraction recoveries were 92.50%-95.33% and 88.78%-93.12%. RSD of continuous sampling for 5
parallel samples of three concentrations of lamotrigine and oxcarbazepine (25, 10,2 pg/ml) were 4.01% , 6.15% , 4.64% and
3.05%, 4.27% , 9.01% , respectively. CONCLUSION: The method is simple, with high recovery and good precision. It is suitable
for the determination of lamotrigine and oxcarbazepine concentration in plasma.

KEY WORDS Lamotrigine; Oxcarbazepine; HPLC; Plasma concentration
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