, 20
- , 7i‘185.9)
. . 0.45)h, t, (7 59 fby 3 +1 46) h, AUC,_ ,

(777.1 £105.8) ng/mL, T,

> Tmax

(6 774.8 £1 059.1
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Comparision of bioavailability of two preparations of cetirizine dihydrochloride

XU Ya-jie, LING Jian-yang ( Dept. of Phamacy, The Firt Affiliated Hospital of China Medical University, Shenyang 110001,
China)

ABSTRACT: OBJECTIVE To compare bioavailability of the two preparations of cetirizine dihydrochloride. METHODS The plas-
ma concentrations of cetirizine in 20 healthy male volunteers after oral adm inistration of cetirizine dihydrochloride capsules and cetiriz-
ine dihydrochloride tablets were detemm ined by the improved HPLC, using hydroxyzine dihydrochloride as the intemal standard. The
plasma concentration-time curves and major phamacokinetic parameters of tests and reference preparation were obtained. RESULTS

The major phamacokinetic parameters of tests and reference preparation were as follows: C,,, were ( 905.7 *185.9) and (777.1 £

105.8) ng/mL, T,

X

_were (0.79 £0.26) and (0.90 £0.45)h, ¢, were (7.59 £1.29) and (7.73 £1.46) h, AUC,., wer
(6774.8 £1059.1) and (6603.2 £1257.6) ng* h/mL, respectively. According to AUC,
dihydrochloride was (104.0 £ 14.4) % .CONCLUSION Results by ANOVA analysis and two-side t-test shows that there is no ob-

the relative bicavailability of cetirizine

- 00

vious difference in availability between the two preparations ( P >0.05), and the two preparations are biocequivalent

KEY WORDS: cetirizine dihydrochloride; bioavailability; HPLC

H, s >
> , 1d 8:00 s 7:00
, COOH, R 2 2,
0 .
2.2
R 20 :Hypersil BDS C , Sum, 150mm X SmmlI D.
( ); : -0. 05mol/L
3 - s ( 37:70); :1.5mL/min; :230nm;
2.3
1 0.33,0.67,1.0,1.5,2.0,3.0,
1.1 5.0,7.0,10.0,14.0,24.0,34.0h, SmL
s 10mg/ s Smin 15min
R :021020; : (3 000r/min), s -20C
s 10mg/ s : 2.4
010721 ; : ( 0.5mL, (10l g/mL )
:99.5%); ( 100HL,1mol/L (pH 6.0)1.0mL, R
s MS 98.5%); ; - ( 3:0.1)3mL, I min,
10m in, 10m in, s 0.25mol/L H, PO,
1.2 300ML, 1 min, 10m in, 10m in, s
s LC - I0AT .SPD - S0HL,
10A .C - R6A . 2.5
2 ( , hydroxyzine)
2.1 (pH 6.0) - (30:1)
20 20 ~25 s , 0.25 mol/L H, PO,
56 ~76kg, . . ; ; G

, . , , -0. 05 mol/L (37:70)
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6.4 min  8.0min.
e C ) ;
s 25 ~1500 ng/
mL; 5
R . RSD 7.8% , RE *1.3%
2.6
20 20 mg
( ) ( )
. Crar Toan
1. s
(104.0 X14.4) %, AUC,.., C,.
Tmax s
; t
(1 - 2a) > 4 b fi.05 (10)
( )> AUC,_ (1
- 2a] 80% ~120% )
s 2.
1 20 mg
( ) ( ) (n=12,x
ts)
Tab 1 The main phamacokinetic parameters of two cetirizine

formulations after a single oral dose of 20mg cetirizine dihydro-

chloride in 12 volunteers( n =12, x *s)

Parameters Test Reference

K, /h”! 0.094 0,019 0.092 %0.015
t,, /h 7.586 £1.293 7.734 %1.456
Thax /h 0.79 £0.26 0.90 %0.45
Cpa /ng® mL™! 905.7 +184.9 777.1 £105.8

AUC,. , /ng* h® mL™! 6774.8 £1059.1 6603.2 *1257.6
2 t
Tab 2 Results of two one-side test and two-side 90% confi

dence limits test

Pamameters 1 ) 90% C. L /%
AUC,. 7.54 5.70 96.4 ~109.2
Chax 8.98 4.15 105.1 ~129.2
Ty 0.80 0.62 101.2 ~110.5
f10.05)(3) =1-86
3
3.1
* 310 Chin JMAP, 2006 August, Vol. 23 No. 4

Hg/mL s

pH ,
(51 . .
[51 .
, 40°C
N2 ) s B
HPLC , > .
- (30: 1) ,
pH 5.0 pH 6.0
, pH5.0 50% , pH6.0 70% s
pH6:0 5
pH 6.0 ,
(0.025 mol/L)
. 0.25 mol/L .
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