www.shengwuyixue.com Progressin Modern Biomedicine Vol12 NO.2 JAN.2012 - 337 -

[ ] [ ]
1 2 1 1 1A
1 302 100039 2 302 100039
( ) o . . N
20 2 10 mg HPLC
DAS2.1.1 . AUC,,
(17.94% 6.19)pgh/ml (1737 4.73)ug h/ml AUC,.. (1826% 6.16)ugh/ml  (17.64+ 4.66)ug h/ml C,y
(5.58% 1.95)ug/ml  (5.54% 1.65)pg/ml T, (2.03+ 0.97)h  (1.93% 0.69)h ,, (120 0.17)h  (1.19% 0.13)h.
(101.5% 6.56)%. .
R735.35 A 1673-6273 2012 02-337-04

Study On Bioavailability of Montelukast Sodium Chewable Tablets

LI Wen-shu', LIU Shu-hong’, SUN Bir?, GUO Xiao-dong', WEI Zhen-man'
(1 Center of New Drug and Clinical Research 302 Hospital of PLA 100039, Beijing, China;
2 Department of Pathology and Hepatology, 100039, Beijing, China)

ABSTRACT Objective: To study the bioavailability in two kinds of Montelukast sodium chewable tablets. Methods: In a
randomized crossover study, 20 healthy male volunteers were given a single oral dose of 10 mg test and reference formulations. The
plasma concent ration of Montelukast sodium was determined by an HPLC method. The pharmacokinetic parameters were calculated and
the bioequivalence of two formulations were evaluated by DAS 2.1.1 software. Results: The main pharmacokinetic parameters in the test
and reference praperations of cefalexin were as follow: AUCO-t were (17.94% 6.19)ug h/mland (17.37% 4.73)pg h/ml, AUCO- were
(18.26% 6.16)ng h/ml and (17.64+ 4.66)ug h/ml, Cmax were (5.58% 1.95)ug/ml and (5.54% 1.65)ug/ml, Tmax were (2.03+ 0.97)h and
(1.93% 0.69)h, t,, were (1.20% 0.17)h and (1.19% 0.13)h. The relative bioavailability o f the test tablets was (101.5% 6.56)%. Concluion:
The test and reference preparations are bioequivalent.
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Fig. 1 HPLC Chromatogram
A. standard blank plasma; B. blank plasma + Montelukast sodium; C. subjects blank plasma; D. plasma sample at 2.0h after medication; 1 Montelukast

sodium
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Tab. 1 Recoveries and Precision of Montelukast sodium in human plasma(xt s)
(ng/ml) (%) RSD(%) RSD(%)
Theoretical concentration Recovery rate(%) RSD within day(%) RSD between day (%)
21.5 97.9% 6.7 5.34 5.23
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Tab. 2 Main pharmacokinetic parameters of Montelukast sodium in 20 healthy volunteers after oral administration of Montelukast sodium chewable

tablets(xt s, n=20)

Parameters

Tested preparation

Reference preparation

To(h)
Cou(pg/ml)
tin(h)
AUC, (g h/ml)

AUC,..(png h/ml)

2.55%+ 1.06

624.7+ 122.9

4.06%+ 0.95

4415.5+ 900.0

4533.2+ 928.7

2.85%+ 1.25

622.1% 162.7

4.05+ 1.02

4296.8+ 893.3

4412.1+ 900.5

[10-11]

o

DAS2.1.1
2

[12-15]

(P>0.05)
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