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5 mL, Fig 1 Plasma drug concentration of salbutamol
,3 500 r* min~' 10 min, s sulfate versus time curve for 12 subjects after single
20T oral dose of self prepared controlled tablet (8 mg)
’ and imported tablets (8 mg) . ® Self prepared
> tablets ; © Imported tablets .
( ) Tab 1  Mean pharmacokinetic parameters of
3.2 , 12 h salbutamol sulfate after single oral dose of 8 mg to
) | 12 healthy volunteers
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6d, 3 s d7 1 Parameters controlled tablet Imported tablet
12h( d7 2 0h),24h( d38 Ke/ h™! 0.18 %0 .08 0.14 %0 .05
0 h) 5 mL- 48 Ty;o( Ke) / h 4.82%2 .54 6.73 12 .54
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Fig 2 The mean plasma drug concentration of
salbutamol sulfate versus time curve for 12 subjects
after multiple oral administration (8 mg/ tablet) .
The tablets were givenat 6 a.m. and 6 p.m. for 7
days and at 6 a. m. on the 8th day. The blood
samples were taken before the first dose and every
6 hour after the first dose was given on the 7th
day . Blood samples were also taken at different
time immediately after the tablet was given on the
8th day. e Self prepared tablets; © Imported
tablets .

Tab 2 The pharmacokinetic parameters for
multiple dose administration. The tablets were given
at6 a.m.and 6 p.m. for 7 days and at 6 a.m. on
the 8th day. The blood samples were taken before
the first dose and every 6 hour after the first dose
was given on the 7th day. Blood samples were also
taken at different time immediately after the tablet
was given on the 8th day

Self prepared
controlled tablet

Parameters Imported tablet

AUC, -/ ng*h*mL"' 58 .03 £11 .46 58 .46 £6 .69
T/ h 6.6+2.3 6.17 £1 .59
Cpay/ ng*mL™! 7.81 X0 .71 8.20 =1 .01
Chin/ ng*mL™! 3.63 1 .46 3.32%0.89
FD 0.91 10 .34 1.01 £0 .21
K/ h'! 0.11 £0.04 0.07 £0.02
T,,»/ h 11.27 %5 .37 11.83*5.14
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STUDY ON THE HUMAN PHARMACOKINETICS AND
RELATI VE BIOAVAILABILITY OF SALBUTAMOL
SULFATE ORAL OsMOTIC PUMP CONTROLLED TABLETS

Pan Weisan( Pan WS) , Wu Tao( Wu T) , Yin Fei( Yin F) ,
Chen Jimin( Chen JM) , Zhang Ruhua( Zhang RH) and Wang Xin( Wang X)

( Depart ment of PhurmaCy, Shenyang Pharmaceutical University, Shenyung 110015)

ABSTRACT AIM: To prepare salbutamol sulfate osmotic pump controlled tablet and study the
pharmacokinetics and relative bicavailability of two kinds of salbutamol sulfate oral osmotic pump controlled
tablets in healthy volunteers. METHODS: Tablet core, made mainly of sodium chloride, was coated with
cellulose acetate and then drilled by laser to make os motic pump controlled tablets. HPLC method was e mployed

to detect the plasma drug concentration in 12 healthy volunteers. Two one-sided tests and analysis of variance

were performed to evaluate the bicequivalence of the two formulations. RESULTS: The pharmacokinetic

parameters of self prepared controll tablets and imported tablets were listed below: T. were (6.30 *1. 0) h
and (6.8 £1.3) h, Gy, were (8.6021.93) nge mL™ ' and (8.20 1.40) ng* mL™ ', AUC were (63.67
10.37) ng*h- mL™ " and (60.21 £11.65) ng*he mL™" respectively . For multi dose administration, the
fluctuation degree ( FD) were 1.09 £0.23 and 1.14 £0. 25 respectively. CONCLUSION: The two formulations

wete found to be bioequivalent .

KEY WORDS salbutamol sulfate ; os motic pump; relative bioavailability ; pharmacokinetics





