CHAPTER V

CONCLUS IONS
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capsules disinte \5 limit +time of hard
capsule. The ime of brand B was
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signi than +that of brand A
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Major fdifferences were observed for the rate and the
extent of dissolved drug. The rank order in term of
dissolution rate constants were braﬁds € ->D-> B 5 A. The
dissoclution rate constant of brand C and D were
statistically significant (p < 0.05) higher than those of

brands A and B.
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4 There were no statistical correlative (p > 0.05)
between +the disintegration +time and the dissolution rate

constant of all brands.

54 The bicavailability of all four commercial

brands A, B, C and D w studied in twelve Thai healthy
volunteers. A sin 300 mg gemfibrozil

capsules were ad subject in a cross

over design. concentrations were

determined by d chromatography and

detected by o hr'ﬂz- . Individual plasma

concentration-ti lyzed for relevant

pharmacokinetic were well described

by a biexponentia
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The mean peaki.pl ., concentration ranged from

19.68 +to B81.72 wmeg/ml. Statistical
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that peak plasma iens of brands B and C
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were significant different from that of brand A (p < 0.05)
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ranged §from 1.83 to 2.33 hours. There were no statistical

"results indicated

difference among the four commercial brands (p > 0.05).

The area under the plasma drug concentration versus
t ime curves ranged from . 78.22 . t6 " 97.00 "mc¥g.hr/ml.
Statistical results indicated +that area under the plasma

drug concentration versus time curve of brands B and C were
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significant different from that of .brand A (p < 0.05).
This results were the same as the C__. of brands B and C

did.

The relative biocavailability of +three 1locally

manufactured brands with

respect +to innovator's product

’#E an 97.90 percent for

ﬂ

(Brand A) were 77 . B8

brands B, C and D,

Only br bicgequivalent to brand A

with respect the amount of drug

absorption into

6. The p inetice of . gemfibrozil following
oral administrati mg capsules were well

described by a mean PR E C rtment open model.
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The avVe = constant obtained

from the CSTR program ranged ﬂvm 1.24 to 1.80 hr °
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(p > 0.05).q
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from the CSTRIP program ranged from 0.42 to 0.51 hr-‘ and

noe statistically difference among these values (p > 0.05).

The average biological ‘hailf-1life of gemfibrozil
ranged from 1.40 +to 1.67 hours and no statistically

difference among these values (p > 0.05).
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The results of pharmacokinetic parameters established

in +this study were in agreement with those “previously

published data.

7. There were no statistical correlation (p > 0.05)

between the in vitro and in vivo data of four commercial

brands of gemfibrozil
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