CHAPTER V

CONCLUSIONS

1. All brands of 400 mg. norfloxacin tablets met

the United State Pharmacopoeia XXII monograph for weight

variations and conte,y/ve 1ngred1ent
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and E.
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4. The bioavailability of brands A, B, C and D,
with difference in dissolution characteristics were
studies in 12 Thai healthy subjects. Single dose of 400
mg. norfloxacin tablet was administered to subject
following a crossover experiment. Plasma norfloxacin
concentrations were determined by a rei'ersed phase high

aphic technique with single
&éd by fluorometer with

0 nm and emission

performance liquid ch
step precipitati
excitation

wavelength at idual plasma profile was

analyzed for eters according to

The trations were read
directly ranged from 0.60 to
2.05 ng/ml and statist revealed that only the
mean peak plgsma QO&E@ »Fi_ iof brand C was significant
difference l . Srand 4 ( d 05)

The meza.l times to peak plasma mevel were also read
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The area under the plasma concentration-time-curves
of brands A, B, C and D ranged from 4.35 to 10.42
ng.hr/ml. Only brand C had an area significantly lower

than that of brand A indicated that the amount of drug
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absorbed frdm brand C was lower.

The relative bioavailability of three locally
manufactured brands with respect to innovator’s product,
brand A were 120.88, 50.46, and 115.77, for brands B, C

and D, respectively.

Since bioequiv has been defined as

tent of drug absorption,

it was thus cong. that @nds A, B and D were
bioguivalent. ( : O, L1 quivalent, with any
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equivalence 1in bo

other brands. ferences in oral

bioavailabiliti o differences in
manufacturing p ations, which could

affect the iissolved in the

gastrointestina or absorption.

5. Tbe pha;ég?ﬁgfkér_' of norfloxacin following
oral adminisiration of 400 mg tablet -was best described
by a mean of o n model with first order

absorption andlfllmlnatlon rate and Vo lag t1me

Thﬂ uﬂg ﬂﬂﬂiﬂﬂqﬂﬁamed from the
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statistically significant difference among and between

these parameters (p > 0.05).
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The biological half-1ife of norfloxacin ranged from
3.98 to 5.36 hours. These reéults are in good agreement

with those previously published data.

8. The correlations between the in vitro and the

in vivo data for four different brands of norfloxacin

seemed to be meaningle When brand C was excluded due

to the the poor di time and dissolution rate

constant, the ¢ ient test for brands A,

B and D were no statistically

significant in vitro parameters

with any at all, unless the

disintegrati appeared to be

indicated that the

correlative
disintegration rght aﬁ\- t only the rate of
absorption. Ho et ;g' tro parameters obtained in

this investigatio sed precisely to predict

the bioavai == RS let.
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