CHAPTER V
CONCLUSION

1. All brands of theophylline sustained-release tablets met
the general requirements of the U.S.P.XXII for weight variation (range

from 299.39 to 685.22 mg) content of active ingredient ranged

from 101.22 to 109.71 %. \Q\\‘ ,//‘//

ained-release tablets met
identifi n.and dissolution. The

the U.S.P.XAII

dissolution rate

?l_}-
3. The bioavailaﬁ“r&tty ds A, B, C, and D were studied
| I_..i.. ..-'r" z-l"' .
in thirteen Tha‘n bealt.hy voluﬁers. ! dose of theophylline
sustained-release. _ A minis _ each subject. Plasma

theophylline conce}ret“io minec{rj using high performance

liquid chromatography with zinc sulfate and organic solvent extraction

and detecteﬂu‘lﬂe%gq‘ g wotémw ﬁ\}’alghﬁconcentration—time

profile of g’Ach subject wassanalyzed using the conventional method.
- SR TR B R .
, and % fluctuation) were used for bioavailability
comparison.
The mean peak plasma concentration of each treatment ranged
from 5.23 to 5.99 mcg/ml. |
The average times to peak plasma concentrations range f‘ rom

3.56 to 8.92 hr. for the four different brands.



109

The area under the plasma concentration-time curves of all
brands ranged from 97.28 to 109.60 mcg x hr./ml.

The %fluctuation of all brands range from 58.72 to 155.72 %

There were no statistically significant difference of the
relevant pharmacokinetic parameters between the values of brand B and

those of brand A and brand p>0.05). However the t and %
fluctuation values between \‘t\‘ y/ brand B and brand D were

significantly dlfferen%BS)

It was co andMand C were considered to

be equivalent to egpect‘t\,_o\ﬁc rate and the extent of
\ ,_

drug absorption whi

-
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4. From thésefd 7 ,“' ‘ he‘& dose used in this study

was not therapeuti _ nce peak and through plasma

concentration were no | herap ¢ range. Dose of each brand

should be adjusted by multﬁﬁyn a suitable therapeutic factor

.u-l___,

in order to réﬂse the C gnd c _ﬁtfé patient to the

therapeutic rang

It is fouq*,d that A,"

D havﬂnearly same therapeutic
factor (about 3-4 timessof the study.dose).

For ﬂl& 2L NN AN T cor mirtiply wes

significant vary for each subject. Brapd A was f‘romq_l_,,y to 8 (200-1600
o ouide ]y ) ek )b 3.4a/8 - D b kL4 o), e
C from 1 5 to 7 (300-1400 mg twice a day): this brand can be breakable
to adjust dose), and brand D from 1 to 5 (200-1000 once a day)
However, for individual subject, it is found that there are
significant variable in therapeutic factor. Hence, adjusting to
appropriate plasma theophylline concentration (10-20 mcg/ml) for éach

subject should be considered individually.
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5. The correlation study between the in vitro and in vivo
data of the four different brands of theophylline sustained-release
tablets revealed that there was no statistically significant
correlation of parameters between the two data. By this mean, it was
not able to use thelparameters from in vitro studies to predict the

bioavailability of theophylline sustained-release tablets.
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