CHAPTER V
CONCLUSIONS

1. For in vitro study, the formulations produced drug release profiles similarly to
that of Cardvl based on difference factor and similarity factor were those with 7% mixed
polymers (3.5% HPMC and 3.5% XG) in Emcompress (7% P/E), 10% mixed polymers
(6% HPMC and 5% XG) in Emcompres A ab s se® (2:1) (10% P/E+T) and 15%
mixed polymers (7.5% HPMC &i ) ﬁy (15 % PIT). Al three

formulations had difference factordes 15 af@similarity factor closed to 100. The

2. Combination of X@ _ | forpulation could reduce initial drug release

more than only HPMC in fg atign ¢ ceause XGlproduced gel layer greater than

HPMC.
3. For soluble filler (lactose S of tablet with 15% P/T was the
most similar to that of Card b lller (dibasic calcium

-".- o
phosphate), release 4"; -Of the drug € thost similar to that of

Cardil®, m 1
4. Al thmﬂoﬂ gn?} %%{W&ﬂﬂa@m were

employed as subje&g for comparative blcsavallablhty stu . The averageAUC values of

the.formdghoRE]dih ﬂﬁ/ﬂ1§, WN% '}'am%ﬂ ﬂvae Bhs1.65 +

2166.42, 3364 * 1630.10, 3825.08 + 1521.89 and 2626.76 * 1735.66 ng-hr./mL,

respectively. The average peak plasma concentration of formulations with 7% P/E,
10% P/E+T, 15% P/T and Cardil® were 1246.05 + 598.57, 777.86 * 591.68, 960.33 +

509.49 and 430.99 * 209.67 ng/mL, respectively. The average time to peak plasma
concentration were 4.50, 3.10, 78 and 3.17 hr. for 7% P/E, 10% P/E+T, 15% P/T

formulations and Cardil®, respectively. The elimination half-life (t,) of 7% P/E, 10%
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P/E+T, 15% P/T formulations and Cardil> were 1.36 0.52,1.52+0.52, 1.17% 0.33 and
1.74 X 0.52 hr, respectively.

5. The three formulated 120 mg diltiazem hydrochloride controlled release
tablets were not bioequivalent to Cardil® with respect to both the rate and the extent of
drug absorption. However, it was found that 10% P/E+T formulation was as close:yl'

bioavailable as Cardil® based on both i

vitro and in vivo data. It was suggested that

the test formulation should be modifi a better in vitro result. Moreover,

the experiment should be al

Cardil®.

blish its availability relative to

AULINENTNEINS
RN TUUMINYAE



	Chapter V Conclusion

