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Abstract

The stability study of acrylamide grafted starches as a disintegrant in tablet formulation
were done by these three steps: First, acrylamide grafted starch were prepared from tapioca starch
by grafting reaction using acrylamide at ratio 1:50 (The ratio representative between the mole'
number of acrylamide and mole number of anhydroglucose unit respectively), These obtained
products were washed by centrifugation and dried by spray-dried method.

Second, the obtained products were characterized by Infared spectroscopy, Nuclear
magnetic resonance, Scanning electron microscope, Differential scanning calorimetry, Bulk swelling
capacity and pH determination. Then, acrylamide grafted starch including native starch and
Explotab® were evaluated the effectiveness as tablet disintegrant at 4% concentration in 3580 mg
hydrochlorothiazide tablet. These tablets were compressed by direct compression at the
compression force 8.0, 10.0, 12.0, 14,0 kN.

Third step, The stability test of acrylamide grafted starches were studied by comparing
with Explotab® which is more widely used in tablet formulation. The test was performed accordingly
to ICH guidelines.This stability evaulations divided into two ways; one was in powdered form study
that were examined at time 0, 1, 3 and 6 months. Another one was in tablets form which were
examined at time 0, 1, 2 and 3 months.

The results showed that both of acrylamide grafted starches and Explotab® in tablet
form have the same potential effectiveness as tablet disintegrant, Except the tablet contained
Explotab which were sampiing at 3 months, expressed friability over than the limit range of USP XXHI.
On the other hand, in powdered form, acrylamide grafted starches shows more expressively
potential as tablet disintegrant than Explotab® at the end of the test. However, the grafted starches

should be further studied in toxicity.






