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The pulsatile tablets using aqueous colloidal polymer dispersion as rupturable
coating was developed in this study. The system consisted of core tablet containing
propranolol HCI as a model drug prepared by direct compression and then coated with
inner swelling layer containing a superdisintegrant (croscarmellose sodium, Ac—Di—SoI®) and
outer rupturable layer (ethylcellulose), respectively. The effects of formulation variables such
as type of rupturable coating (ethylcellulose solution in ethanol (EC), ethylcellulose
dispersion (ECD)), level of rupturable coating, amount of plasticizer (5%, 10%, 20% w/w
dibutyl sebacate, DBS) in rupturable coating and type of medium on lag time and drug
release were investigated. The results showed that the pulsatile tablet using EC as a
rubturable layer had longer lag time than that using ECD as a rupturable layer. Increasing
level of rubturable layer increased lag time of pulsatile tablets and related to decreasing rate
of water uptake of the system. Lag time of pulsatile tablets in 0.1 N HCI seemed to be longer
than that in pH 6.8 phosphate buffer USP. In addition, increasing coating temperature and
higher amount of plasticizer in ECD rupturable coating increased lag time and seemed to
slower drug release. The results from this study showed that lag time and drug release of
pulsatile tablets using aqueous colloidal polymer dispersion as rupturable coating could be
modified by formulation variables. Rapid release after the predetermined lag time was
achieved in the pulsatile release tablet developed in this study. This system has the
potential to produce the desired pulsatile release for various drugs such as

chronopharmacological drugs and drugs with high first pass metabolism.



