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Abstract The aim of this study was to develop pharmaceutical dosage forms with a bi-phasic drug using a double
extrusion approach. Hot melt extrusion was performed using a co-rotating twin-screw extruder. The. 1st melt extrusion
was performed using polymer with a relatively higher Tg, such as HPMC and the 2nd melt extrudate was obtained
using the 1st extrudate and polymers with a lower Tg, such as HPMC-AS and PEO. In addition, the formulation with
all the content in the same proportion as the double extudate was produced using single extrusion for comparison.
Physical characterization was performed on the formulations employing differential scanning calorimetry (DSC). In
vitro release tests were studied using a USP Type-I apparatus at 37 + 0.5°C and 100 rpm. The similarity factor ({2)
was also used to check the difference statistically. The DSC results indicated that the crystallinity of ibuprofen was
changed to an amorphous state after extrusion in both double and single melt extrusion. Double melt extrudate with
ibuprofen showed the desired release in acidic media (pH 1.2) in the first two hours and basic (pH 6.8) during six
hours. Double melt extrudate with glimepiride showed faster release in 60 min of over 80%, whereas the single
extrudate with glimepiride showed retarded release due to the interaction with HPMC. The similarity factor(f2) value
was 28.5, which demonstrates that there were different drug release behavior between the double and single extrusion.
Consequently, the double melt extrudated formulation was robust and gave the desired drug release pattern.
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