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PURPOSE RESULTS CONCLUSIONS

The in vitro dissolution profiles of extended-release (ER) Osmotic pump system Polymer matrix formulation e Trodut® Compared to the osmotic pump formulation, the mechanical

tablets with matrix-based formulations may exhibit a properties of polymer matrix-based formulation changed
different extent of pH-dependence compared to that of a - significantly in various pHs or under simulated gastric
therapeutically equivalent product based on osmotic pump S— contraction.

design. This change In dissolution behavior may cause = Ak U e B .. . .
matrix-based ER products to be vulnerable to gastric pH < re X NSSSEE 0 2 4 5 8 10 1 u ‘s s w0 ou ou Contraction-induced dose-dumping from the matrix-based

ime (hour Time (hour )
Changes I Vivo that may DIgELll _in patients with abnormal Y Yy B T Figure 3. IIIustr;tioI; o}f simulated gastric contractions a{tpp:ied to Product pOIymer formulation was observed. The. results sugges_t that
gastric pH or concomitantly taking over-the-counter (OTC) ooy 0 + B - &4 s A and B in pH6.8 phosphate buffer. matrix-based polymer products bear a risk of formulation-
proton pump inhibitors (PPIs). In vivo studies also show that ' - — VE— related interactions during the drug dissolution process,
some polymer based formulations produce more rapid rises - oot 5 e especially in the case of concomitant pH and gastric
' contractile changes.
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the potential impacts that media pH and simulated gastric e —— Figure 4. The displacement of Product A and B during dissolution testing additional measurements to assure the quality of such drug

contraction have on drug release. Figure 1. Comparison of dissolution profiles of Product A (osmotic with and without 400 g force in pH 6.8 buffer solution.
J pump) and B (polymer matrix formulation) in three different pH media. ; P products.
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In plasma nifedipine concentrations that lead to more abrupt 7
sympathetic nervous system. The objective of this study B . e .
focuses on the mechanical properties of osmotic pump and 0
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METHODS
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: : Time (hour) Time (hour) . MARUJAILIC, IVAN KOVACEVIC, JELENA PAROJCIC, Deciphering nifedipine in vivo delivery from modified release dosage
bUﬁ:er (pH 12, 45 and 68) Wlth 1% SOd|Um Iaurel SUIfate Figure 5. Comparison of dissolution profiles of Product A and B under forms: Identification of food effect, Acta Pharm. 65 (2015) 427—41211. : ’ ? :
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Both drug release profiles and sample mechanical responses
were obtained simultaneously.
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DISCLAIMER: The findings and conclusions have not tablet swelled less (15% of its original height), was * Under 400 g compression (Figure 4 - 6), the polymer

been formally disseminated by FDA and should not be relatively faster to reach its highest point (in 3 hours), matrix formulation showed a greater than two-fold U. S. Fo 0 D & D RU C
constructed to represent any Agency determination or policy. and lost its mechanical resistance sooner in 5 hours. Increase In dissolution rate (i.e. dose dumping). ADMINISTRATION
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