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Introduction

Amorphous solid dispersions (ASDs) increase solubility and dissolution rate of poorly water-soluble active pharmaceutical ingredients (AP|S>\
Amorphous APl dissolved in suitable polymer

Long-term stability tests imposed by regulatory authorities (FDA) for newly developed formulations at defined temperature and RH
Stable ASDs: No (re)crystallized APl neither moisture-induced amorphous-amorphous phase separation (miAPS)

Long-term stability predicted via phase diagrams considering recrystallization (solubility) and miAPS (liquid-liquid equilibrium)
= Predicting the effect of relative humidity (RH) on solubility as well as on APS
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B Thiswork studied the effect of RH on the thermodynamic stability of ASDs

B mIAPS and crystallization were investigated experimentally and by thermodynamic predictions
B APS was quantified experimentally by confocal Raman microscopy

" / " /

Results of long-term
stability tests predictable

References:

[1]Alsmeyer, F., Kof3, H-J., Marquardt, W., Appl. Spec., 2004 (58) 975-985
[2] Gross J, Sadowski G, Ind. Eng. Chem. Res., 2001 (40) 1244-1260
[3]PrudicA,JiY, LuebbertC, Sadowski G, Eur.J. Pharm. Biopharm.,2015(94) 352-362

For further information:

Deutsche
Forschungsgemeinschaft




	Seite 1

