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Oral lyophilisates are solid preparations intended either to be placed in the mouth or to be dispersed (or dissolved) in water before 
administration. They are obtained by freeze-drying (lyophilisation), involving division into single doses, freezing, sublimation 

and drying of usually aqueous, liquid or semi-solid preparations. They combine the advantages of both solid and liquid forms, 
particularly useful in the case of patients with dysphagia. The presence of metastable state and the glass transition temperature 
(Tg) are two important aspects when formulating a freeze drying product. Therefore, thermal analysis studies (differential scanning 
calorimetry, DSC) were performed in order to determine Tg for each excipient separately, the active substance used as model and also 
the combinations among them. We have studied two common excipients used in freeze drying formulations: the saccharide mannitol 
(MNT) - in concentrations from 2-7% - and the water-soluble polymer polyvynilpirrolidone (PVP)-in concentrations from 1-5%. 
Only MNT presented metastable state. Three out of nine formulas studied (with the active substance) did not presented metastable 
state, with a Tg ranging from -27 to -32ºC. It was also seen that increasing the concentration of PVP resulted in a slight decreased of 
Tg.
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