ABOUT

ORODISPERSIBLE FILM
Orodispersible films (ODF), also known as orosoluble films or simply oral films,
are a new oral pharmaceutical form, whose characteristics are able to improve the treatment
compliance of certain groups of subjects whose needs are not met by capsules and tablets.
They take the form of small, thin, flexible sheets, similar to postage stamps that, when placed
inside the mouth, dissolve rapidly in contact with saliva. The dissolution time is usually a few
dozen seconds and in any case no more than one minute.
The weight of a single film is usually a few hundred mg, meaning that very little saliva is required
for dissolution. ODFs are normally individually-packaged in heat-sealed sachets, in order to
preserve their mechanical properties, avoid contact with atmospheric humidity and guarantee
adequate stability. Individual packaging, combined with a limited size and weight make the
individual dose unit convenient and discrete, even for use outside the home, in all situations,
because it does not need to be taken with water. The use of ODFs is still limited to just a few
applications, due to their complex manufacturing process (very limited number of companies are
able to master this technology on an industrial scale).
The main production technique for ODFs is based on the coating process. In this case, the
first step of production is the preparation of a homogeneous coating mass in which all the
ingredients are dissolved in a suitable solvent, usually it’s water – it’s possible to incorporate
other poorly-soluble active substances or functional ingredients into this mass, provided they are
homogeneously dispersed. In order to achieve this aim, it is necessary to act both on the particle
size of these insoluble ingredients, which must be suitably fine and poorly dispersed, and on the
dissolver tank stirring system in which the mass is prepared, which can be also fitted with a turbo
emulsifier.
The coating mass is then used to feed a continuous coating machine inside which, using a
calibrated blade, it is distributed evenly over a ribbon of plastic medium (liner) to obtain
a layer with an even, pre-set thickness. This then passes through a heated tunnel,
where the water is made to evaporate under controlled conditions until
the orodispersible film takes on its definitive form.
The last step of the process involves cutting the film down
to single dose unit size, removal of the supporting liner
and individual packaging in a heat-sealed
sachet of compound material.

