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Summary of the invention

The invention relates to compositions and methods for preventing or reducing the onset of symptoms
of pulmonary diseases, or treating or reducing the severity of pulmonary diseases. In particular it re-
lates to compositions and methods for treating pulmonary diseases mediated by phosphodiesterase 4

(PDE4) by administering a PDE4 inhibitor together with another pharmaceutically active agent, which
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The ifvEntid a%mtionally relates to a method for preparing a composition which is effective for pre-
venting or reducing the onset of symptoms of a pulmonary disease, or treating or reducing the severity
of a pulmonary disease, which method comprises mixing an effective amount of roflumilast and R,R-

formoterol with a pharmaceutically acceptable excipient.

Detailed description of the invention

The combination therapy which is the subject matter of this invention comprises administering roflumi-
last with R,R-formoterol to prevent onset of a pulmonary disease event or to treat an existing condi-
tion. The two compounds may be administered together in a single dosage form. Or they may be ad-
ministered in different dosage forms. They may be administered at the same time. Or they may be

administered both close in time or remotely, such as where one drug is administered in the morning
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"Gombined use" or "combination” within the meaning of the present invention is to be understood as
meaning that the individual components can be administered simultaneously (in the form of a combi-
nation medicament), more or less simultaneously (from separate pack units) or in succession (directly
in succession or else alternatively at a relatively large time interval) in a manner which is known per se
and customary. As an example, one drug could be taken in the morning and one later in the day. Or

in another scenario, one drug could be taken twice daily and the other once daily, either at the same
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additionally contain the required excipients, such as, for example, propeliants (e.g. Frigen in the case
of metered aerosols), surface-active substances, emulsifiers, stabilizers, preservatives, flavorings,

fillers (e.g. lactose in the case of powder inhalers) or, if appropriate, further active compounds.

For the purposes of inhalation, a large number of apparatuses are available with which aerosols of
optimum particle size can be generated and administered, using an inhalation technique which is as
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