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Solution For Inhalation
lloprost 0.01mg/ml

DTV 'WONN W DIXYI KON [17VnY DDY'TINYG D'WaN X
'WONT7 NMYINNDD DYINNN
Treatment of patients with primary pulmonary hypertension (PPH) or secondary pulmonary
hypertension (SPH) .
Due to connective tissue disease or drug - induced, in moderate or severe stages of the disease.

In addition, treatment of moderate or severe secondary pulmonary hypertension due to chronic
pulmonary thromboembolism, where surgery is not possible.
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4.2 Posology and method of administration

Method of administration
Ventavis is intended for inhalation use by nebulisation.

To minimize accidental exposure it is recommended to keep the room well ventilated.

The ready-to-use solution is administered with a suitable inhalation device (nebuliser) (see below and
section 6.6).

Patients stabilised on one nebuliser should not switch to another nebuliser without supervision by the
treating physician as different nebulisers have been shown to produce aerosols with slightly different
physical characteristics and delivery of the solution that may be faster (see section 5.2).

I-Neb AAD

The I-Neb AAD system is a portable, hand-held, vibrating mesh technology nebuliser system. This
system generates droplets by ultrasound, which forces the solution through a mesh.
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The I-Neb AAD nebuliser has been shown to be suitable for the administration of Ventavis 10
microgram/ml nebuliser solution.

The dose delivered by the I-Neb AAD system is controlled by the medication chamber in combination
with a control disc. Each medication chamber is colour coded and has a corresponding colour coded
control disc.

Ventavis 10 microgram/ml nebuliser solution

At initiation of Ventavis treatment with I-Neb system the first inhaled dose should be 2.5 microgram
iloprost as delivered at the mouthpiece of the nebuliser. If this dose is well tolerated, dosing should be
increased to 5 microgram iloprost and maintained at that dose. In case of poor tolerability of the 5
microgram dose, the dose should be reduced to 2.5 microgram iloprost.

This nebuliser monitors the breathing pattern to determine the aerosol pulse time required to deliver
the pre-set dose of 2.5 or 5 microgram iloprost.

For the 2.5 microgram dose of Ventavis 10 microgram/ml the medication chamber with the red
coloured latch is used together with the red control disc.

For the 5 microgram dose of Ventavis 10 microgram/ml the medication chamber with the purple
coloured latch is used together with the purple control disc.

For each inhalation session with the I-Neb AAD, the content of one ampoule of Ventavis

10 microgram/ml, with two coloured rings (white - pink), is transferred into the medication chamber
immediately before use.

Drug Ampoule Dosage I-Neb AAD Estimated
product coloured ring inhalation
Medication Control time
chamber disc
latch
Ventavis 2 ml ampoule 2.5 meg red red 3.2 min
. e .
10 meg/ml Wﬁ—lj—r}lllte ink 5 mcg purple purple 6.5 min

Other nebulising systems

The efficacy and tolerability of inhaled iloprost when administered with other nebulising systems
(Venta-Neb and Breelib) were established by these systems. but are not currently available for use in

the country.

The efficacy and tolerability of inhaled iloprost when administered with other nebulising systems,
which provide different nebulisation characteristics of iloprost solution, have not been established.
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