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Solution for inhalation
lloprost 10 mcg/ml
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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. CLINICAL PARTICULARS

4.5 Interaction with other medicinal products and other forms of interaction

Since iloprost inhibits platelet function, its use with the following substances may enhance
iloprost-mediated platelet inhibition, thereby increasing the risk of bleeding:

Anticoagulantsanticoagulants, such as
- heparin
- oral anticoagulants (either coumarin-type or direct)
« or other inhibitors of platelet aggregation, such as
- acetylsalicylic acid
- non-steroidal anti-inflammatory medicinal products
- non-selective phosphodiesterase inhibitors like pentoxifylline
- selective phosphodiesterase 3 (PDE3) inhibitors like cilostazol or anagrelide
- ticlopidine
- clopidogrel
- glycoprotein 11b/I1la antagonists like:
o abciximab
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o eptifibatide
o tirofiban
Defibrotide

A careful monitoring of the patients taking anticoagulants or other inhibitors of platelet aggregation
according to common medical practice is recommended.

4.6 Fertility, Pregnancy and lactation

Women of childbearing potential

Women of childbearing potential should use effective contraceptive measures during treatment
with Ventavis.

Pregnancy
Women with pulmonary hypertension (PH) should avoid pregnancy as it may lead to life-
threatening exacerbation of the disease.

Animal studies have shown reproductive effects (see section 5.3).

There is a limited amount of data from the use of iloprost in pregnant women. ._If a pregnancy
occurs, taking into account the potential maternal benefit, the use of VVentavis during pregnancy
may be considered, only following careful benefit-risk evaluation, in those women who choose to
continue their pregnancy, despite the known risks of pulmonary hypertension during pregnancy.

4.9 Overdose

Symptoms
Cases of overdose were reported. Symptoms of overdoses are mainly related to the vasodilatory effect of
iloprost. Frequentlv observed svmptoms foIIowmq overdose are dizziness, a-the-case-of-an-overdose

A headache, flushing, nausea, jaw
pain or back pain. Hypotensmn an increase of blood pressure bradycardia or tachycardia, vomiting,
diarrhoea and limb pain might be possible.

Age-and Gender

Age-and Gender is not of clinical relevance to the pharmacokinetics of iloprost.
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