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Treatment of pulmonary arterial hypertension (PAH) in patients of WHO
functional class II-1V. Reduction in the number of new digital ulcers in patients
with systemic sclerosis with active digital ulcer disease.
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BOSENTAN as monohydrate 62.5mg
BOSENTAN as monohydrate 125mg
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3. PHARMACEUTICAL FORM

Film-coated tablet (tablets):

Tracleer 62.5 mg film-coated tablets

Orange-white, round, biconvex, film-coated tablets, embossed with “62.5” on one side.
Tracleer 125 mg film-coated tablets

Orange-white, oval, biconvex, film-coated tablets, embossed with “125” on one side.

WARNING: EMBRYO-FETAL TOXICITY

Do not administer Tracleer to a pregnant female because it may cause fetal harm [see
Contraindications (4.3) and Fertility, pregnancy and lactation (4.6)].

Females of reproductive potential: Exclude pregnancy before the start of treatment, monthly
during treatment, and 1 month after stopping treatment. Prevent pregnancy during treatment and
for one month after stopping treatment by using acceptable methods of contraception [see
Fertility, pregnancy and lactation (4.6)].

Patient Alert Card

The marketing of Tracleer is subject to a risk management plan (RMP) including
'Patient Alert Card'. The 'Patient Alert Card' emphasizes important safety information
that the patient should be aware of before and during treatment. The Patient Alert
Card is included in the pack, please explain to the patient the need to review the card
before starting treatment.
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Animal studies showed testicular effects (see section 5.3). In a clinical study
investigating the effects of bosentan on testicular function in male PAH patients, six of
the 24 subjects (25%) had a decreased sperm concentration of at least 50% from
baseline at 6 months of treatment with bosentan. Based on these findings and
preclinical data, it cannot be excluded that bosentan may have a detrimental effect on

spermatogenesis in men. in-male-children,along-term-impactonfertility after
frootraonbrdin-beconioneonnetbomsladoe

4.8 Undesirable effects
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6.4 Special precautions for storage

Store below 30°C.

Even if kept in their original container and stored as recommended, medicines may be
kept for a limited period only.

In case of doubt, consult the pharmacist who dispensed the medicine to you. Do not
store different medications in the same package.
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