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WARNING: EMBRYO-FETAL
TOXICITY

Do not administer Adempas 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)].

The marketing of Adempas is
subject to a Risk management
plan (RMP). Each patient should
recieve a Patient safety
information card, emphasizing the
risks of embryo fetal toxicity.

Pregnancy

There are no data from the use of
riociguat in pregnant women. Studies
in animals have shown reproductive
toxicity and placental transfer (see
section 5.3). Therefore, Adempas is
contraindicated during pregnancy
(see section 4.3).

women of childbearing potential
must have a negative pregnancy test
before starting treatment and each
month during Adempas treatment
and 1 month after the ending of the
treatment.

Pregnancy

There are no data from the use
of riociguat in pregnant women.
Studies in animals have shown
reproductive toxicity and
placental transfer (see

section 5.3). Therefore,
Adempas is contraindicated
during pregnancy (see

section 4.3). Monthly pregnancy
tests are recommended.

4.6  Fertility,
pregnancy and
lactation




Women of childbearing potential

Women patients should not take this
medication if they are planning a
pregnancy.

Women of childbearing potential
must use effective contraception
during treatment with Adempas
and 1 additional month after
ending of the treatment.

The prescriber must guide Patients to
choose one highly effective form of
contraception (intrauterine device
(IUD) or tubal sterilization) or a
combination of methods (hormone
method with a barrier method or two
barrier methods). If a partner’s
vasectomy is the chosen method of
contraception, a hormone or barrier
method must be used along with this
method. Counsel patients on
pregnancy planning and prevention,
including emergency contraception,
or designate counseling by another
healthcare provider trained in
contraceptive counseling.

Women of childbearing
potential

Women of childbearing
potential must use effective
contraception during treatment
with Adempas
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153-77-34137-00/01

Adempas 1.5 mg
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Adempas 2 mg

153-79-34139-00/01
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