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Each vaginal delivery system consists of a non-biodegradable polymeric drug delivery
device containing 10 mg dinoprostone

NN

Initiation and / or continuation of cervical ripening in patients, at term (from 37
completed weeks of gestation) with bishop score of 6 or less.
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PROPESS should only be administered by qualified healthcare 4.2 Posology and
personnel in hospitals and clinics with specialised obstetric method of
units with facilities for continuous fetal and uterine monitoring. administration

After insertion, uterine activity and fetal condition must be
carefully and regularly monitored.

Posology
One vaginal delivery system is administered high into the

posterior vaginal fornix.

The vaginal delivery system should be removed after 24 hours
irrespective of whether cervical ripening has been achieved.
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A dosing interval of at least 30 minutes is recommended for the
sequential use of oxytocin following the removal of the vaginal
delivery system. Only one application of PROPESS is
recommended.

System organ class:

Pregnancy, puerperium and perinatal conditions.

Common (> 1/100 and < 1/10): Abnormal labour affecting
foetus 2*, Uterine contractions abnormal ** uterine
tachysystole, uterine hyperstimulation, uterine hypertonus ,
Meconium in amniotic fluid

System organ class:

Pregnancy, puerperium and perinatal conditions.

Not known: frequency cannot be estimated from the available
data: Anaphylactoid syndrome of pregnancy

Foetal distress syndrome **

Fetal death, stillbirth, neonatal death **
condition at birth.

#* Fetal death, stillbirth, and neonatal death have been reported after
application of dinoprostone, especially following the occurrence of
serious events such as uterine rupture (see sections 4.2, 4.3 and 4.4).

4.8 Undesirable
effects
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