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QT prolongation and Torsade de Pointes
have been observed in patients with risk
factors, such as pre-existing long QT
syndrome and hypokalaemia.

Safety and efficacy have not yet been
established in patients with a neurogenic
cause for detrusor overactivity.

Patients with rare hereditary problems of
galactose intolerance, the Lapp lactase
deficiency or glucose-galactose
malabsorption should not take this
medicinal product.

Angioedema with airway obstruction has
been reported in some patients on
solifenacin succinate. If angioedema
occurs, solifencin succinate should be
discontinued and appropriate therapy
and/or measures should be taken.

Anaphylactic reaction has been reported
in some patients treated with solifenacin
succinate. In patients who develop
anaphylactic reactions, solifenacin
succinate should be discontinued and
appropriate therapy and/or measures
should be taken.

The maximum effect of Vesicare can be
determined after 4 weeks at the earliest.

Safety and efficacy
have not yet been
established in patients
with a neurogenic
cause for detrusor
overactivity.

Patients with rare
hereditary problems of
galactose intolerance,
the Lapp lactase
deficiency or glucose-
galactose
malabsorption should
not take this medicinal
product.

Angioedema with
airway obstruction has
been reported in
some patients on
solifenacin succinate.
If angioedema occurs,
solifencin succinate
should be
discontinued and
appropriate therapy
and/or measures
should be taken.

The maximum effect
of Vesicare can be
determined after 4
weeks at the earliest.

Special warnings and
precautions for use

Immune system disorders:
Anaphylactic reaction* (not known)

Metabolism and nutrition disorders:
Decreased appetite”

Undesirable effects




Hyperkalaemia*(not known)

Psychiatric disorders: Delirium* (not
known)

Eye disorders: Glaucoma*(not
known)

Cardiac disorders: Torsade de Pointes*
Electrocardiogram QT prolonged*

Atrial fibrillation* Palpitation*
Tachycardia* (not known)

Respiratory, thoracic and mediastinal
disorders: Dysphonia* (not known)

Gastrointestinal disorders: lleus*
Abdominal discomfort* (not known)

Hepatobiliary disordersL: Liver
disorder*

Liver function test abnormal* (not
known)

Skin and subcutaneous tissue
disorders: Exfoliative dermatitis* (not
known)

Musculoskeletal and connective
tissue disorders: Muscular weakness*

Renal and urinary disorders: Renal
impairment* (not known)

Preclinical data reveal no special hazard
for humans based on conventional
studies of safety pharmacology, repeated
dose toxicity, fertility, embryofetal
development, genotoxicity, and
carcinogenic potential. In the pre- and
postnatal development study in mice,
solifenacin treatment of the mother
during lactation caused dose-dependent
lower postpartum survival rate,
decreased pup weight and slower
physical development at clinically
relevant levels. Dose related increased
mortality without preceding clinical signs
occurred in juvenile mice treated from
day 10 or 21 after birth with doses that
achieved a pharmacological effect and
both groups had higher mortality
compared to adult mice. In juvenile mice
treated from postnatal day 10, plasma

Preclinical data reveal
no special hazard for
humans based on
conventional studies
of safety
pharmacology,
repeated dose
toxicity, fertility,
embryofetal
development,
genotoxicity, and
carcinogenic potential.
In the pre- and
postnatal
development study in
mice, solifenacin
treatment of the
mother during
lactation caused
dose-dependent lower

Preclinical safety data




exposure was higher than in adult mice;
from postnatal day 21 onwards, the
systemic exposure was comparable to
adult mice. The clinical implications of
the increased mortality in juvenile mice
are not known.

postpartum survival
rate, decreased pup
weight and slower
physical development
at clinically relevant
levels.
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