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Indication
o Hypersensitivity to the active Toviaz is contraindicated in patients
substance or to peanut or soya or | with: Contraindications
to any of the excipients listed in e Known hypersensitivity to
section 6.1 fesoterodine or any other component
Urinary retention of the product
Gastric retention ° Urinary retention
Uncontrolled narrow angle e Uncontrolled narrow angle glaucoma
glaucoma e (Gastric retention
Myasthenia gravis e Severe hepatic impairment (Child Pugh
Severe hepatic impairment (Child 0)
Pugh C) e Concomitant use of potent CYP3A4
e  Concomitant use of potent inhibitors in subjects with moderate
CYP3A4 inhibitors in subjects to severe hepatic or renal impairment]
with moderate to severe hepatic or | ¢ Severe ulcerative colitis
renal impairment e Toxic megacolon
Severe ulcerative colitis
Toxic megacolon.
Posology, Dosage &
Administration
TOVIAZ should be used with caution in | TOVIAZ should be used with caution in | Special Warnings
patients with: | the following patients: and Special
- Clinically significant bladder - Atrisk of urinary retention Precautions for Use
outflow obstruction at risk of - Atrisk of decreased gastrointestinal
urinary retention (e.g. clinically motility
significant prostate enlargement - With controlled narrow angle
due to benign prostatic glaucoma
hyperplasia, see section 4.3) - With myasthenia gravis
- Gastrointestinal obstructive - With gastro-oesophageal reflux and/or
disorders (e.g. pyloric stenosis) who are concurrently taking medicinal
- Gastro-oesophageal reflux and/or | products (such as oral
who are concurrently taking bisphosphonates) that can cause or
medicinal products (such as oral exacerbate oesophagitis
bisphosphonates) that can cause or | - With autonomic neuropathy




exacerbate oesophagitis
- Decreased gastrointestinal motility
- Autonomic neuropathy
- Controlled narrow-angle
glaucoma

Angioedema

Angioedema has been reported with
fesoterodine and has occurred after the
first dose in some cases. If angioedema
occurs, fesoterodine should be
discontinued and appropriate therapy
should be promptly provided.

CYP2D6 inhibitors CYP2D6 Inhibitors Interaction with

The interaction with CYP2D6 inhibitors | The interaction with CYP2D6 inhibitors | Other Medicaments

was not tested clinically. Mean Cnax and | was not tested clinically. In poor and Other Forms of

AUC of the active metabolite are 1.7 metabolizers for CYP2D6, representing a | Interaction

and 2-fold higher, respectively, in maximum CYP2D6 inhibition, Cmax and

CYP2D6 poor metabolisers as AUC of the active metabolite are increased

compared to extensive metabolisers. 1.7- and 2-fold, respectively.No dosing

Co-administration of a potent CYP2D6 | adjustments are recommended in the

inhibitor may result in increased presence of CYP2D6 inhibitors.

exposure and adverse events. A dose

reduction to 4 mg may be needed (see

section 4.4). Ne-desing-adjustments-are

recommended-inthe presenee-of
Fertility,
Pregnancy and
Lactation

Effects on ability to
drive and use
machines

Infections and infestations
Urinary tract infection
Psychiatric disorders
Insomnia, Confusional state
Nervous system disorders

Dizziness;
Headache
Dysgeusia; Somnolence
Ear and labyrinth disorders
Vertigo
Respiratory, thoracic and mediastinal
disorders

Pharyngolaryngeal pain; Cough;
Nasal dryness
Gastrointestinal disorders
Abdominal discomfort; Flatulence,
Gastroesophageal reflux
Skin and subcutaneous tissue disorders
Rash; Dry skin; Pruritus

Table 2 in the LPD

Adverse events




Renal and urinary disorders

Urinary retention (including feeling of
residual urine; micturition disorder);
Urinary hesitation

General disorders and administration
site conditions

Fatigue
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