Uricontrol (solifenacin succinate) in patients with severe
hepatic impairment (Child-Pugh C) is not recommended.
Patients Taking CYP3A4 Inhibitors
When administered with potent CYP3A4 inhibitors such as
ketoconazole, a daily dose of Uricontrol (solifenacin
succinate) greater than 5 mg is not recommended.
Administration requirement
Uricontrol (solifenacin succinate) should be taken with
water and swallowed whole. Solifenacin
can be
administered with or without food.

(Solifenacin Succinate)
QUALITATIVE AND QUANTITATIVE COMPOSITION

URICONTROL 5 mg Tablets:
Each film-coated tablet contains
Solifenacin succinate BP……5 mg

Contraindications
Solifenacin succinate is contraindicated in patients with:
• Urinary retention
• Gastric retention
• Uncontrolled narrow-angle glaucoma and
• Who have demonstrated hypersensitivity to the drug

URICONTROL 10 mg Tablets:
Each film-coated tablet contains
Solifenacin succinate BP……10 mg
DESCRIPTION
Uricontrol (solifenacin succinate) is a mucarinic receptor
antagonist. Chemically, Solifenacin succinate is
(3R)-1-azabicyclo
[2.2.2]octan-3-yl
(1S)-1-phenyl1,2,3,4-tetrahydroisoquinoline -2-carboxylate; butanedioic
acid. It has a molecular formula of C23H26N2O2•C4H6O4
and its molecular weight is 480.55.

Warnings and precautions
Angioedema and Anaphylactic Reactions
Angioedema of the face, lips, tongue, and/or larynx may be
observed with solifenacin. Sometimes angioedema occurs
after the first dose. Angioedema may occur hours after the
first dose or after multiple doses. Angioedema associated
with upper airway swelling may be life threatening. If
involvement of the tongue, hypopharynx, or larynx occurs,
solifenacin should be promptly discontinued and
appropriate therapy and/or measures necessary to ensure a
patent airway should be promptly provided. Anaphylactic
reactions may occur rarely in patients treated with
solifenacin succinate. Solifenacin succinate should not be
used in patients with a known or suspected hypersensitivity
to solifenacin succinate. In patients who develop
anaphylactic reactions, solifenacin succinate should be
discontinued and appropriate therapy and/or measures
should be taken.
Urinary Retention
Solifenacin succinate, like other anticholinergic drugs,
should be administered with caution to patients with
clinically significant bladder outflow obstruction because
of the risk of urinary retention.
Gastrointestinal Disorders
Solifenacin succinate, like other anticholinergics, should be
used with caution in patients with decreased
gastrointestinal motility.
Central Nervous System Effects
Solifenacin succinate is associated with anticholinergic
central nervous system (CNS) effects. A variety of CNS
anticholinergic effects may be observed, including
headache, confusion, hallucinations and somnolence.
Patients should be monitored for signs of anticholinergic
CNS effects, particularly after beginning treatment or
increasing the dose. Advise patients not to drive or operate
heavy machinery until they know how solifenacin
succinate affects them. If a patient experiences
anticholinergic CNS effects, dose reduction or drug
discontinuation should be considered.
Controlled Narrow-Angle Glaucoma
Solifenacin succinate should be used with caution in

The structural formula is:

Solifenacin succinate is a white to pale-yellowish-white
crystal or crystalline powder. It is freely soluble at room
temperature in water, glacial acetic acid, dimethyl
sulfoxide, and methanol. Each Solifenacin tablet contains
5 or 10 mg of solifenacin succinate and is formulated for
oral administration.
CLINICAL INFORMATION
Indications
Uricontrol is a muscarinic antagonist indicated for the
treatment of overactive bladder with symptoms of urge
urinary incontinence, urgency, and urinary frequency.
Dosage and administration
The recommended dose of Uricontrol (solifenacin
succinate) is 5 mg once daily. If the 5 mg dose is well
tolerated, the dose may be increased to 10 mg once daily.
Dose Adjustment
Renal Impairment
For patients with severe renal impairment (CrCl < 30
mL/min), a daily dose of Uricontrol (solifenacin succinate)
greater than 5 mg is not recommended.
Hepatic Impairment
For patients with moderate hepatic impairment
(Child-Pugh B), a daily dose of Uricontrol (solifenacin
succinate) greater than 5 mg is not recommended. Use of
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patients being treated for narrow-angle glaucoma.

liver microsomes.

Hepatic Impairment
Solifenacin succinate should be used with caution in
patients with hepatic impairment. Doses of solifenacin
succinate greater than 5 mg are not recommended in
patients with moderate hepatic impairment (Child-Pugh B).
Solifenacin succinate is not recommended for patients with
severe hepatic impairment (Child-Pugh C).
Renal Impairment
Solifenacin succinate should be used with caution in
patients with renal impairment. Doses of solifenacin
succinate greater than 5 mg are not recommended in
patients with severe renal impairment (CLcr < 30 mL/min)
Patients with Congenital or Acquired QT Prolongation
Solifenacin 30 mg may cause QT interval prolongation.
This observation should be considered in clinical decisions
to prescribe solifenacin succinate for patients with a known
history of QT prolongation or patients who are taking
medications known to prolong the QT interval.
Adverse reactions
Gastrointestinal disorders
Dry Mouth, Constipation, Nausea, Dyspepsia, Abdominal
Pain Upper, Vomiting.
Infections and infestations
Urinary tract infection, influenza, pharyngitis.
Nervous system disorders
Dizziness
Eye disorders
Vision blurred, Dry eyes
Renal and urinary disorders
Urinary retention
General disorders and administration site conditions
Edema lower limb, Fatigue.
Psychiatric disorders
Depression
Respiratory, thoracic and mediastinal disorders
Cough
Vascular disorders
Hypertension

Warfarin
Solifenacin has no significant effect on the
pharmacokinetics of R-warfarin or S-warfarin.
Oral Contraceptives
In the presence of solifenacin there are no significant
changes in the plasma concentrations of combined oral
contraceptives (ethinyl estradiol/levonorgestrel).

Interactions
Potent CYP3A4 Inhibitors
Following the administration of 10 mg of Solifenacin in
the presence of 400 mg of ketoconazole, a potent inhibitor
of CYP3A4, the mean Cmax and AUC of solifenacin
increases by 1.5 and 2.7-fold, respectively. Therefore, it is
recommended not to exceed a 5 mg daily dose of
solifenacin when administered with therapeutic doses of
ketoconazole or other potent CYP3A4 inhibitors
The effects of weak or moderate CYP3A4 inhibitors were
not examined.
CYP3A4 Inducers
Data suggests that solifenacin is a substrate of CYP3A4.
Therefore, inducers of CYP3A4 may decrease the
concentration of solifenacin.
Drugs Metabolized by Cytochrome P450
At therapeutic concentrations, solifenacin does not inhibit
CYP1A1/2, 2C9, 2C19, 2D6, or 3A4 derived from human

Digoxin
Solifenacin had no significant effect on the
pharmacokinetics of digoxin (0.125 mg/day) in healthy
subjects.
Pregnancy and Breastfeeding
Pregnancy Category C There are no adequate and
well - controlled studies in pregnant women.
Solifenacin should be used during pregnancy only if the
potential benefit justifies the potential risk to the fetus.
The effect of Solifenacin on labor and delivery in humans
has not been studied.
It is not known whether solifenacin is excreted in human
milk. Because many drugs are excreted in human milk,
Solifenacin should not be administered during nursing. A
decision should be made whether to discontinue nursing or
to discontinue Solifenacin in nursing mothers.
Pediatric Use
The safety and effectiveness of Solifenacin in pediatric
patients have not been established.
Geriatric Use
Similar safety and effectiveness were observed between
older (≥ 65 years) and comparatively younger patients (<
65 years) treated with Solifenacin.
Overdose
Overdosage with Solifenacin can potentially result in
severe anticholinergic effects and should be treated
accordingly. The highest dose ingested in an accidental
overdose of solifenacin succinate is 280 mg in a 5-hour
period, which might be associated with mental status
changes. Decrease in the level of consciousness may be
observed.
In the event of overdose with Solifenacin , treat with gastric
lavage and appropriate supportive measures. ECG
monitoring is also recommended.
PHARMACOLOGICAL PROPERTIES
Pharmacotherapeutic group: Urologicals; Drugs for
urinary frequency and incontinence.
ATC code: G04BD08
Mechanism of Action
Solifenacin is a competitive muscarinic receptor
antagonist. Muscarinic receptors play an important role in
several major cholinergically mediated functions, including
contractions of urinary bladder smooth muscle and
stimulation of salivary secretion.
Pharmacokinetics
Absorption
After oral administration of Solifenacin to healthy
volunteers, peak plasma levels (Cmax) of solifenacin are

MANUFACTURED BY

reached within 3 to 8 hours after administration, and at
steady state ranged from 32.3 to 62.9 ng/mL for the 5 and
10 mg Solifenacin tablets, respectively. The absolute
bioavailability of solifenacin is approximately 90%, and
plasma concentrations of solifenacin are proportional to the
dose administered.
Effect of Food
Solifenacin may be administered without regard to meals.
A single 10 mg dose administration of Solifenacin with
food increased Cmax and AUC by 4% and 3%,
respectively.
Distribution
Solifenacin is approximately 98% (in vivo) bound to human
plasma proteins, principally to ∝1-acid glycoprotein.
Solifenacin is highly distributed to non-CNS tissues,
having a mean steady-state volume of distribution of 600 L.
Metabolism
Solifenacin is extensively metabolized in the liver. The
primary pathway for elimination is by way of CYP3A4;
however, alternate metabolic pathways exist. The primary
metabolic routes of solifenacin are through N-oxidation of
the quinuclidin ring and 4R-hydroxylation of
tetrahydroisoquinoline ring. One pharmacologically active
metabolite (4R-hydroxy solifenacin), occurring at low
concentrations and unlikely to contribute significantly to
clinical activity, and three pharmacologically inactive
metabolites (N-glucuronide and the N-oxide and
4R-hydroxy-N-oxide of solifenacin) have been found in
human plasma after oral dosing.
Excretion
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Following the administration of 10 mg of C-solifenacin
succinate to healthy volunteers, 69.2% of the radioactivity
was recovered in the urine and 22.5% in the feces over 26
days. Less than 15% (as mean value) of the dose was
recovered in the urine as intact solifenacin. The major
metabolites identified in urine were N-oxide of solifenacin,
4R-hydroxy solifenacin and 4R-hydroxy-N-oxide of
solifenacin and in feces 4R-hydroxy solifenacin. The
elimination half-life of solifenacin following chronic
dosing is approximately 45-68 hours.
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PHARMACEUTICAL INFORMATION
Shelf life
2 years
Special Precautions for storage
• Do not store above 30°C.
• Protect from light and moisture.
• Keep out of the reach of children.
To be sold on the prescription of a registered medical
practitioner only.
Nature and contents of container
URICONTROL (solifenacin succinate) 5 mg tablets are
available in a blister pack of 10’s (1x10’s).
URICONTROL (solifenacin succinate) 10 mg tablets are
available in a blister pack of 10’s (1x10’s).
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