NAME OF THE MEDICINAL PRODUCT

Vesicare ®5 mg Tablet
Vesicare ® 10 mg Tablet

QUALITATIVE AND QUANTITATIVE COMPOSITION OF ACTIVE SUBSTANCE

Active ingredients: solifenacin succinate

Vesicare® 5 mg Tablet: each tablet contains 5 mg of solifenacin succinate formulated for oral
administration.

Vesicare® 10 mg Tablet: each tablet contains 10 mg of solifenacin succinate formulated for oral
administration.

Excipients:

Core tablet: lactose monohydrate, maize starch, hypromellose, magnesium stearate

Film coating: hypromellose, macrogol 8000, talc, titanium dioxide, yellow ferric oxide (Vesicare®5 mg
Tablet), red ferric oxide (Vesicare® 10 mg Tablet).

PHARMACEUTICAL FORM

Film coated tablets:
Each 5 mg tablet is light- yellow tablet marked with company logo, and “150”.
Each 10 mg tablet is light- pink tablet marked with company logo, and “151”".

INDICATIONS

Symptomatic treatment of urge incontinence and/or increased urinary frequency and urgency as may
occur in patients with overactive bladder syndrome.

CONTRA-INDICATIONS

Solifenacin succinate is contraindicated in

- patients with urinary retention, severe gastrointestinal condition (including toxic megacolon),
myasthenia gravis or narrow-angle glaucoma, and in patients at risk for these conditions.

- patients hypersensitive to the active substance or to any of the excipients.

- patients undergoing haemodialysis.

- patients with severe hepatic impairment.

- patients with severe renal impairment or moderate hepatic impairment and who are on treatment
with a potent CYP3A4 inhibitor, e.g. ketoconazole.

SPECIAL WARNINGS AND SPECIAL PRECAUTIONS FOR USE

- Risk of Urinary Retention:

Solifenacin succinate should be administered with caution to patients with clinically significant bladder

outflow obstruction because of the risk of urinary retention.

- Gastrointestinal obstructive disorders and decreased gastrointestinal motility (including
risk of gastric retention):

Solifenacin succinate should be administered with caution to patients with gastrointestinal obstructive

disorders and decreased gastrointestinal motility.

- QT Prolongation and Torsade de Pointes:

QT prolongation and Torsade de Pointes have been observed in patients with risk factors, such as

pre-existing long QT syndrome and hypokalaemia.

- Angioedema:

Angioedema with airway obstruction has been reported in some patients on solifenacin succinate. If

angioedema occurs, solifenacin succinate should be discontinued and appropriate therapy and/or

measures should be taken.

- Anaphylactic Reaction:

Anaphylactic reaction has been reported in some patients treated with solifenacin succinate. In patients

who develop anaphylactic reaction, solifenacin succinate should be discontinued and appropriate

therapy and/or measures should be taken.
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- Renal impairment:

Solifenacin succinate should be used with caution in patients with reduced renal function. Doses of
solifenacin succinate greater than 5 mg are not recommended in patients with severe renal impairment.
- Hepatic Impairment:

Solifenacin succinate should be used with caution in patients with reduced hepatic function. Doses of
solifenacin succinate greater than 5 mg are not recommended in patients with moderate hepatic
impairment.

- Pediatric Use:

The safety and effectiveness of solifenacin succinate in pediatric patients have not been established.

- Others:

Solifenacin succinate should be administered with caution to patients with concomitant use of a potent
CYP3A4 inhibitor, e.g. ketoconazole.

Solifenacin succinate should be administered with caution to patients hiatus hernia/gastrooesophageal
reflux and/or who are concurrently taking medicinal products (such as bisphosphonates) that can cause
or exacerbate oesophagitis.

Solifenacin succinate should be administered with caution to patients autonomic neuropathy.

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

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

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

POSOLOGY AND METHOD OF ADMINISTRATION

Adults, including the elderly
The recommended dose is 5mg solifenacin succinate once daily. If needed, the dose may be increased to
10 mg solifenacin succinate once daily.

Patients forgetting to take Vesicare

If the patient forgets to take a dose at the usual time, they should take it as soon as they remember,
unless it is close to the time for their next scheduled dose. In such cases, the patient should not take a
double dose; they should only take one dose per day.

Children and adolescents
Safety and effectiveness in children have not yet been established. Therefore, Vesicare should not be
used in children.

Patients with renal impairment

No dose adjustment is necessary for patients with mild to moderate renal impairment (creatinine
clearance > 30 ml/min). Patients with severe renal impairment (creatinine clearance < 30 ml/min)
should be treated with caution and receive not more than 5 mg once daily.

Patients with hepatic impairment

No dose adjustment is necessary for patients with mild hepatic impairment. Patients with moderate
hepatic impairment (Child-Pugh score of 7 to 9) should be treated with caution and receive no more
than 5 mg once daily.

Potent inhibitors of Cytochrome P450 3A4 (CYP3A4)

The maximum dose of Vesicare should be limited to 5 mg when treated simultaneously with
ketoconazole or therapeutic doses of other potent CYP3A4 inhibitors e.g. ritonavir, nelfinavir,
itraconazole.

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND OTHER FORMS OF INTERACTION

Concomitant medication with other medicinal products with anticholinergic properties may result in
more pronounced therapeutic effects and undesirable effects. An interval of approximately one week
should be allowed after stopping treatment with Vesicare before commencing other anticholinergic
therapy. The therapeutic effect of solifenacin may be reduced by concomitant administration of
cholinergic receptor antagonists. Solifenacin can reduce the effect of medicinal products that stimulate
the motility of the gastrointestinal tract, such as metoclopramide and cisapride.
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Drugs Metabolized by Cytochrome P450:

In vitro studies have demonstrated that at clinically-relevant concentrations, solifenacin did not inhibit
human CYP1A1/2, 2C9, 2C19, 2D6, or 3A4 activity. Therefore, solifenacin succinate is unlikely to alter
the clearance of drugs metabolized by these CYP enzymes.

CYP3A4 Inhibitors:

In vitro drug metabolism studies have shown that solifenacin is a substrate of CYP3A4. Inducers or
inhibitors of CYP3A4 could potentially alter solifenacin pharmacokinetics.

Simultaneous administration of ketoconazole (200 mg/day), a potent CYP3A4 inhibitor, resulted in a
two-fold increase of the AUC of solifenacin, while ketoconazole at a dose of 400 mg/day resulted in a
three-fold increase of the AUC of solifenacin. Therefore, the maximum dose of Vesicare should be
restricted to 5 mg when used simultaneously with ketoconazole or therapeutic doses of other potent
CYP3A4 inhibitors (e.g. ritonavir, nelfinavir, itraconazole). Simultaneous treatment of solifenacin and a
potent CYP3A4 inhibitor is contraindicated in patients with severe renal impairment or moderate
hepatic impairment.

The effect of enzyme induction on the pharmacokinetics of solifenacin and its metabolites have not
been studied as well as the effect of higher affinity CYP3A4 substrates on solifenacin exposure. Since
solifenacin is metabolized by CYP3A4, pharmacokinetic interactions are possible with other CYP3A4
substrates with higher affinity (e.g. verapamil, diltiazem) and CYP3A4 inducers (e.g. rifampicin,
phenytoin, carbamazepin).

Oral Contraceptives:
In the presence of solifenacin succinate, there were no changes in the plasma concentrations of
combined oral contraceptives (ethinyl estradiol/levonorgestrel, both CYP3A4 substrates).

Warfarin:
Solifenacin succinate did not alter the pharmacokinetics of R-warfarin (substrate for CYP3A4) or
S-warfarin (substrate for CYP2C9) or their effect on prothrombin time.

Digoxin:
Solifenacin succinate had no effect on the pharmacokinetics of digoxin (0.125 mg/day) in healthy
subjects.

USE DURING PREGNANCY AND LACTATION

Pregnancy
There are no adequate data from the use of solifenacin succinate in pregnant women.

Lactation

Solifenacin succinate should not be administered during nursing.

No data on the excretion of solifenacin in human milk are available. In mice, solifenacin and/or its
metabolites was excreted in milk, and caused a dose dependent failure to thrive in neonatal mice.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

Patients should be informed that antimuscarinic agents such as solifenacin succinate might produce
blurred vision and somnolence.

Since solifenacin, like other anticholinergics may cause blurred vision, somnolence and fatigue, the
ability to drive and use machines may be negatively affected.

UNDESIRABLE EFFECTS

Due to the pharmacological effect of solifenacin, Vesicare may cause anticholinergic undesirable effect
of (in general) mild or moderate severity. The frequency of anticholinergic undesirable effects is dose
related. The most commonly reported adverse reaction with Vesicare was dry mouth. It occurred in 11%
of patients treated with 5 mg once daily, in 22% of patients treated with 10 mg once daily and in 4% of
placebo-treated patients. The severity of dry mouth was generally mild and only occasionally led to
discontinuation of treatment. In general, medicinal product compliance was very high (approximately
99%) and approximately 90% of the patients treated with Vesicare completed the full study period of

12 weeks treatment.
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These data obtained with Vesicare in clinical trials:

Gastrointestinal disorders:

Very common: Dry mouth

Common: Constipation, Nausea, Dyspepsia, Abdominal pain
Uncommon: Gastrooesophageal reflux diseases, Dry throat
Rare: Colonic obstruction, Faecal impaction
Infections and infestations:

Uncommon: Urinary tract infection, Cystitis
Nervous system disorders:

Uncommon: Somnolence, Dysgeusia

Eye disorders:

Common: Blurred vision

Uncommon: Dry eyes

General disorders and administration site conditions:
Uncommon: Fatigue, Oedema peripheral
Respiratory, thoracic and mediastinal disorders:
Uncommon: Nasal dryness

Skin and subcutaneous tissue disorders:

Uncommon: Dry skin

Renal and urinary disorders:

Uncommon: Difficulty in micturition

Rare: Urinary retention

Post Approval Report

Because these spontaneously reported events are from the worldwide post-marketing experience, the
frequency of events cannot be estimated from the available data.

Cardiac disorders: Atrial fibrillation, Palpitations, Tachycardia, Torsade de Pointes

Eye disorder: Glaucoma

Gastrointestinal disorders: Abdominal discomfort, lleus, Vomiting

Hepatobiliary disorders: Liver disorders, mostly characterized by abnormal liver function test (AST,
ALT, GGT)

Immune system disorder: Anaphylactic reaction

Investigations: Electrocardiogram QT prolonged

Metabolism and nutrition disorders: Decreased appetite, Hyperkalaemia

Musculoskeletal and connective tissue disorder: Muscular weakness

Nervous system disorders: Dizziness, Headache

Psychiatric disorders: Hallucination, Delirium, Confusional state

Renal and urinary disorder: Renal impairment

Respiratory, thoracic and mediastinal disorder: Dysphonia

Skin and subcutaneous tissue disorders: Pruritus, Rash, Urticaria, Angioedema, Erythema multiforme,
Exfoliative dermatitis

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important. It
allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare
professionals are asked to report any suspected adverse reactions via:

e Email to PV@id.astellas.com or
e  Pusat Farmakovigilans/MESO Nasional
Direktorat Pengawasan Keamanan, Mutu, dan Ekspor Impor Obat, Narkotika,
Psikotropika, Prekursor dan Zat Adiktif
Badan Pengawas Obat dan Makanan
JI. Percetakan Negara No. 23, Jakarta Pusat, 10560
Email: pv-center@pom.go.id
Telephone: +62-21-4244691 Ext.1079
Website: https://e-meso.pom.go.id/ADR
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OVERDOSE

Over dosage with solifenacin succinate can potentially result in severe anticholinergic effects and
should be treated accordingly. The highest dose of solifenacin succinate accidentally given to a single
patient was 280 mg in a 5 hour period, resulting in mental status changes not requiring hospitalization.

Treatment of Overdosage

In the event of an overdose with solifenacin succinate, treat with gastric lavage and activated charcoal.

Anticholinergic effects should be treated accordingly.

As for other anticholinergics, symptom can be treated as follows:

- Severe central anticholinergic effects such as hallucinations or pronounced excitation: treat with
physostigmine or carbachol.

- Convulsions or pronounced excitation: treat with benzodiazepines.

- Respiratory insufficiency: treat with artificial respiration.

- Tachycardia: treat with beta-blockers.

- Urinary retention: treat with catheterisation.

- Mydriasis: treat with pilocarpine eye drops and/or place patient in a dark room. As with other
antimuscarinics, in case of overdosing, specific attention should be paid to patients with known risk
for QT-prolongation (i.e.hypokalaemia, bradycardia and concurrent administration of medicinal
products known to prolong QT-interval) and relevant pre-existing cardiac diseases (i.e. myocardial
ischemia, arrhythmia, congestive heart failure).

PHARMACOLOGICAL PROPERTIES

Pharmacodynamic properties

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 with selectivity for the urinary bladder over salivary glands
in vivo.

Pharmacodynamic effects

Treatment with solifenacin succinate in doses of 5 mg and 10 mg daily was studied in several double
blind, randomized, controlled clinical trials in men and women with overactive bladder.

Results (pooled data) of four controlled Phase 3 studies with a treatment duration of 12 weeks

Placebo SOLIFENACIN SOLIFENACIN
SUCCINATE SUCCINATE
5mg o.d. 10 mg o.d.
No. of micturitions/24 h
Mean reduction from baseline 14 2.3 2.7
% change from baseline (12%) (19%) (23%)
n 1138 552 1158
p-value* <0.001 <0.001
No. of urgency episodes/24 h
Mean reduction from baseline 2.0 2.9 34
% change from baseline (32%) (49%) (55%)
n 1124 548 1151
p-value* <0.001 <0.001
No. of incontinence episodes/24 h
Mean reduction from baseline 1.1 15 1.8
% change baseline (38%) (58%) (62%)
n 781 314 778
p-value* <0.001 <0.001
No. of nocturia episodes/24 h
Mean reduction from baseline 0.4 0.6 0.6
% change from baseline (22%) (30%) (33%)
n 1005 494 1035
p-value* 0.025 <0.001
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Placebo SOLIFENACIN SOLIFENACIN
SUCCINATE SUCCINATE
5mgo.d. 10 mg o.d.

Volume voided/micturition

Mean in crease from baseline 9mi 32 ml 43 ml

% change from baseline (5%) (21%) (26%)

n 1135 552 1156

p-value* <0.001 <0.001
No. of pads/24 h

Mean reduction from baseline 0.8 1.3 1.3

% change from baseline (27%) (46%) (48%)

n 238 236 242

p-value* <0.001 <0.001
Note:

Not all parameters and treatment groups were evaluated in each individual study. Therefore, the
numbers of patients listed may deviate per parameter and treatment group.
* P-value for the pairwise comparison to placebo

Both the 5 mg and 10 mg doses of solifenacin succinate produced statistically significant improvements
in the primary and secondary endpoints compared with placebo. After 12 weeks of treatment
approximately 50% of patients suffering from incontinence before treatment were free of incontinence
episodes, and in addition 35% of patients achieved a micturition frequency of less than 8 micturitions
per day.

Effect on QT interval

A-placebo-controlled, double-blind study was conducted in 86 healthy adult women to evaluate the
effect on QT interval after repeated administration of solifenacin succinate. In the steady state following
administration at a dose of 10 mg, the change in QT interval was similar to that in the placebo group. At
a dose of 30 mg, the change in QT interval compared to placebo was 6 msec.

Change in QT Interval from Baseline in the Steady State (difference from placebo group)

Compound OTc 90% confidence interval
(msec) Lower Upper limit
limit
Solifenacin succinate 10 mg/day 0 -5 5
Solifenacin succinate 30 mg/day? 6 1 11
Moxifloxacin® 400 mg/day 10 6 13

D Three times the maximum recommended therapeﬁc dose correspondin_g to the plasm;:oncentration
following administration of solifenacin succinate at a dose of 10 mg with potent CYP3A4 inhibitors.
2 positive control to verify the sensitivity of the study.

Pharmacokinetic properties

Absorption:

After oral administration of solifenacin succinate to healthy volunteers, peak plasma levels (Cmax) of
solifenacin were reached within 3 to 8 hours after administration and at steady state range from 32.3 to
62.9 ng/mL for the 5 and 10 mg solifenacin succinate tablets, respectively. The absolute bioavailability
of solifenacin is approximately 90%, and plasma concentrations of solifenacin are proportional to the
dose administered.

Distribution:

Solifenacin is approximately 98% (in vivo) bound to human plasma proteins, principally to a.-acid
glycoprotein. Solifenacin is highly distributed to 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 systemic clearance of solifenacin is

9.39 L/h and terminal half-life of solifenacin is 45-68 hours.
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After oral dosing, one pharmacologically active (4R-hydroxy solifenacin) and three inactive metabolites
(N-glucoronide, N-oxide and 4R-hidroxy-N-oxide of solifenacin) have been identified in plasma in
addition to solifenacin.

Excretion:

Following the administration of 10 mg of 4C-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.

Age:

No dosage adjustment based on patient age is required. Multiple dose studies of solifenacin succinate in
elderly volunteers (65 to 80 years) and population pharmacokinetics in patients enrolled in randomized,
placebo-controlled double blind studies of solifenacin succinate indicate that there is no clinically
significant change in the pharmacokinetics of solifenacin with age. In placebo-controlled clinical
studies, no overall differences were observed in the safety of solifenacin between older and younger
patients treated for 4 to 12 weeks with 5 to 10 mg of solifenacin succinate.

Gender:
The pharmacokinetics of solifenacin is not influenced by gender.

Effect of food:
There is no clinically significant effect of food on the pharmacokinetics of solifenacin succinate.

Race:
The pharmacokinetics of solifenacin is not influenced by race.

Renal impairment:

The AUC and Cmax of solifenacin in mild and moderate renally impaired patients were not significantly
different from that found in healthy volunteers. In patients with severe renal impairment (creatinine
clearance <30ml/min), exposure to solifenacin was significantly greater than in controls, with increases
in Cmax Of about 30%, AUC of more than 100% and t1» of more than 60%. A statistically significant
relationship was observed between creatinine clearance and solifenacin clearance. Pharmacokinetics in
patients undergoing haemodialysis has not been studied.

Hepatic impairment:

In patient with moderate hepatic impairment (Child-Pugh score of 7 to 9) the Cmax is not affected, AUC
increased by 60% and t1, doubled. Pharmacokinetics of solifenacin in patients with severe hepatic
impairment has not been studied.

Pre-clinical safety data

Preclinical data reveal no special hazard for humans based on conventional studies of safety
pharmacology, repeated dose toxicity, genotoxicity, carcinogenic potential, toxicity to reproduction.

In the pre and postnatal development study in mice, solifenacin treatment of the mother during lactation
caused dose dependent lower postpartumsurvival rate, decreased pup weight and slower physical
development at clinically relevant levels.

Juvenile mice treated from 10 days after birth revealed higher exposure and more severe toxicity than
adult mice.

Packaging

Vesicare® 5 mg Tablet:
Box of 3 x 10 Tablets

Vesicare® 10 mg Tablet:
Box of 3 x 10 Tablets
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Store below 30°C

Do not dispose of this medicine into drains or household waste.

“Harus dengan resep dokter”

Reg. No.
Vesicare®5 mg Tablet: DKI11120100310A1
Vesicare® 10 mg Tablet: DK11120100310B1

Manufactured by:
Delpharm Meppel B.V.,The Netherlands

Marketing Authorization Holder:
PT. Combiphar, Bandung Barat, Indonesia

Marketed by:

PT.Astellas Pharma Indonesia

Plaza Oleos, Lt. 5, JI. TB Simatupang No. 53A
Jakarta, Indonesia

DISETUJUI OLEH BPOM : 19/02/2026

8
ID : EREG10021712600010
EREG10021712600012



Leaflet: Informasi untuk Pasien

Vesicare®5 mg Tablet
Vesicare® 10 mg Tablet
solifenacin succinate

Bacalah leaflet ini dengan seksama sebelum Anda mengonsumsi obat ini karena berisi informasi

penting untuk Anda.

- Simpanlah leaflet ini. Anda mungkin perlu untuk membacanya lagi.

- Jika Anda memiliki pertanyaan lebih lanjut, silahkan bertanya kepada dokter, apoteker, atau
perawat Anda.

- Obat ini diresepkan untuk Anda. Jangan memberikannya kepada orang lain. Hal tersebut mungkin
dapat membahayakan mereka, walaupun tanda gejala dan penyakit mereka sama dengan Anda.

- Jika Anda mengalami efek samping, segera hubungi dokter Anda. Termasuk efek samping yang
tidak tercantum dalam leaflet ini.

Apa yang terdapat dalam leaflet ini:

Apa itu Vesicare® dan digunakan untuk apa

Apa yang perlu diketahui sebelum menggunakan Vesicare®
Bagaimana cara menggunakan Vesicare®

Kemungkinan efek samping yang dapat terjadi

Bagaimana menyimpan Vesicare®

Isi kemasan dan informasi lainnya

SOk wdE

1. Apa itu Vesicare® dan digunakan untuk apa

Zat aktif yang terkandung dalam Vesicare®termasuk dalam golongan antikolinergik. Obat ini
digunakan untuk menurunkan aktivitas kandung kemih yang terlalu reaktif. Hal ini menjadikan Anda
dapat menunggu lebih lama untuk ke kamar kecil dan meningkatkan jumlah urin yang dapat
ditampung oleh kandung kemih Anda.

Vesicare® digunakan untuk mengobati gejala dari aktivitas kandung kemih yang terlalu reaktif
(overactive bladder). Gejala ini termasuk: memiliki keinginan kuat yang tiba-tiba untuk berkemih
tanpa tanda-tanda sebelumnya, memiliki frekuensi berkemih atau ngompol karena Anda tidak dapat
pergi ke kamar mandi tepat waktu.

2. Apa yang perlu diketahui sebelum menggunakan Vesicare®

Jangan konsumsi Vesicare®

- Jika Anda memiliki ketidakmampuan untuk berkemih atau mengosongkan kandung kemih Anda
(retensi urin).

- Jika Anda memiliki kondisi perut dan usus yang parah (termasuk toxic megacolon, sebuah
komplikasi yang terkait dengan colitis ulseratif).

- Jika Anda menderita penyakit otot yang disebut myasthenia gravis, yang dapat menyebabkan
kelelahan ekstrim pada otot tertentu.

- Jika Anda mengalami peningkatan tekanan pada mata, dengan hilangnya penglihatan secara
bertahap (glaukoma).

- Jika Anda alergi terhadap solifenacin atau bahan tambahan lain dalam obat ini (terdaftar di bagian
6).

- Jika Anda sedang menjalani cuci darah.

- Jika Anda menderita gagal ginjal akut atau penyakit hati DAN di waktu yang sama sedang
mendapatkan pengobatan yang dapat menghilangkan Vesicare® dari tubuh (seperti ketokonazole).
Dokter atau apoteker Anda akan menginformasikan hal ini.
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Informasikan pada dokter Anda jika memiliki atau pernah memiliki kondisi di atas sebelum
pengobatan dengan Vesicare® dimulai.

Peringatan dan perhatian

Bicarakan dengan dokter atau apoteker Anda sebelum menggunakan Vesicare®

- Jika Anda memiliki kesulitan mengosongkan kandung kemih Anda (obstruksi kandung kemih)
atau memiliki kesulitan untuk mengeluarkan urin (seperti sedikit berkemih). Resiko dari
penumpukan urin dalam kandung kemih (retensi urin) lebih tinggi.

- Jika Anda memiliki gangguan pada sistem pencernaan (konstipasi).

- Jika Anda memiliki resiko sistem pencernaan Anda melambat (pada aktivitas perut dan usus).
Dokter Anda akan menginformasikan Anda dalam hal ini.

- Jika Anda menderita gagal ginjal akut.

- Jika Anda menderita gangguan hati.

- Jika Anda memiliki masalah jantung yang jarang terjadi yang dinamakan “perpanjangan interval
QT dan torsade de pointes.

- Jika Anda memiliki reaksi alergi terhadap solifenacin succinate.

- Jika Anda mengalami pembengkakan pada wajah, bibir, lidah, atau tenggorokan (angioedema).

- Jika Anda sedang mendapatkan terapi dengan obat-obatan yang dapat menurunkan pengeluaran
Vesicare® dari dalam tubuh (seperti ketokonazole)

- Jika dokter telah memberitahu Anda bahwa Anda memiliki kondisi langka seperti intoleransi
galaktosa, defisiensi laktase lapp (kekurangan enzim pencerna laktosa), atau gangguan penyerapan
glukosa-galaktosa, Anda sebaiknya tidak menggunakan obat ini.

- Jika Anda memiliki sakit perut (hiatus hernia) atau sakit maag.

- Jika Anda memiliki gangguan saraf (autonomic neuropathy).

Informasikan pada dokter Anda jika memiliki atau pernah memiliki kondisi di atas sebelum
pengobatan dengan Vesicare® dimulai.

Sebelum memulai pengobatan dengan Vesicare®, dokter Anda akan menilai apakah ada penyebab lain
yang membuat Anda sering buang air kecil (misalnya gagal jantung (daya pompa jantung tidak
mencukupi) atau penyakit ginjal). Jika Anda mengalami infeksi saluran kemih, dokter Anda akan
meresepkan antibiotik (pengobatan untuk melawan infeksi bakteri tertentu).

Anak —anak dan remaja
Vesicare®tidak digunakan untuk anak atau remaja di bawah 18 tahun.

Obat-obatan lain dan Vesicare®

Informasikan kepada dokter atau apoteker Anda jika Anda sedang menggunakan atau baru saja akan

menggunakan obat-obatan lain.

Penting untuk menginformasikan kepada dokter Anda jika Anda mengonsumsi:

- Obat antikolinergik lain, efek dan efek samping kedua obat tersebut dapat meningkat.

- Kolinergik yang dapat menurunkan efek Vesicare®

- Obat seperti metoklopramid dan cisaprid yang dapat mempercepat kerja sistem pencernaan,
dimana Vesicare® dapat menurunkan efeknya.

- Obat seperti ketokonazole, ritonavir, nelfinavir, itrakonazole, verapamil dan diltiazem yang
menurunkan laju penguraian Vesicare® dari dalam tubuh.

- Obat seperti rifampisin, fenitoin dan karbamazepin dapat meningkatkan laju penguraian
Vesicare®oleh tubuh.

- Obat seperti bifosfonat yang dapat menyebabkan atau memperburuk radang tenggorokan
(esofagitis).

Vesicare® dengan makanan dan minuman
Vesicare® dapat dikonsumsi dengan atau tanpa makanan, tergantung pada preferensi Anda.

Kehamilan, menyusui dan kesuburan
Anda seharusnya tidak menggunakan Vesicare® jika sedang hamil karena tidak ada data klinik
mengenai penggunaannya pada wanita hamil.
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Jangan gunakan Vesicare® jika Anda sedang menyusui karena solifenacin dapat masuk ke dalam air
susu ibu.
Tanyakan kepada dokter atau apoteker Anda mengenai penggunaan obat ini.

Mengemudi dan menggunakan mesin
Vesicare® dapat menyebabkan penurunan pandangan dan kadang-kadang mengantuk atau kelelahan.
Jika Anda mengalami efek samping tersebut, jangan mengemudi atau mengoperasikan mesin.

Vesicare® mengandung laktosa

Jika dokter telah memberitahu Anda bahwa Anda memiliki kondisi langka seperti intoleransi
galaktosa, defisiensi laktase lapp (kekurangan enzim pencerna laktosa), atau gangguan penyerapan
glukosa-galaktosa, Anda sebaiknya tidak menggunakan obat ini.

3. Bagaimana cara mengonsumsi Vesicare®

Selalu gunakan obat ini sama seperti rekomendasi dokter Anda. Lakukan pengecekan dengan dokter
atau apoteker Anda jika Anda tidak yakin.

Anda harus menelan tablet utuh dengan air. Tablet dapat dikonsumsi dengan atau tanpa makanan,
tergantung pada preferensi Anda. Jangan menghancurkan tablet.

Dosis biasa adalah 5mg per hari, kecuali jika dokter menyuruh mengonsumsi 10mg per hari

Jika Anda menggunakan Vesicare® lebih banyak dari yang seharusnya
Jika Anda mengonsumsi Vesicare® terlalu banyak atau jika seorang anak secara tidak sengaja
mengonsumsi Vesicare®, segera hubungi dokter atau apoteker Anda.

Gejala overdosis meliputi: sakit kepala, mulut kering, pusing, mengantuk dan penglihatan kabur,
merasakan hal-hal yang tidak ada (halusinasi), mudah tersinggung, kejang (kejang), kesulitan
bernapas, peningkatan denyut jantung (takikardia), penumpukan urin. di kandung kemih (retensi urin)
dan pupil melebar (midriasis).

Jika anda lupa mengonsumsi Vesicare®

Jika Anda lupa meminum satu dosis pada waktu biasanya, minumlah segera setelah Anda ingat,
kecuali jika sudah waktunya untuk meminum dosis berikutnya. Jangan pernah mengonsumsi lebih dari
satu dosis per hari. Jika Anda ragu, selalu konsultasikan dengan dokter atau apoteker Anda.

Jika anda berhenti mengonsumsi Vesicare®

Jika Anda berhenti mengonsumsi Vesicare®, gejala kandung kemih terlalu aktif dapat muncul kembali
atau memburuk. Selalu konsultasikan dengan dokter Anda, jika Anda mempertimbangkan untuk
menghentikan pengobatan.

Jika Anda memiliki pertanyaan lebih lanjut mengenai penggunaan obat ini, silahkan tanyakan kepada
dokter atau apoteker Anda.

4. Kemungkinan efek samping yang dapat terjadi

Seperti obat lain, obat ini bisa menyebabkan efek samping, meskipun tidak semua orang akan
mengalaminya.

Jika Anda mengalami serangan alergi, atau reaksi kulit yang parah (misalnya kulit melepuh dan
mengelupas), Anda harus segera memberi tahu dokter atau apoteker Anda.

Angioedema (alergi kulit yang mengakibatkan pembengkakan yang terjadi pada jaringan tepat di
bawah permukaan kulit) dengan obstruksi saluran napas (kesulitan bernapas) telah dilaporkan pada
beberapa pasien yang menggunakan solifenacin succinate (Vesicare®). Jika terjadi angioedema,
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solifenacin succinate (Vesicare®) harus segera dihentikan dan terapi dan/atau tindakan yang tepat
harus diambil.

Vesicare® dapat menyebabkan efek samping berikut:
Sangat umum (dapat terjadi pada lebih dari 1 dari 10 orang)
- mulut kering

Umum (dapat terjadi pada 1-10 orang)
- penglihatan kabur
- konstipasi, mual, maag (dispepsia), dan nyeri perut

Tidak umum dilaporkan (dapat terjadi pada 1-100 orang)

- infeksi saluran kemih, infeksi kandung kemih

- mengantuk, gangguan indera perasa (disgesia)

- mata kering (iritasi)

- saluran hidung kering

- penyakit refluks (refluks gastro-esofagus), tenggorokan kering
- kulit kering

- kesulitan mengeluarkan urin

- kelelahan, penumpukan cairan pada kaki bawah (odema)

Jarang (dapat terjadi pada 1-1000 orang)

- penyumbatan usus besar (obstruksi usus besar)

- penumpukan sejumlah besar feses yang mengeras di usus besar (impaksi feses)

- penumpukan urin pada kandung kemih karena ketidakmampuan untuk mengosongkan kandung
kemih (retensi urin)

Tidak diketahui (frekuensi tidak diketahui dari data yang ada)

- gatal, ruam, biduran, bentol-bentol yang menonjol dan gatal pada kulit (urtikaria)

- pembengkakan pada wajah, bibir, lidah, atau tenggorokan (angioedema)

- Dbercak atau bintik merah pada kulit (Erythema Multiforme)

- kulit mengelupas yang parah (dermatitis eksfoliatif)

- ruam karena alergi

- pusing, sakit kepala

- halusinasi, kebingungan

- nafsu makan menurun, kandungan potasium dalam darah yang tinggi yang dapat menyebabkan
ketidaknormalan irama jantung

- muntah, obstruksi usus (ileus), perut tidak nyaman

- peningkatan tekanan pada mata

- perubahan aktivitas listrik pada jantung (perpanjangan Interval QT EKG), detak jantung tidak
teratur, merasakan detak jantung, detak jantung lebih cepat

- gangguan suara

- gangguan hati

- kelemahan otot

- gangguan ginjal

Pelaporan efek samping

Jika Anda Anda mengalami efek samping atau ketidaknyamanan selama atau setelah menggunakan
obat ini, bicarakan dengan dokter atau tenaga kesehatan profesional Anda. Anda juga dapat langsung
melaporkan efek samping ke PT. Astellas Pharma Indonesia melalui pv@id.astellas.com. Harap
diketahui bahwa pelaporan ke PT. Astellas Pharma Indonesia hanya untuk mengumpulkan data dan
tidak sebagai pengganti konsultasi pada dokter atau tenaga kesehatan profesional Anda. Dengan
melaporkan efek samping, Anda dapat membantu menyediakan informasi keamanan untuk obat ini.
Selalu bicarakan pada dokter atau tenaga kesehatan profesional Anda untuk saran medis.
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5. Bagaimana menyimpan Vesicare®

Jauhkan obat dari jangkauan anak-anak.

Jangan gunakan obat jika telah melewati tanggal kadaluarsa yang tertulis pada kemasan setelah EXP.
Tanggal kadaluarsa mengacu pada hari terakhir bulan tersebut.

Simpan pada suhu di bawah 30°C pada kemasan asli.

Jangan buang obat melalui saluran air atau limbah rumah tangga. Tanyakan kepada apoteker Anda
cara membuang obat yang sudah tidak digunakan. Ini dapat membantu memelihara lingkungan.

6. Isi kemasan dan Informasi lainnya

Apa yang terkandung dalam Vesicare®

- Zat aktifnya adalah Solifenacin succinate 5mg atau 10mg.

- Zat tambahan lainnya adalah laktosa monohidrat, pati jagung, hipromelosa, magnesium stearat,
macrogol 8000, talk, titanium dioksida, oksida besi kuning (pada tablet Vesicare®5mg), oksida
besi merah (pada tablet Vesicare® 10mg).

Seperti apa Vesicare® dan isi dari kemasannya

Tablet Vesicare® 5mg berbentuk bulat, berwarna kuning terang dengan logo perusahaan, dan “150”.
Tablet Vesicare® 10mg berbentuk bulat, berwarna merah muda terang dengan logo perusahaan, dan
“1517.

“Harus dengan resep dokter”

No. Reg:
Vesicare® 5 mg Tablet: DKI11120100310A1
Vesicare® 10 mg Tablet: DK11120100310B1

Pemilik ljin Edar dan Produsen
Pemilik ijin edar:
PT. Combiphar, Bandung Barat, Indonesia

Diproduksi oleh:
Delpharm Meppel B.V., Belanda

Untuk Informasi lebih lanjut mengenai obat ini, silahkan hubungi:
PT. Astellas Pharma Indonesia
Website: ww.astellas.co,/id .
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