Y Duodart

Tamsulosin Hydrochloride & Dutasteride

Composition

Each capsule contains Tamsulosin Hydrochloride Sustained release pellets equivalent to
Tamsulosin Hydrochloride USP 0.4 mg and Dutasteride immediate release pellets equivalent
to Dutasteride USP 0.5 mg

Indications

Treatment of moderate to severe symptoms of benign prostatic hyperplasia (BPH). Reduction
in the risk of acute urinary retention and surgery in patients with moderate to severe
symptoms of BPH.

Dosage and administration

Adults (including elderly): The recommended dose is one Tamsulosin Hydrochloride
0.4 mg & Dutasteride 0.5 mg combination capsule taken orally approximately 30 minutes after
the same meal each day. The capsule should be swallowed whole and not chewed or opened.
Renal impairment: The effect of renal impairment on Tamsulosin-Dutasteride pharmacokinetics
has not been studied. No adjustment in dosage is anticipated for patients with renal
impairment.

Hepatic impairment: Caution should be used in patients with mild to moderate hepatic
impairment.

Contra-indications

Tamsulosin-Dutasteride combination is contra-indicated in women and children and
adolescents, patients with hypersensitivity to Dutasteride, other 5-alpha reductase inhibitors,
Tamsulosin (including Tamsulosin- induced angio-edema), soya, peanut or any of other the
excipients, patients with a history of orthostatic hypotension and patients with severe hepatic
impairment.

Precautions and warnings

Combination therapy should be prescribed after careful benefit risk assessment due to the
potential increased risk of adverse events (including cardiac failure) and after consideration of
alternative treatment options including monotherapies. Cardiac failure: Incidence of
cardiac failure is higher. Effects on prostate specific antigen (PSA) and prostate
cancer detection: Tamsulosin-Dutasteride combination causes a decrease in mean serum
PSA levels by approximately 50%, after 6 months of treatment. Patients receiving
Tamsulosin-Dutasteride combination should have a new PSA baseline established after 6
months of treatment. Prostate cancer and high grade tumours: The relationship
between Dutasteride and high grade prostate cancer is not clear. Men taking
Tamsulosin-Dutasteride combination should be regularly evaluated for prostate cancer risk
including PSA testing. Hypotension: Orthostatic- As with other alpha-blockers, a reduction
in blood pressure can occur during treatment with Tamsulosin, as a result of which, rarely,
syncope can occur. Symptomatic: Caution is advised when alpha adrenergic blocking
agents including Tamsulosin are coadministered with PDES5 inhibitors (e.g. sildenafil, tadalafil,
vardenafil). Intraoperative Floppy Iris Syndrome: Intraoperative Floppy Iris Syndrome
(IFIS) has been observed during cataract surgery in some patients on or previously treated
with Tamsulosin. Breast neoplasia: Physicians should instruct their patients to promptly
report any changes in their breast tissue such as lumps or nipple discharge. Currently it is not
clear if there is a causal relationship between the occurrence of male breast cancer and long
term use of Dutasteride.

Drug interactions

There have been no drug interaction studies for Dutasteride-Tamsulosin combination.
Effects of other drugs on the pharmacokinetics of Dutasteride: Use together
with CYP3A4 and/or P-glycoprotein-inhibitors: Dutasteride is mainly eliminated via
metabolism catalysed by CYP3A4 and CYP3A5. Long-term combination of Dutasteride with
drugs that are potent inhibitors of the enzyme CYP3A4 (e.g. ritonavir, indinavir, nefazodone,
itraconazole, ketoconazole administered orally) may increase serum concentrations of
Dutasteride. Effects of Dutasteride on the pharmacokinetics of other drugs:
Dutasteride have no effect on the pharmacokinetics of Tamsulosin or terazosin. Dutasteride
has no effect on the pharmacokinetics of warfarin or digoxin. Tamsulfosin: Concomitant
administration of Tamsulosin Hydrochloride with drugs which can reduce blood pressure,
including anaesthetic agents, PDE5 inhibitors and other alpha-1 adrenergic blockers could
lead to enhanced hypotensive effects. Tamsulosin-Dutasteride should not be used in
combination with other alpha-1 adrenergic blockers.

Side effect

Higher incidence of reproductive disorders, specifically ejaculation disorders have been
reported. The frequencies of adverse events may increase when the combination therapy is
used.

Use in pregnancy and lactation

Tamsulosin-Dutasteride combination is contra-indicated for use by women. Fertility:
Dutasteride has been reported to affect semen characteristics (reduction in sperm count,
semen volume, and sperm motility) in healthy men. The possibility of reduced male fertility
cannot be excluded.

Overdose

No data are available with regard to over dosage of Tamsulosin-Dutasteride combination. The
following statements reflect the information available on the individual components.
Dutasteride: There is no specific antidote for Dutasteride, therefore, in suspected over
dosage symptomatic and supportive treatment should be given as appropriate. Tamsu/osin:
Acute overdose with 5 mg Tamsulosin Hydrochloride has been reported. Acute hypotension
(systolic blood pressure 70 mm Hg), vomiting and diarrhoea were observed which could be
treated with fluid replacement. In case of acute hypotension occurring after over dosage
cardiovascular support should be given. Blood pressure can be restored and heart rate
brought back to normal by lying the patient down. When large quantities are involved, gastric
lavage can be applied and activated charcoal and an osmotic laxative, such as sodium
sulphate, can be administered.

Pharmaceutical precautions
Store below 30°C & dry place. Keep away from light. Keep out of the reach of the children.

Commercial Pack
Each box contains 20 capsules in alu-alu blisters.

@

Manufactured by:

Nuvista Pharma Limited
48 Tongi industrial area, Gazipur, Bangladesh

A subsidiary of Beximco Pharmaceuticals Ltd.
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