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$Prostacare-D

Tamsulosin Hydrochloride USP 0.4 mg and Dutasteride USP 0.5 mg

Presentation

Each capsule contains pellets of Tamsulosin Hydrochloride USP 0.4 mg and
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 Prostacare-D capsule
(Tamsulosin Hydrochloride 0.4 mg & Dutasteride 0.5 mg) taken orally
approximately 30 minutes after the same meal each day. The capsules should
be swallowed whole and not chewed or opened. Where appropriate,
Prostacare-D capsule may be used to substitute concomitant Tamsulosin
Hydrochloride and Dutasteride in existing dual therapy to simplify treatment.
Where clinically appropriate, direct change from Tamsulosin Hydrochloride or
Dutasteride monotherapy to Prostacare-D capsule may be considered. The
effect of renal & hepatic impairment on Tamsulosin - Dutasteride
pharmacokinetics has not been studied. So caution should be used in patients
with mild to moderate renal & hepatic impairment.

Contra-indications

Tamsulosin-Dutasteride combination is contra-indicated in women and children
and adolescents, patients with hypersensitivity to Tamsulosin (including
Tamsulosin-induced angio-edema), Dutasteride (including other 5-alpha
reductase inhibitors) or any ingredient in the formulation.

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. Caution is advised when alpha adrenergic blocking agents
including Tamsulosin are coadministered with PDES inhibitors (e.g. sildenafil,
tadalafil, vardenafil). Alpha adrenergic blockers and PDES5 inhibitors are both
vasodilators that can lower blood pressure. Intraoperative Floppy Iris Syndrome
(IFIS) has been observed during cataract surgery in some patients on or
previously treated with Tamsulosin. Leaking Capsule: Dutasteride is absorbed
through the skin, therefore, women, children and adolescents must avoid
contact with leaking capsules. If contact is made with leaking capsules, the
contact area should be washed immediately with soap and water.

Drug interactions

Concomitant administration of Tamsulosin Hydrochloride with drugs which can
reduce blood pressure, Including anaesthetic agents, PDES5 inhibitors and other
alpha-1 adrenergic blockers could lead to enhanced hypotensive effects.
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. Tamsulosin-Dutasteride should not be used in combination with
other alpha-1 adrenergic blockers. Concomitant administration of Tamsulosin
Hydrochloride (0.4 mg) and Cimetidine (400 mg every six hours for six days)
resulted in a decrease in the clearance (26%) and an increase in the AUC (44%)
of Tamsulosin  Hydrochloride.  Caution should be used when
Tamsulosin-Dutasteride is used in combination with Cimetidine or Warfarin.
Use in pregnancy and lactation

Tamsulosin-Dutasteride combination is contra-indicated for use by women.
There have been no studies to investigate the effect of Tamsulosin-Dutasteride
combination on pregnancy, lactation and fertility. Administration of Tamsulosin
Hydrochloride to pregnant female rats and rabbits showed no evidence of fetal
harm. Lactation: It is not known whether Tamsulosin Or Dutasteride are
excreted in human milk.

Side effect

The most common side effects are Dizziness, Headache, Nausea, Vomiting,
Syncope, Palpitations, Constipation, Diarrhoea, Ejaculation disorder, Breast
disorder, Weakness.

Overdose

No data are available with regard to over dosage of Tamsulosin-Dutasteride
combination.

Storage

Protected from light, Store at temperature within 30°C. Keep out of reach of
children.

Packaging quantity

Prostacare-D capsule: Carton containing 16 capsules in alu-alu blisters.

Manufactured by:
e Chemist Laboratories Lud.
College Row, Barishal, Bangladesh.




