TAMSU Capsules

Composition:

Each TAMSU Capsule contains:

Tamsulosin HCl as Sustained Release Pellets 0.4 mg.
Pharmacological Properties & Mechanism of Action:
Tamsulosin hydrochloride belongs to the a-adrenergic re-
ceptor blockers, selectively and competitively binding to
postsynaptic o, adrenergic receptors, particularly the o, ,
and o, subtypes.

It improves the maximum flow of urine by relaxing the
smooth muscles of the prostate and urethra, thus reduc-
ing obstruction. It also improves irritative and obstructive
symptoms in which bladder tone and smooth muscles in
the lower urinary tract play an important role.
Pharmacokinetics:

Tamsulosin Hydrochloride is absorbed from the intestine
with almost complete bioavailability. Peak plasma concen-
trations are reached approximately 6 hours after taking a
single oral dose after food, and a steady state is reached
on the fifth day of taking multiple doses. About 99% of
tamsulosin hydrochloride is bound to plasma proteins, and
most of the tamsulosin is present in plasma unchanged.
It is metabolized in the liver by cytochrome enzymes
(CYP3A4, CYP2D6) and excreted in the urine. The elim-
ination half-life is approximately 10 hours (when taken
after food) and 13 hours (at steady state).

Indications:

TAMSU is indicated for treatment of Lower urinary tract
symptoms (LUTS) associated with benign prostatic hyper-
plasia (BPH).

Contraindications:

TAMSU is contraindicated if:

- Hypersensitivity to the active ingredient or to any of the
excipients.

- Patients with a previous history of orthostatic hypoten-
sion.

- Patients with severe liver impairment.

Warnings & Precautions:

- As with other o-adrenergic receptor blockers, TAMSU
may cause orthostatic hypotension. Patients should sit or
lie down until the symptoms of hypotension (dizziness and
weakness) disappear.

- The patient should be examined before starting treatment
with TAMSU to rule out the presence of other conditions
that could produce symptoms similar to those of benign
prostatic hyperplasia.

- Caution should be exercised in patients who suffer from
severe renal impairment (creatinine clearance < 10 ml/
min), as studies on this category of patients are not avail-
able.

-Floppy iris syndrome (IFIS) has been observed during
cataract surgery in some patients on or previously treated
with Tamsulosin hydrochloride. The initiation of therapy
with Tamsulosin is not recommended in patients for whom
cataract surgery is scheduled.

REVA PHARMA

Pregnancy & Lactation:

TAMSU is contraindicated for use by women

Drug Interactions:

- TAMSU should not be used with strong inhibitors of the
CYP3A4 enzyme (such as ketoconazole) because they
may cause an increase in tamsulosin levels.

- Concomitant use of phosphodiesterase-5 (PDES) inhibi-
tors with tamsulosin can lead to symptomatic hypotension.
- Diclofenac and warfarin may increase the rate of excre-
tion of tamsulosin.

- Concomitant use with other a-adrenergic receptor block-
ers may cause hypotension.

Side Effects:

The most common side effects when taking a dose of 0.4
mg or 0.8 mg are headache, dizziness, rhinitis, abnormal
ejaculation, weakness, back pain, diarrhea, pharyngitis,
chest pain, increased cough, drowsiness, nausea, sinusitis,
insomnia, Decreased sexual desire, blurred vision.
Driving & Using Machines:

There are no data available on the effects on the ability
to drive or operate machinery. However, patients should
be cautious due to the possibility of drowsiness, dizziness,
blurred vision and fainting.

Dosage & Administration:

- It is recommended to use one capsule (0.4 mg) of TAM-
SU once daily to treat the symptoms and signs of benign
prostatic hyperplasia (BPH). If response fails after 2-4
weeks of treatment in patients treated with a dose of 0.4
mg, the dose may be increased to 0.8 mg once daily.

- If you stop taking TAMSU (at a dose of 0.4 mg or 0.8
mg) for several days, treatment should be started again at a
dose of 0.4 mg once daily.

- The capsule is taken half an hour after the same meal
every day.

- Capsules should not be crushed, chewed or opened.
Overdose:

Symptoms: Taking an overdose of tamsulosin may lead to
dizziness, severe hypotension, which is observed at differ-
ent levels of overdose.

Treatment: In the event of severe hypotension that occurs
after an overdose, cardiovascular support should be pro-
vided. Blood pressure and heart rate can be restored to
normal by lying the patient down. Renal function should
be monitored and general supportive measures should be
applied. Hemodialysis is unlikely to be beneficial due to
the high binding of tamsulosin to plasma proteins.
Storage:

Keep out of reach of children. Store below 30 °C.
Packaging:

Each TAMSU carton box contains 20 or 30 Capsules in
two or three blister strips.
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