Tamsumond (Capsules modified release pellets )

COMPOSITION: Each capsule contains 0.4 mg tamsulosin hydrochloride.

EXCIPIENTS: Microcrystalline cellulose, methacrylic acid copolymer, triacetin, polysorbate 80, sodium

laurilsulfate, talc.

PHARMACOLOGICAL PROPERTIES:

Therapeutic group: Alphal-adrenoceptor antagonist, for the exclusive treatment of prostatic conditions.

Mechanism of action and pharmacodynamics properties:

Tamsulosin binds selectively and competitively to postsynaptic alphal- adrenoceptor, in particular to

the subtype alphal A, which bring about relaxation of the smooth muscle of the prostate and urethra and

thereby increasing maximum urinary flow rate and relieving obstruction.

Alpha-blockers can reduce blood pressure by lowering peripheral resistance. No reduction in blood

pressure of any clinical significance was observed during studies with tamsulosin in normotensive patients.

PHARMACOKINETIC PROPERTIES:

Tamsulosin hydrochloride is rapidly absorbed from the intestine and is almost completely bioavailable.

Although the absorption is slowed down by a meal, uniformity of absorption can be assured by always

taking tamsulosin after breakfast each day.

After a single dose of tamsulosin in the fed state, peak plasma levels of tamsulosin are achieved at

approximately 6 hours and, the steady state is reached by day 5 of multiple dosing.

Tamsulosin is more than 99% bound to plasma proteins. It has a low first pass metabolic effect, being

metabolized slowly in the liver by the cytochrome P450 isoenzymes CYP2D6 and CYP3A4. Most

tamsulosin is found unaltered in plasma.

Tamsulosin and its metabolites are mainly excreted in the urine with about 9% of a dose being present in

the form of unchanged drug. Elimination half-life is approximately 10 hours (when taken after a meal)

and 13 hours in the steady state.

THERAPEUTIC INDICATIONS:

Tamsulosin Hydrochloride is indicated for treatment of Lower Urinary Tract Symptoms (LUTS)

associated with benign prostatic hyperplasia (BPH).

CONTRAINDICATIONS:

Tamsulosin Hydrochloride is contraindicated in patients with:

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

- A history of orthostatic hypotension.

- Severe hepatic insufficiency.

WARNINGS AND PRECAUTIONS:

- The use of tamsulosin may lower blood pressure, which in rare cases may cause fainting. If initial
symptoms of orthostatic hypotension start to appear (dizziness, weakness), then the patient should sit or
lie down until the symptoms have gone.

- The patient should be examined before starting therapy with tamsulosin to exclude the presence of other
conditions that can produce similar symptoms to those of BPH.

- The treatment of severely renally impaired patients (creatinine clearance of < 10 ml/min) should be
approached with caution as these patients have not been studied.

- Angioedema has been rarely reported after the use of tamsulosin. Treatment should be discontinued
immediately, the patient should be monitored until disappearance of the edema, and tamsulosin should
not be re-administered.

- The 'Intraoperative Floppy Iris Syndrome' (IFIS, a variant of small pupil syndrome) has been observed
during cataract surgery in some patients on or prevmusly treated with tamsulosin hydrochloride. IFIS
may lead to increased procedural complications during the operation.

The initiation of therapy with tamsulosin is not recommended in patients for whom cataract surgery is
scheduled. During pre-operative assessment, it should be taken into consideration whether patients are
being or have been treated with tamsulosin to ensure that appropriate measures will be in place to
manage the IFIS during surgery.

SIDE EFFECTS:

The common side effects including: dizziness, ejaculation disorders.

The uncommon side effects including: headache palpitations, orthostatic hypotension, rhinitis,

constipation, diarrhea, nausea, vomiting, rash, itching, urticaria, asthenia.

The rare side effects mcludmg syncope, angmedema

PREGNANCY AND BREAST-FEEDING:

Tamsulosin is intended for males only.

DRIVING AND USING MACHINES:

No studies on the effects on the ability to drive and use machines have been performed. However, patients

should be aware of the fact that dizziness can occur.

DRUG INTERACTIONS:

- No interactions have been observed with either atenolol, enalapril, or theophylline.

- Concomitant cimetidine raises, and concomitant furosemide lowers, plasma concentrations of

tamsulosin but, as the concentration of tamsulosin remains within the normal range, posology need not

be altered.

- Diclofenac and warfarin may increase the elimination rate of tamsulosin.

- Concurrent administration with another a1-adrenoreceptor antagonist may lower blood pressure.

DOSAGE AND ADMINISTRATION:

One capsule a day after breakfast or the first meal of the day.

Information for the patient:

The patient should swallow the capsule whole with a glass of water while standing or sitting (not lying

down). The capsule should not be broken or pulled apart as this may have an effect on the release of the

long-acting active ingredient.

When forgetting to take this medicine:

The patient should not take a double dose to make up for a forgotten dose. When forgetting to take a

dose after the first meal of the day, it can be taken later the same day after food. When missing a dose the

patient should skip the forgotten dose and then take the next dose at the right time.

OVERDOSAGE:

Acute overdose with 5 mg tamsulosin hydrochloride has been reported. Acute hypotension (systolic blood

pressure 70 mm Hg), vomiting and diarrhea were observed, which were treated with fluid replacement.

In case of acute hypotension occurring after overdosage, cardiovascular support should be given. Blood

pressure can be restored and heart rate brought back to normal by lying the patient down. If this does not

help then volume expanders, and when necessary, vasopressors could be employed. Renal function should
be monitored and general supportive measures applied.

Dialysis is unlikely to be of help as tamsulosin is very highly bound to plasma proteins.

Measures, such as emesis, can be taken to impede absorption. When large quantities are involved, gastric

lavage can be applied and activated charcoal and an osmotic laxative, such as sodium sulfate, can be

administered.

STORAGE CONDITIONS:

Store at 25°C; excursions permitted to 15°-30°C.

PACKAGING:

20 capsules in two blisters in carton package.

THIS IS A MEDICAMENT

- The medicament is a product which affects your health, and its consumption
contrary to instruction is dangerous for you.

Follow strictly the doctor's prescription, the method of use and the instructions
of the pharmacist who sold the medicament. The doctor and the pharmacist are
experts in medicine, its benefits and risks.

Do not by yourself interrupt the period of treatment prescribed for you.

Do not repeat the same prescription without consulting your doctor.

KEEP THE MEDICAMENT OUT OF THE REACH OF CHILDREN

Council of Arab Health Ministers Arab Pharmacists Association

DIAMOND PHARMA - Damascus suburb — Syria
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