PROSTANIC®

Tamsulosin 0.4 mg
Modified Release Capsules

Presentation:

PROSTANIC® 0.4: Each Modified Release Capsule contains 0.4 mg
Tamsulosin HCl in packs of 30 capsules.

Excipients: Talc, Microcrystalline Cellulose, Magnesium stearate,
Eudragit, Triethyl citrate.

Pharmaceutical form:
Modified Release Capsules for oral use

Pharmacotherapeutic group:
Selective alpha1A/1D adrenoceptor antagonist. ATC: GO4CA02

Therapeutic Indications:

PROSTANIC® is used in men for the treatment of the complaints of the
lower urinary tract associated with an enlarged prostatic gland (benign
prostatic hyperplasia). These complaints may include difficulty urinating
(poor stream), dribbling, urgency and having to urinate frequently at night
as well as during the day.

Posology and method of administration:

Always take PROSTANIC® exactly as your doctor has told you to. You
should check with your doctor or pharmacist if you are not sure. The
dosage is 1 capsule per day. You can take PROSTANIC® with or without
food, preferably at the same time of each day.

PROSTANIC® is a specially designed capsule filled with pellets from
which the active ingredient is gradually released.

Usually, PROSTANIC® is prescribed for long periods of time. The effects
on the bladder and on urination are maintained during long-term treat-
ment with PROSTANIC®.

If you forget to take PROSTANIC®

You may take your daily PROSTANIC® capsule later the same day if you
have forgotten to take it as recommended. If you have missed a day, just
continue to take your daily capsules as prescribed. Never take a double
dose to make up for the forgotten capsule.

If you stop taking PROSTANIC®

When treatment with PROSTANIC® is stopped prematurely, your original
complaints may return. Therefore use PROSTANIC® as long as your doc-
tor prescribes, even if your complaints have disappeared already. Always
consult your doctor, if you consider stopping this therapy.

Contra-indications:

o If you are allergic (hypersensitive) to Tamsulosin or to any of the other
excipients.

Hypersensitivity may present as sudden local swelling of the soft tissues
of the body (e.g. the throat or tongue), difficult breathing and / or itching
and rash (angioedema).

o If you suffer from severe liver problems.

o If you suffer from fainting due to reduced blood pressure when changing
posture (going to sit or stand up).

Warnings and Precautions for use:

Periodic medical examinations are necessary to monitor the development
of the condition you are being treated for.

o Rarely, fainting can occur during the use of Tamsulosin, as with other
medicinal products of this type. At the first signs of dizziness or weakness
you should sit or lie down until they have disappeared.

o [f you suffer from severe kidney problems, tell your doctor.

o If you are undergoing or have been scheduled for eye surgery because
of cloudiness of the lens (cataract). Please inform your eye specialist that
you have previously used, are using or are planning to use Tamsulosin.
The specialist can then take appropriate precautions with respect to medi-
cation and surgical techniques to be used. Ask your doctor whether or
not you should postpone or temporarily stop taking this medicine when
undergoing eye surgery because of a cloudy lens.

o Driving and using machines: There is no evidence that Tamsulosin
affects the ability to drive or to operate machinery or equipment. However,
you should bear in mind that dizziness can occur, in which case you should
not undertake in these activities that require attentiveness.

Use During Pregnancy and Lactation:
This section is not relevant, PROSTANIC® is intended for male patients
only.

Drug Interactions:

Taking Tamsulosin together with other medicines from the same class
(alpha adrenoceptor blockers) may cause an unwanted decrease in blood
pressure.

Please tell your doctor or pharmacist if you are taking or have recently
taken any other medicines, including medicines obtained without a
prescription.

It is especially important to inform your doctor if you are being trea-
ted at the same time with medicines that may decrease the removal of
Tamsulosin from the body (for example, ketoconazole, and erythromycin).

Undesirable effects:

Like all medicines, Tamsulosin can cause side effects, although not eve-
rybody gets them.

Common (less than 1 in 10, more than 1in 100 (1-10%)):

Dizziness particularly when going to sit or stand up. Abnormal ejaculation;
the semen does not leave the body via the urethra, but instead goes into
the bladder. This phenomenon is harmless.

Uncommon (more than 1in 1000, less than 1in 100 (0.1-1%)):
Headache, palpitations (the heart beats more rapidly than normal and it
is also noticeable), reduced blood pressure e.g. when getting up quickly
from a seating or lying position sometimes associated with dizziness; run-
ny or blocked nose (rhinitis), diarrhea, feeling sick and vomiting, constipa-
tion, weakness (asthenia), rashes, itching and hives (urticaria).

Rare (more than 1in 10,000, less than 1in 1000 (0.01-0.1%)):
Faintness and sudden local swelling of the soft tissues of the body (e.g.
the throat or tongue) difficult breathing and / or itching and rash, often as
an allergic reaction (angioedema).

Very rare (less than 1in 10,000 (<0.01%):

Priapism (painful prolonged unwanted erection for which immediate
medical treatment is required). Rash, inflammation and blistering of the
skin and/or mucous membranes of the lips, eyes, mouth, nasal passages
or genitals (Stevens-Johnson syndrome). Abnormal irregular heart rhythm
(atrial fibrillation, arrhythmia, tachycardia), difficult breathing (dyspnea).
If you are undergoing eye surgery because of cloudiness of the lens (cata-
ract) and are already taking or have previously taken Tamsulosin, the pupil
may dilate poorly and the iris (the colored circular part of the eye) may
become floppy during the procedure.

If any of the side effects gets serious or if you notice any side effects not
listed in this leaflet, please tell your doctor or pharmacist.

Overdose:

Taking too many Tamsulosin capsules may lead to an unwanted de-
crease in blood pressure and an increase in heart rate, with feelings of
faintness. Contact your doctor immediately if you have taken too much
PROSTANIC®.

Pharmacological Properties

Pharmacodynamic properties

PROSTANIC® (Tamsulosin) binds selectively and competitively to the
postsynaptic alpha1-adrenoceptors, in particular to subtypes alpha1A and
alpha1D. It reduces tension of the smooth muscles in the prostate and
the urethra, enabling urine to pass more readily through the urethra and
facilitating urination. In addition, it diminishes sensations of urge.
Pharmacokinetic properties

Tamsulosin is absorbed from the intestine and is almost completely bioa-
vailable. Tamsulosin is about 99% bound to plasma proteins. Tamsulosin
and its metabolites are mainly excreted in the urine with about 9% of a
dose being present in the form of unchanged drug.

Special precautions for storage:
Store below 30°C.

This is a medicament

« A medicament s a product which affects your health, and its consumption
contrary to instructions 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 medicament out of the reach of children.
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