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Package leaflet: Information for the user

Alzmeran XL 10 mg Prolonged-release Tablets
Alfuzosin hydrochloride

Read all of this leaflet carefully before you start using this medicine because it contains important information for you.

- Keepthisleaflet. Youmay needtoreaditagain.

- Ifyouhave any further questions, ask your doctor or pharmacist

- This medicine has been prescribed for you only. Do not pass it on to others. It may harm them even iftheir signs ofillness are the same
asyours.

- If you get any side effects, talk to your doctor or pharmacist. This includes any possible side effects not listed in this leaflet. See
section4.

Whatis in this leaflet:
. WhatAlzmeran XL 10 mg Prolonged release Tablets are and what it is used for
What you need to know before you take Alzmeran XL 10 mg Prolonged-release Tablets
How to take Alzmeran XL 10mg Prolonged-releaseTablets
Possible side effects
How to store Alzmeran XL 10mg Prolonged-releaseTablets
Contents of the pack and other information
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1. WhatAlzmeran XL 10mg prolonged release Tablets are and whatitis used for
Alfuzosin belongs to a group of medicines called alpha-1-blockers.

Alfuzosin can be used to treat the symptoms of Benign Prostate Hyperplasia. Thisis the prostate gland enlarges (hyperplasia), but the
growth is not cancerous (itis benign). It can cause problems in passing water (urine). This happens mainlyin older men.

The prostate gland lies underneath the bladder. Itsurrounds the urethra. This is the tube that takes your water to the outside of the body.
Ifthe prostate gets bigger, it presses on the urethra making it smaller. This makes it difficult to pass water.
Your tablets works by relaxing the prostate gland muscle. This allows the urethra to relax and so makes it easier to pass water.

In a few patients with benign prostatic hyperplasia, the prostate gland gets so big that it stops the flow of urine completely. This is called
Acute Urinary Retention.

- Thisis very painful and you may need a short stay in hospital.

- Athin, flexible tube (catheter) is passed into the bladder. This drains the water and relieves the pain.

- During this time, alfuzosin may be used to help the water to flow again. This has only been shown to help in men aged over 65.

2. Whatyou need to know before you take Alzmeran XL 10mg prolonged release Tablets
DO NOT take Alzmeran XL 10mg Prolonged-release Tablets

- Ifyou are allergic to alfuzosin or to quinazolines (such as terazosin, doxazosin) which is the chemical family of medicines to which
alfuzosin belongs or to any of the other ingredients of this medicine (listed in Section 6). Signs of an allergic reaction include: a rash,
swallowing or breathing problems, swelling of your lips, throat or tongue.

- Ifyou have, or have had in the past, low blood pressure when standing up from a sitting or lying position (the medical term for this is
orthostatic hypotension). It can make you feel dizzy, light-headed or faint when you stand or sit up quickly.

- If you are already taking another alpha-1-blocker (such as terazosin, doxazosin). See section below on 'Other medicines and
Alzmeran XL 10mg Prolonged-release Tablets

- Ifyouhaveliver problems.

Ifyou are not sure if any of these applies to you, do not take alfuzosin and talk to your doctor.

Warnings and precautions
Talk to your doctor or pharmacist before taking Alzmeran XL 10mg Prolonged release Tablets

- Ifyouare taking other medicines to treat high blood pressure then your doctor will check your blood pressure regularly, especially at the
beginning of treatment

- If you experience dizziness, weakness or sweating within a few hours after you have taken Alzmeran XL 10mg Prolonged-release
Tablets then you should lie down until the symptoms have disappeared. Usually, these effects last for only a short time and occur
atthe start of the treatment. Normally, there is no need to stop treatment (see section “Possible side effects”)

- Ifyou have experienced a marked drop in blood pressure in the past after taking another medicine belonging to the group of alpha-
blockers. Inthis case your doctor will start treatment with alfuzosin atlow doses and will gradually increase the dose

- Ifyou have a condition where your kidneys are not working properly (mild to moderate kidney problems). Do not take alfuzosin if your
creatinine clearance valueis <30ml/min (severe kidney problems)

- Ifyouare suffering from acute heart failure (insufficient pumping power of the heart)

- Ifyou suffer from chest pain (angina) and are treated with a nitrate (medicines that widen the tubes that circulate the blood in your body
and make it easier for blood to flow), as this may increase the risk of a drop in blood pressure. You should discuss with your doctor
whether to continue or stop your treatment with Aizmeran XL 10mg Prolonged-release Tablets, especially when the chest pain recurs
orworsens

- Ifyou have an eye surgery for cataract (cloudiness of the lens) planned, tell your eye specialist that you are using Alzmeran XL 10mg
Prolonged-release Tablets or have previously been treated with an alpha-blocker. This is because Alzmeran XL 10mg Prolonged-
release Tablets may cause complications during your operation which can be managed if your eye specialist is aware of this
information before carrying out the operation.

- Ifyou suffer from a defect in heart rhythm or you are taking medicines which may cause a defect in heart rhythm (the medical term for
this defectis QTc prolongation). In this case your doctor should evaluate you before and during the period of administration of Alizmeran
XL 10mg Prolonged-release Tablets.

Children
Alfuzosinis notto be used in children.

Other medicines and Alzmeran XL 10mg Prolonged-release Tablets
Tellyour doctor or pharmacist if you are taking, have recently taken or might take any other medicines.

Thisis because alfuzosin can affect the way some other medicines work. Some medicines can also have an effect on the way that alfuzosin
works.

- Do not take Alzmeran XL 10mg Prolonged-release Tablets at the same time as other alpha-blockers such as doxazosin, prazosin,
terazosin or tamsulosin (see the section “Do not take Alzmeran XL 10mg Prolonged-release Tablets”).

- Theeffectand side effects of alfuzosin can be increased by certain medicines used  for fungal infections (such as ketoconazole,
itraconazole), certain antibiotics (such as clarithromycin, erythromycin, telithromycin) antidepressant medicines (such as
nefazodone) and medicine used to reat HIV (such as ritonavir). Itis therefore not recommended taking alfuzosin with any of
these medicines.

- Ifyou are taking a medicine for high blood pressure (antihypertensive) or medicines used to treat chest pain (nitrates) at the same
time, you may get dizzy, weak or start sweating within a few hours of taking this medicine. If this happens, lie down until the
symptoms have completely gone. Tell your doctor as he or she may decide to change the dose of your medicine. (See section: *
Warnings and precautions”).

Please consultyour doctor or pharmacist if you are taking any of these medicines.

- If you are going to have an operation that needs a general anaesthetic, tell your doctor that you are taking Alzmeran XL 10mg
Prolonged-release Tablets before the operation. Your doctor may decide to stop Alzmeran XL 10mg Prolonged-release Tablets 24
hours before the operation. This is because it can be dangerous as this medicine can lower your blood pressure.

Taking Alzmeran XL 10mg Prolonged-release Tablets with food and drink

« TakeAlzmeran XL 10mg Prolonged-release Tablets just after a meal
« Drinking alcohol may increase the unpleasant effects of Alfuzosin. You may feel dizzy and weak while taking Alzmeran XL 10mg
Prolonged-release Tablets. If this happens do not drink any alcohol.

Driving and using machines

You may feel dizzy and weak while taking Alzmeran XL 10mg Prolonged-release Tablets. Do not drive or operate any tools or machines
until you know how your body responds to the treatment.

Alzmeran XL 10mg Prolonged-release Tablets contains lactose.

This medicine contain lactose. If your doctor has told you that you cannot tolerate certain sugars, contact your doctor before you take this
medicine.

3. HOWTO TAKE ALZMERAN XL 10MG PROLONGED-RELEASE TABLETS
Always take this medicine exactly as your doctor has told you. Check with your doctor or pharmacist if you are not sure.

Adults:
Benign Prostatic Hyperplasia
The recommended dose is one Alzmeran XL 10 mg Prolonged-release Tablet once a day.

Acute Urinary Retention
The recommended dose is one Alzmeran XL 10mg Prolonged-release Tablet once a day from the day you have the catheter inserted.

Older people (>65years)
The usual dose is one Alzmeran XL 10 mg Prolonged-release Tablet once a day. The dose does not need to be adjusted for older patients
(over 65 years).

Patients with kidney problems
Your dose does not need to be adjusted for mild to moderate kidney problems whereas it is not given by your doctor if you have severe
kidney problems.

Patients with liver problems
Alzmeran XL 10 mg Prolonged-release Tablet should not be used in patients with liver problems. However, in mild to moderate liver
problems other products containing low dose of alfuzosin can be used.

Use inwomen and children
Alfuzosinis not to be used in women and children.
Taking Alzmeran XL 10mg Prolonged-release Tablets

« Swallow yourtablets whole with plenty of fluid (for instance a glass of water).
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« Donotbreak, crush or chew yourtablets. This can affect the release of your medicine into the body

« Thefirstdose of this medicine should be taken just before going to bed

« Take this medicine just after eating food (immediately after the same meal each day i.e. at the same time each day). Do not take it on
empty stomach.

Ifyou have taken more Alzmeran XL 10mg Prolonged-release Tablets than you should

Contact your doctor or your local hospital Accident and Emergency department straight away. Take this leaflet or some tablets with you so
your doctor will know what you have taken. Tell the doctor how many tablets you have taken. Lie down as much as possible to help stop the
side effects. Do not try to drive to the hospital yourself.

Ifyou have forgotten to take Alzmeran XL 10mg Prolonged-release Tablets
Do not take a double dose to make up for a forgotten tablet as this may cause a sudden drop in blood pressure. Skip the missed dose and
take the nexttablet as directed.

Ifyou stop taking Alzmeran XL 10mg Prolonged-release Tablets
You should notinterrupt or stop taking Alzmeran XL 10mg Prolonged-release Tablets without speaking to your doctor first. Take your tablets
asdirected and for as long as directed. Do not stop taking them eveniif you feel better, as otherwise the symptoms may return.

If you have any further questions on the use of this medicine, ask your doctor or pharmacist.
4. POSSIBLE SIDEEFFECTS

Like all medicines, this medicine can cause side effects, although not everybody gets them. These side effects are most likely to happen at
the start of treatment.

Serious side effects
If any of the following happen, stop taking Alzmeran XL 10mg Prolonged-release Tablets and tell your doctor immediately or go to your
nearest hospital emergency department.

Very rare (may affectup to 1in 10,000 people)

« Rapid swelling of the eyelids, face, lips, mouth and tongue, difficulty in breathing or swallowing, rashes, hives and itching. These are
symptoms of a very serious allergic reaction. (the medical term for these symptoms is angioedema).

« Feeling of tightness, heaviness, discomfort, or crushing pain that is felt behind the breastbone and may spread to the arms, neck and
jaw. [these may be manifestations of angina]. Normally, this only happens if you have had angina before.

Other side effects:
Common (may affectupto 1in 10 people)

Headache

Feeling sick (nausea)
Stomach pain
Weakness or tiredness
Dizziness

Fainting

Indigestion

Uncommon (may affect up to 1in 100 people)

Itchy, lumpy rash also called hives or nettle rash (urticaria)

Fastheartbeat (tachycardia) fastorirregular heartbeat (palpitations)
Chestpain

Drowsiness

Skinrashes

Iltching

Flushes

Water retention (may cause swollen arms or legs)

General feeling of being unwell

Problems with your vision

Inability to retain urine (urine incontinence)

Runny or blocked nose, sneezing facial pressure or pain

Being sick (vomiting)

Loose stools (diarrhoea)

Dryness of mouth

Sensation of spinning or whirling when you are not actually moving (vertigo)
Feeling dizzy or light headed when you stand or sit up quickly (postural hypotension)

Very rare (may affect up to 1in 10,000 people)
« Damage orinjury to the liver caused by a drug or chemical (hepatotoxicity)

Notknown (frequency cannot be estimated from the available data)

o Lack r?f \llvhite blood cells (neutropenia) may manifest as frequent infections with symptoms such as fever, severe chills, sore throat or
mouth ulcers.

o Increased risk of bleeding (including nose bleeds and/or bleeding gums) and bruising. This could be a blood problem called
“thrombocytopenia” which is a reduced number of platelets in the blood.

« Lossofappetite, nausea, vomiting, feeling generally unwell, fever, itching, yellowing of the skin and eyes, light coloured bowel motions,
dark coloured urine (these may be due to a liver problem)

« lIrregularand often rapid heart rhythm (atrial fibrillation)

« Prolonged and painful erection of the penis, unrelated to sexual activity (these may be due to a medical condition called priapism)

« Ifyou are having an operation on your eyes because of cataracts (where the lens of the eye is cloudy) and are already taking or have
taken Alzmeran XL 10mg Prolonged-release Tablets in the past, the pupil may dilate poorly and the iris (the coloured part of the eye)
may become floppy during the procedure. This only happens during the operation and it is important for the eye specialist to be aware
of this as the operation may need to be carried out differently (see section “Warnings and precautions”).

Reporting of side effects

Ifyou get any side effects, talk to your doctor, pharmacist or nurse. This

includes any possible side effects notlisted in this leaflet. You can also - report side effects directly via HPRAPharmacovigilance, Earlsfort
Terrace, IRL-Dublin2;Tel: +353 16764971; Fax: +353 16762517.

Website: www.hpra.ie; e-mail: medsafety@hpra.ie.

By reporting side effects you can help provide more information on the safety of this medicine.

5. HOWTO STORE ALZMERAN XL 10MG PROLONGED-RELEASE TABLETS

Keep this medicine out of the sight and reach of children.

This medicinal product does not require any special storage conditions.

Do not use this medicine after the expiry date which is stated on the carton after: “Use by” and on the strip after “EXP” The expiry date
refers to the last day of that month.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist how to throw away medicine you no longer
use. These measures are to help protect the environment.

6. CONTENTS OF THE PACKAND OTHER INFORMATION

What Alzmeran XL 10mg Prolonged-release Tablets contain

The active substance is alfuzosin hydrochloride.

Each prolonged release tablet contains 10 mg of alfuzosin hydrochloride.

The other ingredients are: lactose anhydrous, colloidal anhydrous silica, povidone, talc, magnesium stearate, hypromellose,
hydroxypropyl cellulose.

The tablet has a prolonged effect which means that after taking the active substance is not released immediately but gradually from the
tabletand therefore acts longer.

What Alzmeran XL 10mg Prolonged-release Tablets look like and contents of the pack

Alzmeran XL 10mg Prolonged-release Tablets are white to off-white, round, uncoated, biconvex tablets with flattened edges, marked with
'RY 10'on one side.

Alzmeran XL 10mg Prolonged-release Tablets are available in boxes of 10, 30 or 90 tablets.

Not all pack sizes may be marketed.

Marketing authorisation holder Ranbaxy Ireland Ltd, Spafield, Cork Road, Cashel, Co-Tipperary, Ireland

Please contact the marketing authorisation holder if you require more information about this medicine.

Manufacturer:

Ranbaxy Ireland Ltd., Spafield, Cork Road, Cashel, Co. Tipperary, Ireland

Terapia SA, Str Fabricii Nr. 124, Cluj- Napoca 400 632, Romania

This medicine is registered in the member states of the EEA under the following name:

France Alfuzosine RPG LP 10 mg, comprimé a libération prolongée

Greece Alfudex 10mg, tablets prolonged-release

Ireland Alzmeran XL 10mg prolonged-release tablets

Italy Alfuzosina Ranbaxy

Netherlands Alfuzosine HCI Ranbaxy 10 mg Tabletten, tabletten met verlengde afgifte
Poland Alfabax

Portugal Alfuzosina Bluepharma 10mg Comprimido de libertag&o prolongada
Sweden Alfuzosin Ranbaxy 10mg depottablett

United Kingdom Vasran XL 10 mg prolonged-release tablets

5111430
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