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Bisoprolol Fumarate 2.5 mg Tablets
Bisoprolol Fumarate 5 mg Tablets
Bisoprolol Fumarate 10 mg Tablets

Bisoprolol Fumarate

Read all of this leaflet carefully before you start taking this medicine
¢ Keep this leaflet. You may need to read it again.
e If you have any further questions, please ask your doctor or yourpharmacist.
¢ This medicine has been prescribed for you. Do not pass it on to others. It may harm them, even if their
symptoms are the same as yours.
e If any of the side effects get serious, or if you notice any side effects not listed in this leaflet, please tell
your doctor or your pharmacist.

In this leaflet:

o0k wNE

What Bisoprolol Fumarate Tablets are and what they are used for.
Before you take Bisoprolol Fumarate Tablets.

How to take Bisoprolol Fumarate Tablets.

Possible side effects.

How to store Bisoprolol Fumarate Tablets.

Further Information.

1. What Bisoprolol Fumarate Tablets are and what they are used for

Bisoprolol Fumarate belongs to a group of drugs called beta-blockers. Bisoprolol Fumarate is used in
combination with other medicines to treat stable chronic moderate to severe heart failure.

Bisoprolol Fumarate Tablets may be used to treat the following conditions:

Treatment of high blood pressure (hypertension)

Treatment of coronary heart disease (angina pectoris)

Treatment of stable chronic moderate to severe heart failure with reduced systolic ventricular function
(ejection fraction 35%, based on echocardiography) in addition to ACE inhibitors, and diuretics, and
optionally cardiac glycosides (for additional information see section5.1).

2. Before you take Bisoprolol Fumarate Tablets

Do not take Bisoprolol Fumarate Tablets:

e If you are taking a MAO (monoamine oxidase) — A inhibitor, a calcium antagonist or clonidine

o if you are allergic (hypersensitive) to bisoprolol fumarate or any of the other ingredients of Bisoprolol
Fumarate tablets.

e if you have heart failure that suddenly becomes worse and / or that may require hospital treatment

o if you have had cardiac shock

o if you suffer from heart block

o if you suffer from very slow heartbeats (less than 60/minute)or sick sinus syndrome

e if you have very poor circulation or severe Raynaud’s Syndrome

o if you have extremely low blood pressure

e if you have untreated high blood pressure due to a tumour near the kidney (phaeochromocytoma)

¢ have excess acid in the blood, a condition known as metabolicacidosis

o if you suffer from acute bronchial asthma or have severebreathing difficulties.

Take special care with Bisoprolol Fumarate Tablets and talk to your doctor:

¢ if you have chest pain at rest or Prinzmetal’s angina

if you have asthma or any other lung disease.

if you have diabetes mellitus

if you have psoriasis

if you have poor circulation

if you have kidney or liver disease

if you have an irregular heartbeat

if you have an overactive thyroid

if you are having desensitisation treatment for allergies

if you are pregnant, planning to become pregnant or breast-feeding
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o if you are taking any other medicine — even those not prescribed to you by your doctor. Examples of these
are drugs used to treat heart disease, high blood pressure, irregular heart beat, epilepsy, depression, anti-
malarials or rifampicin (an antibiotic)

o if you are fasting

« if you have phaeochromocytoma (rare tumour), bisoprolol must not be started until after treatment
with another medicine (alpha-receptor blocker)

o if you are going to be given a general anaesthetic during an operation — tell your doctor that you are taking
bisoprolol

Taking other medicines:
Medicines that you should avoid using with Bisoprolol Fumarate, unless your doctor advises otherwise:
¢ Medicines called clonidine, methyldopa, moxonodine, rilmenidine, or medicines such as verapamil or
diltiazem may cause your heart to beat too slowly and /orweakly.
¢ Medicines for the treatment of an irregular heartbeat, such as quinidine, disopyramide, lidocaine,
phenytoin, flecainide, propafenone may weaken yourheartbeat.

Medicines that should be given with Bisoprolol Fumarate, only under medical supervision:

» other medicines used to treat hypertension such as felodipine and amlodipine may give rise to an
excessive drop in blood pressure and / or heartrate.

o other medicines for the treatment of an irregular heartbeat such as amiodarone.

o topical beta-blockers (e.g. eye drops for glaucomatreatment)

e medicines that affect the nervous system such as donepezil or tacrine which in combination with bisoprolol
fumerate can slow the heart rate

¢ oral antidiabetic medicines such as insulin can mask symptoms of low blood sugar in diabetics.

e anaesthetics may cause an abnormal drop in blood pressure.

e medicines known as NSAIDs (non-steroidal anti-inflammatory medicines) used to treat pain or
inflammation, may decrease the blood pressure-lowering effect of Bisoprolol.

e medicines such as isoprenaline and dobutamine may reduce their effectiveness when combined with
Bisoprolol

e medicines such as barbiturates (a type of sedative), some antidepressants (known as tricyclic
antidepressants, e.g. impramine) and phenothiazines (used for mental disorders) may add to the blood
pressure lowering effect of Bisoprolol Fumarate.

¢ certain medicines to treat clinical shock (e. g. adrenaline, dobutamine, noradrenaline)

e mefloquine, a medicine for malaria

¢ 50 called monoamine oxidase inhibitors i.e. MAO-inhibitors (except MAO-B inhibitors) such as
moclobemide or phenelzine (for depression).

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

Taking Bisoprolol Fumarate Tablets with food and drink

Bisoprolol Fumarate Tablets should be taken in the morning, before, with or after breakfast. They should be
swallowed whole with liquid and should not be chewed or crushed.

Avoid drinking excessive alcohol, since it may increase the blood pressure-lowering effect of Bisoprolol. Avoid
drinking alcohol altogether, if it makes you more dizzy or more light-headed than usual.

Pregnancy and breast-feeding:
You should not take Bisoprolol Fumarate Tablets if you are pregnant or breast-feeding. Please ask your doctor
or pharmacist for advice before taking any medicine.

Driving and using machines:

Bisoprolol Fumarate Tablets may cause side effects that may affect a person's ability to drive and use
machinery particularly during the first few weeks of your treatment. You may find that your reactions are
impaired, especially if you have also consumed alcohol. Examples of side effects include visual disturbances,
drowsiness or dizziness. If you suffer from any of these side effects it is advisable to refrain from driving or
using machinery.

3. How to take Bisoprolol Fumarate tablets

Always take Bisoprolol Fumarate tablets exactly as your doctor has told you. You should check with your
doctor or your pharmacist if you are not sure. Always take Bisoprolol Fumarate tablets in the morning, before,
with, or after breakfast. Swallow the tablet/s whole with some water and do not chew or crush them.

Children: Bisoprolol Fumarate Tablet/s is/are not recommended for use in children
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Adults and the elderly: When you first start taking Bisoprolol Fumarate your doctor will increase the strength
of the tablets you take very gradually, until you receive the dose that suits you.

The recommended dose for the treatment of stable chronic heart failure is 10 mg once daily. This may be
reduced by your doctor gradually depending on your response to treatment.

Kidney or liver insufficiency: The dosage should be increased very gradually and cautiously in patients with
severe kidney or liver disorder

If you take more Bisoprolol Fumarate Tablets than you should:
Contact your doctor or local emergency ward immediately. Take this leaflet and any tablets you still have with
you. You may feel dizzy or extremely tired or notice tinnitus (ringing in you ears).

If you forget to take Bisoprolol Fumarate Tablets:
If you forget to take a dose, take it as soon as you remember it unless it is nearly time for your next dose. Do
not take a double dose to make up for a forgotten dose.

If you stop taking Bisoprolol Fumarate Tablets:
Do not stop treatment suddenly or change the recommended dose without talking to your doctor first. If you
need to stop treatment, it must be done gradually, to avoid side effects.

If you have any further questions on the use of this product, ask you doctor or pharmacist.

4., Possible side effects

Like all medicines, Bisoprolol Fumarate Tablets can cause side effects, although not everybody gets them.
The following side effects have been reported:

Very common (seen in more than 1 in 10 patients): slow heartbeat (in patients with chronic heart failure)

Common side effects (seen in more than 1 in 100 patients but less than 1 in 10 patients) include: upset
stomach, vomiting, diarrhoea or constipation and coldness or numbness of the fingers or toes. Low blood
pressure, worsening of pre-existing heart failure and weakness (asthenia).

Headaches, tiredness, exhaustion, dizziness or fatigue are common side effects during the first two weeks
of treatment.

Uncommon side effects (seen in more than 1 in 1,000 patients but less than 1 in 100 patients) include:
interference with the normal heart rate, difficulty in breathing, breathlessness or fainting — tell your doctor as
soon as possible if you notice any of these symptoms. Other uncommon side effects are low blood pressure in
upright position (orthostatic hypotension), muscle weakness, cramps, difficulty in sleeping and depression.

Rare side effects (seen in more than 1 in 10,000 patients but less than 1 in 1,000) include: nightmares,
hallucinations, syncope (loss of consciousness) hepatitis (inflammation of the liver) where you may notice a
yellowing of the skin or the whites of your eyes, increased liver enzymes, increased blood levels of some fats,
impotence, hearing impairment, dry eyes, skin reactions (rash, itching) or flushing, allergic rhinitis (blocked,
runny, itchy nose).

Very rare side effects (seen in less than 1 in 10,000) include: conjunctivitis (eye inflammation), alopecia (hair
loss), psoriasis like rash.

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.

To report any side effect(s):

* Saudi Arabia:

— The National Pharmacovigilance and Drug Safety Centre (NPC)
0 Fax: +966-11-205-7662
Call NPC at +966-11-2038222, Exts: 2317-2356-2353-2354-2334-2340.
Toll free phone: 8002490000
E-mail: npc.drug@sfda.gov.sa
Website: www.sfda.gov.sa/npc
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0 Other GCC Slates:

Please contact the relevant competent authority.

5. How to store Bisoprolol Fumarate tablets

Store below 30°

Do not use Bisoprolol Fumarate Tablets after the expiry date which is stated on the blister and the carton. The
expiry date refers to the last day of that month. This medicinal product does not require any special storage
conditions.

Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist how to dispose
of medicines no longer required. These measures will help to protect the environment.

}‘I-Gﬂ. Further Information

What Bisoprolol Fumarate Tablets contain

The active substance is bisoprolol fumarate

Each 2.5 mg tablet contains 2.5 mg bisoprolol fumarate.
Each 5 mg tablet contains 5 mg bisoprolol fumarate.
Each 10 mg tablet contains 10 mg bisoprolol fumarate.

The other ingredients are microcrystalline cellulose, silica, colloidal anhydrous, croscarmellose sodium,
sodium starch glycolate (type A) and magnesium stearate.

What Bisoprolol Fumarate Tablets look like and contents of the pack:

Bisoprolol Fumarate 2.5 mg tablets are white to off white round biconvex tablets with a break line on one side.
Bisoprolol Fumarate 5 mg tablets are white to off white round biconvex tablets with a break line on one side.
Bisoprolol Fumarate 10 mg tablets are white to off white round biconvex tablets with a break line on one side.

They come in packs of 30 tablets (not all pack sizes may be marketed).
Marketing Authorisation Holder and

AJA Pharmaceutical Industries Company, Ltd.
Saudi Chemical Co. Bldg. Al-Ahsa St. Malaz District
P.O. BOX 2665

Riyadh 11461

Saudi Arabia

Tel: +966 11 2066351

Fax: +966 11 2066349

Manufacturer:
Chanelle Medical, Loughrea, Co. Galway, Ireland.

This is a Medicament
— Medicament is a product which affects your health and its consumptioncontrary 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 the experts in medicines, their benefits and risks.
— Do not by yourself interrupt the period of treatment prescribed foryou.
— Do not repeat the same prescription without consulting your doctor.
— Keep all medicaments out of reach of children.

Council of Arab Health Ministers

Union of Arab Pharmacists
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