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ALDERON"25 & 50 ) ‘

EPLERENONE

Eplerenone 25 & 50 mg film-coated tablets

Drug Description

The active substance of Alderon® film-coated tablets is
Eplerenone. Each tablet contains 25 mg or 50 mg of Eplerenone.
Alderon® 25 mg and 50 mg film-coated tablets are available in 3
blister packs each containing 10 tablets.

Indications

Eplerenone belongs to a group of medicines known as selective
aldosterone receptor blocking agents. These blocking agents inhibit
the attachment of aldosterone to its receptor, antagonizing its
function, a substance produced within the body, which controls your
blood pressure and heart function. High levels of aldosterone can
cause changes in your body that lead to heart failure. Alderon® is
used to treat high blood pressure alone or along with other
medicines. It is also used to improve survival in patients who have
certain heart problems (left ventricular systolic dysfunction and
congestive heart failure) following a heart attack. It may also be
used for other conditions as determined by your doctor.

Contraindications

Check with your physician if the following applies to you

You may not be able to take this medicine.

« If you are allergic to Eplerenone.

« If you have high levels of potassium in your blood (hyperkalemia)
« If you have severe kidney disease

« If you are taking medicines that are used to treat fungal infections
(ketoconazole or itraconazole)

« If you are taking antiviral medication for treating HIV (nelfinavir or
ritonavir)

« If you are taking antibiotics used to treat bacterial infections
(clarithromycin)

- If you are you are being treated for hypertension and taking
groups of potassium sparing diuretics, like amiloride, triamterene,
spironolactone and potassium supplements.

- If you are being treated for hypertension and have type 2 diabetes
with increased levels of albumin (a protein) in your urine

Warnings and Precautions

Talk to your doctor or pharmacist before taking Alderon.

« High potassium levels in blood (hyperkalemia)

There should be periodic potassium monitoring, avoidance of
certain concomitant medication.

If you develop hyperkalemia, you may continue eplerenone with
dose adjusted by your doctor.

« Diabetes

Tell your doctor if you have diabetes with proteinurea.

- Serious drug interactions can occur when certain medicines are
used together with Eplerenone (avoid potassium supplements,
potassium containing salt substitutes, diet rich in potassium, and
drugs causing hyperkalemia

« Serum potassium levels should be measured before Eplerenone
initiation, within the first week, and at one month after the
treatment or dosage adjustment, and periodically thereafter blood
pressure and serum creatinine should be monitored periodically.

« Kidney disease

- Discontinue eplerenone if you have heart failure and experience
episodes of diarrhea or dehydration

Pregnancy & Breastfeeding

Pregnancy

If you are p pregnant, think you may be pregnant or are planning to
have a baby, ask your doctor or pharmacist for advice before taking
this medicine. The effect of Eplerenone has not been evaluated
during pregnancy in humans.

Breastfeeding

If you are breastfeeding ask your doctor or pharmacist for advice
before taking this medicine. It is not known if Eplerenone is
excreted in human breast milk. A decision should be made with
your doctor, whether to discontinue breastfeeding or to discontinue
the drug

Eplerenone contains lactose monohydrate

Eplerenone contains lactose monohydrate (a type of sugar).

If you have been told by your doctor that you have an intolerance
to some sugars, contact your doctor before taking this medicinal
product.

Drug Interactions

Do not take eplerenone with:

- Itraconazole or ketoconazole (used to treat fungal infections),
ritonavir, nelfinavir (antiviral medication for treating HIV),
clarithromycin (used to treat bacterial infections) or nefazodone
(used to treat depression) as these drugs reduce the breakdown of
Eplerenone, thereby prolonging its effect on the body. Potassium
sparing diuretics (drugs which help you to excrete excess body fluid)
and potassium supplements increase the risk of high potassium
levels in your blood. Angiotensin converting enzyme inhibitors
(ACEI) and angiotensin receptor blockers (ARB) together (which are
used to treat high blood pressure, heart disease or particular kidney
conditions) as these drugs may increase the risk of high potassium
levels in your blood.

Inform your doctor if you are taking any of these medicines:

« Lithium

Serum lithium levels should be monitored frequently if Eplerenone
is administered concomitantly with lithium.

= Cyclosporin or tacrolimus (used to treat skin conditions such as
psoriasis or eczema and to prevent rejection after organ transplan-
tation). These drugs can cause kidney problems and therefore

increase the risk of high potassium levels in your blood.

« NSAIDs -certain pain killers such as ibuprofen, used to relieve pain,
stiffness and inflammation. These drugs may lead to kidney
problems and therefore increase the risk of high potassium levels in
your blood, Alfal- blockers like prazosin or alfuzosin (used to treat
high blood pressure and particular prostate conditions) may lead to
a fallin blood pressure and dizziness upon standing.

Tricyclic antidepressants such as amitryptyline or amoxapine (for
treatment of depressions), antipsychotics (also  known as
neuroleptics) such as chlorpromazine or haloperidal (for the
treatment of psychiatric disorders), and baclofen (used to treat
muscle spasm), These drugs may lead to a fall in blood pressure and
dizziness upon standing.

« Digoxin (used in the treatment of heart conditions). Digoxin blood
levels may be increased when taken together with eplerenone.

< Warfarin (an anti clotting drug): Caution is warranted when taking
warfarin because high levels of warfarin in the blood may cause
changes in the effect of Eplerenone on the body.

« St. John's Wort (herbal medicinal product), rifampicin (used to
treat bacterial infections), carbamazepine, phenytoin, and
phenobarbital (used to treat epilepsy) may increase the breakdown
of Eplerenone and thus decrease its effect.

« Voriconazole May increase concentration of Eplerenone Avoid
combination.

Dosage and Administration

Always take this medicine exactly as your doctor or pharmacist
has told you.

« Eplerenone is usually administered together with other
medication for heart failure e.q. beta blockers. The usual starting
dose is one 25 mg tablet once daily, increasing after about 4 weeks
to 50 mg once daily (either as one 50 mg tablet or two 25 mg
tablets) The maximum dose regimen is 50 mg daily.

« If you have mild kidney disease, you should start on one 25 mg
tablet every day. And if you have moderate kidney disease, you
should start on one 25 mg tablet every other day. These doses may
be adjusted if your doctor recommends and according to your blood
potassium levels.

« In patients with mild to moderate liver disease no adjustment of
the starting dose is required. Eplerenone tablets may be taken
together with food or on an empty stomach.

If you take more Eplerenone than you should:

« If you take more Eplerenone than you should, tell your doctor or
pharmacist immediately. If you have taken too much of your
medicine, the most likely symptoms will be low blood pressure
(expressed as a light feeling in your head, dizziness, blurred vision,
weakness, acute loss of consciousness) or high levels of potassium
in the blood (expressed by muscle cramps, diarrhea, nausea,
dizziness or headache).

If you forget to take Eplerenone:

« If itis almost time for your next tablet, skip the tablet you missed
and take your next tablet when it is due. otherwise take the tablet
as soon as you remember, providing there is more than 12 hours to
when you are due to take your next tablet. Then go back to taking
your medicine as you would normally.

« Do not take a double dose to make up for the forgotten tablet.
Children and Adolescents

Safety and efficacy of Eplerenone have not been established in
children and adolescents.

Elderly

CHF post MI patients older than 75 years did not appear to benefit
from the use of eplerenone

Adverse Effects

Like all medicines this medicine can cause side effects, although
not everybody gets them.

- Common Adverse Effects (may affect up to 1in 10 people):
Elevated potassium level in your blood (symptoms include muscle
cramps, diarrhea, nausea, dizziness or headache), dizziness &
fatigue, elevated quantity of cholesterol in your blood, insomnia
(difficulty sleeping), headache, heart complaints e.g., irregular
heartbeat and heart failure, cough, low blood pressure, diarrhea,
nausea & vomiting, abnormal functioning of your kidney, Increased
creatinine blood levels which may indicate kidney problems.

« Uncommon Adverse Effects

Infection, dehydration, elevated quantity of triglycerides (fats) in
your blood, low blood sodium levels, inflammation of the gall
bladder, thrombosis (blood clot) in the leg, sore throat, increase in
blood glucose, Increased sweating, musculoskeletal pain,
enlargement of breasts in men, changes in some blood test results
« If you experience any of the following, seek immediate medical
attention:

Swollen face, tongue or throat, difficulty swallowing, hives and
difficulties breathing. These are the symptoms of angioedema, an
uncommon (affecting up to in 100 people) side effect.

Storage and Stability

«Keep this medicine out of the sight and reach of children.
« Do not store this medicine above 30°C

«Keep the drug away from light and moisture.
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Manufactured by:
Aburaihan pharmaceutical Company. Tehran. IRAN
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