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LODINE Tablets

Composition:Each Lodine (5 — 10) Tablet contains:
Amlodipine Besylate equivalent to (5 or 10) mg
Amlodipine.

Mechanism of Action:

Amlodipine inhibits the trans membrane influx of cal-

cium ions into cardiac and vascular smooth muscle.

The mechanism of its antihypertensive action is due

to a direct relaxant effect on vascular smooth muscle

causing reduction in peripheral vascular resistance.

The precise mechanism by which it relieves angina

has not been fully determined, the mechanism may be

by dilates peripheral arterioles and coronary arteries,
so it improves oxygen supply and reduced energy and
oxygen requirement by the heart.

Pharmacokinetic:

After oral administration, amlodipine is well absorbed

(Absolute bioavailability 64-80%). it is extensively me-

tabolised (approx. 90%) by the liver to inactive pyridine

derivates. The terminal plasma elimination half-life is
about 35-50 hours. 10% of the parent compound and

60% of inactive metabolites excreted in the urine, and

20-25 % with faeces.

Indications:

Lodine may be used alone or in combination with

other medicines to treat:

- High blood pressure.

- Stable (chronic) angina pectoris and angina caused
by vasospasm.

- Angiographically Documented CAD In patients
with recently documented CAD by angiography and
without heart failure or an ejection fraction <40%.

Contraindications:Lodine is contra-indicated in
patients with:

- shock (including cardiogenic shock).

- hypersensitivity to amlodipine, dihydropyridine
derivatives or any of the excipients.

- haemodynamically unstable heart failure after acute
myocardial infarction (during the first 28 days).

- obstruction of the outflow-tract of the left ventricle
(e.g., high grade aortic stenosis)

Warnings & Precautions:

- Lodine should be used with caution in patients with
hepatic insufficiency and elderly patients.

- Lodine should be used with caution in patients with
heart failure.

Pregnancy and lactation:

Pregnancy: Pregnancy Category C, there are no ad-

equate studies for the use of amlodipine in pregnant

women. Use only if the expected benefit is greater
than the potential risk to the fetus.

lactation: It is not known if this medicine is excreted

in breast milk. Therefore, it is recommended that

breastfeeding be discontinued when the mother is
taking the medicine.

Drug Interactions:

- Studies indicate that there was no drug interaction
of amlodipine with digoxin, phenytoin, warfarin
and indomethacin at the level of binding to plasma
proteins.

- CYP3A4 inhibitors (such as ketoconazole, mac-
rolides, protease inhibitors and grapefruit juice):
cause elevated blood levels of amlodipine.

- CYP3A4 inducers (such as rifampicin): reduce
blood levels of amlodipine.

Side Effects: As with other calcium channel block-

ers, the most common symptoms include: headache,

edema, fatigue, nausea, redness of the face, abdomi-
nal pain and constipation.

Driving and using machines: Lodine can have

minor or moderate influence on the ability to drive

and use machines.

Dosage and Administration: Lodine may be used

alone or in combination with other medicines to treat:

- High blood pressure: Lodine is indicated for the
treatment of high blood pressure, at an initial dose
of 5 mg per day, which may be increased to 10 mg
per day in adults.

- Stable (chronic) angina pectoris and angina due
to vasospasm (Prinzmetal or variable angina): The
recommended dose for stable or variable angina is
5-10 mg in adults.

- Angiographically Documented CAD In patients
with recently documented CAD by angiography and
without heart failure or an ejection fraction <40%:

The recommended dose for coronary artery disease
patients ranges from 5-10 mg once daily.

- In children: The effective dose for lowering blood
pressure in children (6-17 years) is 2.5 - 5 mg once
daily.

Overdose:Large overdosage of amlodipine could

result in excessive peripheral vasodilatation and

possibly reflex tachycardia.

Cardiovascular and respiratory function should be

monitored. A vasoconstrictor may be helpful in re-

storing vascular tone and blood pressure, and calcium
gluconate can be given to counteract the blockade of
calcium channels. Hemodialysis is not effective in
removing an overdose of amlodipine due to its strong
binding to plasma proteins.

Storage:Keep this medicine out of the sight and reach

of children. Store below 30°C. Store in the original

package.

Packaging:Each carton Lodine (5-10) contains:

20 or 30 tablets in two or three blister strips.
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