Diltiazem Hama Pharma

60, 90, 120, 180 mg.

COMPOSITION & Excipients:

Each capsule (Sustained-Release Pellets) contains: Diltiazem

Hydrochloride 60, 90, 120, or 180 mg.

Excipients: The Sustained-Release Pellets will be imported

ready for packaging.

PHARMACOLOGICAL CLASSIFICATION:

Ischemic Heart Disease drugs.

MECHANISM OF ACTION:

Diltiazem belongs to a group of medicines called calcium

antagonists. Diltiazem inhibits transmembrane calcium entry in

myocardial muscle fibres and in vascular smooth muscle

fibres, thereby decreasing the quantity of intracellular calcium

available to the contractile proteins.

PHARMACOKINETICS:

Absorption: After administration of 180 mg of Diltiazem formu-

lation, a peak plasma concentration is obtained after 5.5 hours.

Distribution: Diltiazem is 80% bound to plasma proteins

Metabolism: Diltiazem is metabolized in liver by CYP3A4.

Excretion: The elimination half-life varies from 6 to 8 hours.

INDICATIONS:

Diltiazem hydrochloride is indicated for the management of angi-

na pectoris, and management of mild to moderate hypertension.

CONTRAINDICATIONS:

Sick sinus syndrome except in the presence of a functioning

ventricular pacemaker.

Second or third degree AV block except in the presence of a

functioning ventricular pacemaker.

Severe bradycardia (below 40 bpm).

- Decompensated cardiac failure.

Left ventricular failure with pulmonary congestion.

Hypersensitivity to Diltiazem or to any of the excipients.

- Concomitant use of dantrolene infusion.

ADVERSE REACTIONS:

Some adverse events might be seen when using Diltiazem

such as: Headache, dizziness, Atrioventricular block, palpita-

tions, Flushing, Constipation, dyspepsia, gastric pain, nausea,

Erythema, Malaise, Peripheral oedema.

DRUG INTERACTIONS:

- The combination of a calcium antagonist and dantrolene is
potentially dangerous.

- Combining the drug with Lithium may increase lithium-
induced neurotoxicity.

- Hypotensive effect may be increased with combination of
Nitrate derivatives or Alpha-antagonists.

- Combination with Amiodarone and Digoxin increases risk of
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bradycardia.

Combination with beta-blockers or other antiarrhythmic agents
must only be used under close clinical and ECG monitoring
due to possibility of rhythm disturbances, sino-atrial and atrio-
ventricular conduction disturbances and heart failure.
Combination with Carbamazepine Increases in circulating
Carbamazepine levels, the dose should be adjusted if neces-
sary.

The risk of decrease of Diltiazem plasma levels may
increase after initiating therapy with Rifampicin.
Combination with anti-H2 agents increases plasma Diltiazem
concentrations, an adjustment in Diltiazem daily dose may
be necessary.

Combination with ciclosporin increases circulating ciclosporin
levels, it is recommended to reduce ciclosporin dose and
renal function be monitored.

Caution should be taken when combining benzodiazipnes with
the drug because Diltiazem significantly increases plasma
concentrations of short-acting benzodiazipines and prolong
their half-life. An adjustment in the dose of Corticosteroids may
be necessary when they are taken with Diltiazem.

A non CYP3A4-metabolised Statin should be used together
with Diltiazem because, Diltiazem is an inhibitor of CYP3A4
and has been shown to increase the risk of myopathy and
rhabdomyolysis that might be seen with Statins.

Diltiazem should not be taken at the same time as alcohol
because, Alcohol increase the rate of diltiazem adverse drug
reactions such as vasodilatory-related events.

WARNINGS and PRECAUTIONS:

- Close observation is necessary in patients with reduced left
ventricular function, bradycardia.

Prior to general anaesthesia, the anaesthetist must be
informed of ongoing Diltiazem treatment.

- Increase of plasma concentrations of Diltiazem may be
observed in the elderly and in patients with renal or hepatic
insufficiency.

Diltiazem may be associated with mood changes, including
depression.

Diltiazem has an inhibitory effect on intestinal motility.
Therefore, it should be used with caution in patients at risk to
develop an intestinal obstruction.

- Diltiazem in considered unsafe in patients with acute porphyria.
PREGNANCY and LACTATION:

Pregnant woman, likely to become a pregnant or nursing mothers
should not take this drug.
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DOSAGE and ADMINISTRATION:

- Adults: The usual initial dose is 90 mg twice daily. Dosage
may be increased gradually to 120 mg twice daily or 180 mg
twice daily if required. Patients currently receiving a total daily
dose of 180 mg diltiazem (as 90 mg bd), may be titrated up to
240 mg (od).

A patient receiving 240 mg per day of diltiazem (as 120 mg
b.i.d), should commence treatment on the 240 mg (od), titrating
to the 300 mg (od), if required.

- Elderly and patients with renal and hepatic dysfunction: The
starting dose should be 60 mg diltiazem twice daily. If necessary,
the dose may be increased gradually, but careful monitoring of
this group of patients is advised. Where the patient is currently
prescribed 120 mg this dose may, by careful titration, be
increased to 240 mg OD, the dose should not be increased if the
heart rate falls below 50 beats per minute.

Children: Diltiazem preparations are not recommended for
children.

OVERDOSAGE:

The clinical effects of overdose can involve hypotension possi-
bly leading to collapse, sinus bradycardia, and atrioventricular
conduction disturbances.

Treatment will include gastric lavage and/or osmotic diuresis.
Proposed corrective treatments: atropine, vasopressors,
inotropic agents, glucagon and calcium gluconate infusion.
PACKAGING:

3 blisters, each contains 10 Sustained-Release Capsules/ car-
ton box, for each strength.

STORAGE CONDITIONS:

Store at room temperature, between 15° - 30° C, away from
moisture.

Keep out of reach of children.

TPP150 THIS IS A MEDICAMENT

~ A medicament is a product but unlike any other products.
~ A medicament is 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 ~ phar-
macist 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 MEDICAMENTS OUT OF REACH OF CHILDREN

(Council of Arab Health Ministers) (Arab Pharmacists Association)

Manufactured by: |
HAMA PHARMA Hama - Syria NV
Tel.: 4963 33 8673041 Fax: +963 33 8673043 MPRawa pHaRMA
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