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Calcium channel blocker that is indicated for the treatment of hypertension and angina.
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Contraindications

Hypersensitivity to diltiazem or to any of the excipients listed in section 6.1.
Concurrent use with lomitapide (see section 4.5).

Special warnings and precautions for use

Cases of acute renal failure secondary to decreased renal perfusion have been reported in patients with
existing cardiac disease especially reduced left ventricular function, severe bradycardia or severe
hypotension. Careful monitoring of renal function is advised.

Like other calcium channel antagonists, diltiazem has an inhibitory effect on intestinal motility.
Therefore it should be used with caution in patients at risk of developing an intestinal obstruction.
Tablet residues from slow release formulations of the product may pass into the patient's stools;
however, this finding has no clinical relevance.

Interaction with other medicinal products and other forms of interaction

Concomitant use contraindicated:

Lomitapide

Diltiazem (a moderate CYP3A4 inhibitor) may increase lomitapide plasma concentrations through
CYP3A4 inhibition leading to increased risk of elevations in liver enzymes (see section 4.3).

General information to be taken into account:

Benzodiazepines (midazolams-triazelam): Diltiazem significantly increases plasma concentrations of
midazolam and-triazelam and prolongs its their-half-life. Special care should be taken when
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prescribing short-acting benzodiazepines metaboliszed by the CYP3A4 pathway in patients using
diltiazem.

Statins (simvastatin, atorvastatin;tevastatin): Diltiazem is an inhibitor of CYP3A4 and has been
shown to significantly increase the AUC of some statins. The risk of myopathy and rhabdomyolysis
due to statins metabolised by CYP3A4 may be increased with concomitant use of diltiazem. When
possible, a non CYP3A4 metabolised statin should be used together with diltiazem, otherwise close
monitoring for signs and symptoms of a potential statin toxicity is required.

4.8 Undesirable effects
Skin and subcutaneous tissue disorders:

Not known frequency:

Lupus-like syndrome
4.9 Overdose
The clinical effects of acute overdose can involve pronounced hypotension possibly leading to

collapse, acute kidney injury, sinus bradycardia with or without isorhythmic dissociation and
atrioventricular conduction disturbances.

Hyperglycaemia is also a recognised complication.
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	עלון לצרכן
	אופן הנטילה
	יש לבלוע את הכמוסה בשלמותה, עם כוס מים. ניתן ליטול את התרופה ללא קשר לזמני הארוחות.
	אין ללעוס או לכתוש את הכמוסה! כמוסות אדיזם CD תוכננו להשפיע כנדרש לאורך 24 שעות, כאשר הכמוסה נבלעת בשלמותה. ראה סעיף 'אזהרות מיוחדות הנוגעות לשימוש בתרופה'.

