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Contains: 120 mg, Diltiazem (as hydrochloride)
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Hypertension:

either as monotherapy or with other antihypertensive medications such as diuretics.
Angina pectoris:
chronic stable angina, angina due to coronary artery spasm.
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4.3 Contraindications
[...]
Concurrent use with lomitapide (see section 4.5).

4.4 Special warnings and precautions for use

[-o]

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.

4.5 Interaction with other medicinal products and other forms of interaction

Concomitant use contraindicated:
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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).

4.8 Undesirable effects

Very common |Common Uncommon Rare Not known
Skin and Erythema, Urticaria [...]
subcutaneous pruritus lupus-like
tissue disorders 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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