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Each tablet contains lercanidipine hydrochloride 10 mg
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Mild to moderate essential hypertension
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4.3 Contraindications

e Co-administration with:
o strong inhibitors of CYP3A4 (see section 4.5).
o ciclosporin (see section 4.5).
o grapefruit or grapefruit juice (see section 4.5).

4.4 Special warnings and precautions for use

Peritoneal Dialysis

Lercanidipine has been associated with the development of cloudy peritoneal effluent in
patients on peritoneal dialysis. The turbidity is due to an increased triglyceride
concentration in the peritoneal effluent. Whilst the mechanism is unknown, the turbidity
tends to resolve soon after withdrawal of lercanidipine. This is an important association
to recognise as cloudy peritoneal effluent can be mistaken for infective peritonitis with
consequential unnecessary hospitalisation and empiric antibiotic administration.

4.5 Interaction with other medicinal products and other forms of interaction

Contraindications of concomitant use
Inhibitors of CYP3A4

Co-prescription of lercanidipine with inhibitors of CYP3A4 (e.g. ketoconazole, itraconazole,
ritonavir, erythromycin, troleandomycin, clarithromycin) should be avoided (see section 4.3).
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Grapefruit or grapefruit juice

As for other dihydropyridines, lercanidipine is sensitive to inhibition of metabolism by
grapefruit or grapefruit juice, with a consequent rise in its systemic availability and
increased hypotensive effect. Lercanidipine should not be taken with grapefruit or grapefruit
juice (see section 4.3).

Concomitant use not recommended

Inducers of CYP3A4

Co-administration of lercanidipine with CYP3A4 inducers like anticonvulsants (e.g.
phenytoin, phenobarbital, carbamazepine) and rifampicin should be approached with
caution since the antihypertensive effect may be reduced and blood pressure should be
monitored more frequently than usual (see section 4.4).

Precautions including dose adjustment

Substrates of CYP3A4

Caution should be exercised when lercanidipine is co-prescribed with other substrates of
CYP3A4, like terfenadine, astemizole, class Il antiarrhythmic drugs such as amiodarone,
quinidine, sotalol.

Concomitant use with other drugs

Other medications affecting blood pressure
As for all antihypertensive medications, an increased hypotensive effects may be observed

when lercanidipine is administered with other medications affecting blood pressure, such as
alphablockers for the treatment of urinary symptoms, tricyclic antidepressants, neuroleptics.
On the contrary, a reduction of the hypotensive effect may be observed with a concomitant

use with corticosteroids.

4.8 Undesirable effects

Immune System Disorders:
Rare: Hypersensitivity
Nervous System Disorders:
Common: Headache

Rare: Somnolence, Syncope

Cardiac Disorders:
Common: Tachycardia, Palpitations
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Vascular Disorders:

Common: Flushing

Uncommon: Hypotension

Gastrointestinal Disorders:

Uncommon: Dyspepsia, Nausea, Abdominal pain upper

Not known: Gingival hypertrophy?, Peritoneal cloudy effluent*
Skin and Subcutaneous Tissue Disorders:

Uncommon: Rash, Pruritus

Rare: Urticaria

Not known: Angioedemat

Musculoskeletal and connective tissue disorders:

Uncommon: Myalgia

Renal and Urinary Disorders:

Uncommon: Polyuria
Rare: Pollakiuria

General Disorders and Administration Site conditions:
Common: Oedema peripheral

Uncommon: Asthenia, Fatigue

Rare: Chest pain

Description of selected adverse reactions

In placebo controlled clinical trials the incidence of peripheral oedema was 0.9% with
lercanidipine 10-20 mg and 0.83% with placebo. This frequency reached 2% in the overall
study population including long term clinical trials.

4.9 Overdose
Symptoms

However, at very high doses, the peripheral selectivity may be lost, causing bradycardia
and a negative inotropic effect. The most common ADRs associated to cases of overdose
have been hypotension, dizziness, headache and palpitations.

Management
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Patients in whom a moderate to severe intoxication is anticipated should be observed in a
high-care setting.
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