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Entresto® is indicated for the treatment of heart failure (NYHA class II-IV) in
patients with systolic dysfunction.

Entresto® has been shown to reduce the rate of cardiovascular death and heart
failure hospitalisation compared to angiotensin-converting enzyme (ACE)
inhibitor therapy.
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Entresto® 50 mg film-coated tablet contains 24 mg sacubitril and 26 mg
valsartan as sodium salt complex.

Entresto® 100mg film-coated tablet contains 49 mg sacubitril and 51 mg
valsartan as sodium salt complex.

Entresto® 200mg film-coated tablet contains 97 mg sacubitril and 103 mg
valsartan as sodium salt complex.
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4.2 Posology and method of administration
Posology

If a dose is missed, the patient should take the next dose at the scheduled time.
Splitting or crushing of the tablets is not recommended.
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4.4 Special warnings and precautions for use
Psychiatric disorders

Psychiatric events such as hallucinations, paranoia and sleep disorders, in
context of psychotic events, have been associated with sacubitril/valsartan use.
If a patient experiences such events, discontinuation of sacubitril/valsartan
treatment should be considered.

4.5 Interaction with other medicinal products and other forms of
interaction

Lithium

Reversible increases in serum lithium concentrations and toxicity have been

reported during concomitant administration of lithium with ACE inhibitors or
| angiotensin II receptor antagonists- including sacubitril/valsartan fateractions

4.8 Undesirable effects

Table 1 List of adverse reactions

Psychiatric disorders Hallucinations** Rare
Sleep disorders Rare
Paranoia Very rare

**Including auditory and visual hallucinations

6.4 Special precautions for storage
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