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Dosage Form: Film Coated Tablets
Composition: 10 mg ezetimibe and 10, 20, 40 or 80 mg of atorvastatin (as calcium trihydrate).
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- Prevention of Cardiovascular Events
Atozet is indicated to reduce the risk of cardiovascular events in patients with coronary heart disease (CHD) and a
history of acute coronary syndrome (ACS), either previously treated with a statin or not.
- Hypercholesterolaemia
Atozet is indicated as adjunctive therapy to diet for use in adults with primary (heterozygous familial and nonfamilial)
hypercholesterolaemia or mixed hyperlipidaemia where use of a combination product is appropriate
patients not appropriately controlled with a statin alone
*patients already treated with a statin and ezetimibe
- Homozygous Familial Hypercholesterolaemia (HoFH)
Atozet is indicated as adjunctive therapy to diet for use in adults with HoFH. Patients may also receive adjunctive
treatments (e.g., low-density lipoprotein [LDL] apheresis).
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4.8 Undesirable effects

Muscle-related effects

A Cholesterol Treatment Trialists’ (CTT) Collaboration meta-analysis (2022) assessed 19 double blind trials of statin
vs. placebo trials (n=123,940) and four double blind trials of more intensive vs. less intensive statin regimen
(n=30,724). The analysis concluded:

e Statin therapy group reported a small relative increase (3%) in mild muscle pain or weakness, mainly in the first

year of treatment.

e Intensive statin regimens increased first-episode muscle pain or weakness symptoms being more likely compared
to moderate or less intense regimens.

e Over 90% of reported muscle symptoms in participants on statin therapy were not related to the statin, which
may be due to a nocebo effect.
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