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Lipitor 10 mg 1" 10 107 :3°wons aw

Lipitor 20 mg 3"» 20 M o
Lipitor 40 mg 2"n 40 wo%H
Lipitor 80 mg 2" 80 Mmuo*H

P1IM 2297

Each film-coated tablet contains atorvastatin calcium equivalent to 10/20/40/80 mg
atorvastatine.
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Hypercholesterolaemia

LIPITOR is indicated as an adjunct to diet for reduction of elevated total cholesterol, LDL-
cholesterol, apolipoprotein B, and triglycerides and to increase HDL-cholesterol in patients
with primary hypercholesterolaemia including familial hypercholesterolaemia (heterozygous
variant) or combined (mixed) hyperlipidaemia (corresponding to types Ila and IIb of the
Fredrickson classification) when response to diet and other nonpharmacological measures is
inadequate.

LIPITOR is also indicated to reduce total-C and LDL-C in patients with homozygous
familial hypercholesterolaemia as an adjunct to other lipid-lowering treatments (e.g. LDL
apheresis) or if such treatments are unavailable.

Pediatric Patients (10-17 years of age)

LIPITOR is indicated as an adjunct to diet to reduce total-C, LDL-C, and apo B levels in
boys and postmenarchal girls, 10 to 17 years of age, with heterozygous familial
hypercholesterolemia if after an adequate trial of diet therapy the following findings are
present:
a. LDL-C remains > 190 mg/dL or
b. LDL-C remains > 160 mg/dL and:

* there is a positive family history of premature cardiovascular disease or

* two or more other CVD risk factors are present in the pediatric patient

Prevention of cardiovascular disease
Prevention of cardiovascular and/or cerebrovascular events such as MI or stroke: as an

adjunct to correction of other risk factors such as hypertension in patients with three or more
additional risk factors or diabetes with one additional risk factor.



In patients with clinically evident coronary heart disease, LIPITOR is indicated to:
Reduce the risk of non-fatal myocardial infarction

Reduce the risk of fatal and non-fatal stroke

Reduce the risk for revascularization procedures

Reduce the risk of hospitalization for CHF

Reduce the risk of angina
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6.5 Myasthenia Gravis and Ocular Myasthenia

In few cases, statins have been reported to induce de novo or aggravate pre-existing myasthenia gravis or
ocular myasthenia (see section 7). Atorvastatin should be discontinued in case of aggravation of symptoms.
Recurrences when the same or a different statin was (re-) administered have been reported

7.2 Postmarketing Experience

Evye disorders: ocular myasthenia

Nervous system disorders : dizziness, peripheral neuropathy, myasthenia gravis
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