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Lipitor 10 mg 2"» 10 o> :9owang aw

Lipitor 20 mg 2"» 20 w07
Lipitor 40 mg 2"n 40 w07
Lipitor 80 mg 1"» 80 Muo°7
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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 Ilb 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 M1 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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5 CONTRAINDICATIONS
. Acute liver failure or decompensated cirrhosis

e Hypersensitivity to atorvastatin or any excipients in LIPITOR. Hypersensitivity reactions, including
anaphylaxis, angioneurotic edema, erythema multiforme, Stevens-Johnson syndrome, and toxic
epidermal necrolysis, have been reported

6 WARNINGS AND PRECAUTIONS
6.2 Immune-Mediated Necrotizing Myopathy

Discontinue LIPITOR if IMNM is suspected

6.3 Hepatic Dysfunction

LIPITOR is contraindicated in patients with acute liver failure or decompensated cirrhosis.

If serious hepatic injury with clinical symptoms and/or hyperbilirubinemia or jaundice occurs, promptly
discontinue LIPITOR.

6.6 Increased Risk of Hemorrhagic Stroke in Patients on LIPITOR 80 mg with Recent
Hemorrhagic Stroke

Consider the risk/benefit of use of LIPITOR 80 mg in patients with recent hemorrhagic stroke.
9 USE IN SPECIFIC POPULATIONS

9.5 Geriatric Use

Advanced age (=65 years) is a risk factor for Lipitor-assocoayed myopathy and rhabdomyolysis.

9.6 Renal Impairment

Renal impairment is a risk factor for myopathy and rhabdomyolysis. Monitor all patients with renal
impairment for development of myopathy. Renal impairment does not affect the plasma
concentrations of LIPITOR, therefore there is no dosage adjustment in patients with renal
impairment

9.7 Hepatic Impairment
Lipitor is contraindicated in patients with acute liver failure or decompensated cirrhosis
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