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Pravastatin Teva 20mg Tablets

Contains: Pravastatin sodium 20 mg
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Pravastatin Teva 40mg Tablets

Contains: Pravastatin sodium 40 mg

$DIVINN NTIYNI NIYVIRY 92 NMNINN

Pravastatin is indicated as a component of multiple risk factor intervention in those individuals at
increased risk for atherosclerotic vascular disease due to hypercholesterolemia .

Pravastatin should be used in addition to a diet restricted in saturated fat and cholesterol when the
response to diet and other nonpharmacological measures alone has been inadequate.

Primary prevention of coronary events:

In hypercholesterolemic patients whthout clinically evident coronary heart disease pravastatin is
indicated to:

- Reduce the risk of myocardial infarcton.

- Reduce the risk for revascularization.

- Reduce the risk of deaths due to cardiovascular causes with no increase in deaths from non-
cardiovascular causes.

Secondary prevention of cardiovascular events:

Atherosclerosis:

in hypercholesterolemic patients with clinically evident coronary artery disease including prior Ml
Pravastatin

is indicated to:
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- Slow the progression of coronary atherosclerosis.
- Reduce the risk of acute coronary events.

Myocardial infarction:

in patients with previous myocardial infarction and normal cholesterol levels Pravastatin is indicated
to:

- Reduce the risk of recurrent myocardial infarction.

- Reduce the risk of undergoing myocardial revascularization procedures.

- Reduce the risk of stroke and transient ischemic attack (TIA).

Hypercholesterolemia and mixed dyslipidemia:

Pravastatin is indicated as an adjunct to diet to reduce elevated Total-C LDL-C and TG levels in
patients with primary hypercholesterolemia and mixed dyslipidemia (Fredrickson type Ila and llb).
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4.4 Special warnings and precautions for use
[000]

There have been rare post-marketing reports of fatal and non-fatal hepatic failure in patients taking
statins, including pravastatin. If serious liver injury with clinical symptoms and/or hyperbilirubinemia or
jaundice occurs during treatment with pravastatin, promptly interrupt therapy. If an alternate etiology is
not found do not restart pravastatin

[...]

Cases of myopathy, including rhabdomyolysis, been reported with pravastatin coadministered
with colchicine, and caution should be exercised when prescribing pravastatin with colchicine
(see section 4.5).

[...]

Colchicine
Precaution for use: Due to the increased risk of myopathy/rhabomyolysis, clinical and biological monitoring
is advised, especially when starting association between pravastatin and colchicine.

Nicotinic acid

The risk of muscle toxicity is increased when statins are administered concomitantly with

nicotinic acid. In one study, Chinese patients taking nicotinic acid plus laropiprant concomitantly with
simvastatin were reported to have a higher incidence of myopathy and rhabdomyolysis compared to
Caucasians.

Rifampicin

In an interaction study where pravastatin was given together with rifampicin, a nearby 3-fold
increase in pravastatin AUC and Cmax was observed. Therefore, caution should be exercised

when combining pravastatin to rifampicin if both are given at the same time. No interaction would be
expected if their dosing is made apart at least two hours.

Lenalidomide
There is an increased risk of rhabdomyolysis when statins are combined to lenalidomide. A

reinforced clinical and biological monitoring is warranted notably during the first weeks of
treatment.

[...]
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Skin and subcutaneous tissue disorders
Not known: dermatomyositis, rash including lichenoid rash

Hepatobiliary disorders:
Very rare: jaundice, hepatitis, fulminant hepatic necrosis
Not known: Fatal and non-fatal hepatic failure
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