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Simvastatin Teva 10 mg a"n 10 yav j'oxvoan'o
Simvastatin Teva 20 mg a"n 20 yav |'uxvoan'o
Simvastatin Teva 40 mg a"n 40 yav 'uxvoan'o
Simvastatin Teva 80 mg a"n 80 yav jr'oxvoan'o
Tablets ni'.a0

Contains: 10 mg, 20 mg, 40 mg, 80 mg Simvastatin
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Coronary Heart Disease:
In patients with coronary heart disease and hypercholesterolemia Simvastatin Teva is
indicated to:

¢ Reduce the risk of total mortality by reducing coronary death.

e Reduce the risk of non-fatal myocardial infarction.

e Reduce the risk for undergoing myocardial revascularization procedures.

¢ Reduce the risk of stroke and transient ischemic attacks (TIA).

Hyperlipidemia:

Simvastatin Teva is indicated as an adjunct to diet to reduce elevated TOTAL-C LDL-C
Apo B and TG and to increase HDL-C in patients with primary hypercholesterolemia
(heterozygous familial and nonfamilial) and mixed dyslipidemia (Frederickson Types lla
and lIb). Simvastatin Teva therefore lowers the LDL-C/HDL-C and the total-C/HDL-C
ratios.

Homozygous familial hypercholesterolemia:

Simvastatin Teva is also indicated as an adjunct to diet and other non-dietary measures
in reducing elevated total cholesterol LDL-cholesterol and apolipoprotein B in patients with
homozygous familial hypercholesterolemia when response to these measures is
inadequate.

Hypertriglyceridemia (Fredrickson type 1V hyperlipidemia):

Simvastatin Teva is indicated for the treatment of patients with hypertriglyceridemia
(Fredrickson type IV hyperlipidemia).

Dysbetalipoproteinemia (Fredrickson type Il hyperlipidemia):

Simvastatin Teva is also indicated for the treatment of patients with primary
dysbetalipoproteinemia (Fredrickson type Il hyperlipidemia).
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4.5 Interaction with other medicinal products and other forms of interactions
Pharmacokinetic interactions

Prescribing recommendations for interacting agents are summarized in the table below (further
details are provided in the text; see also sections 4.2, 4.3, and 4.4).

Drug Interactions Associated with Increased
Risk of Myopathy/Rhabdomyolysis

Interacting agents Prescribing recommendations

Potent CYP3A4 inhibitors, e.g.,

Itraconazole Contraindicated with simvastatin

Ketoconazole

Posaconazole

Voriconazole

Erythromycin

Clarithromycin

Telithromycin

HIV protease inhibitors (e.g., nelfinavir)

Boceprevir

Telaprevir

Nefazodone

Cobicistat

Ciclosporin

Danazol

Gemfibrozil

Other fibrates (except fenofibrate) Do not exceed 10 mg simvastatin daily

Fusidic acid Is not recommended with simvastatin

Palbociclib Concomitant administration is not
recommended

Ribociclib Concomitant administration is not
recommended

Niacin (nicotinic acid) (= 1 g/day) For Asian patients, not recommended with
simvastatin

Amiodarone Do not exceed 20 mg simvastatin daily

Amlodipine

Verapamil

Diltiazem

Elbasvir

Grazoprevir

Lomitapide For patients with HoFH, do not exceed 40 mg
simvastatin daily

Daptomycin It should be considered to temporarily
suspend simvastatin in patients using
daptomycin unless the benefits of concomitant
administration outweigh the risk (see section
4.4)

Ticagrelor Doses greater than 40 mg simvastatin daily
are not recommended

Grapefruit juice Avoid grapefruit juice when taking simvastatin
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