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Simvastatin Teva 10mg, Tablets ni'7av ,a"n 10 yav 'oxvoan'o
Simvastatin Teva 20mg, Tablets ni'7av ,a"n 10 yav 'oxvoan'o
Simvastatin Teva 40mg, Tablets ni'7av ,a"n 10 yav 'oxvoan'o
Simvastatin Teva 80mg, Tablets ni'7av ,a"n 10 yav 'oxvoan'o

Contains:
Each tablet of Simvastatin Teva 10mg contains Simvastatin 10mg
Each tablet of Simvastatin Teva 20mg contains Simvastatin 20mg
Each tablet of Simvastatin Teva 40mg contains Simvastatin 40mg
Each tablet of Simvastatin Teva 80mg contains Simvastatin 80mg
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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;

Reduce the risk of non-fatal myocardial infarction;

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 llb). 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 IV hyperlipidemia):
Simvastatin Teva is indicated for the treatment of patients with hypertriglyceridemia

(Fredrickson type IV hyperlipidemia).

Dysbetalipoproteinemia (Fredrickson type lll hyperlipidemia):
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Simvastatin Teva is also indicated for the treatment of patients with primary
dysbetalipoproteinemia (Fredrickson type Il hyperlipidemia).
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4.4 Special warnings and precautions for use

[...]

Daptomycin

Cases of myopathy and/or rhabdomyolysis have been reported with HMG-CoA
reductase inhibitors (e.g. simvastatin) co-administered with daptomycin. Caution
should be used when prescribing HMG- CoA reductase inhibitors with daptomycin,
as either agent can cause myopathy and/or rhabdomyolysis when given alone.
Consideration should be given to temporarily suspend simvastatin in patients taking
daptomycin unless the benefits of concomitant administration outweigh the risk.
Consult the prescribing information of daptomycin to obtain further information about
this potential interaction with HMIG-CoA reductase inhibitors (e.g. simvastatin) and for
further guidance related to monitoring. (See section 4.5.).

[...]

4.5 Interaction with other medicinal products and other forms of interaction

[..]

Drug Interactions Associated with Increased Risk of Myopathy/Rhabdomyolysis

Interacting agents Prescribing recommendations
[...]
Daptomycin It should be considered to temporarily

suspend simvastatin in patients taking
daptomycin unless the benefits of
concomitant administration outweigh the
risk (see section 4.4)

[]

Effects of other medicinal products on simvastatin

[...]

Daptomycin

The risk of myopathy and/or rhabdomyolysis may be increased by concomitant
administration of HMG-CoA reductase inhibitors (e.g. simvastatin) and daptomycin
(see section 4.4).

[...]

4.7 Undesirable effects

Eye disorders:
Rare: vision blurred, visual impairment

[...]

Skin and subcutaneous tissue disorders:
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Rare: rash, pruritus, alopecia
Very rare: lichenoid drug eruptions

[..]

Very rare: muscle rupture
Not known: tendinopathy, sometimes complicated by rupture, immune-mediated
necrotizing myopathy (see section 4.4).

Reproductive system and breast disorders:
Very rare: gynaecomastia
Not known: erectile dysfunction

[..]
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4.4 Special warnings and precautions for use

[...]

Daptomycin

Cases of myopathy and/or rhabdomyolysis have been reported with HMG-CoA
reductase inhibitors (e.g. simvastatin) co-administered with daptomycin. Caution
should be used when prescribing HMG- CoA reductase inhibitors with daptomycin,
as either agent can cause myopathy and/or rhabdomyolysis when given alone.
Consideration should be given to temporarily suspend simvastatin in patients taking
daptomycin unless the benefits of concomitant administration outweigh the risk.
Consult the prescribing information of daptomycin to obtain further information about
this potential interaction with HMG-CoA reductase inhibitors (e.g. simvastatin) and for
further guidance related to monitoring. (See section 4.5.).

[...]

4.5 Interaction with other medicinal products and other forms of interaction

[..]

Drug Interactions Associated with Increased Risk of Myopathy/Rhabdomyolysis

Interacting agents Prescribing recommendations
[...]
Daptomycin It should be considered to temporarily

suspend simvastatin in patients taking
daptomycin unless the benefits of
concomitant administration outweigh the
risk (see section 4.4)

[]

Effects of other medicinal products on simvastatin

[...]

Daptomycin

The risk of myopathy and/or rhabdomyolysis may be increased by concomitant
administration of HMG-CoA reductase inhibitors (e.q. simvastatin) and daptomycin
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(see section 4.4).

[...]

4.7 Undesirable effects

Eye disorders:
Rare: vision blurred, visual impairment

[...]

Skin and subcutaneous tissue disorders:
Rare: rash, pruritus, alopecia
Very rare: lichenoid drug eruptions

[..]

Very rare: muscle rupture
Not known: tendinopathy, sometimes complicated by rupture, immune-mediated
necrotizing myopathy (see section 4.4).

Reproductive system and breast disorders:
Very rare: gynaecomastia
Not known: erectile dysfunction
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