teva

2024 N
/1A’ n/npnn ,n/ x9N
WONN W KON DIXY? D117V D'NAD DIIDTYA 7Y AYTIR Y0 NNan

Simvastatin Teva 10 mg a"n 10 yav |'uxvoan'o
Simvastatin Teva 20mg a"n 20 yav |'uxvoan'o
Simvastatin Teva 40 mg a"n 40 yav j'oxvoan'o
Simvastatin Teva 80 mg 1"n 80 yav jr'oxvoan'o
Tablets ni'2a0

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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4.4 Special warnings and precautions for use

[...]

In few cases, statins have been reported to induce de novo or aggravate pre-existing
myasthenia gravis or ocular myasthenia (see section 4.8). Simvastatin should be
discontinued in case of aggravation of symptoms. Recurrences when the same or a
different statin was (re-) administered have been reported.

4.8 Undesirable effects

[...]

Nervous system disorders:

Rare: headache, paraesthesia, dizziness, peripheral neuropathy
Very rare: memory impairment

Not known: myasthenia gravis

Eye disorders:
Rare: vision blurred, visual impairment

Not known: ocular myasthenia
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