LIPOSEC av

Each tablet contains:

Composition:

Atorvastatin........ ..o 10 mg
AmIOdIPINE. ..ot 5 mg
Indications:

Liposec-Am is a prescription drug. It is used in patients with multiple risk factors for heart disease such as
family history, high blood pressure, age, low HDL or smoking to reduce the risk of heart attack and stroke.

CONTRA-INDICATIONS
Amlodipine is contraindicated in patients with a known sensitivity to dihydropyridines, amlodipine, or any of
the inert ingredients.

WARNINGS
Use in the Elderly

Elderly patients may have higher plasma concentrations of amlodipine than those in the younger patients.
The time to reach peak plasma concentrations of amlodipine is similar in elderly and younger subjects.
Amlodipine clearance is decreased with resulting increases in AUC (approximately 40-60%) and elimination
half-life in elderly and hepatically insufficient patients. A similar increase in AUC was observed in patients
with moderate to severe heart failure. Elderly patients should start on a lower dose.

Amlodipine is extensively metabolised to inactive metabolites with 10% excreted unchanged in the urine.
Changes in amlodipine plasma concentrations are not correlated with mild renal impairment. NORVASC
may be used in such patients at normal doses. In patients with severe renal impairment, amlodipine
dosages may need to be reduced. Amlodipine is not dialysable.

Amlodipine half-life is prolonged in patients with impaired liver function. Amlodipine should therefore be
administered at lower (5 mg) initial dose in these patients.

Use in Children
Safety and effectiveness of amlodipine in children has not been established.
COMPATIBILITY WITH OTHER MEDICINES

Amlodipine may be administered with thiazide diuretics, beta blockers, angiotensin-converting enzyme
inhibitors, long-acting nitrates, sublingual nitroglycerine, non-steroidal antiinflammatory drugs, antibiotics,
and oral hypoglycemic medicines.

Studies have indicated that the co-administration of NORVASC with digoxin did not change serum digoxin
levels or digoxin renal clearance in normal volunteers, and that coadministration of cimetidine did not alter
the pharmacokinetics of NORVASC.

In vitro data from studies with human plasma indicate that amlodipine has no effect on protein binding of the
medicines tested (digoxin, phenytoin, warfarin, or indomethacin).In healthy male volunteers, the co-
administration of amlodipine does not significantly alter the effect of warfarin on prothrombin response time.
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