G-ATORVAST®

(Atorvastatin Calcium trihydrate USP)

DESCRIPTION:

Atorvastatin is a synthetic lipid-lowering agent. Atorvastatin is a selective, competitive
inhibitor of hydroxymethyl-glutaryl-Co-A (HMG-CoA) reductase, the enzyme that catalyses
the conversion of HMG-CoA to mevalonate, which is the major rate limiting step in the
cholesterol biosynthesis. Atorvastatin inhibits this enzyme and thus inhibits cholesterol
synthesis.

COMPOSITION:

G-ATORVAST 10: Each film coated tablet contains Atorvastatin 10 mg as Atorvastatin
Calcium trihydrate USP

G-ATORVAST 20: Each film coated tablet contains Atorvastatin 20 mg as Atorvastatin
Calcium trihydrate USP

PHARMACOLOGY:

Atorvastatin is rapidly absorbed from the gastro-intestinal tract, maximum plasma levels
occur within 2-hours. The absolute bioavailability of Atorvastatin is approx. 12% due to
presytemic clearance in the gastrointestinal mucosa. The mean plasma elimination half-life
of Atorvastatin is about 14 hours although the contribution of the half-life of inhibitory
activity for HMG-CoA reductase is app. 20 to 30 hours due to the contribution of active
metabolites. It is 98% bound to plasma proteins and excreted as metabolites, primarily in
the bile.

INDICATIONS:

1. Primary hypercholesterolaemia and mixed dyslipidaemia.

2. Patients with elevated serum triglyceride levels.

3. For the treatment of patients with primary dysbetalipoproteinemia (Fredrickson
Type-Ill).

4. To reduce total cholesterol and LDL-cholesterol in-patients with homozygous familial
hypercholes-terolaemia as an adjunct to other lipid lowering treatments.

DOSAGE AND ADMINISTRATION:

Adult : The patients should be placed on a standard cholesterol lowering diet before
receiving Atorvastatin & should continue on this diet during treatment with Atorvastatin.
Hypercholesterolaemia (heterozygous familial and non-familial) and mixed dyslipidaemia :
The recommended starting dose is 10 mg daily. The dosage range is 10 to 80 mg once daily.
Atorvastatin can be administered as a single dose at any time of the day with or without
food. Homozygous familial hypercholes-terolaemia; The dosage of Atorvastatin in-patients
with homozygous FH is 10 to 80 mg daily.

SIDE EFFECTS:

Atorvastatin is generally well tolerated. Adverse effects reported commonly include
constipation, flatulence, dyspepsia, abdominal pain, headache, nausea, myalgia,
diarrhoea, asthenia and insomnia. Other adverse effects reported include muscle cramps,
myopathy, paraethesia, peripheral neuropathy, pancreatitis, hepatitis, cholestatic jaundice,
anorexia, vomiting, pruritis, rash, impotence, chest pain, dizziness, angina and allergic
reaction have also been reported in isolated case.

CONTRA-INDICATIONS:
Hypersensitive to Atorvastatin. Active liver disease or unexplained persistent elevation of
serum transaminase exceeding three times the upper limit of normal.

PRECAUTIONS:

Atorvastatin should be used in caution in-patients with a history of liver disease, or with
high alcohol intake. Liver function test should be performed before initiation of treatment
and periodically thereafter intervals of 6 month for a year. Treatment should be discontinued
if serum transaminase concentrations rises to, and persist at, 3 times the upper limit of
reference range. Atorvastatin should be discontinued if markedly elevated CPK levels occur
or myopathy is diagonised or suspected.

USE IN PREGNANCY AND LACTATION:

Atorvastatin is contraindicated during pregnancy and in nursing mothers. If patients
become pregnant while taking this drug, therapy should be discontinued and the patients
apprised of the potential hazard to the fetus.

DRUG INTERACTION:

The risk of myopathy during treatment with Atorvastatin is increased with concurrent
administration of cyclosporin, fibric acid derivatives, erythromycin, azole antifungals or
niacin. Patients should be closely monitored if Atorvastatin is added to digoxin, erythromycin,
oral contraceptives, colestipol, antacid and warfarin. No interaction was found with
cimetidine.

STORAGE:
Store in a cool dry place and protected from light.

PACKAGE QUANTITIES:
G-Atorvast 10 mg Tablet : 10 x 3 Blister in a carton.
G-Atorvast 20 mg Tablet : 10 x 3 Blister in a carton.
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