
Astatin™ atorvastatin

Important: Read Carefully!

Composition: ASlatinTt.! tablets contain atorvastatin calcium equivalent to 10 mg, 20 mg or 40 mg of atorvastatin.

Therapeutic Category: Astatin T. is an antihyperlipidemic; HMG-CoA Reductase Inhibitor.

Uses: Used with dietary therapy for the following:
1.Hyper1ipiclemias:To reduce elevations in total crolesterol, LDL·C, apolipoprotein 8, and triglycerides in patients with primary hypercholesterolemia
(elevations of 1 or more components are present in Fredrickson type lIa, lib, III, and IV hyperlipidemias).

2. Treatment of homozygous familial hypercholesterolemia.
3. Heterozygous familial hypercholesterolemia (HeFH): In adolescent patients 110-17 years of age, females >1 year postmenarche) with HeFH having
LDL-C ~ 190 mgJdL or LDL ~ 160 mg/dL with positive family history of premature cardiovascular disease (CVD) or with 2 or more CVD risk factors in
the adolescent patient.

Pregnancy: Risk Factor X. Should not be used during pregnancy & shoukt be administered to women of childbearing age onty when such patients are
highly unlikely to conceive.

Lactation: Enters the breast milk, so contraindicated.

Contraindications: Hypersensitivity to atorvastatin or any component of the formulation, active liver disease, unexplained persistent elevations of
serum transaminases, pregnancy & breast-feeding.

Warnings and Precautions: Secondary causes of hyperlipidemia should be ruled out prior to therapy. Liver function must be monitored by
periodic laboratory assessment. Rhabdomyolysis with acute renal failure has occurred. Risk is increased with concurrent use of clarithromycin,
danazol, diltiazem, fluvoxamine, indinavlr, netazodone, nelfinavir, ritcnavir, verapamil, troleandomycin,cyclosporine, fibric acid derivatives,
erythromycin, niacin, or azole antifungals. Weigh the risk versus benefit when combining any of these drugs with atorvastatin. Discontinue in any
patient experiencing an acute or serious condition predisposing to renal failure secondary to rhabdomyolysis. Use with caution in patients who
consume large amounts of alcohol or have a history of liver disease. Safety and efficacy have not been established in patients <10 years or in
premenarcheal girls. Patients should be advised to report promptly unexplained muscle pain, tenderness or weakness particularly if it is accompanied
by malaise or fever.

Film Coated Tablets

Adverse Reactions:
• >10%
Central nervous system: Headache (3%to 17%1
• 12%to 10%1
Cardiovascular: Persistent Chest pain, peripheral edema.
Central nervous system: Weakness (0%to 4%), insomnia, dizziness.
Dermatologic: Rash (1%to 4%)
Gastrointestinal: Abdominal pain 10%to 4%1,constipation 10%to 3%1,diarrhea 10%to 4%1,dyspepsia 11%to 3%1.flatulence If% to 3%1.nausea.
Genitourinary: Urinary tract infection.
Neuromuscular & skeletal: Arthralgia (O'J. to 5%),myalgia (1)1I. to 6"), back pain (0%to 4%),arthritis.
Respiratory: Sinusitis (0%to 6%),pharyngitis 10%to 3%),broncbtis, rhinitis.
Miscellaneous: Infection 12% to 10%),flu-like syndrome (0'1.to ~). allergic reaction (0%to 3%).
• <2%
Alopecia, anaphylaxis, angina, angioneurotic edema, arrhyttvnia, bullous rashes, cholestatic jaundice, deafness, dyspnea, erythema multiforme,
esophagitis, facial paralysis, glaucoma, gout, hepatitis, hyperkineslas, impotence, migraine, myasthenia, myopathy, myositis, nephritis, pancreatitis,
paresthesia, peripheral neuropathy, petechiae, photosensitivity, postural hypotension, pruritus, rectal hemorrhage, rhabdomyolysis, somnolence,
Stevens-Johnson syndrome, syncope, tendinous contracture, ttvombocytopenia, tinnitus, torticollis, toxic epidermal necrolysis, urticaria, vaginal
hemorrhage, vomiting.

Over dosage and Toxicology: Treatment is supportive, Due to extensive drug binding to plasma proteins. Hemodialysis is not expected to
significantly enhance atorvastatin clearance.

Drug Interactions: Cytochrome P450 Effect: Substrate of CYP3A4Imajor); inhibits CYP3A4 (weakl
Increased Effect and Toxicity: Inhibi ors of CYP3A-4 rarmodarcoe, amprenavir, clarittvomycin, cyclosporine, diltiazem, fluvoxamine, erythromycin,
fluconazole, indinavir, itraconazole, ketoconazo e. miconazole, nefazodone, nelfinavir, ritonavir, troleandomycin, and verapamilJ may increase
atorvastatin blood levels and may increase the risk of atorvastatin-induced myopathy and rhabdomyolysis. The risk of myopathy and rhabdomyolysis
due to concurrent use of a CYP3A4 intibltor - atorvastatin is probably less than lovastatin or simvastatin. Cyclosporine, clofibrate, fenofibrate,
gemfibrozil, and niacin also may increase the ns of myopathy and rhabdomyolysis. The effectltoxicity of levothyroxine may be increased by
atorvastatin. Levels of digoxin and ethinyl estrad 0 may be increased by atorvastatin.
Decreased Effect: Colestipol, antacids decreased plasma concentrations but effect on LDL-cholesterol was not altered. Cholestyramine may decrease
absorption of atorvastatin when administered concurrently.

Nutrition and Herb Interactions: Avoid alcohol consumption (due to potential hepatic effectsl.
Food: atorvastatin serum concentrations may be increased by grapefruit juice; avoid concurrent intake of large quantities (>1 quart/day).

Mechanism of Action: lnhibitor of 3-hydroxy-3-methylglutaryl coenzyme A IHMG-CoAI reductase. the rate limiting enzyme in cholesterol synthesis
(reduces the production of mevalonic acid from HMG-CoA); this then results in a compensatory increase in the expression of LDL receptors on
hepatocyte membranes and a stimulation of LDl catabolism.

Pharmacodynamicsand PharmaCOkinetics":""'OC=nc-se"t--'0"f--'a"c"'11~on:Initial changes: 3-5aays;MaxlmalredUCtiOn in plasma -Chole-sterol and
triglycerides: 2 weeks. Absorption: Rapid. Protein binding: 98'1.
Metabolism: Hepatic; forms active ortho- and parahydroxytated derivatives and an inactive beta-oxklation product
Half-life elimination: Parent drug: 14 hours. Time to peak; serum: 14 hours, Mean: 16 hours. Excretion: Bile; urine (2% as unchanged drug).

Dosage: Note: Doses should be individualized according to the basel"ne LDl-cholesterol levels, the recommended goal of therapy, and patient
response: adjustments should be made at intervals of 2-4 weeks..
Children 10-11 years (females,.l year postrnenarche): HeFH: 10 go ce daily (maximum 20 mg/dayl
Adults: Hyperlipidemias: Initial: 10-20 mg once daily; patients requimg reduction in LDL-C may be started at 40 mg once daily; range: 10-80 mg once daily.
Dosing adjustment in renal impairment: No dosage adjustment is necessary
Dosing adjustment in hepatic impairment: Do not use in active liver d sease.

Dietary Considerations: May take with food if desired ar ta e without regard to time of day. Before initiation of therapy. patients should be
placed on a standard cholesterol-lowering diet for 3-6 mon and the diet should be continued during drug therapy.

Monitoring Parameters: Monitor lipid levels a er 2-4 weeks; LFTs, CPK. It is recommended that liver function tests (LFTs) be performed prior to
and at 12 weeks following both the initiation of therapy and any elevation in dose, and periodically fe.g. semiannually) thereafter.

Patient Information: May take with food if desued; may take without regard to time of day.

Storage Conditions: Store between 15° - 25° C
Presentation:
Astatin" 10 mg in a box of 30 Film Coated Tablets.
Astatin' 20 mg in a box of 30 Film Coated Tablets
Astatin™40 mg in a box of 30 Film Coated Tablets.

• Medicament is a prod ••.•ct that affects your health, and its consumption contrary to instructions is dangerous for you.

• Follow strictly the doctor's prescription, the method of use and the instructions of the pharmacist who sold the medicament.

- The doctor and the pharmacist are eJtperts in medicine, its benefits and risks.

• 00 not by yourself interrupt the period of treatment prescribed.

• 00 not repeat the same prescription withQut consulting your doctor.

Keep medicament out of the reach of children.

THtS IS A MEDICAMENT
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