Nestor

Rosuvastatin BP

Composition

Nestor 5 Tablet: Each film coated tablet contains Rosuvastatin Calcium BP
equivalent to Rosuvastatin 5 mg.

Nestor 10 Tablet: Each film coated tablet contains Rosuvastatin Calcium
BP equivalent to Rosuvastatin 10 mg.

Pharmacology

Rosuvastatin is a selective and competitive inhibitor of HMG-CoA reductase,
the rate-limiting enzyme that converts 3-hydroxy-3-methylglutaryl coenzyme
Ato mevalonate, a precursor of cholesterol.

Indication

+ Heterozygous Hypercholesterolemia (Familial and Nonfamilial)
+ Homozygous Hypercholesterolemia (Familial)

¢ Mixed Dyslipidemia (Fredrickson Type lla and lib)

Dosage & Administration

For asian people, initial starting dose of Rosuvastatin is 5 mg once daily.
The dose of Rosuvastatin is 5-40 mg once daily. Heterozygous
Hypercholesterolemia (Familial and Nonfamilial) and Mixed Dyslipidemia
(Fredrickson Type lla and IlIb) the usual recommended starting dose of
rosuvastatin is 10 mg once daily or as directed by the physician.

Contraindication

Rosuvastatin is contraindicated in patients with a known hypersensitivity to
any component of this product. Rosuvastatin is contraindicated in patients
with active liver disease or with unexplained persistent elevations of serum
transaminases.

Warnings and Precautions

Skeletal muscle effects (e.g., myopathy and rhabdomyolysis): Risks
increase with use of 40 mg dose, advanced age (greater than or equal to
65), hypothyroidism, renal impairment and combination use with
cyclosporine, atazanavir/ritonavir, lopinavir/ritonavir or simeprevir.

Side Effect

Rosuvastatin is generally well tolerated. The most frequent adverse events
thought to be related to rosuvastatin were myalgia, constipation, asthenia,
abdominal pain, and nausea.

Use in Pregnancy and Lactation

If the patient becomes pregnant while taking this drug, therapy should be
discontinued immediately and the patient apprised of the potential hazard to
the fetus. It is not known whether rosuvastatin is excreted in human milk.

Use in Children and Adolescents
The safety and effectiveness in paediatric patients have not been
established.

Drug Interactions

Erythromycin: Co-administration of erythromycin with rosuvastatin
decreased AUC. ltraconazole, Fluconazole & Gemfibrozil: Co-administration
of ltraconazole, Fluconazole & Gemfibrozil with rosuvastatin increase AUC
of rosuvastatin. Warfarin : Co-administration of warfarin with rosuvastatin do
not change warfarin plasma concentrations but increases the International
Normalized Ratio (INR). Antacid : Co-administration of an antacid with
rosuvastatin decreases in plasma concentrations of rosuvastatin. Oral
contraceptives : Co-administration of oral contraceptives with rosuvastatin
increases in plasma concentrations of oral contraceptives.

Overdosage

There is no specific treatment in the event of overdose. In the event of
overdose, the patient should be treated symptomatically and supportive
measures instituted as required.

Storage
Store below 30°C, away from light and in a dry place. Keep all medicines out
of the reach of children.

Packing

Nestor 5 Tablet: Each box contains 3X10 tablets in Alu-Alu blister pack and
an insert.

Nestor 10 Tablet: Each box contains 2X10 tablets in Alu-Alu blister pack
and an insert.

Manufactured by:

Navana Pharmaceuticals Ltd.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0511_10-22_02
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