Rosuvastatin Calcium & Aspirin Gastro-Resistant
Tablets

Rosuklein-A

Product Overview

Product Name: Rosuklein-A

Formulation: Rosuvastatin Calcium & Aspirin Gastro-Resistant Tablets
Strength: Rosuvastatin 10 mg + Aspirin 75 mg

Dosage Form: Tablets

Composition per Tablet

Each tablet contains:

¢ Rosuvastatin Calcium IP equivalent to Rosuvastatin ... 10 mg
e Aspirin IP (Gastro-Resistant) ... 75 mg
e Excipients ... g.s.

DESCRIPTION

Rosuklein-A is a fixed-dose combination of Rosuvastatin and Aspirin indicated for the
prevention and management of cardiovascular diseases. Rosuvastatin is an HMG-CoA
reductase inhibitor (statin) that lowers LDL cholesterol and triglycerides while increasing
HDL cholesterol, thereby reducing the risk of atherosclerotic cardiovascular disease. Aspirin
is an antiplatelet agent that inhibits platelet aggregation, helping to reduce the risk of blood
clot formation. Together, they provide comprehensive cardiovascular protection in patients
at risk of heart attack and stroke.

INDICATIONS:

Used in the management and prevention of:

e Hypercholesterolemia and mixed dyslipidemia.
e Prevention of myocardial infarction (heart attack) and ischemic stroke.

e Secondary prevention of cardiovascular events in high-risk patients.



Patients requiring both lipid-lowering and antiplatelet therapy as advised by the
physician.

Dosage & Administration

Adults:

One tablet once daily or as directed by the physician.

The tablet should be swallowed whole with water. It may be taken with or without food,

preferably at the same time each day.

Do not exceed the recommended dosage without medical supervision.

CONTRAINDICATIONS

Hypersensitivity to Rosuvastatin, Aspirin, salicylates, or any component of the
formulation.

Active liver disease or persistent unexplained elevations of liver enzymes.
Active peptic ulcer disease or gastrointestinal bleeding.

Bleeding disorders such as hemophilia or thrombocytopenia.

Severe renal impairment.

Pregnancy and lactation (Rosuvastatin-containing products are contraindicated).

PRECAUTIONS

Monitor lipid profile and liver function tests periodically.

Use with caution in patients with renal impairment or a history of liver disease.

Aspirin may increase the risk of gastrointestinal bleeding; use cautiously in patients with
a history of peptic ulcer disease.

Inform the physician before any surgical or dental procedure due to the antiplatelet effect
of Aspirin.

Avoid excessive alcohol consumption during treatment.

Use with caution in elderly patients and those receiving anticoagulant therapy.

SIDE EFFECTS

Common:

Headache

Abdominal discomfort
Dyspepsia (indigestion)
Nausea

Muscle pain (myalgia)
Easy bruising



RARE:

e (Gastrointestinal bleeding.

o Elevated liver enzymes.

e Myopathy or rhabdomyolysis.

e Allergic reactions including rash or angioedema.
o Hemorrhagic stroke (very rare).

STORAGE INSTRUCTIONS

Store in a cool, dry place below 25°C.
Protect from direct sunlight and moisture.
Keep out of reach of children.

PRESENTATION

Alu Alu pack containing 10 x 10 tablets.
SCHEDULE

*Schedule H Prescription Drug* — To be sold by retail on the prescription of a Registered
Medical Practitioner only.

*Warning: * Schedule H drug — Not to be sold by retail without the prescription of a Registered
Medical Practitioner.
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