Rovius-EZ

Rosuvastatin & Ezetimibe

Composition:

Rovius-EZ 5/10 Tablet: Each tablet contains Rosuvastatin 5 mg as Rosuvastatin
Calcium USP & Ezetimibe USP 10 mg.

Rovius-EZ 10/10 Tablet: Each tablet contains Rosuvastatin 10 mg as Rosuvastatin
Calcium USP & Ezetimibe USP 10 mg.

Pharmacology:

Rosuvastatin: Rosuvastatin lowers plasma cholesterol and lipoprotein levels by
inhibiting HMG-CoA reductase and cholesterol synthesis in the liver and by increasing
the number of hepatic LDL receptors on the cell-surface to enhance uptake and
catabolism of LDL; Rosuvastatin reduces LDL production and the number of LDL
particles.

Ezetimibe: Ezetimibe reduces blood cholesterol by inhibiting the absorption of
cholesterol by the small intestine.

Indications:

Primary Hyperlipidemia: Rovius-EZ is indicated for the reduction of elevated total
cholesterol (total-C), low density lipoprotein cholesterol (LDL-C), apolipoprotein B (Apo
B), triglycerides (TG) and non-high density lipoprotein cholesterol (non-HDL-C).
Homozygous Familial Hypercholesterolemia: Rovius-EZ is indicated for the
reduction of elevated total-C and LDL-C in patients with homozygous familial hypercholes-
terolemia, as an adjunct to other lipid-lowering treatments.

Dosage & Administration:

The dosage range of Rovius-EZ is 5/10 mg once daily to 40/10 mg once daily. The
recommended starting dose of Rovius-EZ is 5/10 mg once daily or 10/10 mg once
daily. Rovius-EZ can be administered as a single dose at any time of the day, with or
without food. After initiation and/or upon titration of Rovius-EZ, lipid levels should be
analyzed within 2 or more weeks and dosage adjusted accordingly.
Contraindications:

Active liver failure or decompensated cirrhosis. Hypersensitivity to any component of
Rovius-EZ.

Precautions:

Rosuvastatin & Ezetimibe may cause myopathy and rhabdomyolysis. Discontinue
Rosuvastatin & Ezetimibe if markedly elevated CK levels occur or myopathy is
diagnosed or suspected. Temporarily discontinue Rosuvastatin & Ezetimibe in patients
experiencing an acute or serious condition at high risk of developing renal failure
secondary to rhabdomyolysis. Inform patients of the risk of myopathy and rhabdomyolysis
when starting or increasing Rosuvastatin & Ezetimibe dosage. Instruct patients to
promptly report unexplained muscle pain, tenderness, or weakness, particularly if
accompanied by malaise or fever.

Side effects:

Most common adverse reactions for Rosuvastatin are headache, nausea, myalgia,
arthralgia, dizziness, asthenia, constipation, and abdominal pain, for Ezetimibe are
upper respiratory tract infection, diarrhea, arthralgia, sinusitis, pain in extremity, fatigue,
and influenza and for Ezetimibe co-administered with a statin are nasopharyngitis,
myalgia, upper respiratory tract infection, arthralgia, diarrhea, back pain, influenza,
pain in extremity, and fatigue.

Pregnancy & Lactation:

Pregnancy: Rovius-EZ is contraindicated in women who are or may become pregnant.
Lactation: Because of the potential for adverse reactions in nursing infants, women
taking Rovius-EZ should not breast-feed.

Drug interactions:

Gemfibrozil or Cyclosporin: Avoid concomitant use with Rovius-EZ.

Antivirals: Avoid concomitant use of Rovius-EZ with certain antivirals and adjust the
dose of with other antivirals.

Darolutamide: Do not exceed Rovius-EZ 5/10 once daily.

Regorafenib: Do not exceed Rovius-EZ 10/10 once daily.

Fenofibrates, Niacin, Colchine: Consider the risks and benefits of concomitant use with
Rovius-EZ.

Warfarin: Obtain INR before Rovius-EZ initiation and monitor INR during Rovius-EZ
dosage initiation or adjustment.

Overdose:

No specific treatment of overdose can be recommended. In the event of an overdose,
the patient should be treated symptomatically, and supportive measures instituted as
required. Hemodialysis does not significantly enhance clearance of rosuvastatin.
Storage:

Store in a dry place below 30°C, protected from light. Keep out of the reach of children.
How supplied:

Rovius-EZ 5/10 Tablet: Each box contains 30 tablets (3x10's) in blister pack.
Rovius-EZ 10/10 Tablet: Each box contains 30 tablets (3x10’s) in blister pack.

@g°  Manufactured by:
d b DBL Pharmaceuticals Limited C: 10400384
~~ruh= % Surabari, Kashimpur, Gazipur, Bangladesh www.dbl-pharma.com
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