Resva E/

Rosuvastatin & Ezetimibe

COMPOSITION
Resva EZ 5/10 Tablet: Each film-coated tablet contains Rosuvastatin

Calcium BP equivalent to Rosuvastatin 5 mg and Ezetimibe USP 10 mg.

Resva EZ 10/10 Tablet: Each film-coated tablet contains Rosuvastatin
Calcium BP equivalent to Rosuvastatin 10 mg and Ezetimibe USP 10
mg.
Resva EZ 20/10 Tablet: Each film-coated tablet contains Rosuvastatin
Calcium BP equivalent to Rosuvastatin 20 mg and 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
also reduces LDL production and the number of LDL particles.
Ezetimibe: The molecular target of Ezetimibe is the sterol transporter,
Niemann-Pick C1-Like 1 (NPCIL1), which is involved in the intestinal
uptake of cholesterol and phytosterols. Ezetimibe localizes at the brush
border of the small intestine and inhibits the absorption of cholesterol,
leading to a decrease in the delivery of intestinal cholesterol to the liver.
This causes a reduction of hepatic cholesterol stores and an increase in
clearance of cholesterol from the blood.

INDICATIONS AND USAGE

Resva EZ is indicated in adults:

* Reduce elevated total-C, LDL-C, Apo B, TG, and non-HDL-C, and to
increase HDL-C in patients with primary (heterozygous familial and
non-familial) hyperlipidemia or mixed hyperlipidemia.

¢ Reduce elevated total-C and LDL-C in patients with homozygous
familial hypercholesterolemia (HoFH), as an adjunct to other
lipid-lowering treatments

CONTRAINDICATIONS

Resva EZ is contraindicated in patients with:

* Acute liver failure or decompensated cirrhosis.

* Hypersensitivity to Rosuvastatin, Ezetimibe, or any excipients in
Resva EZ.

Warning & Precautions

Skeletal muscle effects (e.g., myopathy and rhabdomyolysis): Risks
increase with higher doses and concomitant use of certain CYP3A4
inhibitors, fibric acid derivatives, and cyclosporine. Predisposing
factors include advanced age (>65), uncontrolled hypothyroidism, and
renal impairment. Rare cases of rhabdomyolysis with acute renal failure
secondary to myoglobinuria have been reported.

Liver enzyme abnormalities: Persistent in hepatic
transaminase can occur. Check liver enzyme tests before initiating

elevations
therapy and as clinically indicated thereafter.

SIDE EFFECTS

Common adverse reactions (=2%): Nasopharyngitis, myalgia, upper
respiratory tract infection, arthralgia, diarrhea, back pain, influenza,
pain in extremity, and fatigue.

Rare postmarketing events: thabdomyolysis, myopathy, liver enzyme
abnormalities, hypersensitivity reactions.

DRUG INTERACTIONS

Drugs that Increase the Risk of Myopathy and Rhabdomyolysis

* Cyclosporine or Gemfibrozil: Avoid concomitant use with Resva EZ.
« Fenofibrates: Consider the risks and benefits of concomitant use. If
cholelithiasis is suspected, gallbladder studies are indicated. * Niacin,
Colchicine: Consider the risks and benefits of concomitant use. ® Certain
antivirals: Simeprevir, dasabuvir/ombitasvir/paritaprevit/ritonavir,
elbasvir/grazoprevir, sofosbuvir/velpatasvir, glecaprevir/pibrentasvir,
atazanavir/ritonavir, and lopinavir/ritonavir required dose modifications
or avoid use.

Drugs that decrease the efficacy of Resva EZ

e Cholestyramine: Decreases exposure of Ezetimibe by approximately
55%. + Antacid (aluminum and magnesium hydroxide): Decreases
Rosuvastatin exposure by approximately 50%.

Effects on other drugs

* Warfarin: Rosuvastatin significantly increased the INR in patients
receiving warfarin. Obtain INR before starting Resva EZ and monitor
frequently. ¢ Digoxin: Patients should be monitored appropriately. ©
Oral contraceptives: Values for norethindrone and ethinyl estradiol may
be increased.

USE IN SPECIFIC POPULATIONS

Pregnancy

Category-X

Lactation: Breastfeeding is not recommended during treatment with
Resva EZ. Limited data indicate that Rosuvastatin is present in human
milk. It is not known whether Ezetimibe is present in human milk.
Pediatric Use: The safety and effectiveness of Resva EZ have not been
established in pediatric patients. Geriatric Use: Advanced age (=65
years) is a risk factor for myopathy and rhabdomyolysis. Dose selection
for elderly patients should be cautious. Monitor geriatric patients
receiving Resva EZ for the increased risk of myopathy. Renal
Impairment: Renal impairment is a risk factor for myopathy and rhabdo-
myolysis. Monitor patients with renal impairment for development of
myopathy. In patients with severe renal impairment not on hemodialy-
sis, do not exceed 10 mg/10 mg daily. Hepatic Impairment: Resva EZ
is contraindicated in patients with acute liver failure or decompensated
cirrhosis.

Overdose
No specific treatment of overdosage with Rosuvastatin and Ezetimibe
can be recommended. In the event of an overdose, the patient should be

treated symptomatically, and supportive measures instituted as required.

STORAGE CONDITION
Store below 30°C and dry place, away from light. Keep out of the reach
of children.

COMMERCIAL PACK

Resva EZ 5/10 Tablet: Each commercial box contains 28 film-coated
tablets in Alu-Alu blister pack.

Resva EZ 10/10 Tablet: Each commercial box contains 28 film-coated
tablets in Alu-Alu blister pack.

Resva EZ 20/10 Tablet: Each commercial box contains 28 film-coated
tablets in Alu-Alu blister pack.

Manufactured By ®

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh
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