
I ROSUVASTATIN (AS CALCIUM)+ EZETIMIBE I 

[DESCRIPTION] White to off-white, round film-coated tablet 
[COMPOSITON] Each tablet contains 
Rosuvastatin Calcium·························· .. •• 10.4 mg (10 mg as Rosuvastatin) 
Ezetimibe ..... . ........... 10.0 mg 

[INDICATIONS) 

, 
.. 

�zEVAS 

10mg /10mg Film-coated Tablet 
Lipid Modifying Agents 

Primary hypercholesterolaemia 
It is indicated as adjunctive therapy to diet to reduce elevated total cholesterol (total-C), LDL cholesterol (LDL-C), Apolipoprotein B (Apo B), non-HDL-cholesterol, and triglycerides (TG) and to increase HDL cholesterol (HDL-C) 
in patients with primary hypercholesterolaemia (heterozygous familial and non-familial) or mixed dyslipidemia. Many risk factors should be considered when administering lipid-altering agents to patients with an increased risk of atherosclerotic vascular disease due to hypercholesterolemia. 
Lipid-altering agents should be used in addition to a diet restricted in saturated fat and cholesterol when response to diet and non-pharmacological interventions alone has been inadequate. 
Prior to administration of this drug, other secondary causes of dyslipidemia (e.g., diabetes, hypothyroidism, obstructive liver disease, chronic renal failure, drugs that increase LDL-cholesterol, and drugs that decrease 
HDL-cholesterol [progestin, anabolic steroid, and corticosteroid]should be checked and treated if necessary. -
Lipid tests should include total cholesterol, LDL-cholesterol, HDL-cholesterol and triglycerides. If the triglyceride level is more than 400 mg/dL (>4.5 mmol/L), the concentration of LDL-cholesterol should be measured by 
ultracentrifugation. 
If hospitalized due to an acute coronary artery, lipid tests should be measured at admission or within 24 hours of admission. These measurements may be helpful in starting LDL-lowering treatment at discharge from the hospital 
or before. 

[DOSAGE AND ADMINISTRATION) 
This drug can be administered as a single dose at any time of day, with or without food. Before treatment initiation the patient should be placed on a standard cholesterol-lowering diet that should continue during treatment. The dose should be individualized according to the baseline of the patient's LDL-C, the goal 
of therapy and patient response. 
Primary hypercholesterolaemia 
The dose range for this drug is 10/5 mg to 10/20 mg once daily. The recommended start dose is 1015mg once daily. For patients requiring more LDL-cholesterol reduction, the dose can be adjusted. After initiation or upon titration 
of this drug, lipid levels should be analyzed at intervals of 4 weeks or more and the dosage adjusted accordingly. The recommended maximum dose is 10/20 mg once daily. 
When administered concomitantly with rosuvastatin and ezetimibe, it can be converted to this drug (the same as the content of each active ingredient) for the convenience of taking 

(WARNINGS) 
Cases of myopathy and rhabdomyolysis with acute renal failure secondary to myoglobinuria have been reported with HMG-CoA reductase inhibitors, including rosuvastatin. 
This drug should also be temporarily withheld or discontinued in any patient with an acute, serious condition suggestive of myopathy or predisposing to the development of renal failure secondary to rhabdomyolysis (e.g., sepsis, 
hypotension, dehydration, major surgery, trauma, severe metabolic, endocrine, and electrolyte disorders, or uncontrolled seizures). 

[CONTRAINDICATIONS) 
It is contraindicated in the following conditions 
1) Patients with a known hypersensitivity to any component of this product. 2) Patients with active liver disease, which may include unexplained persistent elevations of hepatic transaminase levels 
3) Patients with myopathy 4) Patients receiving concomitant cyclosporine. 5) Patients with severe renal impairment (creatinine clearance <30 mUmin). 
6) During pregnancy and lactation and in women of childbearing potential not using appropriate contraceptive measures 
7) The 40 mg dose is contraindicated in patients with pre-disposing factors for myopathy / rhabdomyolysis. Such factors include: 

• Moderate renal impairment (creatinine clearance < 60 mUmin) • Hypothyroidism • Personal or family history of hereditary muscular disorders 
• Previous history of muscular toxicity with another HMG-CoA reductase inhibitor or fibrate • Alcohol abuse • Situations where an increase in plasma levels may occur • Asian patients • Concomitant use of fibrates 

8) Patients with rare hereditary problems of galactose intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption 

[PRECAUTIONS) 
The following patients should be carefully administrated. 1) Alcoholics and Patients who have a history of chronic liver disease 
2) Patients with moderate or severe hepatic dysfunction: Administration of this drug in patients with moderate or severe hepatic dysfunction is not recommended because the increased systemic exposure to rosuvastatin and 

ezetimibe may result in unexpected effects. 
3) Patients with pre-disposing factors for myopathy I rhabdomyolysis 

• renal impairment or history of renal disorders • hypothyroidism • personal or family history of hereditary muscular disorders • previous history of muscular toxicity with statins or fibrate 
• in case of consuming substantial quantities of alcohol or having history of liver disease • elderly over 70 years of age with factors of rhabdomyolysis • situations where an increase in plasma levels may occur 

4) Patients who are co-administered with fibrates. 
5) Patients with an acute, serious condition suggestive of myopathy or renal failure secondary to rhabdomyolysis (e.g., sepsis, hypotension, dehydration, major surgery, trauma, severe metabolic, endocrine, and electrolyte 

disorders, or uncontrolled seizures). 

(ADVERSE REACTIONS] 
The safety of this drug was evaluated in the rosuvatatin controlled clinical studies of 369 patients with primary hypercholesterolaemia. The study consist of a treatment duration of 8 weeks and a extension duration of 12 weeks, 
the extension duration administration of 12 weeks was conducted in 258 patients whose LDL-C level reached the treatment goal according to the risk of cardiovascular disease after completion of the treatment duration of 8 weeks. 

1) Adverse reactions reported in the treatment duration of 8 weeks 
The most common adverse reactions in the duration were nasopharyngitis (2.4%), arthralgia (1.4%), headache (1.4%). Adverse reactions related to this drug were 2 cases of ALT elevation, 2 cases of AST elevation, 2 case of 
myalgia, 1 case of edema, 1 case of serum bilirubin elevation, 1 case of acne dermatitis and 1 case of pruritus, all were mild or moderate. 
Tablet. Adverse reactions reported in;!, 1% patients for the treatment duration of 8 weeks 

Rosuvastatin (N=183) Cretrol Tab. (N=186 Total 

Body System/Organ Class Adverse 5mg (N=61) 10mg (N=62) 20mg (N=60) 10/Smg (N=61) 10110mg (N=63) 10/20mg IN=62) (N=369) 
N N N N N N N(%) 

Infections and infestations 
Nasopharyngitis 4 0 1 2 1 1 9(2.4%) 
Musculo-skeletal and connective tissue disorders 
Arthralgia 0 2 1 1 1 0 5(1.4%) 
Nervous system disorders 
Headache 1 1 1 0 2 0 5(1.4%) 

2) Adverse reactions reported in the treatment duration of 12 weeks 
The most common adverse reactions in the duration were nasopharyngitis (5.04%), ALT elevation (2.71%), dizziness (1.94%), upper respiratory tract infection (1.55%), myalgia (1.16%), in other all case, the incidence of adverse 
reactions was less than 1 %. As with rosuvastatin controlled clinical studies for 8 weeks, no specific adverse events were observed in this drug alone. The information provided below is based on clinical studies of the individual 
components of Rosuvastatin and Ezetimibe and those collected from post-marketing experience. 

■ Information collected from Rosuvastatin 
1) The reported adverse reactions are generally mild and transient. In controlled clinical studies, less than 4% of rosuvastatin-treated patients were withdrawn due to adverse reactions. 

Adverse reactions listed below are classified according to uency and system organ class.The frequencies of adverse reactions are ranked according to the following convention: Common (;!,1/100 to <1110); Uncommon 
(;!,1/1,000 to <1/100); Rare (;!,1/10,000 to <1/1000); V re (<1/10,000); Not known (cannot be estimated from the available data). 
Table 2. Adverse reactions occurring in rosuvastatin ad nistration 

System organ class Common Uncommon Rare 
Immune system disorders Hypersensitivity reactions including angioe�ema 
Endocrine disorders Diabetes mellitus 1 
Nervous system disorders Headache, Dizziness 
Gastro-intestinal disorders Constipation, Nausea, Abdominal pain Pancreatitis 
Skin and subcutaneous tissue disorders Pruritus, Rash, Urticaria 
Musculo-skeletal and connective tissue disorders Myalgia Myopathy (including myositis), Rhabdomyolysis 
General disorders and administration site conditions Asthenia 
1 In JUPITER clinical trials, the most frequently reported adverse events in patients with fasting blood glucose of 5.6 to 6.9 mmol/L 
(2.8% in rosuvastatin and 2.3% in olacebol 

As with other statms, the adverse events increased with 1ncreas1ng dose 
2) Renal effects: Proteinuria, detected by dipstick testing and mostly tubular in origin, has been observed in patients treated with rosuvastatin. Shifts in urine protein from none or trace to++ or more were seen in <1% of patients 

at some time during treatment with 1 O and 20 mg, and in approximately 3% of patients treated with 40 mg. A minor increase in shift from none or trace to + was observed with the 20 mg dose. In most cases, proteinuria �7c\eases or disappears spontaneously on continued therapy .. Hematuria was ob�erved in P.atients treated with rosuvastatin and data from clinical trials, b_ut the incidence was low. 








