Prescription Only Medicine

Composition:
Novastat 10
Each film coated tablet contains:

Rosuvastatin (as Calcium) 10 mg

Novastat 20
Each film coated tablet contains:
Rosuvastatin (as Calcium) 20 mg

Therapeutic Activity:
Antihyperlipidemic agent (HMG-CoA reductase inhibitor).

Indications:

Novastat is used as an adjunctive therapy to diet in the following cases:

- Adults, adolescents and children aged 10 years or older with Primary hypercholesterolemia
(type Il a including heterozygous familial hypercholesterolemia) or mixed dyslipedaemia
(type Ilb)

- Homozygous familial hypercholesterolemia

- Prevention of major cardiovascular events in patients who are estimated to have a high risk for
a first cardiovascular event.

When Should Not This Preparation Be Used:

Novastat is contraindicated in the following conditions:

- In patients with known hypersensitivity to Rosuvastatin

- In children under 10 years of age

- In patients with active liver disease including unexplained, persistent elevations of serum
transaminase and any serum transaminase elevation exceeding 3x the upper limit of normal
(ULN)

- Concomitant use of cyclosporine or fibrates

- In patients with an acute, serious condition suggestive of myopathy of predisposing to the
development of renal failure secondary to rhabdomyolysis (e.g sepsis, hypotension, major
surgery, trauma, severe metabolic, endocrine and electrolyte disorder; or uncontrolled seizures)

- During pregnancy, lactation and in women of childbearing potential not using
appropriate contraceptive measures

- In patients with severe renal impairment (creatinine clearance <30 ml/min)

- Patients with lactose intolerance.

Do Not Take This Medicine Without Consulting Your Physician Before Starting

Treatment:

- If you suffer from diabetes mellitus

- If you suffer from seizures

- If you are over 65 years old

- If you consume large amounts of alcohol or you have impaired function of the liver, kidney
or thyroid gland

- If you are taking cholesterol-lowering medicines called fibrates

- If you are taking medicines to treat immunodeficiency (AIDS)

- If you suffer from sever impairment of the respiratory system




- If you have unexplained or persistent muscle pain, or if you or a family member has had
muscle problems, muscle pain or weakness in the past, or if you have a history of muscle
problems when taking cholesterol-lowering preparations. Tell your doctor if muscle pain or
weakness occurs, especially if accompanied by fever, during treatment with this medicine, or
if it persists after stopping treatment with Novastat

- If you are sensitive to any food or medicine, inform your doctor before taking the medicine.

Warnings and Precautions:

- 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 goal of the therapy and patient response; using consensus guidelines. Novastat may be
given at any time of the day, with or without food

Novastat should be used with caution in patients who consume excessive quantities of alcohol
and/or have a history of liver disease

In small number of patients, statins may affect the liver. This is identified by a simple blood
test which checks for increased levels of liver enzymes. For this reason; your doctor will ask
you to perform blood tests for liver function before and during treatment with Novastat
Novastat, as with other HMG-CoA reductase inhibitors, should be prescribed with caution in
patients with pre-disposing factors for myopathy/rhabdomyolysis.Such factors include:

¢ Renal impairment

e Hypothyroidism

o Personal or family history of hereditary muscular disorders

e Previous history of muscular toxicity with another HMG-CoA reductase inhibitor or
fibrate

¢ Alcohol abuse

o Age >70 years

o Situations where an increase in plasma levels may occur

e Concomitant use of fibrates

o Very rare cases of rhabdomyolysis have been reported with the use of Ezitimibe in

combination with HMG-COA reductase inhibitors
Patients should be asked to report inexplicable muscle pain, weakness or cramps immediately
particularly if associated with malaise or fever.CK levels should be measured in these
patients. Therapy should be discontinued if CK levels are markedly elevated (>5XULN) or if
muscular symptoms are severe and cause daily discomfort (even if CK levels are <SxULN).If
symptoms resolve and CK levels return to normal, then considerations should be given to re-
introducing Novastat or an alternative HMG-CoA reductase inhibitor all the lowest dose with
dose monitoring. Routine monitoring of CK levels in asymptomatic patients is not warranted.
There have been very rare reports of an immune-mediated necrotising myopathy (IMNM)
during or after treatment with statins.IMNM is clinically characterized by proximal muscle
weakness and elevated serum creatinine kinase, which persist despite discontinuation of statin
treatment
- Novastat is contraindicated in pregnancy and lactation. Women of child-bearing potential
should use appropriate contraceptive measures
- While you are under treatment with Novastat, your doctor will monitor you closely if you
have diabetes or are at risk of developing diabetes. You are likely to be at risk of developing
diabetes if you have high levels of sugar and fats in your blood or you are overweight and
have high blood pressure.

Side Effects:
In addition to the desired effects of Novastat, some side effects may occur during the course of
treatment such as:



Common side effects: Diabetes mellitus, headache, dizziness, constipation, nausea, abdominal
pain, myalgia, and asthenia

Uncommon side effects: Pruritis, rash, and urticaria

Rare side effects: Thrombocytopenia, hypersensitivity reactions including angioedema,
pancreatitis, increased hepatic transaminases, myopathy (including myositis), and
rhabdomyolysis

Very rare side effects: Polyneuropathy, memory loss, jaundice, hepatitis, arthralgia,
haematuria, and gynaecomastia.

Drug Interactions:

If you are taking another medicine concomitantly or if you have just finished treatment with
another medicine, inform your physician in order to prevent hazards and lack of efficacy
resulting from drug interactions. This is especially important for the following drugs:
Transporter protein inhibitors, Cyclosporine, Gemifibrozol and other lipid lowering products,
Protease inhibitors. Antacid, Erythromycin, Vitamin K antagonists, Oral contraceptives,
Hormone replacement therapy, Niacin, Fibrates, Digoxin, and Azole Antifungal.

Ezitimibe: Concomitant use of 10 mg Novastat and 10 mg Ezetimibe resulted in increase in
AUC of rosuvastatin in hypercholesterolaenic subjects. Apharmacodynamic interaction in term
of efficacy & adverse effect, can not be ruled out (see warning and precautions for use).

How Will This Medicine Affect Your Daily Life:
Novastat is unlikeley to affect the ability to drive and use machines.When driving vehicles or
operating machines,it should be taken into account that dizziness may occur during treatment.

To Avoid Poisoning:

1. Keep the medicine out of the reach of children

2. If an excessive dose is taken, or if a child swallowed the medication accidentally
seek help at an emergency and take the remaining medicine with you

3. Do not induce vomiting without consulting the physician

4. Do not take your medication in the dark, always read the label and make sure you are using
the right medication

5. Always notice the expiry date and never use the medicine after the mentioned date

6. Avoid exposure of the drug to excessive heat and humidity during storage

7. Use the drug only as prescribed. In the case any adverse effect not mentioned in this leaflet
develops, discontinue use and consult your physician.

How can you contribute to the success of the treatment?

- Complete the full course of treatment as instructed by the doctor. Even if there is an
improvement in your health, do not discontinue using this medicine before
consulting your doctor

- Take the drug at about the same time each day

- Itis important to the patient to make some modalities such as: Dietary changes (diet
with low saturated fats and cholesterol), weight control, regular exercise and
smoking cessation.

Dosage And Directions For Use:
- The dose is according to physician’s instructions




- This medicine is not usually intended for administration in children under 10 years of age
- Novastat tablets can be taken with or without food

- Take Novastat tablets with a glass of water

- Do not alter the dose or stop treatment without consulting your physician

- If you are taking antacids, take them at least 2 hours after taking Novastat

- Never take more than one dose of Novastat daily.

Overdose:

There is no specific treatment in the event of overdose. The patient should be treated
symptomatically and supportive measures instituted as required.Liver function and CK levels
should be monitored.Haemodialysisis unlikely to be of benefit.

Missed Dose:

- Take the missed dose as soon as you remember, unless it is the time for your next
dose, skip the missed one and continue as your regular dose schedule

- Do not double the dose to make up the missed dose.

Storage:
Store in a cool place at temperature below 30°C.

Presentation:
Novastat 10: A box of 30 film coated tablets
Novastat 20: A box of 30 film coated tablets

]
Beit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.O. Box 58

Beit Jala - Palestine

Http: //lwww.beitjalapharma.com
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