Encarlev®

—  Levodopa USP+Entacapone USP+Carbidopa —

Description: Encarlev® is a combination of Levodopa, Entacapone and
Carbidopa which is used to treat Parkinson's disease. Parkinson's disease
is a disorder of the central nervous system (brain and spinal cord).
Dopamine is a naturally occurring substance in the brain that helps to
provide control of movement and activities such as walking and talking. In
patients with Parkinson's disease, there is not enough dopamine in some
parts of the brain. Levodopa (a component of this medicine) enters the
brain and helps to replace the missing dopamine, which allows people to
function better. By increasing the amount of dopamine in the brain,
Levodopa helps to control symptoms and helps to perform daily activities
such as dressing, walking, and handling utensils.

Mode of action: Levodopa works by being converted to dopamine in the
brain. Carbidopa is in a class of medications called decarboxylase
inhibitors. It works by preventing Levodopa from being broken down before
it reaches the brain. This allows for a lower dose of Levodopa, which
causes less nausea and vomiting. The mechanism of action of
Entacapone is believed to be through its ability to inhibit
Catechol-O-Methyltransferase (COMT) in peripheral tissues, altering the
plasma pharmacokinetics of Levodopa.

Composition: Encarlev® 100 Tablet: Each film-coated tablet contains
Levodopa USP 100 mg+Carbidopa Monohydrate USP 27 mg equivalent to
Carbidopa 25 mg+ Entacapone USP 200 mg.

Encarlev® 150 Tablet: Each film-coated tablet contains Levodopa USP
150 mg+Carbidopa Monohydrate USP 40.5 mg equivalent to Carbidopa
37.5 mg+ Entacapone USP 200 mg.

Encarlev® 200 Tablet: Each film-coated tablet contains Levodopa USP
200 mg+Carbidopa Monohydrate USP 54 mg equivalent to Carbidopa
50 mg+ Entacapone USP 200 mg.

Indications: Encarlev® is indicated for the treatment of adult patients with
Parkinson's disease and end-of-dose motor fluctuations not stabilized on
Levodopa/Carbidopa treatment.

Dosage & administration: Adults: The optimum daily dose must be
determined by careful titration of Levodopa in each patient. Patients
should be instructed to take only 1 (one) Encarlev® tablet per dose
administration. The daily dose of Entacapone above 1,600 mg is limited
and therefore the maximum dose is 8 (Eight) tablets/day for Encarlev®
100 mg. Usually Encarlev® is to be used in patients who are currently
treated with  corresponding doses of standard release
Levodopa/Carbidopa and entacapone.

Converting Patients from Carbidopa, Levodopa, and Entacapone to
Encarlev®: Patients currently treated with Entacapone 200 mg with each
dose of non-extended release Carbidopa/Levodopa tablet, can switch to
the corresponding strength of Encarlev® containing the same amounts of
Levodopa and Carbidopa. For example, patients receiving one tablet of
Levodopa 100/Carbidopa 25 mg and one tablet of Entacapone 200 mg at
each administration can switch to a single Encarlev® 100 mg tablet
(containing 25 mg of Carbidopa, 100 mg of Levodopa and 200 mg of
Entacapone).

Converting Patients from Carbidopa and Levodopa to Encarlev®:
There is no experience in transferring patients currently treated with
extended release formulations of Carbidopa/Levodopa, or
Carbidopa/Levodopa products that are not combined in a 1:4 ratio of
Carbidopa to Levodopa. Patients with a history of moderate or severe

dyskinesias or taking more than 600 mg of the Levodopa component per
day are likely to require a reduction in their daily Levodopa dose when
Entacapone is added. Because dose adjustment of the individual
Carbidopa or Levodopa component is not possible with fixed-dose
products, initially titrate patients to a dose that is tolerated and that meets
their individual therapeutic need using a separate Carbidopa/Levodopa
tablet (1:4 ratio) plus an Entacapone tablet. Once the patient's individual
dose of Carbidopa/Levodopa plus entacapone dose has been established
using two separate tablets; switch the patient to a corresponding single
tablet of Encarlev®. When less Levodopa is required, reduce the total daily
dosage of Carbidopa/Levodopa either by decreasing the strength of
Encarlev® at each administration or by decreasing the frequency of
administration by extending the time between doses.

Contraindications: Narrow-angle glaucoma, phaeochromocytoma,
history of neuroleptic malignant syndrome (NMS) and/ or non-traumatic
rhabdomyolysis. Severe hepatic impairment. Concurrent use of or within
14 days of discontinuing non-selective MAOIs.

Side effects: Common side effects include dyskinesia, nausea,
hyperkinesia, change in urine color, diarrhea and stomach pain. Other side
effects may include diarrhea, sometimes severe; colitis; hallucinations;
other mental disturbances; orthostatic hypotension; rhabdomyolysis; and
symptoms resembling neuroleptic malignant syndrome (a condition
characterized by high fever, muscle stiffness, and confusion); fibrosis; skin
cancer, etc.

Use in pregnancy & lactation: Pregnancy category C. The combination
of Levodopa/ Carbidopa/ Entacapone should not be used during
pregnancy unless the potential benefit justifies the potential risk to the
fetus. The safety of this combination in the infant is not known. Women
should not breast-feed during treatment with this combination.

Precautions: Levodopa, Carbidopa and Entacapone together may cause
dizziness and symptomatic orthostatism. Therefore, caution should be
exercised when driving or using machines. As with Levodopa, periodic
evaluations of hepatic, hematopoietic, cardiovascular and renal function
are recommended during extended therapy.

Drug interactions: Symptomatic postural hypotension may occur when
Levodopa is added to the treatment of patients already receiving
antihypertensive. Dose adjustment of the antihypertensive agent may be
required. Dopamine receptor antagonists (e.g. some antipsychotics and
antiemetics), phenytoin and papaverine may reduce the therapeutic effect
of Levodopa. Patients taking these medicinal products with Levodopa/
Carbidopa/ Entacapone combination should be carefully observed for loss
of therapeutic response.

Over dosage: Symptoms of overdose may include: severe dizziness,
irregular heartbeat, mental/mood changes (such as agitation). Laboratory
and/or medical tests (such as heart/kidney/liver function, complete blood
count) should be performed periodically to monitor your progress or check
for side effects.

Storage: Keep out of reach of children. Store in a dry place, below 25°C
temperature and protected from light.

Packaging : Encarlev® 100 Tablet: Each carton contains 10X2 tablets in
Alu-Alu blister pack.

Encarlev® 150 Tablet: Each carton contains 10X2 tablets in Alu-Alu blister
pack.

Encarlev® 200 Tablet: Each carton contains 10X2 tablets in Alu-Alu blister
pack.
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Manufactured by

Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ideas for healthcare ® Registered Trade Mark.



