Carlev®
Levodopa USP+ Carbidopa

Description: Carlev® is a combination of Levodopa and
Carbidopa. Levodopa, the metabolic precursor of dopamine,
does cross the blood-brain barrier, and presumably is
converted to dopamine in the brain. Carbidopa inhibits
decarboxylation of peripheral Levodopa. Since its
decarboxylase inhibiting activity is limited to extracerebral
tissues, administration of Carbidopa with Levodopa makes
more Levodopa available for transport to the brain.

Mode of action: Carlev® 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.

Composition: Carlev® 110 Tablet: Each tablet contains
Levodopa USP 100 mg & Carbidopa Monohydrate USP
10.8 mg equivalent to Carbidopa 10 mg.

Carlev® CR 250 Tablet: Each Controlled Release tablet
contains Levodopa USP 200 mg & Carbidopa Monohydrate
USP 54 mg equivalent to Carbidopa 50 mg.

Carlev® 275 Tablet: Each tablet contains Levodopa USP
250 mg & Carbidopa Monohydrate USP 27 mg equivalent to
Carbidopa 25 mg.

Indications: Carlev® is indicated in the treatment of
Parkinson's disease, post-encephalitic Parkinsonism, and
symptomatic Parkinsonism that may follow carbon monoxide
intoxication or manganese intoxication.

Dosage & administration: Carlev® 110 Tablet: Dosage
may be initiated with one tablet three or four times a day.
Titration upward may be required in some patients to
achieve optimum dosage of Carbidopa. The dosage may be
increased by one tablet every day or every other day until a
total of eight tablets is reached.

Carlev® CR 250 Tablet: Dosage with Carlev®
controlled-release tablet should be substituted initially at an
amount that provides no more than approximately 10%
more levodopa per day when higher dosages are given
(more than 900 mg per day). The dosing interval between
doses should be prolonged by 30 to 50% at intervals
ranging from 4 to 12 hours. It is recommended to give the
smaller dose, if divided doses are not equal.

Carlev® 275 Tablet: The initial dose is one half taken once
or twice daily. However, this may not provide the optimal
amount of Carbidopa needed by many patients. If
necessary, add one-half every day or every other day until
optimal response is reached. The suggested starting dosage
for most patients taking more than 1500 mg of Levodopa a
day is one tablet of Carlev® 275 three or four times a day.

Maintenance dose: Therapy should be individualized and
adjusted according to the desired therapeutic response.
When more Levodopa is requried, Carlev® 275 tablet should
be substituted at a dosage of one tablet three or four times a
day. If necessary, the dosage of Carlev® 275 tablet may be
increased by half to one tablet every other day to a
maximum of eight tablets a day. Experience with a total daily
dosage greater than 200 mg Carbidopa is limited.

Contraindications: Nonselective monoamine oxidase
(MAQ) inhibitors are contraindicated for use with Levodopa
and Carbidopa. These inhibitors must be discontinued at
least two weeks prior to initiating therapy with Levodopa and
Carbidopa. Levodopa and Carbidopa is contraindicated in
patients with known hypersensitivity to any component of
this drug, and in patients with narrow-angle glaucoma.

Side effects: The most common adverse reactions reported
with Levodopa and Carbidopa have included dyskinesias,
such as choreiform, dystonic and other involuntary
movements, and nausea.

Use in pregnancy & lactation: Pregnancy Category C.
Levodopa has been detected in human milk. Caution should
be exercised when administered to a nursing woman.

Precautions: Levodopa alone, as well as combination, is
associated with dyskinesias. The occurrence of dyskinesias
may require dosage reduction. It should be administered
cautiously to patients with severe cardiovascular or
pulmonary disease, bronchial asthma, renal, hepatic or
endocrine disease.

Drug interactions: Symptomatic postural hypotension has
occurred when Carbidopa-Levodopa is added to the
treatment of a patient receiving antihypertensive medicines.
Dopamine-2 receptor antagonists (e.g., phenothiazines,
butyrophenones and risperidone) and isoniazid may reduce
the therapeutic effects of Levodopa.

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

Carlev® 110 Tablet: Each carton contains 10X5 tablets in
Alu-Alu blister pack.

Carlev® CR 250 Tablet: Each carton contains 10X2 tablets
in Alu-Alu blister pack.

Carlev® 275 Tablet: Each carton contains 10X3 tablets in
Alu-Alu blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ideas for hoealthoare ® Registered Trade Mark.



