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Quahty Of L|fe rigidity and bradykinesia.

Highly SINEMET* therapy provides symptomatic relief,
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of levodopa.
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tion of drug induced parkinsonism.

CONTRAINDICATIONS

When a sympathomimetic amine is contraindi-
cated; with monoamine oxidase inhibitors,
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cardiovascular, endocrine, hematologic,
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melanoma.

WARNINGS
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alone, discontinue levodopa at least 12 hours
before initiating SINEMET* at a dosage that
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Not recommended in drug-induced extra-
pyramidal reactions; contraindicated in
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Levodopa related central effects such as
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phenomenon may appear earlier with combina-
tion therapy.
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ment of mental changes, depression with
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Cardiac function should be monitored conti-
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bearing potential, weigh benefits against risks.
Should not be given to nursing mothers. Effects
on human pregnancy and lactation unknown.

PRECAUTIONS

General: Periodic evaluations of hepatic,
hematopoietic, cardiovascular and renal
function recommended in extended therapy.
Treat patients with history of convulsions
cautiously. Physical Activity: Advise patients
improved on SINEMET* to increase physical
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with other medical considerations. In
Glaucoma: May be given cautiously to patients
with wide angle glaucoma, provided intra-
ocular pressure is well controfled and can be
carefully monitored during therapy. With Anti-
hypertensive Therapy: Assymptomatic postural
hypotension has been reported occasionally,
give cautiously to patients on antihypertensive
drugs, checking carefully for changes in pulse
rate and blood pressure. Dosage adjustment of
antihypertensive drug may be required. With
Psychoactive Drugs: If concomitant administra-
tion is necessary, administer psychoactive
drugs with great caution and observe patients
for unusual adverse reactions. With Anes-
thetics: Discontinue SINEMET* the night
before general anesthesia and reinstitute as
soon as patient can take medication orally.

ADVERSE REACTIONS

Most Common: Abnormal Involuntary Move-
ments—usually diminished by dosage reduc-
tion—choreiform, dystonic and other in-
voluntary movements. Muscle twitching and
blepharospasm may be early signs of excessive
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dyskinesias, sudden akinetic crises related to
dyskinesias, akinesia paradoxica (hypotonic
freezing) and ‘'on and off' phenomenon.
Psychiatric: paranoid ideation, psychotic
episodes, depression with or without develop-
ment of suicidal tendencies and dementia.
Rarely convulsions (causal relationship not
established). Cardiac irregularities and/or
palpitations, orthostatic hypotensive episodes,
anorexia, nausea, vomiting and dizziness.

(levodopa and carbidopa combination)

Other adverse reactions that may occur:
Psychiatric: increased libido with serious anti-
social behavior, euphoria, lethargy, sedation,
stimulation, fatigue and malaise, confusion,
insomnia, nightmares, hallucinations and
delusions, agitation and anxiety. Neurologic:
ataxia, faintness, impairment of gait, headache,
increased hand tremor, akinetic episodes,
"akinesia paradoxica”, increase in the fre-
quency and duration of the oscillations in
performance, torticollis, trismus, tightness of
the mouth, lips or tongue, oculogyric crisis,
weakness, numbness, bruxism, priapism.
Gastrointestinal: constipation, diarrhea, epi-
gastric and abdominal distress and pain,
flatulence; eructation, hiccups, sialorrhea;
difficulty in swallowing, bitter taste, dry mouth;
duodenal ulcer;, gastrointestinal bleeding;
burning sensation of the tongue. Cardio-
vascular: arrhythmias, hypotension, non-
specific ECG changes, flushing, phlebitis.
Hematologic: hemolytic anemia, leukopenia,
agranulocytosis. Dermatologic:  sweating,
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Respiratory: feeling of pressure in the chest,
cough, hoarseness, bizarre breathing pattern,
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nocturia, and one report of interstitial nephritis.
Special Senses: blurred vision, diplopia, dilated
pupils, activation of latent Horner's syndrome.
Miscellaneous: hot flashes, weight gain or loss.
Abnormalities in laboratory tests reported with
levodopa alone, which may occur with
SINEMET*: Elevations of blood urea nitrogen,
SGOT, SGPT, LDH, bilirubin, alkaline phos-
phatase or protein bound iodine. Occasional
reduction in WBC, hemoglobin and hematocrit.
Elevations of uric acid with colorimetric
method. Positive Coombs tests reported both
with SINEMET* and with levodopa alone, but
hemolytic anemia extremely rare.

DOSAGE SUMMARY

In order to reduce the incidence of adverse
reactions and achieve maximal benefit, therapy
with SINEMET* must be individualized and
drug administration continuously matched to
the needs and tolerance of the patient. Com-
bined therapy with SINEMET* has a narrower
therapeutic range than with levodopa alone
because of its greater milligram potency.
Therefore, titration and adjustment of dosage
should be made in small steps and recom-
mended dosage ranges not be exceeded.
Appearance of involuntary movements should
be regarded as a sign of levodopa toxicity and
an indication of overdosage, requiring dose
reduction. Treatment should, therefore, aim at
maximal benefit without dyskinesias.

Therapy in Patients not receiving Levodopa:
Initially }5 tablet once or twice a day, increase
by % tablet every three days if desirable. An
optimum dose of 3 to 5 tablets a day divided
into 4 to 6 doses.

Therapy in Patients receiving Levodopa:
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Tegretol also has a distinct psychotropic effect, improving
the mood and relieving irritability of the epileptic patient
with associated behavioral or personality disturbances.
Tegretol relieves or diminishes the pain associated with
trigeminat neuralgia, usually within 24 - 48 hours.
Indications
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instituted prior to and maintained throughout treatment.
Caution should be observed while treating patients with
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eart disease or congestive failure. There is a possibility
of agitation and confusion in the elderty or activating a
latent psychosis.
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Concomitant use of monocamine oxidase inhibitors {two
weeks should elapse before Tegretol is prescribed for
patients who have received MAO] drugs), first trimester of
pregnancy, nursing mothers, patients with a history of
hepatic disease or serious blood disorder, or known
sensitivity to any tricrclic compound. Tegretol should not
be given to women of child-bearing potential unless, in the
opinion of the physician, the expected benefits to the
atient outweigh the possible risk to the foetus.
arnings
Although reported infrequently, serious adverse effects
have been observed during the use of Tegretol.
Agranulocytosis and aplastic anemia have occurred in a
few instances with a fatal outcome. Leucopenia, thrombo-
cytopenia and hepatocellular and cholestatic jaundice
have also been reported. It is, therefore, important that
Tegretol should be used carefully and close clinical and
frequent laboratory supervision should be maintained
throughout treatment in order to detect as early as
possible signs and symptoms of a possible blood
dyscrasia.
Treatment of Overdosage
No specific antidote.
Availability
Tegretol 200 mg:
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Full information is available on request.
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