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RISPERDAL® CONSTAP (risperidone) is
contraindicated in patients with a known
hypersensitivity to the-product—either
risperidone or paliperidone, or to any of
the excipients in the

RISPERDAL CONSTA® formulation.
Hypersensitivity reactions, including
anaphylactic

reactions and angioedema, have been
reported in patients treated with
risperidone and in patients treated with
paliperidone. Paliperidone is a metabolite
of risperidone.

RISPERDAL® CONSTA® (risperidone)
is contraindicated in patients with a
known hypersensitivity to the product

CONTRAINDICATIONS

Hyperglycemia and Diabetes
Mellitus

Hyperglycemia , exacerbation of pre-
existimg diabetisand and diabetes
mellitus, in some cases extreme and
associated with ketoacidosis or
hyperosmolar coma or death, has
have been reported in patients treated
with atypical antipsychotics including
RISPERDAL®.

Hyperglycemia and Diabetes
Mellitus

Hyperglycemia and diabetes
mellitus, in some cases extreme
and associated with ketoacidosis or
hyperosmolar coma or death, has
been reported in patients treated
with atypical antipsychotics
including RISPERDAL®.

WARNINGS AND
PRECAUTIONS

5.10 Seizures

During premarketing testing, seizures
occurred in 0.3% (5/1499 patients) of
patients treated with RISPERDAL®
CONSTA®. Therefore, RISPERDAL®
CONSTA® should be used cautiously
in patients with a history of seizures or
other conditions that potentially lower
the seizure threshold..

5.10 Seizures

During premarketing testing, seizures
occurred in 0.3% (5/1499 patients) of
patients treated with RISPERDAL®
CONSTA®. Therefore, RISPERDAL®
CONSTA® should be used cautiously
in patients with a history of seizures

5.22 QT prolongation

QT prolongation has very rarely
been reported postmarketing. As
with other antipsychotics, caution

should be exercised  when
risperidone is prescribed in patients




with known cardiovascular disease,
family history of QT prolongation,
bradycardia, or electrolyte
disturbances (hypokalaemia,
hypomagnesaemia),as it may
increase the risk of arrhythmogenic
effects, and in concomitant use with
medicines known to prolong the QT
interval.

5.23 Venous thromboeblism

Cases of venous
thromboembolism (VTE) have
been reported with antipsychotic
drugs. Since patients treated with
antipsychotics often present with
acquired risk factors for VTE, all
possible risk factors for VTE
should be identified before and
during treatment with RISPERDAL
CONSTA and preventative
measures undertaken.

5.24 Hypersensitivity reactions

Although tolerability with oral
risperidone should be established
prior to initiating treatment with
RISPERDAL CONSTA, rarely
anaphylactic reactions have been
reported during  post-marketing
experience in patients who have
previously tolerated oral risperidone
If hypersensitivity reactions occur,
discontinue use of RISPERDAL
CONSTA; initiate general
supportive measures as clinically
appropriate and monitor the patient
until signs and symptoms resolve.

e Diseases or conditions that

could affect metabolism or

hemodynamic responses
[see Warnings and
Precautions (5.18)

e Intraoperative Floppy Iris
Syndrome [see Warnings
and Precautions (5.19)

e  Osteodystrophy and tumors
in animals [see Warnings and

Precautions (5.4920)

e QT prolongation [see
Warnings and Precautions
(5.22)]

e Venous thromboeblism [see
Warnings and Precautions
(5.23)]

e Hypersensitivity reactions
[see Warnings and
Precautions (5.24)

Diseases or conditions that
could affect metabolism or
hemodynamic responses [see
Warnings and Precautions

(5.18)

Osteodystrophy and tumors in
animals [see Warnings and
Precautions (5.4920)

ADVERSE EACTIONS




Venous thromboembolism

Cases of venous
thromboembolism, including
cases of pulmonary mbolism and
cases of deep vein thrombosis,
have been reported with
antipsychotic drugs (frequency
unknown).

Class effects

Other class-related cardiac effects
reported with antipsychotics which
prolong QT interval include ventricular
arrhythmia, ventricular fibrillation,
ventricular tachycardia, sudden death,
cardiac arrest and Torsades de
Pointes.

POSTMARKETING
EXPERIENCE

As with other antipsychotics,
caution is advised when
prescribing risperidone with
medicinal products known to
prolong the QT interval, such as
antiarrhythmics (e.g., quinidine,
dysopiramide, procainamide,
propafenone, amiodarone,
sotalol), tricyclic antidepressants
(i.e., amitriptyline), tetracyclic
antidepressant (i.e., maprotiline),
some antihistaminics, other
antipsychotics, some
antimalarials (i.e., quinine and
mefloquine), and with medicines
causing electrolyte imbalance
(hypokalaemia,
hypomagnesiaemia),
bradycardia, or those which
inhibit the hepatic metabolism of
risperidone. This list is indicative
and not exhaustive.

DRUG
INTERACTIONS

7.1
Alcohol

Centrally-Acting Drugs and

Given the primary CNS effects of
risperidone, caution should be used
when RISPERDAL® CONSTA® is
administered in combination with other
centrally acting drugs (e.g. opiates,
antihistamines, benzodiazepines) or
alcohol .

7.1
Alcohol

Centrally-Acting Drugs and

Given the primary CNS effects of
risperidone, caution should be used
when RISPERDAL® CONSTA® is
administered in combination with other
centrally acting drugs or alcohol .
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