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Risperdal consta is indicated for the treatment of schizophrenia and
schizoaffective disorders.

Risperdal consta is indicated as monotherapy for the maintenance treatment of
bipolar | disorder to delay occurrence of mood episodes.

Risperdal consta is indicated for adjunctive maintenance treatment to delay
occurrence of mood episodes in patients with frequently relapsing bipolar
disorder.
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3 DOSAGE FORMS AND STRENGTHS

RISPERDAL CONSTA® is available in dosage strengths of 25 mg, 37.5 mg, and 50
mg risperidone. It is provided as a single-use dose pack, consisting of a vial containing
the risperidone microspheres, a pre-filled syringe containing 2 mL of diluent for
RISPERDAL CONSTA®, a vial Adapter®, and two Terumo SurGuard® 3 Needles for
intramuscular injection (a 21 G UTW 1-inch needle with needle protection device for
deltoid administration and a 20 G TW 2-inch needle with needle protection device for
gluteal administration).

5.3 Neuroleptic Malignant Syndrome

Neuroleptic Malignant Syndrome (NMS), A a potentially fatal symptom complex,
ometimes referred-to-as Newroleptic Malienant Sy PMSy-has been reported in

association with antipsychotic drugs. Clinical manifestations of NMS are hyperpyrexia,
muscle rigidity, altered mental status including delirium, ewvidenee-of and autonomic
instability (irregular pulse or blood pressure, tachycardia, diaphoresis, and cardiac
dysrhythmia). Additional signs may include elevated creatine phosphokinase,

myoglobinuria (rhabdomyolysis), and acute renal failure.
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is suspected, immediately discontinue RISPERDAL CONSTAO and prov1de

symptomatic treatment and monitoring.

5.4 Tardive Dyskinesia

Tardive dyskinesia, A a syndrome consisting of potentially irreversible, involuntary,
dyskinetic movements may develop in patients treated with antipsychotic drugs.
Although the prevalence of the syndrome appears to be highest among the elderly,

especially elderly women, it is impossible to relyupen-prevalence-estimatesto-prediet;
at-thetheeptionotantipsychotietreatment—whichpatients—arettkely—to predict which

patients will develop the syndrome. Whether antipsychotic drug products differ in their
potential to cause tardive dyskinesia is unknown.

The risk of developing tardive dyskinesia and the likelihood that it will become
irreversible af%beheved—te increase as Wlth the duration of treatment and the tetal

cumulative dose. ef-an : :
the The syndrome can develop, al-theugh—m&eh—less—eemmeﬂlry after relatlvely brlef
treatment periods, even at low doses. It may also occur after discontinuation of

treatment.

Tardive dyskinesia Fhe-syndreme may remit, partially or completely, if antipsychotic
treatment is discontinued withdrawn. Antipsychotic treatment, itself, however, may
suppress (or partially suppress) the signs and symptoms of the syndrome, and-thereby
may possibly masking the underlying process. The effect that symptomatic suppression
has upon the long-term course of the syndrome is unknown.

Given these considerations, RISPERDAL CONSTA® should be prescribed in a manner
that is most likely to minimize the occurrence of tardive dyskinesia. Chronic
antipsychotic treatment should generally be reserved for patients: (1) who suffer from a
chronic illness that: {13 is known to respond to antipsychotic drugs, and (2) for whom
alternative, equally effective, but potentially less harmful treatments are not available
or appropriate. In patients who do require chronic treatment, the smaHest lowest dose

and the shortest duration of treatment producing a satisfactory clinical response should
be—sought. Periodically reassess The the need for continued treatment sheuld—be

Loeriodicalls
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If signs and symptoms of tardive dyskinesia appear in a patient treated with
RISPERDAL CONSTA®, drug discontinuation should be considered. However, some
patients may require treatment with RISPERDAL CONSTA® despite the presence of
the syndrome.
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e Disruption of body temperature regulation /[see Warnings and Precautions

(5.15)]

e Avoidance of inadvertent injection into a blood vessel [see Warnings and
Precautions (51635.15]

6.2 Postmarketing Experience

The following adverse reactions have been identified during postapproval use of
risperidone; because these reactions are reported voluntarily from a population of
uncertain size, it is not possible to reliably estimate their frequency: agranulocytosis,
alopecia, anaphylactic reaction, angioedema, atrial fibrillation, blood cholesterol
increased, blood triglycerides increased, catatonia, diabetes mellitus, diabetic
ketoacidosis in patients with impaired glucose metabolism, drug withdrawal syndrome
neonatal, dysgeusia, hypoglycemia, hypothermia, ileus, inappropriate antidiuretic
hormone secretion, intestinal obstruction, jaundice, mania, pancreatitis, priapism, QT
prolongation, sleep apnea syndrome, somnambulism, Stevens-Johnson syndrome and
toxic epidermal necrolysis (SJS/TEN), thrombocytopenia, thrombotic
thrombocytopenic purpura, urinary retention, and water intoxication. In addition, the
following adverse reactions have been observed during postapproval use of
RISPERDAL CONSTA®: cerebrovascular disorders, including cerebrovascular
accidents, and diabetes mellitus aggravated.
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Postmarketing cases of extrapyramidal symptoms (dystonia and dyskinesia) have
been reported in patients concomitantly taking methylphenidate and risperidone when
there was an increase or decrease in dosage, initiation, or discontinuation of either or
both medications.

7.6 Methylphenidate

Concomitant use with methylphenidate, when there is change in dosage of either
medication, may increase the risk of extrapyramidal symptoms (EPS). Monitor for
symptoms of EPS with concomitant use of RISPERDAL CONSTA® and
methylphenidate /see Adverse Reactions (6.2)].

oooooooooo

8.6 Renal or Hepatic Impairment

In patients with renal or hepatic impairment, carefully titrate with oral risperidone prior
to initiating treatment with RISPERDAL CONSTA® [see Dosage and Administration

2.4)].

Patients with renal impairment may have less ability to eliminate risperidone than
patients with normal renal function. Patients with impaired hepatic function may have
an increase in the free fraction of risperidone, possibly resulting in an enhanced effect
[see Clinical Pharmacology (12.3)].

8.7 Patients with Parkinson’s Disease or Lewy Body Dementia

Patients with Parkinson’s Disease or Dementia with Lewy Bodies can experience
increased sensitivity to RISPERDAL CONSTA®. Manifestations can include
confusion, obtundation, postural instability with frequent falls, extrapyramidal
symptoms, and clinical features consistent with neuroleptic malignant syndrome.
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