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Risperdal Consta 25mq, 37.5mg, 50mg  :jmn
Solution for suspension for injection

'WONN 7w 9X71 X91N7 D1I7yn D Doy TING wipan J-C Health Care Ltd. niwnin w2
2025 AxN29a 10T (Imav

[n10N VNYINY VO;70 ,DITXA [NION YOoNY UO/7U) qYnnl 0'Y'sin oM p'vn |IDTVn 'S

DTV D' K, (7/7'2 [RI0A DU [I7V2 1N17'AY V070 ,AXA-H7-BY-7+33 V070D
.0'o0n

1INV NVYINNAD NINAN

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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5 WARNINGS AND PRECAUTIONS

5.6 Hyperprolactinemia

As with other drugs that antagonize dopamine D2 receptors, risperidone
elevates prolactin levels and the elevation persists during chronic
administration. Risperidone is associated with higher levels of prolactin
elevation than other antipsychotic agents.

Hyperprolactinemia may suppress hypothalamic GnRH, resulting in reduced
pituitary gonadotropin secretion. This, in turn, may inhibit reproductive function
by impairing gonadal steroidogenesis in both female and male patients.
Galactorrhea, amenorrhea, gynecomastia, and impotence have been reported
in patients receiving prolactin-elevating compounds. Long-standing
hyperprolactinemia when associated with hypogonadism may lead to
decreased bone density in both female and male subjects.

Tissue culture experiments indicate that approximately one-third of human
breast cancers are prolactin dependent in vitro, a factor of potential importance
if the prescription of these drugs is contemplated in a patient with previously
detected breast cancer. An increase in pituitary gland, mammary gland, and
pancreatic islet cell neoplasia (mammary adenocarcinomas, pituitary and
pancreatic adenomas) was observed in the risperidone carcinogenicity studies
conducted in mice and rats [see Nonclinical Toxicology (13.1)]. Neither—elinical

be—conelusive—at—this—time: Published epidemiologic studies have shown
inconsistent results when exploring the potential association between
hyperprolactinemia and breast cancer.
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