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KE DU SeE PRECAUTIONS (Tablets, Elixir } 0" Oral Solution #:if)
Pregnancy

Non-teratogenic Effects

Neonates exposed to antipsychotic drugs, during the third trimester of
pregnancy are at risk for extrapyramidal and/or withdrawal symptoms
following delivery. There have been reports of agitation, hypertonia,
hypotonia, tremor, somnolence, respiratory distress and feeding disorder
in these neonates. These complications have varied in severity; while in
some cases symptoms have been self-limited, in other cases neonates have
required intensive care unit support and prolonged hospitalization.
Fluphenazine Hydrochloride should be used during pregnancy only if the
potential benefit justifies the potential risk to the fetus.
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i1 (https//dailymed.nlm.nih.gov/dailymed/druglnfo.cfm?setid=50c7e742-1165-4c45-bbf6-172c
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(An Australian categorization of risk of drug use in pregnancy)

% 2. Prescribing medicines in pregnancy database(Australian Government)<https://www.tga.gov.au/
hp/medicines—pregnancy.htm> (2023 4F 11 A 28 H7 7 & &) LV
B PO
F—=A LT UT D5 C
Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations. These
effects may be reversible. Accompanying texts should be consulted for further details.
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Neuroleptic Malignant Syndrome(NMS)
Since there is no adequate experience in children who have received this
drug, safety and efficacy in children have not been established.
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