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Attached herewith is a latest safety update on antipsychotics. If physicians, pharmacists or other
healthcare professionals suspect any kind of adverse reaction subsequent to the use of the above or any
other medication, please report through any of the following methods :

®  Online - http://www.ssm.gov.mo/design/webservices/c_wservices_main.htm

® Mail to - 51 Avenida do Sidonio Pais, Edificio China Plaza, gnd Floor, Macao S.A.R., China

® Faxto - 853-28524016

The report form can be collected in person at Department of Pharmaceutical Affairs or downloaded
from the website designated as http://www.ssm.gov.mo/design/services/serpt_chn.pdf. Should you
have any query, please contact Ms. Beatrice Young or Mr. Jeffrey Lam at 8598-3517 or 8598-3439
respectively from the Division of Pharmacovigilance and Pharmacoeconomics during office hours. In
case of urgent situations during off hours, please page 85008068.

Thanking you in advance for your attention!
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Chief, Department of Pharmaceutical Affairs
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Subject : Latest safety update on antipsychotics
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It from the United Stated Food and Drug Administration(USFDA) postmarketing reviews on ADR

reports up to October 2008 subsequent to the use of antipsychotics on pregnant mothers at their third
trimester of pregnancy identified 68 cases of neonatal extrapyryramidal signs(EPS) or withdrawal
symptoms in newborns. Symptoms exhibited by the newborns include agitation, hypertonia, hypotonia,
tremor, somnolence, respiratory distress and feeding disorder. In some of the exposed neonates EPS or
withdrawal symptoms subsided within hours or days without treatment, while others may require hospital
attention or even extended hospitalization. In light of the above we would recommend the following
advice for physicians, pharmacists, and other healthcare professionals :

1.

ol

when antipsychotic medications were given to mothers at their third trimester of pregnancy, fetal
exposure would predispose the neonates in developing EPS or withdrawal symptoms following
delivery. Hence, clinicians should monitor neonates for EPS or withdrawal symptoms;

counsel patients about the benefits and risks of taking antipsychotic drugs during pregnancy;

remind them not to stop taking the antipsychotic medication without first talking to their physician if
they are pregnant and not to abruptly stop their antipsychotic medication during pregnancy because
this could cause significant complications in their treatment conditions.

Division of Pharmacovigilance
and Pharmacoeconomics(DFF)
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