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Hi B%!

Attached herewith is the latest safety update on lamotrigine for your reference. 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, 2™ Floor, Macao S.A.R., China

®  Faxio - B853-28524016

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.pdl. 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!

LVNEHFERE

Chief, Department of Pharmaceutical Affairs
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Lamotrigine B5 5% 5% L1 [ 5 BT A9 S5 T (seizures) f1 65 A P B8R (Mg AT - 30182 4E (bipolar
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(i FF © 58 HE A AN 7 E5 {1 FE 5 lamotrigine /Y 5% 7 5 APO-lamotrigine Tab 100mg. Lamictal
Dispersible Tab 5mg/25mg, Lamictal Tab 50mg/100mg, Latrigine Tab 100mg “Kingdom™, PMS-
Lamotrigine Tab 25mg/1 00mg[2] ¢ U-CHU Lamogin Tab 100mg.

BEME G R A R

Lamotrigine is a medication commonly used for seizures in children two years and older, and bipolar
disorder in adults. Based on United Stated Food and Drug Administration{USFDA)'s review of adverse
event reports submitted to the agency from December 1994 (when the drug was approved) through
November 2009, a total of 40 cases of aseptic meningitis occurring in pediatric and adult patients
taking lamotrigine were identified. Symptoms of meningitis may include headache, fever, stiff neck,
nausea, vomiting, rash, and sensitivity to light.

In light of the severity of meningitis, it is important to rapidly diagnose the underlying cause so that
treatment can be promptly initiated. For those patients taking lamotrigine, physicians, Pharmacists and
other healthcare professionals should be aware that lamotrigine can cause aseptic meningitis and
cducate their patients signs and symptoms of meningitis. If meningitis is suspected, patients should
also be evaluated for other causes of meningitis and treated as indicated. Discontinuation of
lamaotrigine should be considered if no other clear cause of meningitis is identified.

Note * The lamotrigine authorized for distribution in the Macao market include APO-lamotrigine Tab
100mg ., Lamictal Dispersible Tab 5mg/25mg, Lamictal Tab 30mg/100mg, Latrigine Tab 100mg
“Kingdom™, PMS-Lamotrigine Tab 25mg/100mg and U-CHU Lamogin Tab 100mg.

Division of Pharmacovigilance
and Pharmacoeconomics{DFF)
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. hitp:/fwww.ida.gov/Safety/Med Watch/SafetyInformation/Safety AlertsforHHumanMedical Products/uc
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http:/fwww. fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/uc
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