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KEPUTUSAN MESYUARAT PBKD

TAMBAHAN AMARAN BERKAITAN DENGAN HYPERGLYCEMIA BAGI KELUARAN "ATYPICAL

ANTIPSYCHOTIC AGENTS"

Pihak Bei1<uasa Kawalan Dadah, dalam mesyuaralnya yang ke ~ pada Ihb. Julai 2004 Ielah mombuat
keputusan benku!:

2. PBKD telah bersetuju agar amaran berkaitan dengan kesan adyers "hyperglycemia' wajib untuk
dimuatkan padasisip bungkusan bagi semua keluaran yang merupakan agen 'atypical antipsychotic'.

3. Keluaran yang lenibat adalah keluaran yang mengandungi bahan aktif seperti ben\ut

a. Clozapine
b. OIanzepine
c. Risperidone
d Quetiapine
e. Ziprasidone
I. Mpiprazole

4. Amaran yang penu dimualkan di bawah bahagian 'Warning' adalah seperti benkut:

WARNINGS:

Hyperglycemia and Diabetes Memtus

Hyperglycemia in some cases extreme and associated with ketoacidosis or hyperosmoiar coma
or death, has been reported in pafients treated with atypical anfipsychofics, Assessment of the

re/afionship between atypical anfipsychotic use and glucose abnonmalith1s is complicated by the
possibility of an inreased background risk of diabetes mellitus in pa6ents with schizophrenia
and the increasing incidence of diabetes mellitus in the general popu/afion, Given this

confounders, the re/a60nshlp between atypical an6psychofic use and hyperglycemia-related
adverse events is not completely understood. However, epidemiological studies suggest an
increased risk of treatmeni-emergent hyperglycemia-related events in patients treated with the
atypical antipsychotics, Precise risk estimates for hyperglycem/a-reiated adverse events in
pa6ents treated with atypical anfipsychotics are not available.
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Patients with an establisheddiagnosisof diabetesmellitus who are started on atypical
antipsychoticsshouldbemonitoredregularlyfor worseningof glucosecon~ol.Patientswith
risk factors for diabetesmellitus (e.g.,obesity,family history of diabetes)who are starting
treatmentwith atypical antipsychoticsshouldundergofastingblood glucosetesting at the
beginningof treatmentand periodicallyduring treatment.Any patient treatedwith atypical
antipsychoticsshould be monitoredfor symptomsof hyperglycemiaincluding polydipsia,
polyuria,polyphagia,and weakness.Patientswhodevelopsymptomsof hyperglycemiaduring
treatmentwith atypicalantipsychoticsshouldundergofastingblood glucosetesting.In some
cases,hyperglycemiahasresolvedwhentheatypicalantipsychoticwasdiscontinued;however,
somepatients requiredcontinuationof anti-diabetic~eatmentdespitediscontinuationof the
suspectdrug.

Pihaktuanadalahdisarankanagarmengambilmaklumdanmematuhikeperluandiatas.

Sekian, terimakasih

'BERKHIDMAT UNTUK NEGARA'

'UTAMAKAN KUALlTI, EFIKASI DAN KESELAMATAN"
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