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Semua Pemegang Pendaftaran

Tuan,
KEPUTUSAN MESYUARAT PBKD

TAMBAHAN AMARAN BERKAITAN DENGAN HYPERGLYCEMIA BAGI KELUARAN “ATYPICAL
ANTIPSYCHOTIC AGENTS™

Pihak Berkuasa Kawslan Dadah, dalam mesyusratnya yang ke 160 pada 1hb, Julai 2004 telah membuat

keputusan berikut:

% PBKD telah bersetuju agar amaran berkaitan dengan kesan advers “hyperglycemia” wajib unh.lk

dimuatkan pada sisip bungkusan bagi semua keluaran yang agen “atypical anfip

3 Keluaran yang terfibat adalsh keluaran yang mengandungi bahan aktif seperti berikut:
Clozapine

‘Oanzegine

Risperidone

Cualiaging

Ziprasidone

Aripiprazole

~peoow

4 Amaran yang peru dimuatkan di bawsh bahagian "Waming” adalah seperfi berkut:
WARNINGS:

Hyperglycemia and Diabetes Mellitus
Hyperglycemia in some cases extreme and iated with

or death, has been reporfed in patients treated with atypical mnbsychol'ks Asmsmmrafﬂn
relationship between atypical antipsychotic use and glucose abnormalities is complicated by the
possibility of an inreased background risk of diabetes mellitus in patients with schizophrenia
mﬂwmgM:ldmmmmemmmemh

confounders, the .-mm:.ma bcmm mpi:a.l' i h usn and h;

ad'ms ovenls is not d. However, iological studies suggest an
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atypical antipsychotics. Precise risk for elated adverse events in

patients treated with atypical antipsychotics are not n.lﬂ'lbﬁ
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5.

Pamm‘s mth an esfablished d.laqnnsus of diabetes meflitus who are started on afypical
should be itared regularly for worsening of glucose control. Pationts with
risk factors for diabetes mellitus (e.g., obesity, family history of diabetes) who are starting
Lnaarmml with llypki! mnpsmrlca should undergo fasting blood glucose testing at the
of t and | during Any patient treated with atypical
should be i for of hyperg including p
pol)'unh polyphagia, and weakness, Patiants who develop symploms od’hymrywnra du\nng
treatment with atypical antipsychotics should undergo fasting blood glucose festing. In some
cases, hypergiycemia has resoived when the atypical antipsychotic was discontinued; however,
some patients required continuation of anti-diabetic treatment despite discontinuation of the
suspect drug.

Pitiak tuan adalah disarankan agar mengambil maklum dan mematuhi keperuan di atas.

Sekian, lenma kasih.
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