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KeluaranyangmengandungibahanaktifDopaminergik
'SuddenSleepOnset'.

Tambahanamaranberkaitandengan

PihakBerkuasaKawalanDadah,dalammesyuaratnyayangke 149 pada24hb.Julai 2003telahmembuat
keputusanberikut:

2. PBKDtelahbersetujuagaramaranberkaitandengan"SuddenSleepOnset"dimuatkanpadasisip
bungkusanbagi semua keluaranyang mengandungibahanaktif dopaminergiksupayadapat
mengurangkanrisikokejadiankesanadversseriuskepadapengguna.

3. Keluaranyangmengandungibahanaktifjenisdopaminergikyangterlibatialah:
a. Levodopa(termasukkombinasidengancarbidopalbenserazide/entacapone).
b. Apomorphine.
c. Bromocriptine.
d. Cabergoline.
e. Alpha-dihydroergocryptine.
f. lisuride

. g. Pergolide.
h. Piribedil.
i. Pramipexole.
j. Quinagolide.
k. Ropinirole.

4. Amaranyangdisyorkanadalahpadaruangansepertiberikut:

: '1) Specialwarning &Special Precautions For Use:

has beenassociatedwith somnolenceandepisodesof suddensleeponset,particularlyin
patientswith Parkinson'sdisease.Suddenonsetof sleepduringdailyactivities,in somecases
withoutawarenessor warningsigns,hasbeenreportedvery rarely.Patientsmustbe informed
of this and advisedto exercisecautionwhiledrivingor operatingmachinesduringtreatment
with Patientswho have experiencedsomnolenceand/or an episode of suddensleep
onset must refrainfrom drivingor operatingmachines.Futhermorea reductionof dosageor
terminationof therapymaybeconsidered.
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ii) EffectsonAbilityto DriveandUseMachines:
Patientsbeingtreatedwith and presentingwith somnolenceand/orsuddensleep
episodesmustbe informedto refrainfromdrivingor engagingin activitieswhereimpaired
alertnessmayput themselvesor othersat riskof seriousinjuryor death(e.g.operating
machines)untilsuchrecurrentepisodesandsomnolencehaveresolved(seealsosectionon
specialwarningsandspecialprecautionsforuse).

iii) UndesirableEffects:
is associatedwith somnolenceandhasbeenassociatedveryrarelywithecxessive

daytimesomnolenceandsuddensleeponsetepisodes.

Pihaktuanadalahdisarankanagarmengambilmaklumdanmematuhikeperluandi atas.

Sekian,terimakasih.
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