Domperidone maleate 10mg

-

MOTILIUM®-M Vi 10 vién, hop 10 vi
THANH PHAN: Mbi vién nén bao phim MOTILIUM®-M chifa: 12,72mg
Domperidone maleate tuong duong 10 mg domperidone

CHi DINH:

a) Phic hop céac triéu chiing an khéng tiéu thudng lién quan dén
cham lam réng da day, trao ngugc da day thuc quan va viém thuc
quan: Cam giac day bung, mau no, cang tic bung, dau bung trén;
truéng bung, ddy hai, ¢ hai; buén nén, nén; néng bdng sau xucng tc
c6 hoac khong kem theo ¢ céc chat chia trong da day [én miéng

b) Budn ndn va nén do co nang, thuc thé, nhiém tring hodc thuc ché
hoac nén do thudc hodc do xa tri. Chi dinh dac biét cho buén nén va
non gay ra do thuéc déng van dopamine dung & bénh nhan bénh
Parkinson (nhu L-dopa va bromocriptine).

LIEU LUONG VA CACH DUNG:

Nén uéng MOTILIUM®-M truéc bira an. Néu uéng sau khi &n, su hap
thu thudc c6 thé bi cham lai. Nén sir dung domperidone véi muic liéu
thdp nhét c6 hiéu qua. Liéu hang ngay téi da cia domperidone la
80mg/ngay. Néu can thiét, c6 thé tang liéu dé dat dugc hiéu qua diéu
tri, tuy nhién lgi ich cta viéc téng liéu phai vugt tréi hon so véi ngu
0 ¢6 thé xdy ra. Khi MOTILIUM®-M dugc ké toa: Ngudi Ion va thiéu
nién = 12 tudi va cdn ndng > 35 kg va tré cé can ndng = 35kg. Liéu
ctia MOTILIUM®-M nén la liéu nhé nhat c6 hiéu qua tuy thudc tinh
trang cla tiing ngudi (tiéu biéu 30mg/ngay) va cé thé tang dén liéu
udng t6i da mét ngay la 80mg. Qua trinh diéu tri khai dau kéo dai téi
da 4 tuan. Néu viéc diéu tri qua bén tuan, bénh nhan nén dugc danh
gid lai va xem xét lai su can thiét cua viéc tiép tuc diéu tri. Liéu dung:
Mai lan 1-2 vién, 3-4 1an méi ngay, liéu t6i da la 80mg mébi ngay (8 vié
10 mg). Khi MOTILIUM®-M khéng dugc ké toa bdi bac si: Ngugj
va thiéu nién > 12 tudi va can nang 2 35 kg. MOTILIUM®-M
dung véi liéu téi da méi ngay la 40 mg. Diéu tri véi MOTIL
khong nén qué 14 ngay lién tuc diéu tri ma khong c6 bac si tham v§
CHU Y: dang vién nén khéng phu hgp cho tré c6 can nang d
St dung & bénh nhan suy than: Vi thoi gian ban hiy dompé
kéo dai & bénh nhan suy than nang, khi st dung lap di lap lai,
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thudc vao muic d6 suy than tram trong nhu thé nao ma can phai g
liéu, Bénh nhan diéu tri dai ngay phai dugc xem xét lai déu dan.
CHONG CHI PINH:
Motilium-M dugc chéng chi dinh trong cac tinh hudng sau: Qua man
dugc biét véi domperidone hodc bat ci td dugc nao cua thudc. U
tuyén yén tiét prolactin. Chéng chi dinh dung déng th&i domperi-
done véi cac thudc tic ché CYP3A4 do kha nang lam kéo dai khoang
QT nhu ketoconazol, itraconazol, fluconazol, voriconazol, erythromy-
cin, clarithromycin, amiodaron, amprenavir, atazanavir, fosamprena-
vir, indinavir, nelfinavir, ritonavir, saquinavir, diltiazem, verapamil va
céac chdt chéng nén tc ché thu thé neurokinin-1 & nao. Khi viéc kich
thich van dong da day c6 thé gay nguy hiém nhu dang bi xuét huyét
tiéu héa, tac ruét co hoc hodc thing tiéu héa. 3 bénh nhan suy gan
| muc dé viia hay nang.
EHAN TRONG:
UM® can duoc sit dung than trong & bénh nhan 16n tudi hay
gnh nhan dang hoac c6 tién st mac bénh tim mach. Vai
ich té cho thdy domperidone c6 thé lién quan véi viéc
Baloan nhip that nang hay dét tir tim mach. Nhiing
jéc tang nguy co nay cé thé cao hon & nhﬁn(,‘g
§ nhitng bénh nhan str dung liéu thu
W0 trong trén nhimng bénh nhan cé
truyén xung dong tim kéo
an dién giai ro rét (ha
ach (nhu suy tim

Motilium-M
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dung thuéc ctia MOTILIUM®-M phai gidm & mic 1-2 lan/ngay, tuy-

Tai liéu théng tin cho can bo y té
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sung huyét). Vién nén bao phim MOTILIUM®-M cé chua lactose do d6
.c6 thé khéng phu hgp cho bénh nhan khéng dung nap véi lactose,

khong dung nap véi galactose do thi€u men chuyén héa galactose

hay kém hdp thu glucose/galactose.

TUONG TAC:

Dung cuing ltc thudc khang cholinergic c6 thé lam mét tac dung diéu

tri khé tiéu ctia MOTILIUM®- M. Con dudng chuyén héa chinh cla

domperidone qua CYP3A4, cac thubc st dung déng théi ma gay Uc
ché& manh men nay c6 thé dan dén lam ting néng d6 domperidone
trong mau. Vi du vé cac thudc tc ché manh CYP3A4 bao gém: Thudc
khang nam nhoém azole nhu la fluconazole*, itraconazole,
ketoconazole* va voriconazole*; Khang sinh nhém macrolide nhu
erythromycin*, clarithromycin®*; Thuéc Gc ché men protease HIV
nhu amprenavir, atazanavir, fosamprenavir, indinavir, nelfinavir,
ritonavir, va saquinavir; Thuéc déi van can-xi nhu la diltiazem va
verapamil; Amiodarone*; Aprepitant; Nefazodone; Telithromycin*. (*

Céc thudc ciing lam kéo dai khoang QTc).

PHU NU CO THAL:

Co it dir liéu vé viéc st dung domperidone & phu nir c6 thai. Mot

nghién ctu trén chudt cho thdy doc tinh trén hé sinh san & liéu doc

cao. Nguy co tiém tang & ngudi chua dugc biét dén. Chi nén dung

MOTILIUM-M trong thai ky khi dénh gia va tién lugng dugc lgi ich diéu

tri.

PHU NU CHO CON BU:

Thuéc dugc bai tiét trong sia chudt me. Chua ré la né c6 gay hai cho
& sg sinh hay khong vi thé phu nir dang dung thuéc MOTILIUM-M
cho con bu,

LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
A al héng anh hudng hoac anh hudng khéng dang ké lén
“kha nanglai %elya van hanh may moc.
TAC DUNG NGQAI Y:

lam sang trén bénh nhan = 15 tudi: 0 >1% bénh
Lo au, Giam/mat kha nang hoat déng tinh duc; Pau
6n chén; Tiéu chady; Man do, Ngua; Vu to, Cing nguc,
inh, Pau nguc, Réi loan kinh nguyét, RSi loan tiét sira;
<1% bénh nhéan: Qué man; Mé day; Vi téng tiét, Sung
i dua thudc ra thi truong: Rat hiém: Phan (ing qua man; Kich
dong, Lo au; Réi loan ngoai thap, Co giat; Dot tir do bénh tim, Loan
nhip that nghiém trong; Phu mach; Bi ti€u; Xét nghiém chiic nang gan
bat thuong, Tang prolactin mau. Nguy co loan nhip that nghiém trong
hoac dét ti do tim mach cao han & bénh nhan dung liéu hang ngay
I6n hon 30mg va bénh nhan trén 60 tudi. Théng bao cho bac si nhiing
tac dung khéng mong mudn gép phai khi sir dung thudc.
QUA LIEU:
Qua liéu dugc béo cdo chii yéu & tré nhi nhi va tré em. Triéu chiing
qua liéu bao gém kich déng, réi loan nhan thic, co giat, mat dinh
huéng, ngti ga va phan ting ngoai thap.

Khéng c6 thudc d6i khang dac hiéu cho domperidone nhung khi bi
qua liéu véi mét lugng thudc I6n, rira da day trong vong mét gid sau
khi uéng thuéc ciing nhu duing than hoat c6 thé hitu dung. Cac thuéc
khang tiét cholin hoac thudc diéu tri parkinson cé thé giup ich trong
viéc kiém soat cac phan ing ngoai thap.

SAN XUAT TAI:
San xuat tai: OLIC (Thailand) Ltd theo hgp déng nhugng quyén véi
JANSSEN PHARMACEUTICA N.V., Beerse,-Bi.
Bia chi: 166 Moo 16 Bangpa-In Industrial Estate, Udomsorayuth Road,
Bangpa-In District, Ayutthaya Province, Thai Lan
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Vimedimex Binh Duong, 5648 L1-2 VSIP Il, dudng s6 3, KCN VSIP 2, Thi
Dau Mét, Binh Duong. > )




