Motilium)
Domperidone 1mg/ml

HIEU QUA TRONG DPIEU TRI NON, TRG

Thanh phan: Motilium dang hén dich udng img/ml, méi 30 ml

gel chira 30mg Domperidone.

Liéu va cach dung: Nén udng trudc blra an.Néu udng sau bira

an, hap thu thudc cé thé bi chdm lai chit it. Ngudi I16n va thiéu

nién (trén 12 tudi hodc cdn nang tir 35kg trg 1én): 10-20 ml/lan

X 3-4 lan/ngay, t6i da 80ml/ngay.

Tré em: 0,2 - 0,4 mg/kg/lan x 3,4 lan/ngay (0,2-0,4 mi/kg/lan

x 3,4 lan/ ngay), litu t8i da 2,4 mg/kg/ngay, khong qua

80mg/ngay.

Chi dinh:

a) Phirc hop cac triéu chiing an khong tiéu lién quan dén su' lam
réng da day, trao ngudc thuc quan va viém thuc quan:
“*Cam giac day bung, mau no, cang tic bung.

- bay bung, day hoi, ¢ hai.

- Budn noén, non.

- Néng béng sau xudng Uc co hodc khéng kem theo g chéat
chua trong da day Ién mleng

b) Budn nuén va noén do cd ndng, thuc thé, nhiém triing hodc
thuc ché hodc non do thubc hay do xa tri.Chi dinh dac biét
cho budn ndn vasndn gay ra do thudc dong van dung & bénh
nhan Parkinson.

Chéng chi dinh: Khéng dung Motilium d6i vdi bénh nhan qua

man vdi domperidone hay bat c& thanh phén nao cla

thudc,chéng chi dinh vdi tré nhé dudi 1 tudi, u tuyén yén tiét
prolactin, tdn thudng gan mic d6 vira va nang hodac khi viéc kich
thich van dong da day c6 thé gay nguy hiém nhu dang bi xuét
huyét tiéu héa, tac rudt cs hoc, thing tiéu héa. Dung dong thdi

vdi ketoconazole dudng udng, erythromycin, hodc cac thudc Uc

ché manh CYP3A4 lam kéo dai khoang QTc nhu fluconazole,

voriconazole, clarithromycin, amiodarone va telithromycin.

Ch( y va than trong dac biét khi sif dung:

Khong dling cling lic vdi thudc khang axit va thudc giam tiét

axit vgi Motilium do lam giam kha dung sinh hoc cia Motilium,

nén dung cac thudc nay sau bita an. Hon dich udng Motilium
chira sorbitol nén khéng phiu hdp cho ngudi khdng dung nap
sorbitol. Than trong & phu nif dang cho con bu: O phu nif dang
cho con bu, tdng lugng domperidone tiét ra theo sita me dudi
7mcg/ngay & liéu dung khuyen cao cao nhat, chua biét co hai

Ién tré so sinh hay khong, vi vay khong khuyén céo cho con bl

¢ ba'me dang dling Motilium. Bénh nhan suy thén: O bénh nhan

suy than nang thdi gian ban huay domperidone trong huyét
tuong tang tir 7,4 1én 20,8 giG, nhung nong dd trong huyét

tuong & ngudi tinh nguyén thap hon & ngudi khée manh. Bdi vi

mot lugng rat nho thudc dudi dang khéng chuyén héa dugc thai

trlr qua than, khéng can phai diéu chinh liéu & bénh nhan suy

than khi chi diéu tri cdp mot liéu ding duy nhat.Tuy nhién, vdi

viéc st dung lap di 13p lai, liéu dung thudng xuyén phai giam &

mic 1-2 lan/ngay, tuy thudc vao mic do suy than tram trong
nhu thé nao ma can phai giam liéu. No6i chung bénh nhan ma
diéu tri dai ngay phai dudc xem xét lai déu dan.. Nhidng bénh
nhén suy giam chic néng gan: Béi vi domperidone dugc chuyén
hoa manh & gan nén Motilium phai dugc dliing véi su' can trong

*d bénh nhan réi loan chirc ndng gan. Tré nhi nhi: chlic nang

chuyén hdéa va hang rdo, mau ndo chua dugc phat trién day du

& nhitng thang dau ddi, nguy co tac dung phu Ién hé than kinh

cao hon tré nho tudi. Vi vay khuyén cédo dung thudc dung liéu va

theo ddi sat. Qua liéu cé thé gdy tac dung phu hé than kinh & tré
em, can xét dén cac ly do khac gay nén tac dung phu nay.

Tuodng tac véi thude va cac dang tuong tac khac: Dung cung lic

thudc khang cholinergic lam mat tac dung diéu tri kho tiéu cua

Motilium. Thudc khang axit va khéang tiét axit khong dugc dung

két hop vdi Motilium hon dich vi chiing lam cho kha dung sinh

- nhu la diltiazem and verapamil,

Tai liéu thoéng tin cho cén bd y té
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hoc dudng udng thdp hon. Domperidone chuyén héa chinh qua
CYP3A4, cac thudc sir dung phéi hdp ma gay Uc ché maﬁh men -
nay cé thé din dén lam téng ndng d6 domperidone trong mau,
nhu: thuSc khang ndm nhoém azole, khang sinh nhém
macrolide, thudc ('c ché men protease HIV, thudc d6i van can-xi
Amiodarone, aprepitant, 9
nefazodone, telithromycin. Motilium c6 tac déng lén van dong &
da day, anh hu’dng hép thu céc thudc uéng déng thai, dac biét la
cac thudc giai phong hoat chat kéo dai hoac thudc tan tai rudt.
Phu nit ¢6 thai & cho con bl: C6 it dif liéu vé viéc st dung
domperidone & phu nir ¢ thai, chi nén dung Motilium khi danh
gia va tién lugng dugc Igi ich diéu triz Tong lugng domperidone
tiét ra theo sita me & phu nif dang cho con bl thudng dudi
7mcg/ngay & liéu dung khuyén cdo cao nhat. Chua rd cé gay hai
cho tré sd sinh hay khéng vi thé phu nit dang cho con bl khong
dugc khuyén khich diing Motilium.

Tac dung ngoau y: Anh hudng Ién kha ning I3di xe va van
hanh mady méc: Motilium khéng anh hudng hodc anh hudng
khong dang ké 1én kha nang i xe va van hanh may mdc. Cac
tac dung ngoai y dudc x€p theo thi¥ tu tan sudt vdi qui udc sau:
rat thu’dng gap (>1/10), thudng gép (>1/100, <1/10), khong
thutng gap (>1/1000 <1/100), hiém gép (>1/10.000,
>1/1000), rét hiém gap (< 1/10.000), bao gém ca nhiing tru‘dng
hgp bao cao riéng lé. R6i loan he mién dich: R&t hiém: p
(fng qua man bao gdbm sbc phan vé, phl mach than kinh, p
ng di Ung. Réi loan néi tiét: Hiém: tang nong do prolactin.
ROi loan hé tdm than: R3t hiém: B&i r6i, cang théng ROi loan
hé than kinh: Rt hiém: téc dung phu ngoal thap, co giat, ngu
ga dau dau. Réi loan hé tiéu héa: Hiém: rbi loan da day- ruot
ké& ca co that rudt thoang qua rat hi€ém gap. R6i loan da va:
chdrc dudi da: Rat hiém: Mé day, nglra, phat ban. Réi loan’,
sinh san va via: Hiém: tang tiét sita, to vi, vO kin
nghiém: Rat hiém gap xét nghlem bat thu‘dng chiic nang gan.
Vi tuyén yen nam ngoai hang rao mau nao, domperidone. 2
lam tang nong do prolactln Trong cac trudng hdp hié

chiing co glat boi roi,
dugc bao cao & tré nho va tré em.

Théng bao cho bac si nhitng tac dung phu khéng mo
gap phai khi sir dung thudc. 3
Qua lieu: Triéu chidng: Qua lieu chu yéu dudc bao cao

va tré em. Triéu chi*fng qud liéu bao gdm: béi réi, thay ddi nhan
thifc, co giat, mat dinh hudng, ngu ga va phan 'ng ngoai thap.
Piéu tri: Khéng céd thubc gidi déc dac hiéu cho domperidone,

trong trudng hdp qua heu Rira da day hodc dung than hoat tinh,

theo ddi sat va diéu tri ho trg. Cac thudc khang tiét choline hoac
thubc diéu tri parkinson gilip kiém soat cac phan (ing ngoai thap.
San xuat tai:

OLIC (Thailand)Ltd-166 Moo 16 Bangpa-In Industrial Estate,
Udomsorayuth Road, Bantgpa-In District, Ayutthaya Province,
Thai Lan.

Cd sd nhugng quyén san xuat:

JANSSEN PHARMACEUTICA N.V., Beerse, Bi

Phan phdi bdi: »

Vimedimex Binh Dudng, s6 18 L1-2 VSIP II, Dufdng 56 3, KCN
VSIP2, Thi Dau Mot, Binh Dudng

Théng tin vé san phdm xin hen hé:

VPDD Janssen-Cilag, 35 Nguyén Hué, Q1, Tp HCM.

DT: (TP.HCM) 3821 - 4828, (Ha Noi) 3936 - 3323.

Tai liéu tham khio: (1) Théng tin ké toa. (2) Reddy masu, Soykan and McCallum, Domperidone: Review of Pharmacoly

and Clinical Applications in Gastroentrerology; American Journal of Gastroenterology 2007;102;2036-2045
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