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‘Motilium’

Domperidon 1ma/ml

THONG TIN KE TOA:

Thinh phila: Motillum hdn dich udng chua | ma dompendon trén 1 ml.
M&i 30 ml hén dich chia 30 mg domperidon, Mai 60 ml han dich chifa
60 my domperidon, T& duge: Cellulosa vl tinh the, natr carboxymethyl-
cellulose, dung dich sorbitol 70% (m/m) khong két tinh, methyl
parahydroxybenzoat, propyl parahydro xybenzoat, natri saccharin,
polysorbat 20, natri hydroxid, nudc tinh khidt, Chi dinh: Motilium duoc
chi dinh dé didu 1 triéu ching ndn va bubdn ndn, Lidu diing va cich
ding: Motilium chl nén s dung lléu thip nhit cd hidu qud tona thdl
glan ngdn nhit d& kidm sodt ndn vi budn ndn. Nén udng Motilium trude
bia &n Néu udng thudc sau bl dn, thudc <o thé bichdm hip thu. Bénh
nhin ndn uing thudc vio thitl glan el dinh. Néu bf quén 1 liéu, cd thé bd
qua ligu d6 va tiép tuc ding thudc theo lich trinh nhu cd. Khéng nén
ting Iiéu gip 461 dé b cho lidu a8 quén. Tha glan didu tr tdi da khéng
nén vugt qua mot tudn, Ngud! lan va tré vi thanh nién (tir 12 tudi tré lén
vacAn ndng 135 kg trdrlén): 10 mi (ca 1 mg/mi hdn dich udnal 1&n dén
3 1in 1 ngéy val lidu tSl da 1530 mi/ngdy, Tré sasinh, tré nhd, tré em (dudi
121u6l) v tré v| thanh nién cin ndng dudl 35 kg: liéu diing 14 0,25 ma/kg
cho 1 18n udng Nén ding cach nhau it nhit 4-6 gid, 3 1in 1 ngay vol lidu
16i da 13 0,75 ma/kg mdl ngly. Vi dy, 46| val tré cd cin ning 10 kg, lidu
dang 1h 2.5 mg cho 1 1k udng va e thé ding 3 1in/ngly val lléu tdi da 1A
7.5 mg/ngay. Nén uéng Motillum truoc bira an/trude khi cho &n. Néu
ubng sau khi n, thubc cd thé bl chim hip thu. Bénh nhin suy gan:
Matilium chéing chi dinh véi bénh nhin suy gan trung binh va ndng
{xarm Chdng chi dinh). Khong cdn higu chinh [Eu déi val bénh nhén suy
gannhe Bénh nhan suy thin: Do thoi glan ban thiicis domperidon bl
kéo dal @ bénh nhan suy thén ndng nén néu dung nhic I3i, 56 1dn dua
thudc cia Motllium cln glim xudng con 1 4én 2 lin/ngdy vA hidu chinh
i€y toy thudc vao misc d6 suy thin Chéng chi dink: Domperidon cin
chéng chi dinh trong nhimg trudng hop saw: B3 biét qua man vdl
domperidon hodc bit cd td dugc nio cla thudclU tuyén yin 1idt
peolactin (prolactinoma). Khi vige kich thich van ddng dg day co thé gay
nguy higm nhu dang bi xulit huybt tidd hoa, the rudt ca hoe hode thing
éu hoa. Bénh nhan suy gan trung binh hay néng. B2nh nhan co thdi
glan din trupdn xung dong tim kéo dil, d5c bigt 1 khodng QT, bénh
nhin ca roHioan didn gidl 1o rét hodc bénh nhan dang ¢6 B2nh tim mach
nhu suy tim suna buyét DOng déna thél vl cac thudc kéo dal khodng
Q7 (xem Tuong tac thudc), Ding déng thol v cac thudc dcch& CYPIA4
manh (khong phu thude tac dung kéo dal khodng QT) (xem Tuona tic
thudic). CAnh bée vh thin trong: Suy thdn: Thél gian ban thal cda
domperidon bl kéo dai g bénh nhin suy thin nina Trong truéng hop
dung nhilc ki, thn sult dus dompendon cin gidm xudng con 1 dén 2
lén/ngay tly thude mic d6 suy than, vi co thé hidu chinh lidu néu cin
Tac dung tréa tin moch: Dompesidan lam kéo dil khodng QT trén dién
t&m 46 Trong qud thinh gidm s&t hiu mal, o rit [t bdo cio W kéo dal
khaang QT va xodn dinh lign quan dén s dyng dompendon. Cac bao
cH0 Ny <0 ce y&U 18 nguy co gy nhidu nhid 1ol loan ditn gldl hay cic
thudc ding déna ths (xem tdc dung khdng mong mudn), Cic nghien
cuu dich té cho thiy domperidon cd the lhm thng nguy co loan nhip thilt
nghiém trong hodc 4t to do tim mach (xem tic dung khong mong
mudn), Nguy co ndy cao hon d6i val bénh nhin trén 0 tudl, bénh nhin
diing H&u hing ngdy Jén hon 30 mg v bénh nhin ding d8ng thél thudc
ké&o dal khodng QT hodc thudc acché CYPIA4.54 duna domperidon val
liéu thip nhit co hitu qud & ngun Idn v é em. Chang chi dinh
domperiden cho nhilng bé&nh nhén oo thai gian din truyén xung ddng
tim kéo dil, diic it s khobng QT bénh nhiln ¢b r6i laan dién gldl rd rét
(09 kah maw, ting kall mau, ha magnesi mau), nhip tim cham hodc bénh
nhin dang mac bénh tim mach nhu suy tim sung huyét do nguy co rdi
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nhip tim. Khuyén bbnh nhtumuh'm
chima nao trén tim mach. Tréem:Micdl!ﬁem
hiém gdp, nguy co gip the dyng phy trén thiin kinh cao hon dtré nhé do
chiic nang chuyén héa va hing rao mau ndo chua phit trién ddy do
trong nhing thing diu dol Do dd, khuyén cdo cin xic dinh liédu chinh
xic vi theo doi chiit ché khi ding cho tré sosinh, tré nho va tré em. Qua
1€y c6 thé gy cac tridu ching ngoai thap & tré em, nhung cin nén
yem xét dén cAc nguyen nhdn khdc Chi ¢ khi s dung: Han dich uéng
chia sorbitol nén cb thé khdng thich hop cho nguél khéng dung nap
sotbitol Tuang téc val thudc va cic dang tuong téc khic: Chdng Chi
Dinh déng thot: (1) Thudc lam kéo dai khodng QT; thude chdng loan
nhip tim nhém 1A111; mot s8 thude chdna loan thin, chdng trdm cdm,
khing sinh, chdng ndm. diéu trl sét rét (dic bidt halefantrin,
lumefantrin), thudc da day - rudt, khang histamin, difu trj ung thu; mot
58 thudc khic (vi dy: bepridil, diphemanil, methadon). (2) Chit uc ché
CYP3AL manh (khdng phu thude tac dung kéo dal khodng QT) (vi dy:
thudc dc ché protease, thudc chéng ndm todn thin nhém azol,
erythromycin, clarithromycin va telithromycin). Khdng khuyén cio
dung d6ng thoi: Thude uc ché CYP3A4 trung binh. Thin trong ding
déng thalk: Thudc chdm nhip tim, thudec 1Am gidm kall mau,
azithromycin va roxithromycin, Phu nil ¢é thal va cho con b Co it dU
1igu sau khi dua thudc ra thi trudng ve viée s dung domperidone & phu
niico thal, Nguy ca tiém tang d ngudi chua duge bidt dén, Vivay, chinén
ding Matilium trong thal ki Khi danh gid va tién luiong duoc 108 ich didu
trl. Phundred thak cd it dd lidy sau khi dua thude ra thi trudng vé viéc su
dung domperidon & phu ni co thal. Mot nghidn cdu & chudt cho thiy
ddctinh trén hi sinh sén & idu dc cao. Nguy catiém thng & ngudi chua
duc bidt 6én. Vi vay, chi nén ding MOTILIUM trong thai ky khi dinh gié
va tidn lugng duge 1ol ich didu trl. Phunid cho con bd: Domperidan b
qua sia me v tré bu me nhdn dugc it hon 0,19% liéu theo can nang ¢
me. Cic tic dung bit Ig), dc biét |a tac dung tén tim mach viin cé th&
xay ra sau khi tré bi sGa me. Can cin nhic ol ich cda vide cho tré busiga
me va lol fch cla vige didu trf cho me d€ quyét dinh nglng cho con
hay ngimg/trénh diéu trl bing domperidon. Clin thin trong tr? o
triong hop co yéu to nguy ca lam keo dai khoang QT & wré bu me Jac
dung ngoal y: Cic tic dung khéng mong mudn trong dt_’
nghiém 1am sang va sau khi iuu hanh trén thi trudmg:
Khd miéng. It ado: Mit ham mudn tinh duc, lo 1dng, kich don
thing, o ma, dau Al r6i loan ngoai thap, tidu chiy, phit ban, ngua
miay day, tiét sta, dau vi, va ting nhay cadm, suy nhuoc. Chua 6 tdn sudt;
Phin ung qui min (bao gdm s8¢ phin v&, co glit can vin nhin, loan
nhip that, dét th do tim, kéo dal khodng QT, xodn dinh, phi mach, bitidu,
Vi to & nam gidl, mit kinh, két qua bt thuong trong ki ‘x?l J
gan, tang profactin mau
Théng bio cho bic si nhiing tac dung khéng mong Al
khi u'ldunq thuéc. "‘mg‘P
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