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MOTIRIDON’

Domperidone 10mg

Box of 10 strips x 10 tablets

COMPOSITION: Each tablet contains

Domperidone . . 10mg
As (.I'ummadane maleate!
Excipients s.q. ... - 1 tablet

INDICATIONS, CONTRAINDICATIONS, DOSAGE - ADMINS-
ﬂew" ha TRATION AND OTHER INFORMATIONS: Please reler fo package

wrm s

Manufactured by: EUVIPHARM PHARMACEUTICAL ).5.C. - A VALEANT COMPANY
Binh Tien 2, Duc Hoa Ha, Duc Hoa, Long An, Vietnam » Tel: +84 (72) 3779 623 - Fax: +84 (72) 3

779 590

Tén Cong ty

:CTY CPDP EUVIPHARM THANH VIEN TAP DOAN VALEANT

MOTIRIDO&"

Domperidon 1hmg

DF XA TAM TAY TRE EM

BOC KY HUONG DAN SU
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Hop 10 vi x 10 vién nén

Domperidon 10mg i)

THANH PHAN: M vitn nén chis

Domgreniden ...z s, R
(D dlang (.Qm:jx sricdon male, !
T dure vism ol .. . L wviennen

CHIEBINH, CHOMG CHI BINH, ||I'U LUCING - CACH DUNG VA
CAC THONG TIN KHAC: Yem 1o huamg dan sir dung trong hap
thiafic.

San xuiat tai: CONG TY CO PHAN DUQC PHAM EUVIPHARM - THANH VIEN TAP DOAN VALEANT

Binh Tién 2, Duc Hoa Ha, Duc Hoa, Long An, Viet Nam « DT: +84 (72) 3779 623 -

Fax: +84 (72) 3779 590
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MOTIRIDON®

Domperidone Thmg
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MOTIRIDON"

VIEN NEN

THANH PHAN: Méi vién nén chua

Domperidon 10mg
(Dudi dang domperidon maleat )
Té duoc 1 vién nén

(Lactose, microcrystalline cellulose, povidon K30, natri croscarmellose, magnesi stearat)
MO TA SAN PHAM: Vién nén mau tring, mét mat c6 chit M, mét mat cé chir MOTIRIDON, Ianh 13n,
canh vién khdng sut mé.
CHi DINH:
- Motiridion dugc chi dinh dé diéu tri triéu chiing nén va budn non.
LIEU LUQONG VA CACH DUNG:
Cdch diing:
- Motiridon chi nén st dung liéu thdp nhat cé hiéu qua trong thdi gian ngén nhét dé kiém soat nén
va buén non.
- Nén uéng Motiridon trudc bira dn. Néu uéng sau blta an, thudc co thé bi cham hap thu.
- Bénh nhan uéng thudc vao thai gian cé dinh. Néu bi quén 1 liéu, c6 thé bd qua liéu d6 va tiép tuc
diing thude theo lich trinh nhu ci. Khéng nén tang liéu gap doi dé bu liéu da quén.
- Thai gian diéu tri t6i da khéng nén vugt qua mét tuin.
Liéu lvong:
+ Nguéi 16n va tré vi thanh nién (ti 12 tudi trd |én va can nang tur 35 kg trd |én): 10 mag/lan, cé thé
dung 3 Ianfngay Liéu t0| da 30 mg;’ngay
h ha

nién can nang dudi 35 kg: Do can dung
I|eu chinh xdc nén dang udng vién nén khéng thich hop cho céc d6i tugng nay.

+ Bénh nhan suy gan: Motiridon chéng chi dinh vdi bénh nhan suy gan trung binh va nang. Khéng
can hiéu chinh liéu d6i vdi bénh nhan suy gan nhe.
- Bénh nhan suy than: Do thai gian ban thai ciia domperidon bi kéo dai & bénh nhén suy than nang
nén néu ding nhac lai, s6 1an dua thudc cua Motiridon can gidm xudng con 1 dén 2 lan/ngay va
hiéu chinh liéu tuy thuéec muc @6 suy than.

- Bénh nhan xuat huyét da day, tic ruét co hoc hay bj thiing hé tiéu hoa.
- Bénh nhan co khoi u tuyén yén tiét prolactin (prolactinoma).
- Bénh nhan nén sau khi mé.
- Khéng dung cho tré em dudi 5 tudi.
- Khéng dung domperidon thuéng xuyén dai ngay.
- Bénh nhan suy gan trung binh va nang.
- Bénh nhan c6 thai gian dan truyén xung dong tim kéo dai, dac biét Ia khodng QT, bénh nhan coé
r6i loan dién gidi rd rét hodc bénh nhan dang cé bénh tim mach nhu suy tim sung huyét.
- Dung déng thdi vai cac thuée kéo dai khoang QT.
- Dung déng thai vai cac thube dc ché CYP3A4 (khdng phu thudc tac dung kéo dai khoang QT).
THAN TRONG:
* Tré nhd nhi:
Trong nhing thang dau d&i hé than kinh va hang rao mau nao chua phat trién hoan thién viéc sir
dung domperidon phai dugc kiém sdat chit ché vé y khoa cho tré nhii nhi do dac thu khéng gay
tdc déng phu 1&n hé than kinh trung uong do khéng vugt qua hang rao mau nao nhung kha nang
nay khéng dugc loai trir khi sir dung domperidon cho tré dudi 1 tudi.
* Réi loan chic ndng than:
- & nhitng ngudi suy than (creatinin trong méau cao) thai gian ban hiy cia domperidon trong mau
tang lén tir 7,4 gi dén 20,8 gid va moét lugng nhd domperidon dao thai qua than dudi dang
nguyén ven. Khéng can diéu chinh & bénh nhan ding 1 liéu duy nhit nhung phai giam liéu & bénh
nhan st dung dai ngay tif 1 - 2 1dn/ngay, ty theo mic d6 suy than. C6 thé hiéu chinh liéu néu can.
* Tdc dung trén tim mach:
- Domperidon kéo dai khodng QT trén dién tdm d6. Trong qua trinh gidm sat hau mai, c6 rat it bao
cao vé kéo dai khodng QT va xoan dinh lién quan dén st dung domperidon. Cac bao céo nay co cac
yéu t8 nguy co gay nhiéu nhu réi loan dién giai hay cac thuéc dung déng thai (xem muc Tac dung
khéng mong mudn).
- Cac nghién ciu dich té cho thay domperidon ¢ thé lam tang nguy cd loan nhip that nghiém
trong hoat dot ti do tim mach (xem muc Tac dung khéng mong muén). Nguy co nay cao déi vdi
bénh nhan trén 60 tudi, bénh nhan dung liéu hang ngay I6n han 30 mg va bénh nhan ding déng
thai thudce kéo dai khoang QT hoac thudc uc ché CYP3A4.
- Strdung domperidon vdi liéu thap nhat co hiéu qua & ngudi [6n va tré em.
- Chéng chi dinh domperidon cho nhitng bénh nhén ¢6 thai gian dan truyén xung déng tim kéo
dai, dac biét la khoang QT, bénh nhan co réi loan dién giai ré rét (ha kali mau, ting kali mau, ha
magnesi mau), nhip tim chdm hoac bénh nhan dang mac bénh tim mach nhu suy tim sung huyét
do nguy ca réi loan nhip that (xem phan Chéng chi dinh). Réi loan dién giai (ha kali mau, ting kali
mau, ha magnesi mau) hoac nhip tim cham da dugc biét dén la yéu té lam tang nguy ca loan nhip
tim.
- Can nglng diéu tri véi domperidon va trao déi lai véi can bd y té néu cé bat ky triéu ching hay
ddu hiéu nao lién quan dén réi loan nhip tim.
- Khuyén bénh nhan nhanh chdng bao cao céc triéu ching trén tim mach.
sU DUNG CHO PHU N{¥ CO THAI VA CHO CON BU:
+ Phu nii co thai:

CHONG CHi DINH _ \;u
- Bénh nhan man cadm vdi domperidon hoéc cac thanh phan khac cla thudc. Y,‘
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+ Cho dén nay chua cé bang chiing nao vé domperidon gia tang nguy co gay quai thai & ngudi.
+ Chua ro c6 hai cho tré so sinh hay khéng tuy nhién ngudi ta khuyén khéng nén sirdung cho phu
nd mang thai tri truéng hop that can thiét.

+ Phu nir cho con bu:
+ Domperidon bai tiét qua sira me va tré bd me nhan dugc it han 0,1% liéu theo can nang clia me.
Céc tac dung bat |gi, dac biét 14 tac dung trén tim mach van c6 thé xay ra sau khi tré bu sita me. Can
can nhac lgi ich cua viéc cho tré bu sira me va lgi ich cla viéc diéu tri cho me dé quyét dinh ngiing
cho con bu hay ngimg/tranh diéu tri bidng domperidon. Can than trong trong trudng hap cé yéu
t6 nguy co lam kéo dai khoang QT & tré bi me.

TAC DUNG D01 VOI KHA NANG LAI XE VA VAN HANH MAY MOC:
- O liéu diéu tri, thudc khong gay anh huéng dén kha ning lai xe va van hanh may mac.
TUONG TAC THUGC:

- Domperidon dugc chuyén hoa bdi men CYP3A4, khi st dung chung vdi cac thude (e ché men nay

sé lam tang néng d6 domperidon trong mau.

- Khi stt dung déng thdi vdi cac thuée tan trong rudt, cac thude ¢é tac dung kéo dai co thé lam ting

nong do cac thudc ké trén trong mau do domperidon ting su co thit da day nhung vdi thude

paracetamol va digoxin khéng thdy hién tuong nay.

- Céc thudc dong van dopamin lam giam cac tac dong phu nhu réi loan tiéu héa nén, budn nén cia

céc thude nay.

-Tang nguy ca kéo dai khoang QT do tuong tac dugc dong hoc hoac dugc luc hoc.

- Chéng chi dinh dung déng thai véi cac thudc sau:

Cdc thudc lam kéo dai khodng QT

+Thudc chéng loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin).

+ Thudc chdng loan nhip tim nhém Il (vi du: amiodaron, dofetilid, dronedaron, ibutilid, sotalol).

+ Mot sé thude chéng loan than (vi du: haloperidol, pimozid, sertindol).

+ Mét s6 thuée chdng tram cam (vi du: citalopram, escitalopram).

+ Mét s6 thudce khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin).

+ Mét s6 thude chéng ndm (vi du: pentamidin).

+ Mot s6 thudc diéu tri sot rét (dac biét halofantrin, lumefantrin).

+ Mot s6 thudc da day — rudt (vi du: cisaprid, dolasetron, prucaloprid).

+ Mét 56 thude khang histamin (vi du: mequitazin, mizolastin).

+ Mét 56 thudc diéu tri ung thu (vi du: toremifen, vandetanib, vincamin).

+ M6t s6 thude khac (vi du: bepridil, diphemanil, methadon).

(Xem muc Chéng chi dinh) CVV

Chat tc ché CYP3A4 manh (khéng phu thuéc tdc dung kéo dai khoang QT), vi du:

+ Thudc Uc ché protease.

+ Thuéc chéng ndm toan than nhém azol.

+ Mét 56 thuée nhom macrolid (erythromycin, clarithromycin va telithromycin).

{Xem muc Chéng chi dinh)
- Khéng khuyén cao diing déng thdi vai cac thudc sau:

+ Thudc tc ché CYP3A4 trung binh, vi du: dilitazem, verapamil va mét sé thuéc nhém macrolid.
(Xem muc chéng chi dinh)
- St dung than trong khi dung déng thai véi cic thude sau:
+ Thuéc cham nhip tim, thudc lam gidm kali mau va mét s6 thudc macrolid sau gép phén lam kéo
dai khoang QT: azithromycin va roxithromycin (chéng chi dinh clarithromycin do 13 thuéc e ché
CYP3A4 manh)
- Danh sach cac chat & trén la dai dién va khong day du.
TAC DUNG KHONG MONG MUON:
- Hién tugng ngoai thap hiém thay & tré nhé va khéng gap & ngudi Idn néu cé hién tugng nay sé
dugc phuc hoi hoan toan sau khi ngung diing thuée.
-Vi tuy&n yén nam ngoai hang rao mau nao nén domperidon cé thé anh hudng dén noi tiét - than
kinh nhu ching v to va tang tiét sira bat thudng.
- Cac phan tng dj tng nhu ngita néi mé day rat hiém gap.
- Réi loan tim mach:
+ Chua ro: loan nhip that, kéo dai khoang QT, xoan dinh, dot tu do tim mach.
THONG BAO NGAY CHO BAC STNHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUGC
QUA LIEU VA CACH XU TRi:
-Triéu chiing: Triéu chiing ngu ga, mat dinh hudng va triéu chiing ngoai thap xay ra dic biét véi tré
em.
- XU tri: Trong truding hap qua liéu, can thuc hién cac bién phap diéu tri triéu chimg ngay lap tuc.
Nén theo déi dién tam d6 do co kha nang kéo dai khoang QT.
BAO QUAN:
- Bao quan & nhiét d6 dudi 30°C, noi khd, tranh anh sang. A e
QUY CACH BONG GOI: ' N
-Hop 10 vix 10 vién nén. ] £oF \
HAN DUNG: 36 thang ké tir ngay san xuat

DE XA TAM TAY TRE EM

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC ST
KHONG SU DUNG THUGC QUA HAN DUNG GHI TREN NHAN

San xuat tai: a1 T
CONG TY tE'.d P:Iﬂll DUQC PHAM EuwPHARqu Q.CUC T}
THANH VIEN TAP BOAN VALEANT TRUGNG P
OEUWE‘DPLQ Binh Tién 2, Bitc Hoa Ha, Bic Hoa, Long v:ﬁ Na /
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