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II. NHAN GOI:

CONG THUC:

Dompsridone maleats tuang dudng
Domperidone...........ooi. 2.5mg
Simeticons. 50mg
T& dUge VG Ao, 1gol
Compaosition:

Domperidone maleate equivalent to
DOMPEAONS. ... 2.5mg
Simeticone.....

Exciplentss.q. for.....

5616 S4/Bateh. No.:
HD/Exp. Date
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_TO HUONG DAN SU DUNG THUOC: (%% %)

MUTECIUM-M
Thudc byt udng
CONG THUC:
- Domperidone maleate twong duong Domperidone.............. 2,5 mg
= SIMEHCONE......c.everereieeterc ettt eeeeesese e e s e esenes 50 mg
- Ta dugc vira du .. .1 goi
(Aspartame, Lactose, Crospowdone Bot hucrng dau Du’ong tring).
TINH CHAT:

— Domperidone 1a mot chét déi khang dopamin c6 téc dung kich thich nhu dong dudng tiéu héa
va chdng n6n. Domperidone ¢6 tinh dong van phé giao cam va ddi khéng thy thé dopamin véi tac
dung tryuc tiép 1én viing hoat héa thu thé. Ngoai ra, Domperldone con ¢6 tac dung dbi khang thu
thé seretonin (5- HT3) va dugce sir dung lam thude chéng nén trong didu tri ngin han budn nén, 6i
mura do cac ngudn goc khéc nhau.

— Simeticone c6 céng dung giam ddy hoi va khé chiu & bung do @ hoi bat thudng trong éng tiéu
héa nhu trong chimg kho tiéu va bénh trao nguoc da day-thuc quan.

CHI DINH:
— Diéu trj ching buon ndn, ndn, cam gidc chudng va ning ving thugng vi, khé tiéu sau bita dn
do thirc &n cham xudng rudt.

CACH DUNG:

— Mutecium-M chi nén sir dung lidu thip nhét ¢6 hidu qua trong thoi gian ngdn nhit dé kiém
soat nén va budn nén.

— Nén udng Mutecium-M trude bira an. Néu uﬁn g sau bira an, thudc ¢6 thé bi chdm hép thu.

— Bénh nhén nén udng thubc vao thoi gian cé dinh. Néu b quén 1 liéu, ¢6 thé bo qua lidu doé va
tiép tuc dung thube theo lich trinh nhu cti. Khong nén tang liéu gép d6i dé bu cho lidu da quén.

— Thoi gian diéu trj ti da khong nén vuot ‘qua mot tudn.

— Ngudi I6n va tré vi thanh nién (tLr 12 tudi trd 1én va cln ndng tir 35kg tro 1én): 2-4 g6i 1én dén
3 14n 1 ngay véi lidu téi da 12 g6i mdi ngay.

— Tré so sinh, tré nho, tré em (dum 12 tudi) va tre vi thanh nién cén nang dudi 35kg:
0,25mg*/kg cin ning, c6 thé dung 3 14n 1 ngay véi lidu tdi dala 0 75mg*/kg mdi ngay.(Vi du: doi
voi tré c6 can ning 10kg, lidu ding 1a 2 ,Smg* c6 thé dung 3 lan/ngay, liéu téidala 7 ,Smg*/ngay)

* Liéu degce tinh dia vao ham lwong cua domperidone.

— Bénh nhan suy gan: Mutecium-M chéng chi dinh véi bénh nhan suy gan trung binh va ning.
Khong cén hiéu chinh liéu dbi véi bénh nhéan suy gan nhe.

— Bénh nhan suy thén: do thoi gian ban thai ciia Domperidone bi kéo dai & bénh nhan suy than
nang nén néu ding nhic lai, s§ 1an dua thudc cia Mutecium-M cin giam xubng con 1 dén 2
lan/ngay va hiéu chinh lidu tuy thugc mirc d suy thén.

CHONG CHI PINH:
— Man cam véi thanh phén cta thuée.
— Non sau khi md, chdy méu dudng tiéu héa, téc rudt co hoc.
— Dung Domperidone thuong xuyén ho#c dai ngay.
— Bénh nhén suy gan trung binh va ning do Domperidone chuyén héa rit nhanh va nhiéu & gan
nh¢ qud trinh hydroxyl héa va khir N-akyl oxy héa.
— Bénh nhén c6 thoi gian din truyén xung dong tim kéo dai, dac biét 1a khoang QT, bénh nhan
¢6 roi loan dién giai ré rét hodic bénh nhan dang c6 bénh tim mach nhu suy tim sung huyét.
— Dung dong thoi véi céc thude kéo dai khoang QT nhu:
+ Thube chong loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin).
+ Thude chéng loan nhip tim nhém III (vi du: amiodaron, dofetilid, dronedaron, ibutilid,
sotalol).

+ Mot 50 thube chdng loan thén (vi dy: haloperidol, pimozid, sertindol).
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+ Mot s6 thude chdng trim cam (vi du: citalopram, escitalopram).
+ Mot sb thudc khéng sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin).
+ Mot s6 thudc chéng ném (vi du: pentamidin).
+ Mot s6 thude diéu tri sbt rét (déc biét la halofantrin, lumefantrin).
+ Mot s thube da day-rudt (vi du: cisaprid, dolasetron, prucaloprid).
+ Mot sb thude khéng histamin (vi du: mequitazin, mizolastin).
+ Mot sb thude didu tri ung thu (vi dy: toremifen, vandetanib, vincamin).
+ Mot sb thude khac (vi du: bepridil, diphemanil, methadon).
~ Chit itc ché CYP3A4 manh (khong phy thudc tac dung kéo dai khoang QT), vi du:
+ Thudc trc ché protease.
+ Thudc chéng nim toan than nhém azol.
+ Mot s6 thuéc nhém macrolid (erythromycin, clarithromycin va telithromycin).

THAN TRONG:

— Chi dugc ding Mutecium-M khéng qua 12 tudn cho ngudi bénh Parkinson.

— Trudng hop phenylketon niéu (do thude ¢6 chira Aspartame).

~ Thén trong khi sir dung cho ngudi ¢6 réi loan chire ning gan.

— St dung Domperidone véi liéu thip nhat c6 hiéu qua & ngudi 16 va tré em.

— Suy thén: thoi gian bén thai cia Domperidone bi kéo dai & bénh nhan suy than ning. Trong
trudng hop ding nhic lai, tn sut dua Domperidone cin giam xuéng con 1 dén 2 lAn/ngay tiy
thudc mirc d§ suy than. C6 thé hiéu chinh lidu néu cin.

— Téc dung trén tim mach:

+ Domperidone lam kéo dai khoang QT trén dién tdm qé. Trong qua trinh gidm sat hau
mai, c6 rat it bdo cdo vé& kéo dai khoang QT va xoan dinh lién quan dén st dung
Domperidone. Céc béo céo ndy c6 cdc yéu t6 nguy co gdy nhidu nhu rdi loan dién giai hay
cac thube ding ddng thoi.

+ Céc nghién ctru dich té cho thiy Domperidone c6 thé lam tang nguy co loan nhip that
nghiém trong hodc dot tir do tim mach. Nguy co ndy cao hon ddi véi bénh nhan trén 60
tuoi, bénh nhan ding liéu hang ngdy 16n hon 30mg va bénh nhén ding dong thoi thude kéo
dai khoang QT hoéc thudc trc ché CYP3A4.

+ Chéng chi dinh Domperidone cho nhing bénh nhan ¢6 thdi gian dn truyén xung dong
tim kéo dai, ddc bi¢t la khoang QT, bénh nhén c6 réi loan dién giai rd rét (ha kali méu, ting
kali méu, ha magnesi méu), nhip tim cham hozc bénh nhén dang méc bénh tim mach nhu
suy tim sung huyét do nguy co rdi loan nhip thét. R4i loan dién giai (ha kali méu, tang kali
mau, ha magnesi mau) hodc nhip tim chim d3 duoc biét dén 1a yéu t6 lam tang nguy co
loan nhip tim.

+ Can ngimg diéu trj véi Domperidone va trao ddi lai véi can bd y t& néu c6 bat ky triéu
chimg hay d4u hiéu nao lién quan dén rdi loan nhip tim.

+ Khuyén bénh nhén nhanh chéng béo céo cac tri¢u chimg trén tim mach.

THOI KY MANG THAI - CHO CON BU:

— Phu nit mang thai: khong ding Domperidone cho ngudi mang thai.

— Phu nit cho con bu: Domperidone bai tiét qua sita me va tré bu me nhan duoc it hon 0,1% liéu
theo cin nang cua me. Céc tac dung bét loi, dic biét 1a tic dung trén tim mach van c6 thé xay ra
sau khi tré bu stra me. Can cén nhic loi ich cta viée cho tré bu sita me va loi ich cua viée diéu tri
cho me dé quyét dinh ngumg cho con bu hay ngimg/tranh diéu tri bing Domperidone. Cén than
trong trong trudmg hop 6 yéu td nguy co lam kéo dai khoang QT ¢& tré bd me.

TAC DUNG PHU:
— Chay sita, rdi loan kinh nguyét, mét kinh, vii to hogic dau tire v do tdng Prolactin huyét thanh
c6 the gép & ngudi bénh ding thude lidu cao dai ngay.
— Réi loan tim mach.
+ Chua 13: loan nhip that, kéo dai khoang QT, xoén dinh, dét tir do tim mach.

Béo céo phan g c6 hai sau khi thudc duge cép phép luu hanh rét quan trong dé tiép tuc giam
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sat can bé’mg lgi ich /nguy co ciia thudc. Can boy té can béo cdo tat ca phan tmg c6 hai vé Trung
tdm Qudc gia hodc Trung tdm khu vuc vé Thong tin thuoc va Theo di phan tmg c6 hai cua thude.
Thong béo cho bac s§ nhing téc dung khéng mong mudn gip phai khi sir dung thudc.

TUONG TAC THUOC:

— Céc thude khang Chollnerglc c6 thé trc ché tac dung cua Mutecium-M. Néu budc phai dung
két hop véi cac thube ndy thi ¢6 thé ding 'Atropin sau khi da cho udng Mutecium-M.

— Néu dung Mutecium-M cung vdi cac thuoc khéng acid hozc chét trc ché tiét acid thi phai ubng
Mutecium-M trudéce bita in va phai udng céc thudc khang acid hodc thudc vrc ché tiét acid sau
bira an.

— Tang nguy co kéo dai khoang QT do tuong tac duge dong hoc hodc dugc lyc hoc.

Chdng chi dinh dung ddng thoi véi cac thude sau:

* Céc thubc 1am kéo dai khoang QT:
+ Thube chong loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin).
+ Thude chéng loan nhip tim nhém III (vi du: amiodaron, dofetilid, dronedaron, ibutilid,
sotalol).
+ Mot so thudc chong loan thén (vi du: haloperidol, pimozid, sertindol).
+ Mot so thudc chdng trdm cam (vi dy: citalopram, escitalopram).
+ Mot so thube khang smh (vi dy: erythromycin, levofloxacin, moxifloxacin, spiramycin).
+ Mot so thube chong nam (vi du: pentamidin).
+ Mot so thudc didu tri st rét (ddc biét 1a halofantrin, lumefantrin).
+ Mot so thude da day-rudt (vi du: cisaprid, dolasetron, prucaloprid).
+ Mot so thudc khang histamin (vi du: mequitazin, mizolastin).
+ Mot so thudc diéu tri ung thu (vi du: toremifen, vandetanib, vincamin).
+ Mot s thube khac (vi du: bepridil, diphemanil, methadon).

* Chét trc ché CYP3A4 manh (khong phu thudc tac dung kéo dai khoang QT), vi du:
+ Thube wrc ché protease.
+ Thubc chong nam toan than nhom azol.
+ Mot s6 thuéc nhém macrolid (erythromycm, clarithromycin va telithromycin).

— Khong khuyen céo dung dong thoi voi céc thude sau:

+ Thudc e ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mot s thudc nhém
macrolid.
— Str dung than trong khi dung df)ng thoi véi cac thube sau:
+ Thubc chdm nhip tim, thudc 1am giam kali mau va mét s6 thudc macrolid sau gbp phén
lam kéo dai khoang QT: azithromycin va roxithromycin (chéng chi dinh clarithromycin do
14 thudc wrc ché CYP3A4 manh)

* Danh sach céc chét & trén 1a céc thube dai dién va khong day du.

Dé tranh tuong tac giita céc thube, thong bdo cho béc sy hodc duge s§ vé nhimg thubc dang sir
dung.

QUA LIEU VA CACH XU TRi:
Trong truong hop qua lidu, cAn thuc hién céc bién phép diéu tri tridu chirng ngay lap tirc. Nén
theo doi dién tdm d6 do c6 kha nang kéo dai khoang QT.

HAN DUNG: ,

24 thang k€ tir ngdy san xuat. Khong sir dung thuée hét han ding.
BAO QUAN:

Noi kho rdo, tranh 4nh sang, nhiét d6 khong quéd 30°C.
TRINH BAY:

Goi 1g. Hop 30 géi.

Jid

- e
o
b =T

SA\S



San xuét theo TCCS
Dé xa tam tay tré em
DPoc ky huéng din sir dung truée khi dang.
Néu ciin thém théng tin, xin héi y kién bic s§.

CONG TY CO PHAN HOA - DUQC PHAM MEKOPHAR

297/5 Ly Thuong Kiét — Q11 — TP. H6 Chi Minh

PHO TONG GIAM B6C

oS Bing Bhi Him Sum

TUQ CYC TRUONG?®
P.TRUUNG PHONG
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