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.g- Mau hop: MotiBoston (hdp 10 vi x 10 vién nén bao phim)

Ngay 0thang (dnam 2013,

M&i vién nén bao phim chira:

Domperidon (duéi dang domparnidon maleat)....10mg
Tadugcwradicho.................... 1 vidnnén bao phim
Chi djnh, cach ding, chdng chi djnh va cAc thang tin
Khac: xem trong t&r hudmg dan sir dung thubc kém theo
Bdo quan noi khd, dudi 30°C, trénh anh sang

OE XA TAM TAY TRE EM
DQC KY HLPONG DAN SU’ DYNG TRUGC KHI DUNG

Chu s& hhu nhan higu hang hda
BOSTON PHARMACEUTICAL INC., USA

Co sé san xudt

CONG TY CO PHAN DU'Q'C PHAM BOSTON VIET NAM
S8 43, duomng sb 8, KCN Vigt nam-Singapors,

phudmg Binh Haa, thi xa Thuan An, tinh Binh Duong

Tidu chudn: TCCS

SDK/Reg.No. :

Rxmuockeson

&
1 Mot; Boston’

Domperidon 10 mg Vién nén bao phim
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BOSTON PHARMA

:

Hoép 10 vi x 10 vién nén bao phim

wiyd oeq ugu ugiA

Juojsog »y"

Each film - coated tablst contains:
Domperidone (as dompendom maleate).......... 10mg
Excipients q.s. for .. .1 film - coated tablat

and

other information: see the package insert
Store in a dry place, below 30°C, protact from light

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE PACKAGE INSERT BEFORE USING

NOSTON

Trademark holder
BOSTON PHARMACEUTICAL INC,, USA
Manufacturer

VIETNAM TICAL JSC
No. 43, Street No.8, Vietnam-Singapore Industrial Park,
Binh Hoa Ward, Thuan An Town, Binh Duong Province

Rx PRESCRIPTION ONLY MEDICINE

Meti Boston®

Domperidone 10 mg Film - coated tablets

BOSTON

. —

BOSTON PHARMA

- coated tablets

Box of 10 blisters x 10 film

S6 16 SX / Batch No.:
NSX / Mfg. Date:
HD / Exp. Date

A Qui cach: 85 x 60 x 40 mm

Thiét ké P. KD (kiéu dang)

P. QA (ndi dung)
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TO HUGNG DAN SU DUNG
MOTIBOSTON
im c0 chira
LB53011505) ¢ (e (oo SO 10,00 mg
(twong dwong vdéi Domperidon maleat........... 12,80 mg)

— Ta dugc:Avicel, lactose, tinh bot ngd, natri starch glycolat, magnesi stearat, HPMC, PEG
6000, titan dioxyd.

DANG BAO CHE: Vién nén bao phim.
MO TA |

— Vién nén tron bao phim mau tra‘ing, hai mat khum, canh va thanh vién lanh lin.
DUQC LUC HQC

— Domperidon 1 chét khang dopamin véi dic tinh chéng nén. Domperidon khong d& dang
qua hang rao mau néo. O ngudi st dung domperidon, dic biét 1a nguoi 16n, tac dung phu nhu héi
chung ngoai thap rat hiém gap, nhung domperidon thuc day su tiét prolactin tai tuyén yén. Téc
dong chong nén ¢6 thé do su phéi hop cua tac dong ngoai bién (vén dong da day) va viéc khang
thu thé 'dopamin tai ving cam tng héa nim & ngoai hang rao mau no. Nghién ciru trén dong vat

cho thdy ndng do thip trong ndo, chi rd tic dung cia domperidon chu y€u trén céac thu
dopamin ngoai bién.

DUQC PONG HQC
Hap thu |

— Domperidon hép thu nhanh sau khi ung, ndng do dinh trong huyét trong dat dugc khoang
1 gi¢ sau khi udng.

— Sinh kha dung dudng ubng ciia domperidon thip (khoang 15%) do chuyén héa buéc diu
ctia thudc qua gan va chuyén héa & rudt. Sinh kha dung ctia domperidon giam khi sir dung ddng
thoi cimetidin va natri bicarbonat.

_— Méc du sinh kha dung domperidon ting khi udng sau bita &n nhung bénh nhén c6 vén dé
véda day-rudt nén uong domperidon tir 15-30 phut truée bita an.

Phan b

—  Ti 18 domperidon lién két vé6i protein huyét twong tir 91 — 93%.Thudc hau nhur khéng qua

dugc hang rao mau nio.

Chuyén héa

— Domperidon chuyén héa nhanh chéng nhd qua trinh hydroxyl héa va khir N-alkyl oxy
héa.Nghién ciru in vitro cho thiy CYP3A4 1a enzym chinh trong qua trinh khir N-alkyl cia
domperidon, trong khi sy hydroxyl héa nhén thom cua domperidon phu thuc vao ca CYP3A4,
CYP1A2 va CYP2EL.

Thai trir | L

— Domperidon duoc bai tiét qua nude tidu va phan, chi yéu duéi dang céc chit chuyén
h6a:31% liéu ubng dao thai trong nudc tiéu trong 24 giv (1% & dang nguyén ven); 66% dao thai
qua phén trong vong 4 ngay (10% & dang nguyén ven).Thoi gian ban thai cia dompendon khi
ubng lidu duy nhét 14 7-9 gid & ngudi khoe manh nhung kéo dai & bénh nhén suy than ning.




Bénh nhdn suy gan

— O bénh gan suy gan vira, céc thong sb AUC va Cmax tang 1an lugt khoang 2,9 va 1,5 lan

so v6i ngudi khoe manh. Ti 1é thubc khong gén v6i protein huyét tuong tang 25%, thoi gian ban
thai kéo dai tir 15 — 23 gio.

— O bénh nhan suy gan nhe, Cp,y va AUC hoi giam so v6i nguoi khde manh, ti 1¢ gin véi
protein huyét twong va thai gian ban thai 1a khong thay ddi.

—  Duogc ddng hoc cia thudc & bénh nhan suy gan ndng chua dugce nghién ciru.

Bénh nhdn suy thdn

— O bénh nhén suy than nang (46 thanh thai creatinin <30 ml/phut/1, 73m?) thoi gian ban thai
tang tir 7,4 dén 20,8 gionhung noéng do thudc trong huyét twong thip hon so véi & nguoi tinh
nguyén khoe manh. Boi vi mét lugng rat nho thudc duéi dang khong chuyén héa dugc thai trir
qua thén nén khong cin phai diéu chinh liéu & bénh nhan suy than khi chi ding mét lidu dung duy
nhét. Néu diing nhic lai, s6 1in dua thubc cia domperidon can giam xuéng con 1 dén 2 1An/ngay
tiy thudc mirc d6 suy than. Cé thé hiéu chinh lidu néu can.

CHi PINH

— MOTIBOSTON dugc chi dinh dé diéu tri triéu chimg nén va budn non.
LIEU LUQNG VA CACH DUNG
Cach ding:

— MOTIBOSTON chi nén sir dung lidu thap nhit c6 hiéu qua trong thdi gian ngin nhét dé
kiém soat ndn va budn non.

— Nén ubng MOTIBOSTON truéc bira in. Néu udng sau bita an, thudc c6 thé bj cham hép
thu.

— Bénh nhan nén ubng thudc vao thdi gian cb dinh. Néu bi quén 1 li€u, c6 thé bé qua liéu d6
va ti€p tuc dung thuoc theo lich trinh cii. Khong nén ting li€u gap do6i de bu cho liéu da quén.

— Thoi gian diéu tri t6i da khong nén virgt qua mot tudn.
Liéu lwong:
— Ngudi 16n va tré vi thanh nién (tir 12 tudi tr& 1én va cin ning tir 35kg trd 1én):
* 10 mg/lan, c6 thé ding 1én dén 3 14n /ngay, lidu tdi da la 30 mg/ngay.
— Tré so sinh, tré nho, tré em (duéi 12 tuéi) va tré vi thanh nién can néng duéi 35kg:
* Do cin dung lidu chinh x4c nén khdng thich hop cho tré so sinh, tré nho va tré vi
thanh nién can nang dudi 35kg.
— Bénh nl‘{ﬁn suy gan: MOTIBOSTON ¢héng chi dinh vé6i bénh nhén suy gan trung binh va
nang. Khong can hiéu chinh li€u d6i véi bénh nhéan suy gan nhe.
— Bénh nhan suy thén: Do thoi gian béan thai cua domperidon bi kéo dai & bénh nhén suy
than ning nén néu ding nhéc lai, s6 14n dva thudc cia MOTIBOSTON cin giam xudng con 1 dén

2 1an/ngaytiy thudc mirc dd suy than. C6 thé diéu chinh liéu néu can
'CHONG CHi DINH

— Quéa mén v6i domperidon hay bét ky thanh phan nao cta thudc. )’5/
— Khong dugc dung & bénh nhan c6 khéi u tuyén yén tiét prolactin.

— Khéng dugc dung khi viéc kich thich véan dong da day co thé gay nguy hiém nhu’ dang
xuét huyét tiéu héa, tic rudt co hoc hoic thing tiéu hoéa.




— Bénh nhén suy gan trung binh va ning.

— Bénh nhan c6 thoi gian dan truyén xung dong tim kéo dai, dic biét la khoang QT, bénh
nhén c6 rdi loan dién giai rd rét hodc bénh nhan dang c6 bénh tim mach nhu suy tim sung huyét.

— Dung ddng thoi véi cac thuoc kéo dai khoang QT.

— Dung dong thol v6i cac thude e ché CYP3A4 (khong phu thudc tac dung kéo dai khoang
QT).
THAN TRONG

— Trong thanh phén c6 chira lactose c6 thé khong phu hgp cho bénh nhén khéng dung nap
lactose,bénh galactosaemia hodc kém hip thu glucose/galactose.

—  Suy thén:

= Thoi gian ban thai cua domperidon bi kéo dai & bénh nhén suy than ndng. Trong
truong hop dung nhic lai, tin suit dua domperidon cin gidm xuong con 1 dén 2
lan/ngay tly thudc vao murc d6 suy than. C6 thé hiéu chinh lidu néu can.

— Téc dung trén tim mach:

= Domperidon lam kéo dai khoang QT trén dién tdm do Trong qua trinh giam sat hau
mai, c6 rét it bio cdo vé kéo dai khoang QT va xodn dinh lién quan den su dung
domperidon. Céc bdo cdo nay c6 cic yéu td nguy co giy nhiéu nhu rdi loan dién
giai hay cac thudc ding ddng thoi.

= Cé4c nghién ctru dich t& cho thdy domperidon c6 thé lam tang nguy co loan nhip thit °
nghiém trong hodc d6t tir tim mach. Nguy co nay cao hon ddi v6i bénh nhén trén 60 -
tudi, bénh nhin diing lidu hang ngdy 16n hon 30mg va bénh nhan ding dong thoi ¢
thudc kéo dai khoang QT hodc thudc tc ché CYP3A4.

= Sir dung domperidon véi liéu thap nhét c6 hiéu qua & nguoi lon va tré em.

= Chéng chi dinh domperidon cho nhiing bénh nhén c6 thoi gian dan truyén xung
dong tim kéo dai, ddc biét 1a khodng QT, bénh nhén cé rbi loan dién giai ro rét (ha
kali mau, tang kali mau, ha magnesi méau), nhip tim cham hodc bénh nhén dang mac
bénh tim mach nhu suy tim xung huyét do nguy co rdi loan nhip thét. Réi loan dién
giai (ha kali mdu, tang kali mau, ha magnesi mdu), hoic nhip tim cham da dwogc biét
dén 1a yéu t6 1am ting nguy co loan nhip tim.

= Cén ngimg diéu tri v6i domperidon va trao. ddi lai v6i can bd y t& nu c6 bat ky
triéu chimg hay du hiéu nao lién quan dén rdi loan nhip tim.

=  Khuyén bénh nhan nhanh chéng béo céo céc triéu ching trén tim mach.

— Khi dung ddng thdi v6i levodopa, domperidon ¢6 thé lam ting ndng do6 trong huyet tuong
ctia levodopa 1én khoang 30 — 40% tuy vay diéu chinh lidu levodopa 12 khong cén thiét.

TAC DUNG KHONG MONG MUON

Téc dung khéng mong mudn duge phén loai theo tin suit nhu sau: Thudng gip (= 1/100 dén<
1/10), rit it gap (> 1/1000 dén < 1/100), hiém gap (> 1/10.000 dén < 1/1.000), rit hiém gap (<
1/10.000), chua o (khong thé uéce tinh tir dit liéu c6 sin).

ung phu

Réi loan hé thong mién dich

RAt hiém gap Phan tmg phan vé bao gdm: séc phan vé, phit mach, phan ing di tng.

Ke As 4o A
Roi loan nai tiét

V“




Hiém gap Ting ndng do prolactin.

Réi loan hé théng thin kinh

R4t hiém gip Kich dong, cing thing.

Réi loan than kinh

R4t hiém gip Téc dung phu ngoai thap, co giat, budn ngu, dau dau.
Chua rd Hbi chimg chan khong yén (RLS), rdi loan truong luc co.
Réi loan thi gidc

Chua ro Con Xoay mit.

Roi loan ti€éu héa

Hiém gap R&i loan da day-rudt bao gém dau bung thoang qua.

R4t hiém gip Ti€u chay.

Da va roi loan mé duéi da

Rét hiém gip Nbi mé day, ngira, phét ban.

Réi loan hé thong sinh duc

Itgip Dau vu.
Hiém gip Tiét sira qua mrc binh thudng, chimg vii to & nam gidi, mit kinh.
Chua ro Giam ham mudn tinh duc.

Roi loan tim mach

Chuard Loan nhip thét, kéo dai khoang QT, xo&n dinh, dot tir do tim mach.
Xét nghiém
R4t hiém gip Kiém tra chirc ning gan bit thuong, ting prolactin.

— Béo cdo phan img c6 hai: sau khi thudc dugc cip phép luu hanh rat quan trong dé tiép tuc
gidm sat can bang loi ich/nguy co cua thube. Can bd y té cin bao céo tit ca phan tng c6 hai vé
Trung tim Quéc gia hodc Trung tim khu vuc vé Théng tin thubc va theo doi phan tmg c6 hai cua
thudc.

Théng bdo cho bdc si nhitng tac dung khong mong muén gdp phai khi sit dung thuéc.
TUONG TAC THUOC
— Tang nguy co kéo dai khoang QT do tuong tac dugc dong hoc hodc duoc luc hoc.

Chdng chi dinh dung ddng thdi véi cic thude sau:

—  Céc thube 1am kéo dai khoang QT
» Thudc chdng loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin).

* Thubc chéng loan nhip tim nhém III (vi du: amiodaron, dofetilid, dronedaron, ibutilid,
sotalol). :

= Mot sd thude chéng loan thn (vi du: haloperidol, pimozid, sertindol). f\/
» Mot sb thudc chéng trAm cam (vi du: citalopram, escitalopram).
= Mot sé thuéc khéang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin).

= Mot sb thudc chéng ndm (vi du: pentamidin).

7 |
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= Mot sb thude didu tri sbt rét (dic biét 1a halofantrin, lumefantrin).
= Mot sb thube da day — rudt (vi du: cisaprid, dolasetron, prucaloprid).
= Mot sb thudc khang histamin (vi du: mequitazin, mizolastin).
= Mot sb thudc diéu tri ung thu (vi du: toremifen, vandetanid, vincamin).
= Mot sb thube khac (vi du: bepridil, diphemanil, methadon).
—  Chét trc ché CYP3A4 manh (khéng phu thudc tac dung kéo dai khoang QT), vi du:
*  Thudc uc ché protease.
= Thubc chéng ndm toan than nhém azol.
= Mot sb thubc nhém macrolid (erythromycin, clarithromycin va telithromycin).

Khoéng khuyén cdo dung dong thoi véi cac thude sau:

—  Thubc e ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mot s6 thuc nhém
macrolid.

Sir dung thén trong khi ding dong thdi véi céc thude sau:

—  Thudc chim nhip tim, thuéc 1am giam kali mau va mot sb thuéc macrolid sau khi g6p phin
‘1am kéo dai khoang QT: azithromycin va roxithromycin (chéng chi dinh clarithromycin do la
thudc trc ché CYP3A4 manh).

Danh sach cac chit & trén 1a cac thube dai dién va khong d?ly du.

Levodopa: Domperidon ting nng do trong huyét trong cia levodopa (tbi da 30 — 40%).

Céac opioid: C6 thé 1am mét di anh hudnglénsu 1am rdng da day cta domperidon.
PHU NU CO THAI VA CHO CON BU

— Phu nit ¢6 thai: Céc dit liéu nghién ctru vé viéc sir dung domperidon trén phu nit c6 thai
con han ché. Nghién ctru trén chudt cho thiy domperidon thé hién doc tinh dbi véi hé smh san &

mirc lidu cao twong dwong véi lidu doc dbi véi chudt me. Chua rd nguy co tiém 4n cua
domperidon trén ngudi. Do d6, chi dung cho phu nit ¢ thai khi that can thiét.

— Phu nit cho con bi: Domperidon bai tiét qua sita me va tré bu nhan dugc it hon 0,1% lidu
theo can nidng cua me. Cac tac dung bét lgi, dic biét 1a tac dung trén tim mach van c6 thé Xay ra
sau khi tré bu sitta me. Can cn nhéc loi ich cua viéc cho tré bi sira me va lgi ich cua viée diéu tri
cho me dé quyét dinh ngimg cho con bd hay ngimg/tranh diéu tri bing domperidon. Cén than
trong trong truong hop c6 yéu té nguy co lam kéo dai khoang QT & tré bu me.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

— Domperidon khong c6 anh huéng hodc anh hudng khong déang ké 1én kha ning 14i xe va
van hanh may méc.
QUA LIEU VA XU TRi
Triéu chung:

—  Triéu ching qua liéu bao gbm: Budn ngi, mét phuong huéng, phan img ngoai thap, déc
biét & tré em.

Piéu tri: - %/

— Khong c6 thudc giai doc ddc hiéu.Trong céc truong hop qua liéu, can thuc hién cac bién
phép diéu tri triéu ching ngay 1ap tirc. Rira da day hay sir dung than hoat tinh c6 thé can thiét.Nén
theo dai dién tAm d6 do c6 kha ning kéo dai khoang QT.Cac thudc khang tiét cholin, thudc didu
tri Parkinson c6 thé gitip ich cho viéc kiém soét cdc phan ting ngoai thap.




BAO QUAN:Noi khé, duéi 30°C, trénh &nh sang.
HAN DUNG:36 thang ké tir ngay san xut. Khong ding thubc qué thoi han sir dung.
PONG GOI :Hop 10 vi x 10 vién nén bao phim.
TIEU CHUAN:Tiéu chudn nha san xuét.
PE XA TAM TAY CUA TRE EM
PQC KY HUOGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si
San xuat tai:
CONG TY CO PHAN DUGC PHAM BOSTON VIET NAM
S6 43, Duong so 8, Khu cdng nghiép Viét Nam - Singapore, Thudn An, Binh Duong, Viét Nam.
DT: 02743 769 606, FAX: 02743 769 601

TUQCUC TRUONG
PTRUGNG PHONG

Noguyén Ngoe

Y'C




