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@ BENZILUM® 10mg

Chi dinh, cich ding, dldng chi djnh va cic théng tin khac:

Bda quin: Noikhd rdo, nhilt 83 dudi 30°C. Trénh dnh sing.
S4165X, NSX, HO: Xem BN, MFG, EXP trén baa bi,
Nga&y hdthanlangdy cubi ciing cdathéng héthan,

Boe ky hudng diin si- dung fneoc khi dang.
San xult tal: MEDOCHEMIE LTD - CENTRAL FACTORY |
Bia chi: 1 - 10 Conslanfinoupaleos sireat, |

20 tablets
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1omg [1C BENZILUM® 10mg [T BENZIL'™
omperidone 10my Domperidone 10mg  Domperidone ;‘
{ ?.E’:TRAL FACTORY MEDOCHEMIE LTD - CENTRAL FA uE_
E
i'omg MC BENZILUM® 10mg [1C BENZI &/
tumg  Domperidone 10mg  Domperidone 10mg  Dor %3
TORY MEDOCHEMIE LTD - CENTRAL FACTORY  MED)

MEDOCHEMIE LTD

1-10 Constantinoupoleos str

Size: 85x35mm CY - 3011 Limassol

Ghi chu:

xooox: S$6 16 cla thube thanh phdm

MF: Ngay san xuét cta thudc thanh phadm
EX: Han ding cla thubc thanh phdm
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BENZILUM® 10mg Vién nén

Domperidone

Dé xa tim tay tré em

Doc kj huong din siv dung trwde khi dimg

Néu cin thém thong tin, xin héi y kién bdc st

Théng bdo ngay cho bdc st hodic dwoc si nhiitng tdc dung khong mong muén gip phai khi
sir dung thuée

THANH PHAN

MJi vién nén chira:

Hoat chdt: Domperidon 10 mg.

Td duoc: Pregelatinized starch, cellulose vi tinh thé, natri starch glycolat, croscarmellose
natri, silic dioxyd thé keo, magnesi stearat, erythrosin E 127.

DUQC LUC

Domperidon 1a chét khang dopamin, ¢6 tinh chat trong ty nhu metoclopramid hydroclorid.
Do thubc hau nhw khéng c6 téc dung 1én cac thy thé dopamin & niio nén domperidon khong
¢6 4nh hudng 18n tam thin va thin kinh. Domperidon kich thich nhu dong ctia dng tiéu héa,
lam ting truong luc co thit tim vi va 1am ting bién d6 mé rong cla co thit moén vi sau bira
an, nhung lai khong anh huéng 1én su bai tiét cta da day.

DUQC DONG HQC

Hip thu

Domperidon duoc hép thu & dudng tiéu hoa, nhung c¢6 kha dung sinh hoc dudmg udng thép
(hip thu & ngudi udng thube luc d6i chi vao khoang 15%) do chuyén héa buée diu caa thude
qua gan va chuyén hoa & rudt. Sau khi ubng khoang 30 phut thi dat duge ndng do dinh trong
huyét twong. Kha dung sinh hoc ciia thudc sau khi ubng tang 1én rd rét (tir 13% 1én khodng
23%) néu ubng thubc 90 phiit sau khi an, nhung thoi gian dé dat nbng do dinh trong huyét
tuong thi cham lai. Kha dung sinh hoc ctia thubc sau khi udng tang theo ty 16 thun véi lidu
tir 10 mg dén 60 mg.

Phan b

Khéng c6 hién tuong tich liy thudc khi ding domperidon dudng ubng. Khoang 92% dén
93% thudc gin vao protein huyét tuong. Thé tich phan bd cia thude khoang 5,71 lit/kg thé
trong. Mot luong nho thube c6 kha nang di qua hang rao nhau thai. Domperidon hdu nhu
khong qua hang rao mau - nfo.
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Chuyén héa

Thubc chuyén héa rat nhanh va nhidu & gan nhé qué trinh hydroxyl héa va khir N-alkyl oxy
hoa.

Thai trix

Ntra dod thai trir & nguoi khoe manh khoang 7.5 gio va kéo dai & nguoi suy chire néng thin
(nira dixi thai trir c6 thé ting 1én dén 21 gid trén bénh nhén ¢6 ndng dd creatinin huyét tuong
16n hon 530 mmol/lit). Khong cé hién tugng thube bi tich tu trong co thé do suy thén, vi ¢
thanh thai cia thin thdp hon nhidu so véi dé thanh thai toan phin cia huyét twong.
Domperidon dao thai theo phén va nudc tidu, chit yéu dudi dang cée chét chuyén héa: 30%
lidu ubng dao thai theo nude tidu trong 24 gits (0.4% la dang nguyén ven); 66% dao thai theo
phén trong véng 4 ngay (10% la dang nguyén ven).

Cic d6i twgng diic bigt

Suy gan

O bénh nhin suy gan vira, dién tich dudi dudng cong (AUC) va ndng do dbi da (Cmax) cua
domperidon 1in lugt cao hon gdp 2,9 1An va 1,5 1an so véi & nguedi khoe manh.

Phén thude khong gin véi protein huyét tuong ting dén 25%, thoi gian bén thai cudi cling
kéo dai tir 15 gidr dén 23 gid. Bénh nhan suy gan nhe c6 phoi nhiém toan than véi thubc thép
hon mét chit so v6i ngudi khoe manh dua vao Cmax va AUC va khong thay ddi vé kha ning
gan két v6i protein huyét twrong hay thoi gian ban thai cubi cling ctia thude. Chura 6 nghién
ctru trén bénh nhan suy gan ning. Domperidon bi chéng chi dinh & bénh nhan suy gan vira
hodc ning.

Suy thén

O bénh nhén suy than ning (d6 thanh thai creatinin <30 ml/phtt/1,73m2), thoi gian ban thai
cudi cliing ctia domperidon ting tir 7,4 git dén 20,8 git, nhung ndéng d6 thubc trong huyét
tuong thip hon so véi & ngudi tinh nguyén khde manh.

Vi mét luong rit nhéd thude & dang khong déi (khoang 1%) dugce bai tiét qua than, héiu nhu
khong c4n didu chinh liéu cho mdi 1an ding thudc & bénh nhan suy thin. Tuy nhién, khi diing
lidu lap lai, nén gidm tan sut dung thude cén mét hodc hai 1dn mdi ngay tuy vao mirc dg suy
than, va ligu c6 thé giam,

CHi PINH
BENZILUM 10mg duoc chi dinh d& diéu trj triéu chimg ndn va budn nén.

LIEU LUQONG VA CACH DUNG

Chi nén ding BENZILUM 10mg véi liu thip nhit ¢6 hi¢u qua trong thdi gian ngén nhat dé
kiém soat ndén va budn ndn.

Nén ubng BENZILUM10mg trudce bita n. Néu udng sau bita #n, thubc cé thé bi chim hép
thu.
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Bénh nhan nén uong thudc vao thoi gian ¢6 dinh. Néu bi quén mdt lleu, ¢6 thé bo qua lidu do

va tlep tuc dung thudc theo lich trinh nhu ci. Khéng nén ting lidu gip d6i dé bu cho lidu da
quén.

Théng thudng, thoi gian didu tri t5i da khong nén vugt qua mot tuln.

Ngudi 16n va tré vi thanh nién (tir 12 tudi trd 18n va cdn ning tir 35 ke trd 1én)

Vién nén BENZILUM® 10mg c6 thé ding dén 3 1an/ngay, lidu tdi da 12 30 mg/ngay.
Tré so sinh, tré nho. tré em (dudi 12 tudi) va tré vi thanh nién cin niang dudi 35 ke

Do cin dung lidu chinh xac nén dang vién nén khong thich hgp cho tré nhé va tré vi thanh
nién cén nang dudi 35 kg

Bénh nhén suy gan

BENZII:,UM® 10mg chdng chi dinh véi bénh nhén suy gan vira va ning. Khong can hiéu
chinh lidu dbi v&i bénh nhén suy gan nhe.

Bénh nhén suy thén

Do thoi glan bén thai ciia domperidon bi kéo dai & bénh nhan suy thén néng, nén néu ding
nhic lai, s 1an dura thudc cia BENZILUM® 10mg cAn giam xudng con 1 hodc 2 1an/ngay tiy
thudc mirc d6 suy than, va cé thé cin giam lidu.

CHONG CHI PINH

Domperidon bi chéng chi dinh trong nhitng trudng hop sau:
Bénh nhan qué mén cam véi domperidon hay bAt ky thanh phan ta dugc nao ctia thude.
Phu nir ¢6 thai va cho con ba.

~ Khi viéc kich thich nhu déng da day cé thé gdy hai nhu xuét huyét da day, nghén co hoc
hoéc thing da day.

U tuyén yén giai phong prolactin (prolactinoma).

Bénh nhén suy gan vira va ndng.

- Bénh nhan c6 thoi gian dan truyén xung dong tim kéo dai, dic biét 1a khoang QT, bénh
nhén ¢6 roi loan dién gidi 3 rét hodc bénh nhén dang c6 bénh tim mach nhu suy tim
sung huyét.

Duing ddng thoi véi céc thude kéo dai khoang QT (xem muc Twong tdc thudc).
Ding ddng thdi voi cac thude (e ché CYP3A4 (khéng phu thudc tic dung kéo dai
khoang QT) (xem muc Twong tdc thudc).

NHUNG LUU Y PAC BIET VA CANH BAO KHI SU DUNG THUOC

Bénh nhan nhén thdy céc triéu chimg sau bita &n kéo dai va nhimg ngudi dang udng
domperidon lién tuc trong thoi gian hon 2 tuan nén hoi y kién bac si.

Bénh nhan nén héi ¥ kién bac si néu tinh trang budn nbn va non kéo dai hon 48 gid.

Bénh nhén nén duoce khuyén cdo khong nén ding domperidon dé diéu tri say tau xe.

Nén thén trong khi ding d6ng thoi domperidon véi levodopa.

Nén tranh dung chung domperidon véi ketoconazol hay erythromycin ubng hoic céc thude
tc ché CYP3A4 manh khac lam kéo dai khoang QT.
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Suy thin

Thoi gian ban thai cia domperidon bi kéo dai ¢ benh nhén suy than néng. Trong trudng hop

diing nhic lai, tin suit dua dompendon cin giam xudng con 1 dén 2 lanfngay tuy thudc mirc
d6 suy than. C6 thé giam lidu néu can.

Téac dung trén tim mach

Domperidon lam kéo dai khoang QT trén dlq:n tdm d4. Trong qua trinh giam sat hdu mai, c6
rat it béao cdo vé kéo dai khoang QT va xoan dmh lién quan dén st dung domperldon Céc
béo cdo ndy bao gom cac bénh nhén ¢6 cac yéu td nguy co gy nhifu nhu rbi loan dién giai
hay céc thubc dung ddng thoi (xem muc Tdc dung khéng mong muén).

Céc nghién ctru dich t& cho thdy domperidon ¢ thé 1am ting nguy co loan nhip thit nghiém
trong hodc dot tir do tim mach (xem muc Tdc dung khéng mong mudn). Nguy co nay cao hon
d6i v6i bénh nhén trén 60 tudi, bénh nhan dung lidu hang ngay 16n hon 30 mg va bénh nhan
ding dbng thoi véi thube kéo dai khoang QT hozc thude e ché CYP3A4.

Sir dung domperidon véi lidu thép nhét c6 hidu qua & ngudi 16n va tré em.

Chéng chi dinh domperidon cho nhitng bénh nhan ¢ din truyén xung dong tim kéo dai, dic
biét 12 khoang QT, bénh nhan c6 rdi loan dién giai ro rét (ha kali mau, ting kali mau, ha
magnesi mau), hogc nhlp tim cham, hogc bénh nhén dang c6 bénh tim mach nhu suy tim
sung huyet do nguy co rbi loan nhip thit (xem muc Chéng chi dinh). Réi loan dién giai (ha
kali mdu, tdng kali mau, ha magnesi mau) hodc nhip tim chdm da dugce biét dén 1 yéu t6 1am
ting nguy co loan nhip tim.

Cén ngimg didu trj voi domperidon va trao ddi lai v6i can bd y t& ndu c6 bat ky triéu ching
hay dau hiéu nao lién quan dén rdi loan nhip tim.
Cén khuyén bénh nhén nhanh chéng béo cdo cic tridu chimg trén tim mach.

TUGNG TAC THUOC

Céc nghién ctru riéng biét in vivo vé tuong tic duge lyc/duge dong voi ketoconazol hay
erythromyein | ubn go ngudi khoe manh da cho thdy nhirng thudc nay trc ché rd rét su chuyén
hoéa qua gan 1an dau cia dompendon boi CYP3AA4.

Levodopa: Domperidon 1am ting ndng d¢ huyét twong ctia levodopa (t6i da 30-40%).

Tang nguy co kéo dai khoang QT do tuong tac duge luc hoc va/hodc duoc dong hoc.

Chéng chi dinh ding ddng thdi véi céc thude sau
Céc thude 1am kéo dai khoang QT:

Thubc chbng loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin).
Thubc chéng loan nhip tim nhém IIT (vi du: amiodaron, difotilid, dronnedaron, ibutilid,
sotalol).

- Mot sb thube chdng loan thin (vi du: haloperidol, pimozid, sertindol).

Mot sb thube chdng trAm cam (vi du: citalopram, escitalopram).
Mot s6 thube khéang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin).
Mbt s6 thude chbéng ndm (vi du: pentamidin)
Mot s6 thube diéu tri st rét (dac biét 1a halofantrin, lumefantrin).
Mot sb thude da day - rudt (vi du: cisaprid, dolasetron, prucaloprid).
Mot s thudc khang histamin (vi du: mequitazin, mizolastin).

~ Mot sb thude didu tri ung thu (vi du: toremifen, vandetanib, vincamin).
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Mt s6 thube khac (vi du: bepridil, diphemanil, methadon).
Chét (rc ché CYP3A4 manh (khdng phu thude tic dung kéo dai khoang QT), vi du:
_ Thubc trc ché protease
Thudc chdng nam toan than nhém azol
M@t s0 thude macrolid (erythromycin, clarithromycin va telithromycin).
Khong khuyén cdo ding ¢bng thoi véi cée thube sau

Thude e ché CYP3A4 trung binh, vi du: Diltiazem, verapamil va mot s0 thube nhém
macrolid.

Str dung thén trong khi ding ddng thdi véi cde thube sau

Thude 1am cham nhip tim, thuc lam giam kali méu va mét sé thube maclorid sau gép phan
lam kéo dai khoang QT: azithromycin va roxithromycin (chéng chi dinh clarithromyecin do 13
thudc rc ché CYP3 A4 manh).

Danh sdch céc chit & trén 12 cdc thube dai dién va khéng day dua.

PHU N’ CO THAI VA CHO CON BU
Phu nit ¢é thai

Dt ligu vé viée str dung domperidon sau cép phép & phu nir ¢6 thai con han ché. Nghién ctru
trén chudt c¢bng cho thay dde tinh sinh san khi dimg 1idu cao kéo dai. Nguy co tiém tang trén
ngudi chua duoc biét dén. Do véy, chi nén ding domperidon khi xac dinh 13 loi ich ca viée
didu tri.

Phu nft cho con bu

Domperidon bai tiét qua sita me va tré bi me nhén duge it hon 0,1% lidu theo cén ning cla
me. Céc tic dung bét loi, dc biét 14 tac dung trén tim mach van ¢6 thé xay ra sau khi tré bu
stta me. Cén cdn nhéc loi ich ciia viée cho tré bu stra me va loi ich clia viée didu tri cho me d&
quyét dinh ngimg cho con bl hay ngimg/trdnh didu tri bing domperidon. Can than trong
trong truomg hop cé yéu td nguy co lm kéo dai khoang QT & tré bl me.

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

Vi thube 6 thé gy ngi ga va nhire diu nén can than trong néu ding thubc khi dang 14i xe
hay vén hanh miy méc.

TAC DUNG KHONG MONG MUON

Sau ddy 14 cdc thudt ngir v tin suft xdy ra duge 4p dung: Rét thudng gip (>1/10), thudng
gap (=1/100 dén <1/10), it gap (>1/1000 dén <1/100), hiém gap (>1/10.000 dén <1/1000), va
rat hiém g3p (<1/10.000).

Khi tin suit xay ra khong thé ude lugng duge dua vao cée dit lidu 1am sang, quy uée diing tir

“chua r3”.
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Nhém co quan bi tac djng TAn suit xay ra tic dung khéng mong mubn
Thuong gdp | It gdp
Réi loan tdm thén Mét ham muén tinh duc
Lo au
Réi loan hé thin kinh Nga ga
Nhire diu
Réi loan tidu héa Khd miéng Tiéu chay
Roi loan da va md duéi da Néi man
Ngtra
Réi loan tict sita va hé sinh sin Ting tiét sita
Pau va
Céng tic vu
Réi loan chung Suy nhuge

Kinh nghiém hdu mai
Ngoai céc tac dung khdng mong muon duge bdo cdo trong cac nghién clru l1dm sang va duge

1iét ké & trén, cdc tac dyng sau da duge bdo cdo.

Réi loan mién dich

Chira rd Phan img phan vé (bao gdm sdc phan vé)

Réi loan tim thin

Chua ré Kich dong, hdi hop
R&i loan hé thin kinh
Chura ré Co giét, rbi loan ngoai thap, hdi chimg chéan khong yén

K. 4
Roi loan mit

Chiea ro Con xoay mét (vin nhin)
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Réi loan tim mach

Chica ré

Loan nhip thét, kéo dai khoang QT, xoén dinh, d6t tir

do tim mach

Réi logn da va mé dwéi da

Chica ro

May day, pht mach

A ~ LI 4 o
Roi loan thin va tiét niéu

Chita ré

Bi tiéu

A v o 5 A -
Roi logn tiet sita va hé sinh san

Chica o

VU to & nam gioi, vo kinh

Cac nghién ciru

Chuaré

Bt thwong thir nghiém chitc ning gan, ting prolactin

mau.

R&i1 loan ngoai thap chi yéu xay ra & tré so sinh va tré nhé.

Céc tac dung co gidt va kich dong lién quan dén hé than kinh trung wong cling dugc bo céo

cht yéu & tré nho va tré em.

Téng nguy co loan nhip tdm thit nghiém trong d& duge bdo cdo trong mdt vai nghidn ciu

dich & hoc.

Bio cdo phan tmg ¢o hai

Béo cdo phan tng c6 hai sau khi thubce duge c¢lp phép luu hanh rét quan trong dé tidp tuc

giam sat can bang loi ich/nguy co cia thude. Cén bd y té cln bao cdo tat ca cic phan img co

hai vé& Trung tAm Quéc gia hodc Trung tdm khu vyre v& Théng tin thue va Theo ddi phan

ung ¢6 hai cta thude,

Ngung sit dung va bdo ngay vdi bdc st néu cdc tic dung khéng mong muon tré nén ning

hon hofic xuiit hién cdc phan teng biit thwong khic.

https://trungtamthuoc.com/
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QUA LIEU VA XU TRi

Triéu ching

Qué lidu duge bao c4o chi yéu & tré nhé va tré em. Céc tridu chimg qua liéu c6 thé gdm kich
dong, thay ddi y thire, co giat, mat dinh hudng, ngd ga va phan g ngoai thap.

Xir tri

Trong trudng hop qua lidu, cin thue hién cc bién phap didu tri tridu chimg ngay 14p tirc. Nén
theo d&i dién tdm dd do c6 kha ning kéo dai khoang QT.

Viéc rira da day ciing nhu cho udng than hoat c6 thé ¢6 ich trong didu tri qué liéu. Can gidm
sat y khoa chit ché va ap dung bién phép diéu tri ning d&. Thude khang cholin, thube khang

Parkinson c6 thé c6 1oi trong viéc kiém so4t cdc phan img ngoai thép.

QUI CACH PONG GOI
Hoép 2 vi x 10 vién nén.

PIEU KIEN BAO QUAN
Gift thudc & noi kho rdo, nhiét @6 dudi 30°C. Tranh 4nh sang.

HAN DUNG: 36 thang ké tir ngay san xut.

San xudt tai: MEDOCHEMIE LTD - CENTRAL FACTORY
Dia chi: 1-10 Constantinoupoleos street, 3011 Limassol, Cong Hoa Sip.

Ngay xem xét sira ddi, cip nhit lai ndi dung hwéng din sir dung thude: ..o

P.TRUONG PHONG

Pham Ty Vin Homh

Teneas VMEDOCHEMIE LTD

1-10 Constantinoupoleos str
CY - 3011 Limassol
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