DA xa tdm tay trd em
Boc k¥ hudng ddn sid dung trude khi ding
Thide ndy chi ding theo don thude
THANH PHAN CONG THUC THUOG:
Thanh phiin hoat ehat:
Dompetidon (i dang domperidon maleat)
Thavnh phin 18 duge:
Lactose, tinh bt sdn, sodium starch glycolal, aerosil, magnesi stearat, PVP K30, HPMC, PEG
6000, titan toxyd, talc
DANG BAD CHE: Vien nén bao phim
MO 14 sin phém: Vien nén bao phim tron, mau trdng hodc trdng nga, hai mat vién tron, canh va
thanh vign lanh lan
GHIBINH: Modom S duge ehi dinh ¢ didu tr trieu ching non va budn non
pACH mlNu_. LU DONG: Modom'S chi ndn s dung lidu thap nhat co higu qua trong thoi gian
ngdn hhat da kidm sodt ndn va budn non.
Non ung Modom'S trude bita n. N&U udng sau biza an, thudc co thé bj chdm hap thu.
Benh ihan nén uiing thude vao thai gian cd dinh. Néu bi quén 1 liiu, ¢6 thé bo qua liéu d6 va tiép
e duing thude theo lich trinh nhu ¢, Khong nén tang libu gdp doi @& bu cho lidu da quén.
Thist gian didu e 101 da khong nén vt qud mot tudn.
Ngutsi 100 va (i€ vi thaih nign (W12 tudi 1 1€n va can nang W 35 kg tr 1en):
Vian 10 ma, co thd diing 1én dén 3 1n/ngdy, lituti dala 30 mo/noay.
11 50 8inh, tre nho, ré em (dudt 12 i) va tré vi thanh nién can nang dudi 35 kg:
Do cin ding 8w chinh xac nén cac dang thudc vien nén khong thich hgp cho tré nho va tré vi
hanh nien can nang dui 36 ka. i
Benh nhan suy gan: Modom'S chdng chi dinh vGi benh nhan suy gan trung binh va nang (xem
phdn Chang chi dinh). Khong cdn higu chinh liéu doi v bgnh nhan suy gan nhe.
Banh nhan suy than: Do thi gian bin thii ctia domperidon bi kéo dai @ bénh nhan suy than nang
nén néu ding nhdc lal, s6 1dn dua thude cda Modom'S cdn giam xudng con 1 dén 2 ln/ngay va
higu chinh lifu ty thude muc do suy than.
Hoat theo chi din cla Thay thude
CHONG CHI DINM:
Doimperidon ¢dn chana chi dinh trong nhing truting hp sau:
NG sau khi md. Bénh nhan chdy mau duong tiéu hoa, tdc rudt cd hoe. Tré em dudi 1 tudi. Dung
dompetidon thidng xuyén hodc dai ngay.
@énh nhan sy gan trung binh va ndng (xem muc Dugc dgng hoc).
Banh nhin oo thii glan dan truydn xung dong tim kéo dai, dic bigt 1a khodng QT, bénh nhan c6
101 loan dien gial 1o ret hode banh nhan dang co bénh tim mach nhu suy tim sung huy@t.
Ding d6ng thin val cac thudc kéo dai khoang QT (xem muc Tudng tac thudc).
Ding d6ng thai vl cac thudc Ue ché CYP3A4 (khong phu thude tic dung kéo dai khoéng QT)
(xem muc Tuong tae thudc).
GANH BAO VA THAN TRONG KHI DUNG THUGG:
Ghi duge ding dompetidon khong qud 12 tudn cho nguti bénh Parkinson. C6 thé xudt hién cic
{ac dung co hal @ than kinh trung wong. Ghi ding domperidon cho ngudi bénh Parkinson khi cac
bien phap chong ndn khac an toan hon khong c6 tac dung. Bénh nhan rdi loan chic nang gan va
chile nang than.
Suy than.
Thii gian ban thai cdla domperidon bi kéo dai & bénh nhan suy than nang. Trong truting hop ding
ahdc lai, tdn suat dua domperidon cdn gidm xudng con 1 dén 2 1dn/ngdy tly thube muc do suy
than. Co thé higu chink lidu néu cdn,

Téc dung trén tim mach:
Domperidon lam kéo dai khodng QT trén dign tam d6. Trong qua trinh gidm sat hau mai, co rat it

bao cdo v kéo dai khodng QT va xodn dinh lién quan dén st dung domperidon. Cdc béo cdo nay
o0 cdc yéu to nauy oo gdy nhiu nhu rdi loan dign giai hay cdc thude dung déng thai (xem myc
Téo dung khong mong mudn).
Cde nghién ciu dich 18 cho thiy domperidon cd thé 1am tang nguy co loan nhip that nghiém
trong hode dot tu do tim mach (xem muc Tac dung khong mong mudn). Nguy co nay cao hon d6i
vl benh nhan trén 60 tudi, bénh nhan dong 1iéu hang ngdy I6n han 30 mg va bénh nhén diing
d6ng tht thude keo dal khoang QT hodc thudc (fc ché CYP3A4,
Sil dung domperidon voi lidu thap nhét co hidu qua & ngudi l6n va tré em.
Chong chi dinh domperidon cho nhiing benh nhan co thi gian ddn truyén xung dong tim kéo
dai. dac biet 1a khoang QT, bénh nhan c6 rol loan dién gidi rd rét (ha kali méau, tang kali mau, ha
magnesi mau), nhip tim ¢ham hodc bénh nhan dang méc bénh tim mach nhu suy tim sung
huy@t do nguy co roi loan nhip théit (xem phdn Chdng chi dinh). RGi loan dién giai (ha kali mau,
1ng Kali mau, ha magnesi mau) hoac nhip tim cham da duge biét dén 1a yéu 16 1am ting nguy co
loan nhip tim
Cdn noimg didu tri voi domperidon va trao 4 lai vai can bo y t& néu co bat ky trigu ching hay
41 hidu nao lien quan dén 1Bl loan nhip tim.
Khuyén benh nhan nhanh chong bao ¢4o0 cdc trigu ching trén tim mach.
Lién quan dén ta duc lactose: Bénh nhan co viln 06 vé di truyén khong dung nap galactose higm
pap, thidu men lapp lactase hodc kém hdp thu glucose - galactose khong nén dung thudc nay.

sU DUNG THUOC GHO PHU NU CO THAI VA CHO CON BU:
Phy nif eo thal: Tranh dung thude cho phu ni co thai.

10mg

“*Modom’

Domperidon 10 mg

P . on bai tigt qua slia me va tré b mé nh4n duge 1t hon 0,1% Néy
m'::: Egn°ﬂ;n°;fa:"r'ng.°$1°33 dung bt o, 84c bigt 4 thc dyng trén tim mach vdn ¢4 me ‘f’
ra sau khi ré b sila e, C4n can nhdc 1 fch clia vibc cho tré bl siia me v It ich cla whe (:l;u
tri cho me d€ quysy gjnh ngimg cho con bl nay ngUng/tranh dibu tri bling domperidon, Gdn
than trong trong tryng hop €6 yéu 10 W co farn kéo dai khoang QT G 1ré bl me

ANH HUGNG ¢ja THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Chua co tai ligy v 4nh hudng clia thudc d6i voi kha nang lai xe va vayn hanh iy moc

TUONG TAC, TUONG KY CUA THUOC: C4c thfic khang cholinergic, thusc gidm dau opioid va
thubc khang muscarinic éc ché tac dund clia domperidon.

Ting nguy ca kéio dai knodng T do 1uong t4c dugc d0ng hoc hagc duke e hoo
Chding chi ainh diing 46na thisi véi cac thube sau;

Céc thuc 1Am kéo dai khoang QT:

- Taude chang loan nhip tim nliom 1A (Vi du: disopyramid, fiydroquinidin, guinidin)

- Thuic chéng loan nhip tim nhom 111 (v dy: amiodaron, dofetilid, dronedaron, ibutifid, sotalol)
- M6t s thudc chding loan thdn (vi dy: haloperidol, pimozid, sertindol)

- M0t s& thudc chong trdm cam (vi du: citalopram, escitalopram)

- Mot s& thudc khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin)

- Mot s6 thudc chéng ndm (vi dy: pentamidin)

- Mot s6 thudc diéu tri sot rét (dac biét 12 halofantrin, lumefantrin)

- Mot s6 thubc da day - rudt (vi du: cisaprid, dolasetron, prucaloprid)

- Mot s thudic khéng histamin (vi du: mequitazin, mizolastin)

- Mot sb thudc diéu tri ung thu (vi dy: toremifen, vandetanib, vincamin)

- Mot s& thudic khéc (vi du: bepridil, diphemanil, methadon)

(Xem myc Chéng chi dinh)

Chat ilc ché CYP3A4 manh (khdng phy thudc tac dyng kéo dai khoang OT) vi oy

- Thudc (c ché protease

- Thuc chdng ndm toan than nhém azol

- M6t s6 thudc nhém macrolid (erythromycin, clarithromycin va telithromycin)

(Xem myc Chdng chi dinh)

Kh@ng khuy&n cdo diing d8ng thaii véi cac thudc sau:

Thudc tc ché CYP3A4 trung binh, vi dy: diltiazem, verapamil v mit s6 thudc nhém macrolid
(Xem myc Chang chi dinh)

Sif dung than trong khi diing a8 thai véi cac thufc sau:

Thuc cham nhip tim, thudc lam giam kali méau va mot 8 thudic macrolid sau gop phdn lam kéo
dai khodng QT: azithromycin va roxithromycin (ch8ng chi dinh clarithromycin do I thudc (c
ché& CYP3A4 manh)

Danh sach c4c chat & trén 13 c4c thudc dai dién v khong ddy di

TAC DUNG KHONG MONG MUGN CUA THUGC:

Gidm ham mun, ndi mdn va céc phan dng dj ing khéc. Chay sia, r6i loan kinh nguyét, mat
kinh, vii to hoc dau tiic vii do tang prolactin huyét thanh c6 thé gap & ngudi bénh ding ligu cao
kéo dai.

Rai loan tim mach.

Chua rd: loan nhip thit, kéo dai khoang QT, xo4n dinh, ddt ir do tim mach (xem myc Canh bao
va thdntrong).- -

Béo céo phan Ung cé hai

BAo cdo phan Ung cb hai sau khi thudc duge c&p phép luu hanh r4t quan trong & tiép tyc gidm
sét can bAng Igi ich/nguy cd ciia thudc. Can bd y 1€ cén bao céo tAt ¢a phan (ng cd hai vé Trung
t4m Quoc gia hodc Trung tam khu vic v8 Thong tin thudc va Theo doi phan (ing cb hai clia
thudc.

Thang bdo cho béc s7 nhiing téc dyng khong mong mudn gap phdi khi sif dyng thudc

QUA LIEU VA CACH XU TRI:

Trong trudng hap qua liéu: gy Igi niéu thdm thdu, ria da day, c4n thyc hién céc bién phép diéu
trj triéu chiimg ngay |4p tirc. Nén theo ddi dién tam 46 do c6 kha nang kéo dai khoang QT

PAC TiNH DUQC LUC HOC:

Ma ATC: AO3FAO3

Modom'S véi thanh phdn hoat chét 12 domperidon, mot chat khang thy thé dopamin vii ddc
tinh chding non 6i. Thubc hdu nhu khdng c6 tac dung 1én cac thu thé dopamin & ndo nén khong
¢6 &nh hudng lén tam thdn va thén kinh. Domperidon kich thich nhu d0ng ciia 8ng tiéu héa, lam
1ang truong luc co thit tam vi, 1m tang bién do md rong co thdt mdn vj sau bila an.

DAC TINH DUGC DONG HOC:

Thudc duge hap thu & dudng tidu hoa, dat néng do dinh trong huyét tuang sau khodng 30 phit
Thuc chuyén héa qua gan, rudt va dao thdi theo phan va nudc tiéu

QUY CACH DONG GOI: Hop 10 vixé x 10 vién

HAN DUNG: 36 thing 6 tif ngay san xudt

DIEU KIEN BAD QUAN: Noi kho, nnigt 80 kndn qud 30°C, trénh dnh sdng

TIEU CHUAN: TCCS.

Ban xudt tal

CONG TY co PHAN DUGC HAU GIANG - Chi nhanh nha may duge phim DHG tai Hau Giang
L6 1% - W, Kby cdig nghibh TAR Pho Thaoh - pial doan 1, xa Tan Phi Thanh, huyén Chau Thanh A, tinh Hau Giang

Bl (0203) 3053464 e Fax: (0203) 3953565

xn vui iong idn
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€)0292.3893000

E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn 02)




