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wei. OPERIDONE®

Domperidon
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rdung’trudce khi dung
Thong bio ngay cho bic sy hodc dwgc sy nhirng tic dung khéng mong muédn gip phai khi sir
dung thudc.

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. THANH PHAN, HAM LUQNG CUA THUOC: M&i vién nén bao phim chira:
— Hoat chdt: Domperidon..................... 10 mg
(Duéi dang domperidon maleat)
— Td dugc: Lactose monohydrat, tinh bot ngd, tinh bot tién hd héa, povidon K30, magnesi stearat,
natri starch glycolat, silic oxyd dang keo khan, opadry II white.

2. MO TA SAN PHAM:
Vién nén bao phim, hinh tron, mau tring hay triing nga, mdt mat vién tron, mit con lai ¢6 in sé “10”
mau den, hai mat vién 15i, canh va thanh vién lanh lan.
3. QUY CACH PONG GOI:
- Hop 2 vi x 10 vién nén bao phim.
-Hop 10 vi x 10 vién nén bao phim.

4. THUOC DUNG CHO BENH Gi:
OPERIDONE dugc chi dinh @& diéu tri triéu chimg n6n va budn nén.

5. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Cach dung: Thube diing dudng uéng. Ubng nguyén vién thudc véi mot ly nudce. Nén udng thude
trude bira an 15 — 30 phut.
Céc triéu chimg thuong khéi sau 3-4 ngay dung thube nay. Khong dung OPERIDONE qué 7 ngay
ma khong hoi y kién béc sy.
Liéu diing:
— Nguwoi lén va tré vi thanh nién tic 12 tuoi tré 1én va cdn ndng ti 35 kg tro lén:
Liéu théng thuong 1a 1 vién/lan, 6 thé 1én dén 3 1an/ngay. Khong ding qua 3 vién/ngay.
— Tré em va tré vi thanh nién tir so sinh dén can nang duéi 35 kg:
OPERIDONE khong phu hop cho tré em can nang duéi 35 kg.

6. KHI NAO KHONG NEN DUNG THUOC NAY:

Khong dung OPERIDONE néu ban:

e da timg min cam véi domperidon hodc bat ky thanh phan nao khéc cta thude.

e 06 hodc nght rang ban c6 thé co véan dé vé rudt nghiém trong nhu xuét huyét bén trong (triéu
chimg 14 di ngoai phan den dai dang), hogc tic nghén hodc thing da day hodc rudt (thuong la
dau bung dir doi).

e bi utuyén yén. *'x/

e bi vin dé vé gan vira hoic ning. '

e bi vAn dé v& tim (kéo dai khoang QT trén dién tim db).

e bi hodc da bi van dé vé tim khong thé bom méu cho co thé (suy tim).

e bi vin d& dan dén nf’mg d6 kali hodc magnesi trong mau thap, hoac nf‘mg do kali trong mau
cao.
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uoc nao ac (xem muc “nén tranh ding nhimg thube hodc thuc pham gi khi
dang sir dung thude nay™).

Dang dung thudc chong nén irc ché thu thé neurokinin-1 & nio.

7. TAC DUNG KHONG MONG MUON:
It gap, (c6 thé anh hwong dén 1 trong 100 ngudi)

Tiéu héa: Non, budn nén, tiéu chay, khé miéng
Thén kinh trung wong: Pau diu, mit ngu

Hiém gap, (c6 thé dnh huon o dén | trong 1000 ngueoi)

Domperidon khé qua duge hang rao méau — ndo va it ¢6 kha niang hon metoclopramid gy ra
céc tac dung & than kinh trung wong nhu phan {mg ngoai thap (bao gdm rdi loan truong luc co
cdp va hgi chimg an than kinh dc tinh), co giat. RSi loan ngoai thap va budn ngii xay ra véi ty 1¢
rat thip va thuong do réi loan tinh thim cua hang rdo méu — néo (tré dé non, tén thuong mang
ndo) hodc do qua liéu.

Chay sira, rdi loan kinh nguyét, mét kinh, va to hodc dau tic vi. giam khoai cam do ting
prolactin huyét thanh c6 thé gap & ngudi bénh ding thude liéu cao dai ngay.

Nguy co loan nhip thit ning hodc tir vong dot ngdt do tim mach cao hon & nguoi bénh dung
lidu hang ngay trén 30 mg va ngudi bénh trén 60 tudi.

Phan tmg di ung bao gdm séc phan vé, may day, phu Quinck rdt hiém gip khi ding

e
domperidon.
Chura ro:
— Tim mach: Loan nhip that, kéo dai khoang QT, xodn dinh, dt tir do tim mach (xem muc Luu y
va than trong).
Théng bdo ngay cho bdc sy hodc diweoe sp nhitng tdc dung khong mong muon gap phai khi sir dung
thuée.
8. NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU DUNG
THUOC NAY:
Khong dung OPERIDONE va thong bdo cho béc sy hodc duge sy néu ban dang dung thude dé
diéu tri:
e nhiém nidm nhu thubc khang nidm nhém azol, dic biét dang udng ketoconazol, fluconazol hodc
voriconazol.
e nhiém khuin, dic biét 1a erythromycin, clarithromycin, telithromycin, moxifloxacin,
o/ pentamidin (ddy 1a nhimg thu6c khang sinh).

vin @ vé tim hodc huyét ap cao (vi du, amiodaron, dronedaron, quinidin, disopyramid,
dofetilid, sotalol, diltiazem, verapamil).

loan tAm than (vi du, haloperidol, pimozid, sertindol).
trAm cam (vi du, citalopram, escitalopram).

rdi loan tiéu hoa (vi du, cisaprid, dolasetron, prucaloprid).
di tmg (vi du, mequitazin, mizolastin).

sot rét (halofantrin).

AIDS/HIV (chét e ché protease).

ung thu (vi dy, toremifen, vandetanib, vincamin).

dau hoidc dung nhu thude giam dau (céc thude opioid).
nhiém virus (ritonavir).

Tham vén y kién bac s§ néu ban dang dung cac thudc sau:

thude diéu tri triéu chimg ctia bénh Parkinson (levodopa).
céc thude khang cholinergic.
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¢ chu van do1 véi thu thé dopamin, chéng Parkinson (bromocriptin).
e thudc giam dau, ha sot (paracetamol).

9. CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC:

10.

11.

12.

13

14.

Néu ban quén ding thudc, ding n6 ngay khi ban nhé. Néu thoi gian gan t6i liéu ké tiép, thi hay bo
qua lidu bi quén va ding liéu ké tiép theo ké hoach binh thuong. Khong nén gap doi licu dung.
CAN BAO QUAN THUOC NAY NHU THE NAO:

O nhiét d6 dudi 30°C, noi kho réo, tranh anh sang.

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Qua liéu domperidon thudng xuit hién cac biéu hién budn nga, mét kha ning xac dinh phuong
hudng, hdi chirng ngoai thap, dac biét hay gap ¢ tré em.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Néu ban ding OPERIDONE qué liéu khuyén céo thi ban can phai:

o Thong bao ngay cho bac sy hodc dén bénh vién gan nhat.

e Nh¢ mang theo nhin thude hodic luong thude con lai dé béc sy biét thuéc ma ban da dung.

. NHUNG DPIEU CAN THAN TRONG KHI DUNG THUOC NAY:

Thén trong va tham khio ¥ kién béc sy truée khi sit dung OPERIDONE néu ban ¢6 mét

trong nhirng diéu sau:

e Ban bi vin dé vé than (suy giam chirc nang than). Trong trudng hop diéu tri kéo dai, bac sy
s& khuyén ban phai dung lidu thdp hon hoic it ding thudc nay hon, va béc sy s& theo ddi ban
thuong xuyén hon.

e Ban bi vin dé vé gan (suy giam chirc ning gan).

Domperidon c6 thé lién quan véi viée ting nguy co rdi loan nhip tim va tim ngirmg ddp. Nguy co

nay c6 kha niing xay ra hon & nhitg nguoi trén 60 tudi hodic dung liéu cao hon 30 mg mdi ngay.

Domperidon nén dugc ding vai lidu thip nhét c6 hiéu qua & ngudi 16n va tré em.

Nén ngimg diéu tri voi domperidon va lién hé véi bac sy néu ban gip céc rdi loan nhip tim nhu

déanh tréng nguc, kho thd, mat y thire trong khi dung domperidon.

Chi dugc ding domperidon khéng qua 12 tuan cho ngudi bénh Parkinson. C6 thé xuét hién cac

tac dung c6 hai & than kinh trung wvong. Chi dung domperidon cho nguoi bénh Parkinson khi céc

bién phap chng non khac an toan hon khong c6 tac dung.

Thudc nay cé chiva: Lactose. Néu ban di biét ring ban khong dung nap mét vai loai dudng thi

hdy thong bdo cho bac sy trude khi sir dung thudc nay.

Thoi ky mang thai: Khong dung thude nay cho ngudi mang thai. Tham khao y kién bac sy néu

ban dang mang thai, nghi ring ban c6 thé mang thai hoic ban ¢ ké hoach mang thai.

Thoi kp cho con bii: Tham khao v kién bac sy néu ban dang cho con bu. Mot lugng nho

domperidon di dugc tim thiy trong sita me. Domperidon ¢6 thé gy ra tac dung khong mong

mudn anh huong dén tim & tré bt me. Chi ding domperidon trong thoi ky cho con bu khi béc sy
xem xét didu nay 1a can thiét. Tham khao y kién béc sy truée khi ding thudc nay.

Anh hwéng dén kha nang lim viéc: Ban c6 thé giam kiém soat cir dong trong khi dang dung

OPERIDONE. Cén thin trong néu ban 1ai xe, van hanh may mdc, lam viéc trén cao hay cac

cong viée khac cho dén khi ban biét anh huong ctia thudce 1én co thé.

KHI NAO CAN THAM VAN BAC SY, DUQC SY:
Trong truomg hop qua liéu hodc tic dung khéng mong mudn.

Khi dang dung thude khéac hodc mot loai thuc phém. V\J

Néu cin thém thong tin xin héi y kién bic s§ hodc dwgc s¥.
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httpS//ng’ﬂngQ 9]{%‘3@ /36 thdng ké tir ngay san xuét. Khong dung thudc khi qua han
dung.

16. TEN, PIA CHI, BIEU TUQONG CUA CO SO SAN XUAT:

(ea)

Pharmaceuticals
WHO-GMP
CONG TY CO PHAN DUQC PHAM OPV

$6 27, Puong 3A, Khu Céng Nghiép Bién Hoa II, Phuong An Binh, Tp. Bién Hoa, Tinh Pdng Nai.

DT: (0251) 3992999 Fax: (0251) 3835088

17. NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUONG DAN SU DUNG
THUOC:
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1.DUQC LUC HQC:
Nhém duege Iy: Thube chéng nén/thuée déi khang dopamin
Ma ATC: AO3FA03
Domperidon 1a thudc déi khang dopamin véi ddc tinh chéng non, domperidon khéng dé dang qua
duoc hang rdo mau nio. O ngudi sir dung domperidon, dic biét la ngum 16m, tac dung phu nhu
hgi chimg ngoai thap rit hiém gip, nhung domperidon thiic ddy sur tiét prolactin tir tuyén yén. Tac
dung chéng nén ciia domperidon ¢6 thé do su phdi hop cua céc tac ddng ngoai bién (nhu dong da
day) va viéc ddi khang thu thé dopamin tai ving cam tmg héa CTZ (chemoreceptor trigger zone)
nam & ngoal hang rao mau ndo trong khu vuc san nio that V. Nghlen curu trén dong vat, cing véi
nong do thap trong ndo, chi rd tac dung cuia domperidon chu yéu trén cac thu thé dopamin ngoai
bién. Nghién ctru & ngudi cho thdy udng domperidon lam ting ap luc thuc quan dudi, ting nhu
dong hang vi-ta trang, gia ting qu4 trinh lam réng da day. Thude khong anh hudng 1én su tiét cia
da day.

2. DUQC PONG HOC:

Hé}) thu: Domperidon duoc hdp thu nhanh sau khi ubng véi ndng do dinh trong huyét tuong

khoang 1 gi& sau khi ding thudc. Céc gia tri Cpax va AUC ctia domperidon tang lén tuong {mg
véi khoang liéu tir 10 mg dén 20 mg. Tich liy domperidon tir 2 dén 3 1dn AUC dugc quan sét voi
lidu 13p lai 4 lan/ngay (mdi 5 gid) trong 4 ngay. Sinh kha dung tuyét déi ciia domperidon dang
udng thap (khoang 15%) la do chuyén hoa buéc du rong réi & thanh rudt va gan.
Mic du sinh kha dung ctia domperidon ting & cac doi tugng binh thuong khi ding sau bira #n
nhung & bénh nhén ¢6 dau da day-rudt nén uéng domperidon 15-30 phiit trudc bira an. Giam acid
da day lam giam sy hap thu cia domperidon. Sinh kha dung duong udng giam néu truée do dung
df‘)ng thoi cimetidin va natri bicarbonat. Thoi gian dat ndng do dinh hoi chdm va AUC hoi tdng
khi udng thudc sau bira an.
Phdn bé: Domperidon dudng udng c6 vé khong tich liiy hay tao ra chuyén hoa riéng; né‘mg do
dinh trong huyét twong dat dugc sau 90 phit 1a 21 ng/ml sau 2 tuan uéng 30 mg mdi ngay thi hau
nhu tuong duong véi ndng do dinh 18 ng/ml dat duge sau liéu udng dau tién. Ti 1é domperidon
gén két protein huyét tuong 1 91-93%. Nghién ciru sy phan phdi thude bang céch danh déu phéong
xa trén dong vt cho thdy thudc duoc phan bd rong rii trong mé co thé nhung nong do thap trong
ndo. O chudt, luong nhod thude di qua nhau thai.
Chuyén héa: Domperidon trdi qua qua trinh chuyén héa nhanh va nhiéu & gan nho qué trinh
hydroxyl hoa va khir N-alkyl. /n vitro, thi nghiém vé chuyén héa véi chét tic ché biét trude cho
thly CYP3A4 1a dang chinh cta cytocrom P-450 lién quan dén su khir N-alkyl ctia domperidon,
trong khi CYP3A4, CYP1A2 va CYP2EI lién quan dén sy hydroxyl héa nhan thom cia
domperidon.
Thai trie: Su bai tiét qua nude tiéu va phan 1én dén 31% va 66% liéu udng tuong tmg. Ty 1& nho
thude duoc bai tiét dang khong thay ddi (10% bai tiét qua phéan va khoang 1% bai tiét qua nudc
tiéu). Thoi gian ban thai trong huyét tuong sau khi ubng mét liéu don la 7-9 gid & ngudi khoe
manh nhung kéo dai & bénh nhan suy than nang.
Suy gan:
G nhitng ngudi bi suy gan vira (diém Pugh tir 7-9, Child-Pugh B), AUC va Cya ctia domperidon
tuong ung cao hon 2,9 lin va 1,5 lan so véi & ngudi khoe manh. Phin khong gin két duge ting
1én 25%, va thoi gian ban thai cudi cung duoc kéo dai tir 15-23 gid. Nhitng ngudi bi suy gan nhe
c6 su phoi nhiém toan than thép hon mdt chut so véi nhitng ngudi khée manh dua trén Cp,y va A
AUC, khong c6 thay ddi trong gin két protein hodc thoi gian ban thai cudi cing. Nhitng ngudi bi
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nang.
Suy than:
O nhimg ngudi bi suy thin ning (d6 thanh thai creatinin < 30 ml/phtt/1,73 m?) théi gian ban thai
ctia domperidon tang tir 7,4 dén 20,8 gid, nhung ndng d6 thude trong huyét twong thap hon so véi
& ngudi tinh nguyén khoe manh. Vi rét it thudc khong thay déi (khoang 1%) dugc dao thai qua
than, khong chéc ring can phai diéu chinh liéu don uéng & bénh nhan suy than. Tuy nhién, trong
truong hop ding nhic lai, tan sudt ding can giam xudng con 1 dén 2 lan/ngay tuy thude mirc do
suy than va c6 thé can phai giam liéu.

3. CHI PINH:
OPERIDONE duogc chi dinh dé diéu trj triéu chimg nén va budn nén.

4. CACH DUNG, LIEU DUNG:
Cich dung: Thude dung duong udng.
OPERIDONE chi nén dugc sir dung & liéu thap nhét ¢6 hiéu qua trong thoi gian ngdn nhat dé
kiém soat ndn va budn non.
Nén uéng OPERIDONE 15 — 30 phit trude bira an. Néu uéng sau bita an, thudc c6 thé bi cham
hép thu.
Bénh nhan nén uéng thuée vao thoi gian ¢ dinh. Néu bi quén 1 lidu, c6 thé bo qua lidu do va tiép
tuc dung thuéc theo lich trinh nhu cii. Khong nén ting liéu gap déi dé bu cho lidu da quén.
Thoi gian diéu tri t6i da khong nén vuot qua mot tudn.
Liéu dung:
Nguoi 16n va tré vi thanh nién (tir 12 tudi trd 1én va cin nang tir 35 kg trds 1én):
Ubng 1 vién/lan, ¢6 thé ding Ién dén 3 1an/ngay, liéu t6i da 1a 30 mg/ngay.
Tré so sinh, tré nho. tré em (dudi 12 tudi) va tré vi thanh nién cin ning dudi 35 kg:
Do cdn dung liéu chinh x4c nén thudc nay khong thich hop cho tré nhé va tré vi thanh nién can
nang dudi 35 kg.
Suy gan:
OPERIDONE chéng chi dinh véi bénh nhén suy gan trung binh va nang (xem phan chéng chi

-
-~

dinh). Khong can hiéu chinh liéu d6i voi bénh nhéan suy gan nhe.

Suy than:

Do thoi gian ban thai cia domperidon bi kéo dai & bénh nhan suy than ning nén néu dung nhic

lai, s 14n dung thudc cia OPERIDONE can giam xuéng con 1 dén 2 1an/ngay va hiéu chinh liéu

tuy thudc mirc do suy than.

5. CHONG CHI PINH:

Domperidon can chdng chi dinh trong nhitng trudong hop sau day:

— Quéa man v6i hoat chét hodc v6i bat ky thanh phan nao cua thude nay.

— U tuyén yén tiét prolactin (prolactinoma).

— Thung duong tiéu hoa hoic tic rudt co hoc hodc chay mau dudng tiéu hoa.

— Bénh nhén suy gan trung binh va ning.

— Bénh nhan c6 thoi gian din truyén xung dong tim kéo dai, dic biét 1a khoang QT, bénh nhén c6
ri loan dién giai rd rét hodc bénh nhin dang ¢6 bénh tim mach nhu suy tim sung huyét.

— Dung déng thoi vé6i cac thube kéo dai khoang QT (xem muc Twong tic thudc)

— Dung dfing thoi v6i cac thube e ché CYP3A4 (khong phu thudc tac dung kéo dai khoang QT)

S A, i

Y |

|4

(xem muc Tuong tac thudc). J
— Dung phéi hop véi cac chat chéng nén tre ché thu thé neurokinin-1 & nio. ~

6. LUU Y VA THAN TRONG:
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Mic du tac dung phu vé than kinh 1 rdt hiém, nhung nguy co téc dung phu vé than kinh cao hon
& tré em do céc chirc nang chuyén héa va hang rao mau ndo chua pht trién day du trong nhimmg
thang dau tién cua tré. Dung thudc qué lidu c6 thé gay ra céc triéu ching ngoai thap ¢ tré em,
nhung nhimg nguyén nhan khéc can duoc xem xét.

Suy thén:

Thoi gian ban thai ctia domperidon bi kéo dai & bénh nhén suy than ning. Trong truomg hop
dung nhic lai, tan sudt dung domperidon cin giam xubng con 1 dén 2 lan/ngay tiy thude mic do
suy than. Ciing c6 thé can giam lidu. Nén xem xét thuong xuyén & bénh nhan diéu tri kéo dai.
Téc dung trén tim mach:

Domperidon 1am kéo dai khoang QT trén dién tim dd. Trong qua trinh giam sat hdu mai, ¢6 rt it
béo cdo vé kéo dai khoang QT va xoén dinh lién quan dén sir dung domperidon. Céc bdo céo nay
c6 cac yéu tb nguy co gdy nhiéu nhu réi loan dién giai hay céc thudc ding dong thoi (xem muc
Tac dung khong mong mudn).

Céc nghién ctru dich t& cho thiy domperidon c6 thé lam ting nguy co loan nhip thit nghiém
trong hodic dot tir do tim mach (xem muc Téc dung khong mong mudn). Nguy co ndy cao hon ddi
v6i bénh nhén trén 60 tudi, bénh nhan dung liéu hang ngay 16n hon 30 mg va bénh nhin ding
ddng thoi thude kéo dai khoang QT hodc thude (e ché CYP3A4.

Str dung domperidon véi liéu thap nhat c6 hiéu qua & ngudi 1én va tré em.

Chéng chi dinh domperidon cho nhiing bénh nhan c6 thoi gian dan truyén xung dong tim kéo
dai, dac biét 1a khoang QT, bénh nhan c6 ri loan dién giai ro rét (ha kali mau, tang kali mau, ha
magnesi mau), nhip tim chdm hodc bénh nhan dang mic bénh tim mach nhu suy tim sung huyét
do nguy co rdi loan nhip thit (xem phin Chéng chi dinh). R4i loan dién giai (ha kali méu, ting
kali méau, ha magnesi mau) hoac nhip tim cham da dugc biét dén 1a yéu t6 1am ting nguy co loan
nhip tim.

Cén ngimg diéu tri véi domperidon va trao doi lai v6i can bg y té néu c6 bat ky triéu chimg hay
dAu hiéu nao lién quan dén réi loan nhip tim.

Khuyén bénh nhan nhanh chéng béo céo céc tri¢u chimg trén tim mach.

Bénh Parkinson:

Chi duge dung domperidon khong qua 12 tudn cho ngudi bénh Parkinson. Cé thé xuét hién céc
tac dung c6 hai & than kinh trung wvong. Chi ding domperidon cho nguoi bénh Parkinson khi cac
bién phap chong non khéc an toan hon khong c6 tac dung.

Thudc nay c¢6 chira: Lactose. Bénh nhén ¢6 vAn dé vé di truyén hiém gip khong dung nap
galactose, thiéu hut Lapp lactase hodc kém hép thu glucose-galactose khong nén ding thudc nay.
Thoi ky mang thai: Chua co dir li¢u vé dd an toan ctia domperidon trén ngudi, tuy nhién si
dung thudc trén dong vét da thiy thude c6 kha nang gy di tat thai, do vay khong dung thudc nay
cho ngudi mang thai.

Thoi ky cho con bii: Domperidon bai tiét qua sita me va tré b me nhan dugc it hon 0,1% lidu
theo cdn nang cua me. Cac tac dung bét loi, dic biét la tic dung trén tim mach van co thé xay ra
sau khi tré ba sita me. Can can nhic loi ich ctia viée cho tré bu sita me va l¢i ich cua viée diéu tri
cho me dé quyét dinh ngimg cho con bu hay ngimg/tranh diéu tri bang domperidon. Can than
trong trong truong hop co yéu t6 nguy co lam kéo dai khoang QT & tré bii me. Tuy nhién do ¢6
kha ning gy doc tinh cao trén me nén khong dung thudc nay cho phu nit dang cho con b.

Anh hwéng ciia thudc d6i véi cong vige: Domperidon khong c6 hodc anh hutng khong déng ké
dén kha nang lai xe, vin hanh may moc, lam viéc trén cao va cac hoat dong khac.

7. TUONG TAC THUOC:

Con dudng chuyén hoéa chinh ctia domperidon 1a thong qua CYP3A4. Dir liéu in vitro cho théy
rang viéc sir dung dong thoi céc thude trc ché dang ké enzym nay c6 thé din dén ting nong do
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tuong cua(%iomperldon Phan chia cac nghién ciru tuong tac duogc lyc hoc/duge dong
hoc in vivo v6i ketoconazol dudng udng hoic erythromycin duong udng & ngudi khoe manh xac
nhén su e ché 13 rét viéc chuyén héa lan diu domperidon qua trung gian CYP3A4 bai cac thube
nay.
Téang nguy co kéo dai khoang QT do tuong tac dugc dong hoc va/hoic duge luc hoc.
Chong chi dinh diing dong thdi véi cic thude sau:
Cdc thuée lam kéo dai khoang QT
+ Thudc chdng loan nhip tim nhém IA (vi du, disopyramid, hydroquinidin, quinidin)
+ Thube chéng loan nhip tim nhom III (vi du, amiodaron, dofetilid, dronedaron, ibutilid, sotalol)
+ Mot sb thude chong loan than (vi du, haloperidol, pimozid, sertindol)
+ Mot s6 thude chdng trdm cam (vi du, citalopram, escitalopram)
+ Mot sb thude khang sinh (vi du, erythromycin, levofloxacin, moxifloxacin, spiramycin)
+ Mot s thube chéng nim (vi du, pentamidin)
+ Mot sb thude diéu tri s6t rét (dic biét 1a halofantrin, lumefantrin)
+ M6t sb thude da day — rudt (vi du, cisaprid, dolasetron, prucaloprid)
+ Mot s6 thude khang histamin (vi du, mequitazin, mizolastin)
+ Mot sb thude diéu tri ung thu (vi du, toremifen, vandetanib, vincamin)
+ Mot s6 thude khac (vi du, bepridil, diphemanil, methadon)
(Xem muc Chéng chi dinh).
Cadc chdt trc ché CYP3A4 manh (khong phu thude tac dung kéo dai khoang QT), vi du:
+ Thudc irc ché protease
+ Thudc chéng ndm toan thin nhém azol
+ Mot s6 thuéc nhém macrolid (erythromyein, clarithromycin va telithromycin)
(Xem muc Chéng chi dinh).
Khong khuyén cdo ding ddng thoi véi cdc thude sau:
Thudc trc ché CYP3A4 trung binh, vi du: Diltiazem, verapamil va mdt s6 thudc nhém macrolid.
(Xem muc Chéng chi dinh).
Sir dung thén trong khi ding dong thoi véi cic thude sau:
Thudc chdm nhip tim, thude lam giam kali mau va mot s& thude macrolid sau gép phan lam kéo
dai khoang QT: Azithromycin va roxithromycin (chéng chi dinh clarithromycin do 1a thude e
ché CYP3A4 manh).
Danh séch cac chit & trén 1a cac thude dai dién va khong day du.
Levodopa: Tang ndng do trong huyét twong ctia levodopa (t6i da 30-40%).
Thubc giam dau opioid va cac thudc khang cholinergic: C6 thé d6i khang tic dung cuia
domperidon trén nhu dong duong tiéu hoa.
Bromocriptin: Domperidon ¢6 thé ddi khang téc dung lam giam prolactin huyét tuong cua
bromocriptin.
Paracetamol: Domperidon cé thé lam ting téc do hép thu qua duomg tiéu hoa cua paracetamol do
lam thay dbi nhu dong dudng tiéu hoa.

8. TAC DUNG KHONG MONG MUON:
It gap, 1/100 > ADR > 1/1000
— Tiéu héa: Non, budn nén, tiéu chay, khé miéng

— Thén kinh trung wong: Pau dau, mét ngu
Hiém gap. ADR < 1/1000
— Domperidon khé qua dugc hang rdo mau — ndo va it c6 kha nang hon metoclopramtd gdy ra

Lac tac dung & than kinh trung wong nhu phan u’ng ngoai thap (bao ¢dm rdi loan truong lyc co ™

cap va hoi chimg an than kinh 4c tinh), co giat. R6i loan ngoai thap va budn ngu xay ra véi ty 18
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nio) hoic do qua lidu.

— Chay sira, r6i loan kinh nguyét, mét kinh, vi to hodc dau tirc vu, giam khodi cam do ting
prolactin huyét thanh c6 thé gip & ngudi bénh ding thuée lidu cao dai ngay.

— Nguy co loan nhip thét nang hodc tir vong dét ngét do tim mach cao hon & ngudi bénh ding
liéu hang ngay trén 30 mg va ngudi bénh trén 60 tudi.

— Phan tng di tmg bao gdm sbc phan vé, may day, phi Quinck rét hiém gip khi ding
domperidon.

Chua ré:

— Tim mach: Loan nhip thét, kéo dai khoang QT, xoén dinh, dét tir do tim mach (xem muc Luu y
va than trong).

Huéng din cich xir tri ADR: Ngimg dung thude va diéu tri triéu chimeg.

Bio c4o phin tmg c6 hai: Bio cdo phan tmg c6 hai sau khi thude duogce cip phép luu hanh rét

quan trong dé tiép tuc giam sat can bang loi ich/nguy co ctia thudc. Cén bé y té cin béo cdo tit ca

phan tmg c6 hai vé Trung tam Qudc gia hodc Trung tdm khu vuc vé Thong tin thudc va Theo dai

phan tmg ¢6 hai cua thudc.

9. QUA LIEU VA XU TRi:
Triéu chitng:
Qué lidu domperidon thuong xudt hién cac biéu hién budn ngi, mat kha nang xac dinh phuong
hudng, hoi chimg ngoai thap, ddc biét hay gip ¢ tré em.
Cach xu tri:
Trong truomg hop qué lidu, can thuc hién cac bién phap diéu tri triéu chimg ngay 1ap tirc. Nén theo
ddi dién tdm do do c6 kha nang kéo dai khoang QT.
Rira da day, dung than hoat, diéu tri tri¢u chimg. Cac thude khang cholinergic hoac cac thudc dicu
tri Parkinson c6 kha ning gitip kiém soat hoi chimng ngoai thap trong truong hop qua lidu.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO:
Khéng diing qua liéu chi dinh.
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