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l130* OPERIDONE@t

Domperidon

Thu6c bfn th
D6 xa tAm tay
Dqc W hurfmg d khi dtng
Thdng b6o ngay cho bfc si hoic duqc si nhirng tic dgng kh6ng mong mu6n gip phni khi sir
drtng thu6c.

PHAN I. HTIONG DAN stIouNG THUOC CHo NGUOI BENH

t. THANH pHAN, HAM LITONG cuA THUoc: M5i vi6n n6n bao phi- .;; 
-'.-- '--

- Hogt chtit: Domperidon. ......10 mg
(Duoi d4ng domperidon maleat)

- Td duqc: Lactose monohydrat, tinh bQt ng6, tinh bQt ti6n hO frOa, povidon K30, magnesi stearat,

natri starch glycolat, silic oxyd dang keo khan, opadry II white.

2. MO rA SAx PHAM:
Vi6n n6n bao phim, hinh trdn, mdu tring hay tr'ing nga mQt m5t vi6n tron, m{t cdn l4i c6 in s6 "10"
mdu den, hai m{t vi6n l6i, cqnh vd thenh vi0n linh lan.

3. QUY CACH DONG C6r:
- HQp 2vix 10 vi6n n6n bao phim.

- HQp 10 vi x 10 vi6n ndn bao phim.

4. THUOC DLII\G CHO NINTT Ci:
OPERIDONE duo. c chi dlnh aC Aieu tri trieu chimg n6n vd budn n6n.

s. NtN Dtlt\c rHUOc NAy NHLI rHE NAo vA LrEU LT.IQNG:
Cdch dilng: Thu6c dtng duong u6ng. Udng nguy6n vi6n thu6c vcri mQt ly nu6c. N6n u6ng thu6c

tru6c bta an 15 - 30 phft.
Cric triQu chimg thulng khoi sau 3-4 ngdy dtrng thu6c niy. Kh6ng dung OPERIDONE qu6 7 ngdy

mi kh6ng hoi f kilin bric s!.
Liiu ding:

- Ngudi l6n vd tri vi rhdnh niAn ir 12 tu6t trct lAn vd cdn nfrng ti 35 kg trd lAn:

Li6u th6ng thudng ld 1 vi0r/lAn, c6 th6 l6n d6n 3 l6n/ngdy. Kh6ng dung quri 3 vi6n/ngdy.

Tri em vd tri vi thdnh niAn fir so sinh ildn cdn nQng duoi 35 kg:

OPERIDONE kh6ng phu hqp cho tr6 em cdn ndng duoi 35 kg.

6. KHI NAO XUONC NTN DUNG THUOC NAY:
Kh6ng dung OPERIDONE n6u b4n:

x,o dd ttrng mdn cim voi domperidon ho{c bet ky thanh ph6n nio khSc cria thu6c.

o c6 ho{c nghi rdng b4n c6 thii c6 v6n dA vA ruQt nghiCm trgng nhu xuAt huy6t b6n trong (triQu

chimg li di ngodi phdn den dai ding), ho4c tic nghEn ho{c thtng da dny hoic ruQt (thuong h
dau bpng dt d0i).

,i
b! u tuyen yen.

bi v6n dA vO gan vtra ho{c nAng.

bi v6n dA vO tim (k6o ddi khoing QT tr6n diQn tam dO).

bi ho{c da b! v6n dA vO tim kh6ng thO bom m6u cho co thii (suy tim)

bi v6n aA a6n di5n n6ng ttQ kali ho{c magnesi trong m6u th6p, ho{c n6ng d0 kali trong m6u

cao.
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. Dang dtng thu6c ndo kh6c (xem muc "n6n tr6nh dirng nheng thu6c hodc thgc pham gi khi
dang sir dqng thudc ndy").

. Dang dirng thu6c ch6ng n6n ric chti thu th6 neurokinin-l d ndo.

l.TLc DUNG rHONc MoNG MUON:
h gqp, (c6 the dnh hudng diln t tong 100 ngudi)

- Ti€u h6a: N6n, budn n6n, ti6u chiy, kh6 miQng

- ThAn kinh trung uong: Dau dAu, m6t ngri
HiAm gdp, kd thd dnh huctng diln t tong 1000 ngudi)

- Domperidon kh6 qua duoc hirng riro m6u - ndo vi it c6 khA ndng hon metoclopramid gAy ra
citc titc dgng o than kinh trung ucrng nhu phin img ngoai th6p (bao g6m r6i lo4n trucrng lgc co
I ., ^.cAp vi h6i chung an th6n kinh 6c tinh), co giat. R6i loan ngoai th6p vd bu6n ngt xiy ra v6i tj'lQ

r6t th6p vd thulng do r6i lo4n tinh th6m cria hang rio m6u - n6o (tr6 d6 non, t6n thuong mdng
ndo) ho{c do quri li6u.

- ChAy sira, r5i lo4n kinh nguyQt, m6t kinh, vri to ho{c dau ttc vri, giAm kho6i cdm do tdng
prolactin huytit thanh c6 th6 g?p o nguoi bQnh dung thu6c lidu cao ddi ngdy.

- Nguy c<r lo4n nhip th6t n4ng ho{c tri vong dQt ngQt do tim m4ch cao hcrn o nguoi b6nh dung

li6u hdng ngdy tr6n 30 mg vi nguni bQnh tr6n 60 tu6i.

- Phin ung di img bao g6m s6c phan vQ, miry day, phir Quinct r6t hi6m g4p khi dung

domperidon.

Chua rd:

- Tim m4ch: Loan nhip thAt, k6o ddi khoing QT, xoin dinh, dQt tri do tim m4ch (xem muc Luu y
vd th{n trong).

Th\ng bdo ngay cho bdc si hofrc &rqc s! nhintg tdc dqng khdng mong,116, g\p phai khi s* dyng
thutic.

8. NTN TnAxTT DUNG NHLNG THU6C HoAC THI,IC PHAM Ci TM DANG StI NUNC
THUOC NAY:

Kh6ng dung OPERIDONE vd th6ng b6o cho b6c s! ho{c duo. c s} n6u b4n dang dirng thudc dO

di6u tri:
. nhi6m n6m nhu thu5c khring n5m nh6m azol, ddc biQt dang u6ng ketoc onazol, fluconazol ho{c

voriconazol.
. nhi6m khu6n, tlac biOt le erythromycin, clarithromycin, telithromycin, moxifloxacin,

pentamidin (day ln nhirng thu(5c khdng sinh).

. ,u6n de vC tim ho{c huytit iip cao (vi dq, amiodaron, dronedaron, quinidin, disopyramid,

dofetilid, sotalol, diltiazem, verapamil).

. lo?n tdm thdn (vi dp, haloperidol, pimozid, sertindol).
).o trdm cim (vi dg, citalopram, escitalopram).

. r6i lo4n ti6u h6a (vi dp, cisaprid, dolasetron, prucaloprid).

. dirmg (vi dp, mequitazin,mizolastin).

. s6t r6t (halofantrin).

o AIDS/HIV (ch6t ric ch,5 protease).

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

o dau ho{c dung nhu thu6c gi6m dau (cric thui5c opioid).

. nhi6m virus (ritonavir).

Tham uAn i ki6n b6c s! n6u ban dang dr)ng c6c thu6c sau:

. thu6c di6u tri triQu chimg c[ra bqnh Parkinson (levodopa).

o c6c thu6c kh6ng cholinergic.
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. thu6c chir v4n aOi vOi thu th6 dopamin, ch6ng Parkinson (bromocriptin).

. thu6c giAm dau, ha s6t (paracetamol).

9. cAN LAM ci xru Mer t AN euBN KHONG DUNG THUOC:
N6u b4n qu6n dr)ng thu6c, dirng n6 ngay khi b4n nh6. N6u thoi gian gdn tcvi liOu kti tiiSp, thi hdy b6

qua li6u biqu6n vd dtng li6u ktl titip theo kti ho4ch binh thucvng. Kh6ng ndn g6p d6i 1i6u dtrng.

10. cAN BAo euAN THUoc NAy NHIJ urE NAo:
O nhiet <I0 du6i 30oC, ncri kh6 riio, triinh anh s6ng.

11. NH(NG DAU HIEU vA TRIEU CHI.NG KHI DTING THUOC QUA LIEU:

Qu6 li6u domperidon thucrng xuAt hiQn c5c bi6u hiQn bu6n ngtr, m6t khd n6ng xric <Iinh phucrng

hucrng, hdi chrmg ngoai th6p, ddc biQt hay gAp o tr6 em.

12. cAN pHAr LAM ci xur oUNc rHUOc euA LrEU KHUvEN cAo:
Ni5u ban dtrng OPERIDONE quri li6u khuytin crio thi b4n cAn phAi:

. Th6ng brio ngay cho biic s! ho{c d6n b€nh viQn gAn nh6t.

o Nh6 mang theo nhin thu6c ho{c lugng thu6c cdn l4i ai5 Uac s} bi6t thu6c md b4n da dung.

13. NHtNc Drtu cAN rHAN TR9NG KHr Dlrr\c rHUOc NAy:
Th$n trgng vi tham khio f ki6n bric si trur6,c khi sir dgng OPERIDONE n6u b3n c6 mQt

trong nhirng tlidu sau:
. BAn bi v6n dC vC thdn (suy gi6m chfc ndng than). Trong trudng hqp diAu tri k6o ddi, brlc s!

sE khuy6n b4n phii dtng li6u th6p hon ho{c it dtng thu6c niry hcrn, vd brlc s! sE theo d6i b4n

thuong xuydn hon.

o Ban biv6n d0 vC gan (suy gidm chric n[ng gan).

Domperidon c6 th6 li6n quan v6i viQc tdng nguy c<r r5i lo4n nhlp tim vd tim ngtmg d6p. Nguy co

niy c6 khi n[ng xiy ra hon o nhft'ng nguoi tr6n 60 tu6i ho4c dung li6u cao hon 30 mg m6i ngdy.

Domperidon n6n dugc dung vdi li6u thdp nh6t c6 hiQu qui 6 ngudi l6n vd tr6 em.

NCn ngimg t1i6u tri v6i domperidon vd li6n hQ vdi bric s! ntiu ban gap c6c r6i lo4n nhlp tim nhu
d6nh tr6ng nggc, kh6 thd, mdty thric trong khi dtng domperidon.

Chi duqc dirng domperidon kh6ng qta 12 tuAn cho nguoi bQnh Parkinson. C6 thri xu6t hi6n c6c

t6c dung c6 h4i o thAn kinh trung uong. Chi dtng domperidon cho ngudi benh Parkinson khi c6c

biQn phrlp ch6ng n6n kh6c an todn hrm kh6ng c6 t6c dUng.

Thuilc ndy cd cht?a: Lactose. NCu b4n da bi6t ring ban kh6ng dung nap mQt vdi lo4i ducrng thi
hdy th6ng biio cho biic sf tru6c khi sir dung thu6c ndy.

fhdi ki mang /rai.'Kh6ng dung thu5c ndy cho nguoi mang thai. Tham kh6o y kitin btic s! ntfu

b4n dang mang thai, nghi ring ban c6 thi5 mang thai hodc b4n c6 kC ho4ch mang thai.

fhdi ki cho cort brt: Tham kh6o y ki6n b6c s! ntiu b4n dang cho con bf. Mgt lugng nho

domperidon dd dugc tim th6y trong sira rne. Domperidon c6 thr5 gdy ra t6c dgng kh6ng mong

mu5n 6nh hucrng d6n tirn cr tre bir m9. Chi dung domperidon trong thoi kj, cho con bir khi b6c s!
xem xdt tliAu ndy li cAn thi6t. Tham kh6o f kitln b6c s! tru6c kAi dtng thu6c ndy.

inh hutng itiin khd ndng ldm viQc: B1n c6 th6 ginm ki6m sorit cir dQng trong khi dang dung

OPERIDONE. Cin th4n trong n6u ban l6i xe, v4n hdnh m6y m6c, ldm viQc tr6n cao hay citc

c6ng vi6c kh6c cho d6n khi ban bi6t 6nh hu6ng cira thu6c l6n ccv th6.

14. KHr NAO CAN rnAM VAN nAC SY, OTIQC SY:
Trong truong hqp quri li€u ho4c tiic dung kh6ng mong mu6n.

Khi dang dirng thu6c kh6c ho4c mQt loai thgc ph6m.

N6u cin th6m th6ng tin xin h6i y ki5n br{c si ho{c dugc si
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15. HA,N OtrNC CUA THUOC: :O thring tC ttr ngdy sdn xu6t. Kh6ng dtng thu6c khi qurt han
dtng.

16. TtN, DIA cHi, BrEU TTIQNG cuA co sO sAN xuAr:

{w}
Pharmaceuticals

WHO-GMP
coNc rY co PHAN DrIgc PHAM oPv

36 27,Ducrng 3,A., Khu C6ng NghiQp Bi0n Hda II, Phucrng An Binh, Tp. Bi6n Hda, Tinh D6ng Nai.

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

17. NGAY XEM XET Sr.IA DOr, CAP NHAr LAI NQI DUNG HUONG DAN SLI DUNG

THU6C:
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PHAN II. HII6I{G DAN SU DUNc TTTuOC CHo cAN ng v TT
1. Duqc Luc HQC:

Nh6m duqc ly: Thu6c ch6ng n6n/thu6c aOi Urang dopamin
Md ATC: A03FA03
Domperidon ld thu6c OOi mrang dopamin v6i d4c tinh ch6ng n6n, domperidon kh6ng d6 dang qua
du-o. c hing rdo m6u n6o. O nguoi sti dung domperidon, ddc biet le ngucri ldn, tiic dgng phg nhu
hQi chung ngoai thrip r6t hi6m g4p, ,h,mg domperidon thfc dAy sg ti6t prolactin tt tuytin yen. ra.
dgng ch6ng ndn cria domperidon c6 th6 do sg phOi hqp cta c6c tric dQng ngoai bi€n (nhu ttQng da
ddy) vd viQc d6i khrlng thu th6 dopamin tai vtng c6m img h6a CTZ(chemoreceptor trigger zone)

J,
ndm d ngodi hdng rdo m6u ndo trong khu v.uc sin n6o th6t IV. Nghidn cuu tr6n dQng v6t, cirng v6i
n6ng dQ th6p trong n6o, chi rO tiic dgng cria domperidon chri y6u tr6n c6c thu th6 dopamin ngoai
bi6n. Nghi6n criu <r nguoi cho th6y u6ng domperidon ldm tdng 6p lgc thuc quAn duoi, tdng nhu
dQng hang vi-t6 trdng, gia tdng quri trinh ldm r6ng da ddy. Thu6c kh6ng anh huong l6n su ti6t cira
da ddy.

2. Duqc DQNG HQC:
Hiip thu: Domperidon dugc h6p thu nhanh sau khi u6ng voi n6ng dQ dinh trong huy6t tuong
khoAng I gio sau khi dtng thudc. Cdc gil tri Cn,o vd AUC cria domperidon ting l6n tuong img
v6i khoAng HAu tir l0 mg dtin 20 mg. Tich lfry domperidon tir 2 d€n3 lAn AUC dugc quan srit v6i
li6u lap lai 4 lAn/ngdy (m6i 5 gio) trong 4 ngdy. Sinh kha dung tuyQt tl6i cta domperidon d4ng

u6ng th6p (kho6ng l5%)lildo chuy6n h6a bu6c dAu rQng rdi o thanh ru6t vd gan.

M{c du sinh khi dung cria domperidon tdng d ciic d6i tuqng binh thudng khi dung sau bfra 5n

ntmg 6 bQnh nhdn c6 dau d4 ddy-ruQt n6n u6ng domperidon l5-30 phft tru6c bfra [n. Gi6m acid
da ddy ldm giAm sg h6p thu cira domperidon. Sinh kh6 dUng duong u6ng gidm n6u tru6c d6 dung

d6ng thoi cimetidin vd natri bicarbonat. Thoi gian dat n6ng d9 dinh hoi ch4m vd AUC hcri tdng

khi u6ng thudc sau bfra dn.

Phdn b6: Domperidon dudng u6ng c6 v6 kh6ng tich lty hay t4o ra chuy6n h6a ri6ng; n6ng dQ

dinh trong huy6t tuong dpt dugc sau 90 phrit li 2l nglml sau 2 tuAn u6ng 30 mg m6i ngdy thi hAu

nhu tuong duong voi ndng dg dinh l8 ng/ml d4t dugc sau li6u u6ng dAu ti6n. Ti 16 domperidon

gin k6t protein huy6t tuong ldgl-93%. Nghidn criu sp phdn ph6i thudc bing c6ch drinh d6u ph6ng

xa tr6n dQng vft cho th6y thu6c duo. c phdn b6 rQng r6i trong m6 ccv thiS nhmg n6ng dQ th6p trong

ndo. d chuQt, lugng nh6 thudc di qua nhau thai.

ChuyAn h6a: Domperidon trii qua qurl trinh chuy6n h6a nhanh vi nhiAu d gan nho qu6 trinh

hydroxyl h6a vi khri N-alkyl. In vitro, thi nghiQm vO chuy6n h6a v6i ch6t ric ctrti Uii5t tru6c cho

th6y CYP3A4 le d4ng chinh ctra cytocrom P-450 li6n quan tttin sp khir N-alkyl cria domperidon,

trong khi CYP3A4, CYPIA2 vd CYP2EI li6n quan d6n sg hydroxyl h6a nh6n thcrm ctra

domperidon.

Thdi tr*: SU bdi tii5t qua nu6c ti6u vd ph6n l6n <l6n 31Yo vit 66% li€u u6ng tucrng ung. Ty lO nh6

thu6c dugc bdi ti6t d4ng khdng thay d6i (10% bdi titit qua ph6n vd khoAng l%bdi ti6t qua nu6c

ti6u). Thoi gian b6n thii trong huytit tuong sau khi u6ng mQt li€u dcrn lil T-9 gio o nguoi khoe

m?nh nhmg k6o ddi o bQnh nhdn suy thQn n{ng.

Suy qan:

O nhirng nguoi bf suy gan vira (di6m Pugh tir 7-9, Child-Pugh B), AUC vd Cn r* cita domperidon

tuong img cao hon 2,9lAn vi 1,5 lAn so v6i o ngucri kh6e manh. PhAn kh6ng gin kCt dugc tdng

l6n25o/o, vi thdi gian b6n thAi cu6i ctng dugc k6o dii tt 15-23 gio. Nhirng ngudi bi suy gan nhe

c6 sq phoi nhi6m todn th6n th6p hon m6t chirt so vdi nhirng nguoi khoe m4nh dga tr6n Cn,.* vd

AUC, khdng c6 thay d6i trong gan kt5t protein ho{c thdi gian biin th6i cu6i cung. Nhirng ngudi b!
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suy gan n4ng kh6ng du-o. c nghi6n cuu. Domperidon ch6ng chi dlnh o bQnh nh6n suy gan vira hodc
nang.

Suy th6n:

O nhirng nguoi bl suy th4n n4ng (d0 thanh thdi creatinin < 30 mllphtt/\,73 -') thoi gian brin thii
cria domperidon tdng tt 7,4 d6n 20,8 gid, nhtmg n6ng dQ thu6c trong huy6t tuong th6p hcrn so voi
6 ngudi tinh nguyQn kh6e m4nh. Vi r6t ft thu6c kh6ng thay <tdi (kho6ng 1%) duqc ddo thii qua

th4n, kh6ng chic rang cin phai di6u chinh li6u dcrn u6ng d bQnh nhdn suy th4n. Tuy nhi6n, trong
trudng hqrp dtng nhic l4i, tin su6t dung cAn giAm xu6ng cdn I d€n ZlArlngdy tty thuQc mric ilQ
suy th4n vi c6 thrS cAn ph6i gi6m li6u.

3. CHi E[NH:
OPERIDONE dugc chi dlnh Ae aieu tri trieu chimg n6n vd bu6n n6n.

4. CACH DTNG, LITU nUNc:
Cdch dtng: Thu6c dtng duong u6ng.

OPERIDONE chi n6n du<vc sri dpng o li0u th6p nh6t c6 hiQu qui trong thoi gian ngin nh6t OC
,.1
ki6m so6t ndn vd bu6n n6n.

N0n u6ng OPERIDONE 15 - 30 phfit tru6c bfia 5n. Ni5u u6ng sau bta 6n, thu6c c6 th6 bi ch6m

h6p thu.

BCnh nhdn n6n u6ng thudc vio thoi gian c6 ilinh. NiSu bi qu6n I liAu, c6 thO b6 qua li6u d5 vd titip
tpc dtng thu6c theo lich trinh nhu cfr. Kh6ng ndn tdng li6u g6p d6i dC bt cho li6u da qu6n.

Thoi gian di6u tri t6i tla kh6ng n6n vucyt quri mQt tuin.
Lidu dtng:
Nsuoi l6n vd tr6 vi thdnh ni6n (tir 12 trO l6n vd cdn ndne tri 35 ke tro l6n):

U6ng I vi6n/lAn, c6 thiS dtng l6n d6n 3 lAningdy, li6u tOi da ld 30 mg/ngdy.

can dudi 35

Do cAn dung liAu chinh x6c n6n thu6c ndy kh6ng thich hqp cho tr6 nh6 vi tr6 v! thdnh ni6n c6n

n4ng dudi 35 kg.

Suy gan:

OPERIDONE ch6ng chi tlinh voi benh nhdn suy gan trung binh vd ndng (xem phAn ch6ng chi

d!nh). Kh6ng cAn hiQu chinh li0u ttOi v6i bQnh nhAn suy gan nhg.

Suy th6n:

Do thoi gian biin thAi cta domperidon bi k6o dai d bQnh nh6n suy thQn n{ng n6n n6u dung nhic
lai, s6 lAn dtng thu6c cta OPERIDONE cAn gi6m xu6ng cdn 1 dtin 2lirntngiry vi hiQu chinh li6u

ttry thuQc mric tlQ suy th4n.

s. CH6NG Cni OlNn:
Domperidon cAn ch6ng chi tlinh trong nhirng trudng hqp sau ddy:

- Quri m6n v6i hoat ch6t ho{c vdi U6t ty thdnh phAn ndo cta thu6c ndy.

- U tuy6n y6n titit prolactin (prolactinoma).

- Thtng ducrng ti6u h6a ho{c tic ruQt ccr hoc ho{c ch6y m6u ducng ti6u h6a.

- Benh nhdn suy gan trung binh vi nang.

- Benh nh6n c6 thdi gian d5n truy6n xung ddng tim k6o ddi, d{c biet le khodng QT, bCnh nh6n c6

r6i lo4n diQn gini r5 r€t ho{c bQnh nhAn dang c6 bQnh tim m4ch nhu suy tim sung huytit.

- Dtng d6ng thoi voi ciic thu5c k6o ddi khoing QT (xem mgc Tucrng t6c thudc)

- Dtng d6ng thoi v6i c6c thu6c ric ch6 CYP3A4 (kh6ng php thuQc t6c dgng k6o ddi khodng QT)
(xem mgc Tucrng tric thu6c).

- Dirng phOi ho. p v6i c6c ch6t ch6ng ndn ric ch6 thu th6 neurokinin-l d ndo.

6. LIJU.f Va rHAN TRONG:
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Trd em:

Mac dt t6c dqng phu vd than kinh ld r6t hi6m, nhtmg nguy co tilc dung phg v6 thin kinh cao hon
d tr6 em do c5c chric ndng chuy,5n h6a vd hang rio miiu ndo chua ph6t tritin <IAy dir trong nhirng
thring diu ti6n cria tr6. Dtng thu6c quri lidu c6 thti gdy ra ciic triQu chimg ngo4i thrip d tr6 em,
nhung nhirng nguy6n nhdn kh6c cAn dugc xem xdt.

Suy th{n:
Thoi gian brin thii cria domperidon bi k6o dii d benh nhdn suy th6n ning. Trong trudng hgp
dirng nhic lai, tAn su6t dtrng domperidon cin gi6m xu6ng cdn I ddn2lAn/ngdy tty thuQc mric dQ

suy th4n. Cfing c6 thd cAn giim li6u. NCn xem xdt thuong xuy6n 6 benh nhAn di6u tri k6o ddi.

Tic dgng tr0n tim m4ch:
Domperidon ldm k6o ddi khodng QT tr6n diQn tAm d6. Trong qurl trinh gi6m s6t hAu mai, c6 r6t ft
biio ciio vii k6o ddi kho6ng QT vi xoln dinh 1i6n quan d6n sri dung domperidon. Cric brio crio ndy

A .A ^ r.i
c6 c6c y6u t6 nguy co gdy nhi6u nhu r6i lo4n diQn giAi hay ciic thu6c dtrng d6ng thcri (xem muc

Tric dpng khdng mong mu6n).

C6c nghiCn criu dich t6 cho th6y domperidon c6 thti ldm tang nguy co loan nhlp th6t nghi6m

trgng ho{c dQt tri do tim m4ch (xem mpc Tiic dpng kh6ng mong mu6n). Nguy co ndy cao hon d6i
vdi bQnh nhdn tr6n 60 tu6i, benh nhAn dtng liAu hdng ngdy l6n hon 30 mg vd bQnh nh6n ding
d6ng thoi thu6c k6o ddi khoing QT hoac thu6c ric ch6 CYP3A4.

Sri dpng domperidon voi li6u th6p nh6t c6 hiQu qui d ngucri l6n vd tr6 em.

Ch6ng chi <Iinh domperidon cho nhirng benh nh6n c6 thdi gian d6n truy6n xung d6ng tim kdo

ddi, <I{c biet ln kho6ng QT, benh nhin c6 .5i loan di6n gi6i rd rQt (ha kali miiu, tdng kali miiu, ha

magnesi m6u), nhip tim chdm ho4c bqnh nh6n dang mlc bQnh tim m4ch nhu suy tim sung huytit

do nguy co r5i lo4n nhip th6t (xem pnan CfrOng chi dinh). R6i lo4n tliQn gi6i (ha kali m6u, tlng
kali m6u, h4 magnesi mriu) hoac nhlp tim ch4m dd dugc bitit dtin h y6u t6 lam tdng nguy co loan

nhip tim.

Cin ngtmg di6u tri voi domperidon vd trao d6i lai v6i c6n bQ y tti ntiu c6 b6t kj,triQu chimg hay

d6u hiQu ndo li6n quan d6n r6i lo4n nhip tim.

Khuy6n bqnh nhdn nhanh ch6ng b6o c6o c6c triQu chimg tr6n tim m4ch.

BQnh Parkinson:
Chi dugc dimg domperidon kh6ng qud 12 tuAn cho ngudi bQnh Parkinson. C6 th6 xu6t hi6n c6c

t5c dpng c6 h4i d thAn kinh trung ucrng. Chi dtng domperidon cho nguoi bQnh Parkinson khi c6c

biQn phrip ch6ng n6n kh6c an todn hcrn kh6ng co t6c dung.

Thuiic niry c6 chfa: Lactose. BQnh nhAn c6 v6n <IC ve di truyAn hi6m gap khdng dung n4p

galactose, thi6u hpt Lapp lactase hodc k6m h6p thu glucose-galactose khdng n6n dung thu5c niy.

Thdi ky mang thai: Chua c6 dir liQu v6 dQ an tohn cria domperidon tr6n ngudi, tuy nhi€n sri

,dpng thu6c tr6n d6ng v4t tt6 th6y thu6c c5 khi ndng gAy d! t4t thai, do vQy kh6ng dtng thudc niy
cho ngudi mang thai.

Thdi kj, cho con br[: Domperidon bdi titit qua sfra me vi tr6 bt me nhf,n du-o. c it hcvn 0,1% liAu

theo cdn ndng cria mg. C6c tric dgng b6t lgi, dac bipt li t6c dung tr6n tim mach vdn c6 th6 xAy ra

sau khi tr6 bri sira me. CAn cdn nhic lqi ich cira vi6c cho trd bri sfia me vA lqi ich cria viQc di6u tri

cho mg tl6 quytit dinh ngimg cho con bir hay ngtmgitrrinh <li6u tri bing domperidon. CAn th4n

trong trong trulng hqp c6 y6u t6 nguy co ldm k6o ddi khoAng QT d tr6 bri m9. Tuy nhi6n do c6

kh6 ndng g6y dQc tinh cao tr6n mg n6n kh6ng dtng thu6c ndy cho phu nff dang cho con bri.

Anh huongcria thu6c Aiii vtli c6ng viQc: Domperidon kh6ng c6 hodc Anh hucrng kh6ng dring kti

d6n khn n[ng l6i xe, v{n hdnh m6y m6c, lirm vi6c tr€n cao vit c6c ho4t dQng kh6c.

7. TTJONG rAC TUUOC:
Con duong chuy6n h6a chinh cta domperidon lir th6ng qua CYP3A4. Dir liQu in vitro cho thdy

ring vi€c su dgng d6ng thoi c6c thudc tic ch6 d6ng ki5 enzym niry c6 thO d5n d6n tang n6ng d0
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trong huy6t tucrng cira domperidon. Phdn chia ciic nghidn cuu tucrng t6c dugc luc hgc/duoc dQng

hgc in vivo vli ketoconazol ducrng udng ho{c erythromycin ducrng u6ng d ngucri khoe manh xiic
, .i

nh6n su ric ch6 16 rqt viQc chuy6n h6a l6n dAu domperidon qua trung gian CYP3A4 boi cric thu6c
nay.

Tdng nguy co k6o dii khoing QT do tucrng tiic dugc dQng hgc vdy'hodc duoc luc hoc.

Ch6ng chi alinh dtne d6ne thoi v6,i cic thuSc sau:

Cdc thuiic ldm kdo ddi khodng QT:
+ Thu6c ch6ng lo4n nhip tim nh6m IA (vi du, disopyramid, hydroquinidin, quinidin)
+ Thu6c ch6ng lo4n nhfp tim nh6m III (vi du, amiodaron, dofetilid, dronedaron, ibutilid, sotalol)
+ MOt sd thu6c ch6ng lo4n thAn (vi du, haloperidol, pimozid, sertindol)
+ MOt sd thu6c ch6ng trAm c6m (vi du, citalopram, escitalopram)
+ Mgt s6 thu6c khrlng sinh (vf du, erythromycin, levofloxacin, moxifloxacin, spiramycin)
+ Mgt s6 thu6c ch6ng n6m (vi du, pentamidin)
+ Mgt s6 thudc diAu tri s6t rdt (dac biQt ld halofantrin, lumefantrin)
+ M6t s6 thu6c da ddy - ruOt (vf dg, cisaprid, dolasetron, prucaloprid)
+ MQt s6 thu6c kh6ng histamin (vf dp, mequitazin, mizolastin)
+ MQt s6 thu6c <ti6u triung thu (vi dg, toremifen, vandetanib, vincamin)
+ MQt s6 thu6c kh6c (vi du, bepridil, diphemanil, methadon)

(Xem mqc Ch6ng chi d!nh).

Cdc chiit rirc chii CYP3A4 msnh(kh6ng phu thu6c t6c dung kdo ddi kho6ng QT), vf du:

+ Thu6c ric ch6 protease

+ Thu6c ch6ng n6m todn than nh6m azol

+ MQt s6 thu6c nh6m macrolid (erythromycin, clarithromycin vd telithromycin)
(Xem muc Ch6ng chi dinh).

cao do thoi vrfi cfc thu6
Thudc r?c ch6 CYP3A4 trung binh, vi dg: Diltiazem, verapamil vd mQt s6 th,r6c nh6m macrolid.

(Xem msc Ch6ng chi d!nh).

Srfr dune thin trone khi dtne aldne thli v6i cic thuSc sau:

Thu6c cham nhip tim, thu5c ldm gi6m kali m6u vd mQt s6 thu6c macrolid sau g6p phAn ldm k6o

ddi khoing QT: Azithromycin vi roxithromycin (ch6ng chi dlnh clarithromycin do ld thu6c tic

ctrri CYP:a4 m4nh).

Danh siich ctlc ch6t o tr6n ld ciic thu6c dai diQn vi kh6ng dAy dir.

Levodopa: Tdng n6ng dQ trong huyrlt tucrng cria levodopa (t6i da30-40%).

Thu6c gi6m dau opioid vd c6c thu6c kh6ng cholinergic: C6 th6 a6i nrang t6c dgng cria

domperidon tr6n nhu dQng ducrng ti€u h6a.

Bromocriptin: Domperidon c6 th6 aOi krang tdc dung ldm giim prolactin huytit tucrng cria

bromocriptin.

Paracetamol: Domperidon c6 th6 hm tdng t6c d0 hAp thu qua dulng ti6u h6a cta paracetamol do

ldm thay aOi ntru <IQng ducrng ti6u h6a.

8. TAc DUNG KHONG MoNG MUoN:
h gdp, 1/100 > ADR > 1/1000

- Ti6u h6a: N6n, bu6n n6n, ti0u chAy, kh6 miQng

- ThAn kinh trung uong: Dau dAu, m6t ngir

HiAm gQp, ADR < 1/1000

- Domperidon kh6 qua dugc hhng rdo m6u - n5o vd ft c6 khi ndng hon metoclopramid gdy ra

cdc tirc dgng cr thAn kinh trung ucrng nhu phdn img ngo4i th6p (bao gO* rOi lo4n trucrng luc co

cAp vd hQi chimg an thAn kinh 6c tinh), co giat. n6i lo4n ngo4i th6p vd budn ngt xiy ra v<ri tf lQ
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"it 
tnSp vd thudng do r6i lo4n tinh thdm cira hang rdo miiu - ndo (tr6 dd non, t6n thucrng mang

ndo) ho4c do qu6li6u.

- Chiy sfra, r6i Ioan kinh nguy€t, m6t kinh, vri to hodc dau hic vti, giim khodi cim do tdng
prolactin huytit thanh c6 thr-i g?p o nguoi bQnh dtng thu6c lidu cao dii ngdy.

- Nguy co lo4n nhip th6t ndng holc tri vong tIQt ng6t do tim m4ch cao hcrn d nguni bQnh dung
li6u hdng ngdy tr6n 30 mg vd nguoi bQnh tr6n 60 tu6i.

- Ph6n ung di rlmg bao g6m sOc phdn v6, mdy day, pht Quinck r6t hi6m g4p khi dirng
domperidon.

Chwa rd:

- Tim m4ch: Loan nhip th6t, k6o ddi khoing QT, xoin dinh, dQt tri do tim m4ch (xem muc Ltru y
vi th4n trgng).

Huring din cich xfr tri ADR: Ngung dung thu6c vi di6u tri trieu chimg.

B{o c6o phin rimg c6 h4i: 86o ciio phdn img c6 h4i sau khi thu6c dugc c6p ph6p luu hanh r6t
quan trgng dC titip tpc gi6m s6t cAn bing lqi ichlnguy co cta thu6c. Crin bQ y t6 cen biio c6o tit ctt
phan rmg c6 h4i vti Trung tdm Qu6c gia hodc Trung tdm khu vuc vd Th6ng tin thu5c vd Theo d6i

phdn img c6 h4i cira thu6c.

9. QUA LIEU V,q. Xu rRi:
TriQu ch*ng:

Qu6 li6u domperidon thudng xu6t hiQn c6c biilu hien bu6n ngir, m6t khi ndng xrlc tlinh phuirng

hucrng, hQi chfng ngoai th6p, d4c biQt hay gap o trd em.

Cdch x* tri:
Trong truong hqp qu6lidu, cAn thgc hiQn cric biQn ph6p di€u tri triQu chimg ngay l4p tric. Ndn theo

ddi diQn tdm 116 do c6 kh6 ndng k6o ddi khoang QT.
Rira d4 ddy, dung than hoat, di6u tri tri6u chimg. C6c thu6c khang cholinergic ho{c cric thu6c di6u

tr! Parkinson c6 khi nang girip kitim so6t h$i chtmg ngoai thiip trong trudng hqp qu5lieu.

r0. cAc DAU HIEU cAN LUU V v^q. KHUYEN CAo:
Kh6ng dtng qui li6u chi tlinh.
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