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TO HUONG DAN SU DUNG THUOC

I. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Tén san phim: Motimilum

2. Cic khuyén cdo

Thong bao ngay cho bac sy hodc dwoc si
nhiing tic dung khéng mong muén gip phai khi sir dung thubc
DPoc ky huéng din sir dung trwée khi ding
Dé xa tim tay tré em

3. Thanh phan: Cho 1 vién:

Domperidon maleat 12,72 mg tuong duong 10 mg domperidon

Ta duoc vd 1 vién

(Td dwoc gém: Microcrystalline cellulose, Lactose, Natri Starch Glycolat (type A),
Pregelatinized starch, Magnesi stearat, HPMC E606, HPMC E615, PEG 6000, Bot talc, Tian
dioxyd)

4. M6 ta sin pham: Vién nén bao phim, hinh tru. mau tring, thanh va canh vién lanh ln.

5. Quy cach dong goéi: Hop 10 vi x 10 vién

6. Thudc dung cho bénh gi:

Motimilum duoc chi dinh dé diéu tri triéu ching non va budn nén.

7. Nén dung thudc nay nhw thé nao va liéu lwong:

Cach dung:

Thube diing dudng ubng. Nén udng Motimilum trude bira an. Néu udng sau bira an, thude c6

thé bi cham thép thu.

Bénh nhan nén udng thudc vao thoi gian cd dinh. Néu bi quén 1 liéu, c6 thé bo qua lidu dé\ya
tiép tuc dung thudc theo lich trinh nhu cii. Khong nén ting liéu gap doi dé bu cho liéy da
quén.

Thoi gian diéu tri tdi da khéng nén vuot qua mot tudn.

Liéu ditng:

Nén diing domperidon véi liéu thip nhit c6 hidu qua trong thdi gian ngan nhit dé kiém soat
nén va budn non.

Nguweoi lon va tre vi thanh nién (tir 12 tuéi tro lén va can nang tie 35 kg tro lén):

Ubng 10 mg (1 vién)/lan, 3 1dn/ngay, tdi da 30 mg (3 vién)/ngay.

Tré so sinh, tré nho, tré em (dudi 12 tudi) va tré vi thanh nién cé cén nang duoi 35 kg:

Do can dung liéu chinh x4c nén dang bao ché vién nén bao phim khéng thich hop cho tré nhod

va tré vi thanh nién can nang dudi 35 kg.

Bénh nhan suy gan:




Motimilum chdng chi dinh cho cac bénh nhan ¢6 suy giam chirc nang gan nang va trung binh
(xem phan chéng chi dinh). Khéng can hiéu chinh liéu d6i véi bénh nhan suy gan nhe.

Bénh nhan suy than:

Do thoi gian ban thai ciia domperidon bi kéo dai trén bénh nhéan suy than ning nén néu ding
nhéc lai, s6 lan dua thudc ctia Motimilum cin giam xudng con 1 dén 2 14n/ngay va hiéu chinh
tuy thugc vao mure do suy than.

8. Khi nao khong nén dung thube nay:

Qua man v6i domperidon va bat ky thanh phan nao cua thube.

Bénh nhan suy gan trung binh va nang (xem muc Dugc dong hoc).

Bénh nhan c6 thoi gian din truyén xung dong tim kéo dai, dac biét la khoang QT. bénh nhan
¢6 r6i loan dién giai ro rét hodc bénh nhan dang c6 bénh tim mach nhu suy tim sung huyét.
Dung dong thoi voi thude kéo dai khoang cach QT (xem muc Tuong tac thud

Dung dong thoi véi cac thude (e ché CYP3A4 (khong phu thudce tac dung ké 1 khoang
QT) (xem muc Twong tac thudc).

Dung phéi hop véi cac chat chong non (e ché thy thé neurokinin-1 & néo.

Chay méu duong tiéu hoa hodc thung dudng tiéu hoa.

Téc rudt co hoc.

U tuyén yén tiét prolactin.

Phu nir o thai.

9. Tic dung khong mong mudn:

It gap, 1/100 > ADR > 1/1000

Tiéu hoa: Non, budn non, tiéu chay, khé miéng.

Thén kinh trung wong: Pau dau, mit ngu.

Hiém gap, ADR <1/1000

Domperidon khé qua dugc hang rao mau - ndo va it c6 kha nang hon metoclopramid gay ra
céc tac dung & than kinh trung wong nhu phan tmg ngoai thap (bao gbém rdi loan trwong luc co
cip va hoi chimg an than kinh 4c tinh), co giat. Ri loan ngoai thap va budn ngu xay ra voi ty
& rat thip va thudong do rdi loan tinh thim cua hang rao méu - ndo (tré dé non, tén thuong
mang nio) hoic do qué liéu.

Chay sira, r6i loan kinh nguyét, mat kinh, vi to hodc dau tirc vii, giam khodi cam do ting
prolactin huyét thanh ¢6 thé giip & ngudi bénh ding thube 1idu cao dai ngay.

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

Phan tmg di tmg bao gém sbc phan vé, may day, phu Quinck rit hiém gap khi ding

domperidon.



R6i loan tim mach: loan nhip thit, kéo dai khoang QT, xoén dinh, dét tir do tim mach (xem
muc Than trong).

Béao cdo phan g co6 hai:

Bao cdo phan tmg cé hai sau khi thubc duge cip phép luu hanh rit quan trong dé tiép tuc
giam sat can bang loi ich/nguy co cua thude. Can bd y té can béo cdo tat ca phan (mg c6 hai
vé Trung tdm Qude gia hodc Trung tdm khu vuc vé Thong tin thude va Theo doi phan img c6
hai cta thude.

10. Nén trinh dung nhirng thudc hodc thye phim gi khi dang dung thudc nay?

Téang nguy co kéo dai khoang QT do tuong tac dugc dong hoc hoac duoce Iuc hoc

Chéng chi dinh diing déng thdi véi cdc thude sau:

Céc thude 1am kéo dai khoang QT:

- Thubc chbng loan nhip nhém IA (vi du: disopyramid, hydroquinidin, quinidin).

- Thube chéng loan nhip tim nhom 1T (vi du: amiodaron, dofetilid. dronedaron. ibutilid.
sotalol).

- Mot sb thude chdng loan than (vi du: haloperidol, pimozid, sertindol).

- Mot s6 thube chdng trdm cam (vi du: citalopram, escitalopram).

- Mot sb6 thube khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin,
spiramycin).

- Mot sb thude chéng nam (vi du: pentamidin)

- M0t s6 thude diéu tri sdt rét (dic biét halofantrin, lumefantrin).

- Mbt sb thube da day-rudt (vi du: cisaprid, dolasetron, prucaloprid)

- M0t s6 thude khang histamin (vi du: mequitazin, mizolast

- Mot sb thube diéu tri ung thu (vi du: toremifen, vandetanib, vintamin).

- Mot s6 thude khac (vi du: bepridil, diphemanil, methadon)
(Xem muc Chéng chi dinh).

Chit trc ché CYP3A4 manh (khong phu thudc tac dung kéo dai khoang QT), vi du:

- Thudc trc ché protease

- Thubc chéng ndm toan than nhém azol.

- Mot s6 thube nhém macrolid (erythromycin, clarithromycin va telithromycin)
(Xem muc Chéng chi dinh).

Khéong khuyén cdo dung dong thi véi cic thude sau:

Thube rc ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mot sé thudc nhom
macrolid.

(Xem muc Chéng chi dinh).

Sir dung thin trong khi dung dong thi véi cdc thude sau:
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Thude cham nhip tim, thubc lam giam kali mau va mot s6 thudc macrolid sau gép phén lam
kéo dai khoang QT: azithromycin va roxithromycin (chéng chi dinh clarithromycin do la
thudc e ché CYP3A4 manh). Danh sach cac chét ¢ trén 1a cac thude dai dién va khong déy
du.

Thube giam dau opioid va cac thubc khang cholinergic c6 thé ddi khang tac dung cua
domperidon trén nhu dong dudng tiéu hoa.

Domperidon c6 thé di khang tac dung lam giam prolactin huyét trong ctia bromocriptin.
Domperidon ¢6 thé 1am ting toc d6 hdp thu qua dudmg tiéu hoa cua paracetamol do lam thay
d6i nhu dong duong tiéu hoa.

11. Céin lam gi khi mét lin quén khéng dung thude:

Néu bi quén 1 lidu, c6 thé bo qua liéu d6 va tiép tuc dung thude theo lich trinh nhu cii. Khong
nén tang lidu gap doi dé bu cho lidu da quén.

12. Cén bio quéan thubce nay nhw thé nao:

Noi kho, nhiét do dudi 30°C , tranh anh sang.

13. Nhirng ddu hiéu va triéu chirng khi dung thudc qua liéu:

Qua liéu:

Qué liéu domperidon thudng xuit hién cic biéu hién budn ngu, mit kha nang xic dinh
phuong huong, hoi chirng ngoai thap, dac biét hay gap ¢ tré em.

14. Cén phai lam gi khi ding thuéc qua liéu khuyén cdo:

X tri:

Xir tri ngd doc cip va qué lidu: Rira da day, dung than hoat, diéu tri triéu chimg
Nén theo doi dién tdm d6 do c6 kha ning kéo dai khoang QT. Céc thube kha
hodc cac thudce diéu tri Parkinson c6 kha ning giup kiém soat hoi chimg ngogi
truong hop qua lidu.

15. Nhirng diéu can than trong khi dung thube nay:
15.1. Cdc tinh trang can than trong khi ding thuéc.
Chi dugc dung domperidon khéng qué 12 tudn cho nguoi bénh Parkinson. C6 thé xuét hién
céc tac dung c6 hai & than kinh trung wong. Chi dung domperidon cho ngudi bénh Parkinson
khi céc bién phap chéng nén khéc, an toan hon khéng cé tac dung.

Thubc ¢ chira ta duge lactose, thudc nay khong khuyén céo ding cho bénh nhén bi céc rdi
loan di truyén hiém gip vé khong dung nap galactose, thiéu hut lactase tram trong hodc kém
hép thu glucose-galactose.

Suy thén:




Thoi gian ban thai cua domperidon bi kéo dai ¢ bénh nhan suy thian ning. Trong truong hop
dung nhic lai, tan suat dua domperidon can giam xudng con 1 dén 2 1an/ngay tiy thude mirc
d6 suy than. C6 thé hiéu chinh lidu néu cin.

Téac dung trén tim mach:

Domperidon lam kéo dai khoang QT trén dién tdm d6. Trong qua trinh gidm sat hau mai, c6
rat it bao cdo vé kéo dai khoang QT va xoan dinh lién quan dén sir dung domperidon. Céc béo
4o nay c6 cac yéu td nguy co gdy nhidu nhu rdi loan dién giai hay cac thudc dung dong thoi
(xem muc Tac dung khong mong muédn).

Céc nghién ctru dich t& cho thdy domperidon c6 thé lam tang nguy co loan nhip thét nghiém
trong hodc dot tur do tim mach (xem muc Téc dung khong mong mudn). Nguy co nay cao hon
hon ddi voi bénh nhan trén 60 tudi, bénh nhan dung liéu hang ngay 16n hon 30 mg va bénh
nhan dung dong thoi thude kéo dai khoang QT hodc thude ire ché CYP3A4.

Sir dung domperidon véi liéu thap nhét c6 hiéu qua & ngudi 16n va tré em.

Chéng chi dinh domperidon cho nhirng bénh nhén c6 thoi gian dan truyén xung dong tim kéo
dai, dac biét 1a khoang QT, bénh nhan cé ri loan dién giai 10 rét (ha kali mau, tang kali mau,
ha magnesi mau), nhip tim chdm hoac bénh nhan dang mic bénh tim mach nhu suy tim sung
huyét do nguy co rbi loan nhip that (xem muc Chéng chi dinh). Réi loan dién giai (ha kali
mau, tang kali mau, ha magnesi mau) hodc nhip tim cham da duogc biét dén la yéu t6 lam lang
nguy co loan nhip tim.

Cén ngimg diéu tri voi domperidon va trao dbi lai véi can bo y té néu c6 bat ky tridu chimg
hay dau hiéu nao lién quan dén réi loan nhip tim.

Khuyén bénh nhan nhanh chéng bédo cdo cac triéu chirng trén tim mach.

15.2. Cic khuyén cdo ding thuéc cho phu nit cé thai va cho con bii

Thoi ky mang thai

Chura ¢6 dit liéu vé dd an toan ctia domperidon trén ngudi, tuy nhién st dung t
vat da cho thiy thudc c6 kha nang gay di tat thai do vay khong duge dung thude cho nguoi
mang thai.

Thoi ky cho con bu
Domperidon bai tiét quan sira me va tré bu me nhan dugc it hon 0,1% liéu theo can nang cua
me. Céc tac dung bat loi, dac biét la tac dung trén tim mach van co thé xay ra sau khi tré bu
sira me. Can can nhéc loi ich cua viéc cho tré b sita me va loi ich cua viée diéu tri cho me dé
quyét dinh ngimg cho con bu hay ngimg/tranh diéu tri bing domperidon. Cén than trong trong
truong hop ¢6 yéu té nguy co lam kéo dai khoang QT & tré bu me.

15.3. Anh huéng cia thuéc doi véi cong viéc (Nguoi van hanh mdy méc, dang ldi tau xe,

nguoi lam viéc trén cao):



Domperidon khéng c¢é hodc gan nhu khong anh huéng dén kha nang lai xe va van hanh may
moc.
16. Khi niao cin tham vin bic sy:
Khi gap bat ki tac dung khong mong muén hogc qua liéu can dén gap ngay bac si dé tham vén.
Néu can thém théng tin xin hoi y kién bac s§ hodc duge si
17. Han ding: 36 thang ké tir ngay san xuét.
18. Tén, dia chi ciia co' s& san xuit:
Nha san xudt Nha phan phoi

Céng ty C6 phan Dwge Phiic Vinh Céng ty Co phin Dwoc Phiic Vinh
Dia chi: L6 CN4-6.2 Khu cong nghi¢p Thach  Dia chi: L6 CN4-6.2 Khu cong nghiép Thach
That — Quéc Oai, x4 Phung X4, huyén Thach Thét — Qudc Oai, xa Phung X4, huy¢én Thach

Thét, thanh ph6 Ha Noi. That, thanh phd Ha Noi.
Dién thoai: 04.35599908 Fax: 04.35592948 Dién thoai: 04.35599908 Fax: 04.35592948

19. Ngay xem xét sira ddi, cip nhit lai ni dung to hwéng din sir dung thudc

II. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE
1. PAC TINH DUQC LUC HQC:

Domperidon la chat khang dopamin, c6 tinh chdt tuong ty nhu metoclopramid
hydroclorid. Do thuéc hiu nhu khéng c6 tic dung Ién cac thu thé dopamin & ndo nén
domperidon khong c6 anh hudng 1én tdm than va than kinh. Domperidon kich thich nhu dong
cua fmg tiéu hoa, lam tang truong luc co that tim vi va lam tang bién d6 md rong cua thit
mén vi sau bira an, nhung lai khong anh hudng Ién su bai tiét cua da day. Thubc ding ‘&;&/
tri triéu ching budn nén va ndn cép, ca budn ndn va non do dung levodopa hodc bromgcriptin
o nguoi bénh Parkinson.

2. PAC TINH DUQC PONG HOC:

Domperidon duogc hép thu & dudng tiéu hoa, nhung c6 kha dung sinh hoc dudng udng thip (&
ngudi doi chi vao khoang 14%) do chuyén héa bude dau cua thude qua gan va chuyén héa &
ruot. Thube cling dugc hép thu khi dat tryc trang hodc tiém bép. Sau khi uéng hoac tiém bflp
khoang 30 phut thi dat duge ndng db dinh trong huyét twong; con néu dat truc trang thi sau 1
gio. Kha dung sinh hoc cua thude sau khi ung tang 1én rd rét néu udng thude 90 phit sau khi
an, nhung thoi gian dé dat néng do dinh trong huyét tuong thi cham lai. Kha dung sinh hoc
ctia thude, sau khi ubng, tang theo ty 1¢ thuan véi liéu tir 10 dén 60 mg. Véi cung liéu nhu
nhau, kha dung sinh hoc duong truc trang ciing tuong tu nhu dudng udng. 92 dén 93% thude
gin vao protein huyét twong. Thudc chuyén hoa rat nhanh va nhiéu nhd qua trinh hydroxyl

hoa va khir N - alkyl oxy hoa. Nira doi thai trir & nguoi khoe manh khoang 7.5 gio va kéo dai
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& ngudi suy chire nang than. Khong c6 hién tuong thude bi tich tu trong co thé do suy than, vi
do thanh thai cta than thdp hon nhiéu so véi do thanh thai toan phan cta huyét tuong.
Domperidon dao thai theo phin va nudc tiéu, chu yéu duéi dang cac chat chuyén hoa: 30%
lidu uémg dao thai theo nudc tiéu trong 24 gitr (0.4% la dang nguyén ven); 66% dao thai theo
phén trong vong 4 ngay (10% la dang nguyén ven). Domperidon hau nhu khong qua hang rao
mau - ndo.

3. Chi dinh

Motimilum dugc chi dinh dé didu tri triéu chimg nén va budn non.

4. Liéu dung va cich dung

Cdach ding:

Thude ding dudng uéng. Nén udng Motimilum trude bira dn. Néu udng sau bira an, thude cé
thé bi cham thap thu.

Bénh nhén nén udng thude vao thai gian ¢b dinh. Néu bi quén 1 lidu, ¢ thé bo qua lidu d6 va
tiép tuc dung thude theo lich trinh nhu cii. Khong nén ting lidu glp d6i dé bu cho licu da
queén.

Thoi gian diéu tri tdi da khong nén vuot qué mot tuan.

Liéu diung:

Nén ding domperidon véi liéu thap nhét ¢ hiéu qua trong thoi gian ngén nhat dé kiém soat
ndn va budn non.

Nguwoi [6m va tré vi thanh nién (tir 12 tudi tré 1én va can néng tie 35 kg tro lén):

Ubng 10 mg (1 vién)/lan, 3 lan/ngay, t6i da 30 mg (3 vién)/ngay.

Tré so sinh, tré nho, tré em (dudi 12 tuéi) va tré vi thanh nién cé cdn nang
Do cén dung liéu chinh x4ac nén dang bao ché vién nén bao phim khong thidh hop cho tré nho
va tré vi thanh nién cén nang dudi 35 kg.
Bénh nhan suy gan:

Motimilum chéng chi dinh cho cac bénh nhan c6 suy giam chitc ning gan niing va trung binh
(xem phén chdng chi dinh). Khong can hiéu chinh liéu d6i v6i bénh nhén suy gan nhe.

Bénh nhadn suy thdn:

Do thoi gian ban thai cia domperidon bi kéo dai trén bénh nhéan suy than néng nén néu dung
nhéc lai, s 14n dua thudc cia Motimilum cin giam xudng con 1 dén 2 lan/ngay va hiéu chinh
tuy thudc vao murc do suy thén.

5. Chéng chi dinh

Qua mén véi domperidon va bét ky thanh phén nao ciia thude.

Bénh nhan suy gan trung binh va nang (xem muc Dugc dong hoc).



Bénh nhan c¢6 thoi gian dan truyén xung dong tim kéo dai, dac biét 1a khoang QT, bénh nhén
¢6 rdi loan dién giai rd rét hodc bénh nhan dang c6 bénh tim mach nhu suy tim sung huyét.
Dung déng thoi véi thube kéo dai khoang cich QT (xem muc Tuong tac thude).

Dung dong thoi véi céc thude e ché CYP3A4 (khong phu thude tac dung kéo dai khoang
QT) (xem muc Tuong tac thude).

Dung phéi hop véi cac chat chéng nén e ché thu thé neurokinin-1 & nio.

Chay mau duong tiéu hoa hodc thung dudng tiéu hoa.

Téc rudt co hoc.

U tuyén yén tiét prolactin.

Phu nir ¢6 thai.

6. Cic trwong hop thin trong khi ding thude

6.1. Cdc tinh trang cin thén tron g khi diing thubc.

Chi dugce ding domperidon khong qua 12 tudn cho ngudi bénh Parkinson. C6 thé xudt hién
cdc tac dung c6 hai & than kinh trung wong. Chi ding domperidon cho ngudi bénh Parkinson
khi cdc bién phap chong nén khac, an toan hon khong c6 tac dung.

Thude ¢ chira ta duoc lactose, thude nay khong khuyén cdo dung cho bénh nhén bi céc rdi
loan di truyén hiém gip vé khong dung nap galactose, thiéu hut lactase trdm trong hodc kém
hip thu glucose-galactose.

Suy thén:

Thoi gian ban thai cia domperidon bi kéo dai ¢ bénh nhan suy thén nang. Tro

ding nhic lai, tdn suat dwa domperidon cén giam xubng con 1 dén 2 lan/ngay fuy thudc mirc
d6 suy than. C6 thé hiéu chinh lidu néu cén.

Téc dung trén tim mach:

Domperidon lam kéo dai khoang QT trén dién tdm d6. Trong qué trinh giam sat hau mai, c¢6
rdt it bao céo vé kéo dai khoang QT va xodn dinh lién quan dén sir dung domperidon. Cac bao
céo nay ¢6 cac yéu td nguy co giy nhidu nhu rdi loan dién giai hay céc thube dung dong thoi
(xem muc Tac dung khéng mong muén).

Céc nghién ciru dich & cho thidy domperidon c¢6 thé lam ting nguy co loan nhip thit nghiém
trong hodc dot tir do tim mach (xem muc Téc dung khong mong mubn). N guy co nay cao hon
hon déi véi bénh nhan trén 60 tudi, bénh nhan dung liéu hang ngay 16n hon 30 mg va bénh
nhan dung ddng thoi thude kéo dai khoang QT hoic thude trc ché CYP3A4.

Str dung domperidon véi liéu thip nhét c6 hiéu qua & ngudi Ién va tré em.

Chéng chi dinh domperidon cho nhimg bénh nhén c6 thoi gian din truyén xung dong tim kéo
dai, dic biét 1a khoang QT, bénh nhan c6 réi loan dién giai rd rét (ha kali méu, tang kali méu,

ha magnesi mau), nhip tim chdm hodc bénh nhin dang méc bénh tim mach nhu suy tim sung



huyét do nguy co rdi loan nhip thit (xem muc Chéng chi dinh). Ri loan dién giai (ha kali
mau, tdng kali mau, ha magnesi méau) hodc nhip tim cham d3 dugc biét dén 1a yéu t6 lam tang
nguy co loan nhip tim.

Can ngimg diéu tri véi domperidon va trao ddi lai véi can bd y té néu c6 bét ky triéu chimg
hay d4u hiéu nao lién quan dén réi loan nhip tim.

Khuyén bénh nhdn nhanh chéng béo céo cac triéu ching trén tim mach.

6.2. Cic khuyén cio diing thubc cho phu ni¥ ¢6 thai va cho con bii

Thoi ky mang thai

Chua c6 dit liéu vé do an toan cua domperidon trén ngudi, tuy nhién st dung thude trén dong
vat da cho thay thudc c6 kha nang gay di tat thai do vay khong duoc dung thuéc cho nguoi
mang thai.

Thaoi ky cho con bu

Domperidon bai tiét quan sira me va tré bu me nhan dugc it hon 0,1% liéu theo can ning cua
me. Cdc tac dung bat loi, dic biét 1a tac dung trén tim mach van c6 thé xay ra sau khi tré ba
sira me. Cén cén nhic loi ich cua viéc cho tré bu sira me va loi ich cua viéc didu tri cho me dé
quyét dinh ngimg cho con b hay ngimg/tranh diéu tri bang domperidon. Can thén trong trong
truong hop ¢6 yéu té nguy co lam kéo dai khoang QT & tré bu me.

6.3. Anh huéng ciia thuéc doi vi cong viéc (Ngwoi van hanh mdy mdc, dang ldi tau xe,
nguwoi lam viéc trén cao):

Domperidon khong c6 hodc gan nhu khong anh huong dén kha nang lai xe va van hanh may

moc.

7. Twong tic ciia thude véi cdc thude khic va cic loai twong ta
Téang nguy co kéo dai khoang QT do tuong tac duge dong hoc hodc duge luc hoc

Chéng chi dinh dung ddng thoi véi cic thude sau:

Céc thude 1am kéo dai khoang QT:

- Thubc chéng loan nhip nhém IA (vi du: disopyramid, hydroquinidin, quinidin).

- Thubdc chf)ng loan nhip tim nhom III (vi du: amiodaron, dofetilid, dronedaron, ibutilid,
sotalol).

- Mot s6 thudc chbng loan than (vi du: haloperidol, pimozid, sertindol).

- Mot sb thude chong trAm cam (vi du: citalopram. escitalopram).

- Mot s6 thubc khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin,
spiramycin).

- Mot sb thube ch(”:mg nim (vi du: pentamidin)

- Mbt sb thube diéu tri sbt rét (dac biét halofantrin, lumefantrin).

- Mot s6 thube da day-rudt (vi du: cisaprid, dolasetron, prucaloprid)
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Mot s6 thude khang histamin (vi du: mequitazin, mizolastin).

- Mot sb thude diéu tri ung thu (vi du: toremifen. vandetanib. vincamin).
- Mt sb thude khéc (vi du: bepridil, diphemanil, methadon).
(Xem muc Chéng chi dinh).
Chét trc ché CYP3A4 manh (khong phu thudc tac dung kéo dai khoang QT), vi du:
- Thubc tic ché protease
- Thubc chéng nidm toan than nhém azol.
- Mot s thuée nhém macrolid (erythromyecin, clarithromycin va telithromycin)
(Xem muc Chdng chi dinh).
Khong khuyén cdo dung déng thoi véi cic thude sau:

Thubc tc ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mot s6 thuéc nhéom
macrolid.

(Xem muc Chéng chi dinh).

Sir dung théin trong khi ding dong thdi véi cdc thude sau:

Thude cham nhip tim, thudc lam giam kali mau va mét s6 thude macrolid sau gép phan lam
kéo dai khoang QT: azithromycin va roxithromycin (chéng chi dinh clarithromycin do 1a
thude tre ché CYP3A4 manh).

Danh sach cac chét ¢ trén 1a cac thude dai dién va khong day du.

Thudc giam dau opioid va cac thude khang cholinergic cé thé déi khang tic dung cta

domperidon trén nhu dong dudng tiéu hoa.

Domperidon c6 thé ddi khang tac dung lam giam prolactin huyét twong
Domperidon ¢6 thé lam tang toc do hdp thu qua duong tiéu hoa cua paracetamol do lam thay
d6i nhu dong duong tiéu hoa.

8. Tac dung khéng mong mudn

It gap, 1/100 > ADR > 1/1000

Tiéu hoa: Non, budn non. tiéu chay, khé miéng.
Thén kinh trung wong: Dau déu, mét ng.

Hiém gap, ADR <1/1000

Domperidon kh6 qua dugc hang rao mau - ndo va it ¢6 kha nang hon metoclopramid géy ra
cac tac dung & than kinh trung uwong nhu phan tmg ngoai thap (bao gdm rbi loan truong luc co
cép va hdi chimg an than kinh 4c tinh), co giat. R6i loan ngoai thap va budn ngu xay ra véi ty
18 rt thap va thuong do rbi loan tinh thim ctia hang rio méu - ndo (tré dé non. ton thuong
mang nio) hodc do qua liéu.

Chay sita, roi loan kinh nguyét, mat kinh, vi to hodc dau tirc vi. giam khodi cam do ting

prolactin huyét thanh c6 thé gip & nguoi bénh dung thude lidu cao dai ngay.
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Nguy co loan nhip thit ning hoic tir vong dot ngdt do tim mach cao hon & nguoi bénh diung
liéu hang ngay trén 30 mg va ngudi bénh trén 60 tudi.

Phan tng di ng bao gém sbc phan v&, may day, pht Quinck rat hiém gip khi ding
domperidon.

Réi loan tim mach: loan nhip that, kéo dai khoang QT, xoan dinh, dot tr do tim mach (xem
muc Than trong).

Bdao cdo phan trng c6 hai:

Bao c4o phan tng c6 hai sau khi thuéc duge cip phép luwu hanh rit quan trong dé tiép tuc
giam sat cn bang lgi ich/nguy co cua thude. Can bd y té cén bdo cdo tit ca phan tmg c6 hai
vé Trung tdm Quéc gia hodc Trung tim khu vuc vé Thong tin thubc va Theo ddi phan tmg c6
hai cua thude.

\ 9. Qui lidu va cich xir tri
Qud liéu:
Qua liéu domperidon thuong xuat hién céc biéu hién budn ngu, mat kha nang xac dinh
phuong huéng, hdi chimg ngoai thap, dac biét hay gap o tré em.

X tri:

Xur tri ngd doc cip va qua liéu: Rira da day, dung than hoat, diéu tri triéu chimg ngay lap tic
Nén theo doi dién tdm dd do ¢ kha nang kéo dai khoang QT. Céc thudc !
hodc cac thudc diéu tri Parkinson c6 kha nang giup kiém soat hoi chimg pgodi thap trong

truong hop qua lidu.

</ - Ngay 17 thang 04 nam 2017
GIAM POC

CONG TY
O PHAN

ANG GIAM DOC
U
LUTQR‘?ON PHONG Yao Denty c/))ng

aé Mink Harg
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