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DJtium’ 1o m
o Thuécnay chidung theo don thudc.
e Docky huéng dan strdung trugckhidung.
ePéxatamtaytréem.
o To huéng dan strdung néu tém tit cac théng tin quan trong ctiathuéc.
N&u can thém théngtin, xin hdiy kién bac sy hodcdugcsy.

THANH PHAN CONG THU'CTHUOC: Mbi vién nén bao phim chfa:

Thanh phan dugc chat:

Domperidon (dudi dang Domperidon maleat) .......ccceeereemessesssseneens 10mg
Thanh phan ta dugc: Lactose monohydrat, Microcrystallin cellulose PH101,
Polyethylen glycol 6000, Povidon K30, Natri croscarmellose, Magnesi
stearat, Colloidal silicon dioxid A200, Hydroxypropyl Methylcellulose 15cP,
Hydroxypropyl Methylcellulose 6cP, Talc, Titan dioxid.

DANG BAO CHE: Vién nén bao phim.

M6 ta déc diém bén ngoai ctia thudc: Vién nén bao phim, hinh tron, mau
trang, hai mat|6i, trén mot mat vién co khdc s6 4618, canh vathanh vién lanh
13n.Nhan thuéc bén trong mau tréng.

CHIiPINH:

Dotium dugc chidinh dé diéu trj triéu chiing nén va buén nén.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudcdingliéulugng trong don thudc.

- Dotium chi nén st dung liéu thap nhat c6 hiéu qua trong thai gian ngén
nhatdékiém soatnénvabudnnén.

-Thai gian diéu tri toi dakhong nén vugt qua mot tuan.

- Ngudi I6n va tré vi thanh nién (tir 12 tudi tré 1én va can ndng tu 35 kg tré
1&n): 10 mg/Ian, co thé dung 1én dén 31an/ngay, liéu téi dala 30 mg/ngay.
-Tré sasinh, tré nh, tré em (duéi 12 tudi) va tré vi thanh nién can ndng dudi
35kg: Do can dung liéu chinh x4c nén dang thudc vién nén bao phim khéng
thich hgp chotré nhd vatré vithanh nién can nang dugi 35 kg.

- Bénh nhan suy gan: Dotium chdng chi dinh v&i bénh nhéan suy gan trung
binh va ndng (xem muc Chéng chi dinh). Khéng céan hiéu chinh liéu déi véi
bénhnhansuygannhe.

- Bénh nhan suy than: Do thdi gian ban thai ciia domperidon bi kéo dai &
bénh nhan suy than nang nén néu dung nhac lai, s6 1an dung thudc cta
Dotium cén gidm xuéng con 1 dén 2 1an/ngay va hiéu chinh liéu tuy thudc
muic do suy than.

Cachdung:Dungudng.

-Nén uéng Dotium trudc bita 3n. Néu uéng sau bifa dn, thudc c thé bj cham
hapthu.

-Bénh nhannénudéng thudcvaothaigian cé dinh.

- Trudng hgp quén udng mét liéu dung: Hay uéng ngay khi nhd ra. Néu thoi
gian gan véilan dung thudc tiép theo, bd qua liéu da quén va hay dung liéu tiép
theo vao thai gian thuding 1é.Khong dung liéu gap déi dé bu vao liéu da quén.
-Trudng hgp uong qud nhiéu vién thudc: Hay gdp ngay béac sy hodc tdi khoa
Hoi sttc- Cap ctu cliabénhvién gan nhat.

CHONGCHIDINH

Domperidon can chdng chidinh trong nhiing trudng hgp sau:

-Qua méan véidomperidon.

- Xudt huyét dudng tiéu hoa hodc thung dudng tiéu hoa.

-Técrudtcohoc.

-Utuyén yén tiét prolactin (prolactinom).

-Phunirmangthai.

-Bénh nhansuy gantrung binh vanang (xem mucbac tinh dugc déng hoc).
- Bénh nhén c6 thai gian dan truyén xung dong tim kéo dai, dac biét la
khoang QT, bénh nhan c6 réi loan dién giai rd rét hodc bénh nhan dang c6
bénh tim mach nhusuy tim sung huyét.

-Dung déng thai véi cac thudc kéo dai khoang QT (xem muc Tuoing tac thudc).
- Dung déng thai véi cac thudc tic ché CYP3A4 (khong phu thudc tac dung
kéo dai khoang QT) (xem mucTu’dng tacthuoc)

CANH BAOVATHANTRONG KHIDUNGTHUOC:

- Chidugcdung dompendon khéng qua 12 tuan cho ngudi bénh Parkinson,
khi cac bién phap chéng nén khac an toan hon khéng cé tac dung. C6 thé
xuat hién cactacdung c6 hai thankinh trung uong.

- Suy than: Thoi gian béan thai ciia domperidon bi kéo dai & bénh nhan suy
than nang. Trong trudng hgp dung nhéc lai, tan suat dung domperidon can
gidm xuéng con 1 dén 2 1an/ngay tuy thudc mic do suy than. Co thé hiéu
chinhliéunéucan.

-Tacdungtréntim mach:

+ Domperidon lam kéo dai khodng QT trén dién tam dé. Trong qua trinh
giam sat hau mai, cé rét it bdo cdo vé kéo dai khoang QT va xoén dinh lién
quan dén sir dung domperidon. Cac bao cdo nay bao gém nhiing bénh
nhan c6 cac yéu t6 nguy cd gay nhiéu nhu réi loan dién giai hay cac thuéc
dung déng thai (xem mucTacdung khéng mong mudn).

+Cécnghién ctu dich té cho thdy domperidon c6 thé lam tang nguy caloan
nhip that nghiém trong hodc dét tir do tim mach (xem muc Tac dung khéng
mong muén). Nguy cd nay cao hon d8i véi bénh nhan trén 60 tudi, bénh
nhan dung liéu hang ngay 16n hon 30 mg va bénh nhan dung déng thai
thudckéo daikhodng QT hodc thudc tc ché CYP3A4.

+ St dung domperidon véiliéu thap nhat cé hiéu qua dngudilénvatréem.
-Chéng chidinh domperidon cho nhiing bénh nhan c6 thai gian dan truyén
xung déng tim kéo dai, ddc biétla khodng QT, bénh nhan cé réiloan dién gidi
r6 rét (ha kali huyét, tang kali huyét, ha magnesi huyét), nhip tim cham hoac
bénh nhan dang méc bénh tim mach nhu suy tim sung huyét do nguy co réi
loan nhip théat (xem phan Chéng chi dinh). Ri loan dién giai (ha kali huyét,
tang kali huyét, ha magnesi huyét) hodc nhip tim cham da dugc biét dén la
yéutélamtang nguy coloan nhip tim.

+Cannguing diéu trj véi domperidon va trao déilai véi can bo y té néu cé bat
ky triéu chiing hay ddu hiéu nao lién quan dén réiloan nhip tim.

+Bénh nhan nén bao caongay lap tic cactriéu ching trén tim mach.

- Bénh nhan ¢6 van dé vé dung nap galactose, bénh nhan thiéu hut enzym
Lapp lactase hodc kém hap thu glucose-galactose khdng nén dung thuéc nay.
Sudung thudc cho phu nitcé thaivacho conbu:

- Th&i ky mang thai: Han ché strdung domperidon & phu nitmang thai. Mot
nghién ctru & chudt cho thdy doc tinh sinh san &liéu cao gay doc & chudt me.
Nhiing nguy cd tiém an & ngudi la khéng rd. Do d6, domperidon chinén su
dung trong thaiky mang thai khilgiich diéu tri da dugc chiing minh.

- Thai ky cho con bi: Domperidon bai tiét qua sifa me va tré bu me nhan
dugcdudi0,1 % liéu theo can nang cliame. Cac tac dung bat lgi, dic biét la tac
dung trén tim mach véan cé thé xay ra sau khi tré b sita me. Can can nhac lgi
ich ctia viéc cho tré bu sita me va lgi ich clia viéc diéu tri cho me dé quyét dinh
nguing cho con bu hay ngung/tranh diéu tri bang domperidon. Can than
trong trong trudng hop c6 yéu'té nguy calam kéo dai khodng QT & tré b me.
Anh hu‘&ng ctathudclénkhananglaixe, vanhanh may méc:
Thuéc c6 thé gay buén ngu, dau dau...(hiém gap). Than trong khi lai xe, van
hanh may méc.

TUONGTAC, TUONG KYCUATHUOC
Tuongtacchathudc:
- Pudng chuyén héa chinh ctia domperidon qua CYP3A4. Céac dir kién
nghién ctru trén in vitro cho thédy cac thuéc st dung déng thoi ma géy tic ché
manh enzym nay c6thé dan dén lam tang néng d domperidon trong mau.
- Tuong tac véi ketoconazol dudng udng hodc erythromycin uéng & ngudi
khde manh da khdng dinh su tc ché rd rét gian tié€p hiéu ing vugt qua lan
dau ctiadomperidon qua CYP3A4 béi cac thudc nay.
*Tang nguy co kéo dai khoang QT do tuong tac dugc dong hoc hoac dugc
luchoc.

Chéng chidinh dung d6ng thdi véi cac thudc sau:

Cacthuéclam kéo daikhoang QT:
- Thudc chdng loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin,
quinidin).
-Thudc chéng loan nhip tim nhom 1l (vi du: amiodaron, dofetilid, dronedaron,
ibutilid, sotalol).
-Mét s6 thudc chéng loan than (vi du: haloperidol, pimozid, sertindol).
- Mét s6 thudc chéng tram cdm (vi du: citalopram, escitalopram).
- Mot s6 thudc khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin,
spiramycin).
- M6t s6 thudec chdng nam (vidu: pentamidin).
- Mot sé thudc diéu tri sot rét (dac biét 1a halofantrin, lumefantrin).
-Mét s6 thudc da day - rudt (vidu: cisaprid, dolasetron, prucaloprid).
- M6t s6 thudc khang histamin (vi du: mequitazin, mizolastin).
-Mét s6 thudc diéu tri ung thu (vi du: toremifen, vandetanib, vincamin).
- M6t s6 thudc khac (vidu: bepridil, diphemanil, methadon).

(xem muc Chéng chidinh)
Thudc tc ché CYP3A4 manh (khong phu thudc téc dung kéo dai khoang QT),
vidu:
-Thudc tic ché protease.
-Thudc chéng ndm toan than nhom azol.
- M6t s6 thudc nhém macrolid (erythromycin, clarithromycin va telithromycin).
(xem muc Chéng chidinh)

Khong khuyén céo diing déng thoi véi cac thudc sau:
Thudc tic ché CYP3A4 trung binh, vi du: diltiazem, verapamil vamét sé thuéc
nhém macrolid (xem muc Chéng chidinh).

Sttdung than trong khi diing d6ng thai véi cac thudc sau:
Thudc cham nhip tim, thudc gay ha kali huyét va mét sé thuéc macrolid sau
day gop phan lam kéo dai khoang QT: azithromycin va roxithromycin (chéng

chidinh clarithromycin do la thudc tic ché CYP3A4 manh).

Levodopa: Tang ndng d6 trong huyét tuong ctia levodopa (t6i da 30 — 40 %).
(Xem muc Canh béo vathan trong khidung thudc).

Opioid cé thé lam gidm tac dung cia domperidon trong viéc lam réng da day.
Danh sach cacthudc §trén la cac thude dai dién va khéng day da.

Tuong ky ctia thuéc:

Do khéng cé cac nghién ctu vé tinh tuong ky clia thuéc dung dusng uéng,
khongtron lan thudc nay véi cac thudckhac.

TACDUNGKHONG MONG MUGN CUATHUGC:

Bang tém tat cac phan img khéng mong muén:

Caccoquan | Tansuat (¥) | Céac phan dng khéng mong muén

Hémiéndich | Rdt hiém gdp |Phéan tng di tng, bao gém ca phan vé, séc
phanvé, phan tng phan vé va phtmach.

Noi tiét Hiém gdp |Mucdo prolactintang.

Tamthan Rdt hiém gdip | Kich dong, cang thang.

Héthankinh | Rdt hiém gdp | Tac dung ngoai thap, co giat, buén ngd, dau
dau.

Chuard  |Réiloantruong luc co, hoichiing chankhong
nghi.

Mét Chuaré  |Bénhvannhan.

Timmach Chuaré |Loan nhip that, kéo dai khodng QT, xodn
dinh, dot tirdo tim mach (xem muc Canh bao
vathantrong khidung thuéc).

Daday-rudt| Rdthiém [Bénhtiéuchdy, daubungthoang quarathiém

gdp xayra.

Davaméo Rét hiém | N6i may day, ngua, phatban.

dugida

Hé sinh san ftgdp Pauvu.

vatuyenva Hiém gdp |Tiét siia qua muc binh thudng, nir héa tuyén
vU, vo kinh.

Chuaré |Gidmham muéntinhduc.

(*) Tan sudt tac dung khdng mong mudn dugc dinh nghia nhu sau: Rat
thuong gap (ADR = 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1000 <
ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rat hiém gap (ADR <
1/10000), khéng ré (khong dugc udc tinh tirdirliéu co san).

-Diéu tri: Rat hiém:Thirnghiém chic ndng gan bat thudng.

*Pgt cap clia hdi chiing chan khéng nghi & nhiting bénh nhan bi bénh Parkinson.
Bdi vi tuyén yén ndm ngoai hang rao mau nao, domperidon cé thé lam tang
noéng dé prolactin.

Trong trudng hgp hiém tang prolactin huyét nay cé thé dan dén tac dung
khéng mong muén than kinh - néi tiét nhu tiét sita qua mic binh thudng, nit
hoéatuyén vivavé kinh.Tac dung khéng mong muén ngoaithaplangoailé &
ngudilén. Cactacdung khdng mong muén sé mat di sau khingung diéu tri.
*Tré em:R6iloan ngoai thap xay ra chliyéu §tré sasinh vatréem.

Anh hudng lién quan dén hé than kinh trung uong khac nhu co giat, kich
dong vamatngl ciing rathiém va chtyéu labdo cdo §tré sasinhvatréem.
Bdo cdo phén ing cé hai

Béo cdo phan ting co hai sau khi thudc dugc cap phép luu hanh rat quan
trong dé tiép tuc gidm sat can bang Igi ich/nguy co cla thudec. Can bo y té
can béo cao tat ca phan Ung cé hai vé Trung tam Quéc gia hodc Trung tam
khuvucvéThéngtin thudc vaTheo déi phan (ing cé hai cliathudc.

Huéng dan cach xirtri ADR:

Ngting dung thuéc va diéu tritriéu chimg.

QUALIEUVA CACH XU TRi:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

Triéu chiing qud liéu da dugc bao cdo nhu:Kich ddng, y thic thay déi, co giat,
mat phuong hudng, buén nguiva phan tng ngoai thap.

Cachxitri khldung thudcquaéliéu:

-Khéng cé thuéc gidi doc dic hiéu. Trong trudng hgp qud liéu, can thuc hién
cacbién phép diéu tri triéu chiing ngay lap tdc. Nén theo déi dién tam d6 do
c6 khanang kéo daikhoang QT.

-Rutada day ciing nhudung than hoat, cé thé hituiich.

-Gidm saty té chat ché va hé trg diéu tri dugc khuyén khich.

- Thuéc khang cholinergic, chéng parkinson cé thé hitu ich trong viéc kiém
soat cac phan tiing ngoai thap.

DPACTINHDUGCLUCHOC:

Nhém dugcly: Thuéc chéng ndn/thudec déi khang dopamin.

MaATC: AO3F A03.

Domperidon la thudc déi khang thu thé dopamin véi dic tinh chéng non 6i.
Domperidon khéng dé dang qua dugc hang rao méu néo. Onguon strdung
domperidon, dac biét 1a ngudi I6n, tac dung khéng mong muén nhu héi
ching ngoai thap rat hiém gdp, nhung domperidon thic day su tiét
prolactin tai tuyén yén. Tac dong chéng nén cé thé do su phéi hgp clia tac
dong ngoai bién (tang van dong da day) va viéc khang thu thé dopamin tai
vung cdm ding héa thu thé CTZ (chemoreceptor trigger zone) ndm & ngoai
hang rao mau nao & viing kiém soat nén ca hanh tdy. Qua nghién cdu trén
déng vat chi ra néng dé tim thdy trong nao thap, cho thay tac dung cta
domperidon cht y&u trén cac thu thé dopamin ngoai bién.

Nghién ctu & ngudi cho thdy uéng domperidon lam gia tang truong luc co
that thuc quan dudi, cai thién van déng hang vita trang va tdng lam réng da
day.Thuéckhéng dnh hudng lén sytiét ciiada day.
DACTINHDUGCDONGHOC:

- Hapthu ¢} nhung nguai doi, domperidon h3p thu nhanh sau khi uéng, véi
néng dé dinh trong méau dat dugc sau 30- 60 phut.

Sinh kha dung tuyét déi ciadomperidon dudng uéng thap (khoang 15 %) la
do su chuyén héa ban dau rong rai trong thanh rudt va gan. Mac du sinh kha
dung ctia domperidon c6 gia tang & ngudi khée manh khi uéng sau bita an,
bénh nhan cé van dé vé tiéu hda nén uéng domperidon trudc khian 15 - 30
phut. Néng do acid trong da day gidm khong lam suy gidm su hdp thu
domperidon base. Sinh kha dung dudng uéng ciia domperidon base khong
bi gidm néu trudc do bénh nhan uéng dong thai cimetidin hay natri
bicarbonat. Thai gian dat néng dé dinh sé hoi cham va AUC sé hai tang khi
thudc dugc udng sau khian.

- Phan bé: Domperidon dung dudng uéng khéng tich Iy hay tao ra chuyén
hoa riéng, néng dé dinh trong huyét tuong dat dugc sau 90 phdt la 21
ng/ml, sau khi uéng 30 mg/ngay trong 2 tuan thi hau nhu tuong duong véi
néng do dinh dat dugc sau liéu uéng dau tién la 18 ng/ml.Ti1é domperidon
gan két protein huyét tuang la 91 — 93 %. Nghién ctiu sy phan phdi thuéc
bang cach danh dau phong xa trén sdc vat cho thdy thuéc dugc phan bd
rong raitrong mé ca thé nhung néng do thap trong nao. & chudt, mét luong
nho thuéc diqua nhau thai.

- Chuyén héa: Domperidon trai qua qué trinh chuyén héa nhanh va nhiéu tai
gan béng su hydroxyl héa va khir N-alkyl. In vitro, thi nghiém vé chuyén héa
vdi cac thudc Uic ché cho thdy CYP3A4 1a mét dang chinh clia cytochrom P450
lién quan dén su khir N-alkyl ctia domperidon, trong khi CYP3A4, CYP1A2 va
CYP2ET1 lién quan dén su hydroxyl hda nhan thom ctia domperidon.

-Thai trir: Thai tri qua nudc tiéu va phan khoang 31 % va 66 % liéu uéng. Mot
phénnhd thudc dugcthairangoai ddang nguyénven (10% quaphanva 1%
qua nudc tiéu). Thai gian ban thai trong huyét tuong sau khi uéng liéu don la
7-9gid & ngudi khde manh nhung kéo dai & bénh nhan suy chiic nang than
trdmtrong.

-Strdung & nhimg ddi tugn gdac biét:

+ Suy giam chic ndng gan: O bénh nhan suy gidm chiic nang gan trung binh
(Pugh score 7 dén 9, d6 Child-Pugh B), gia tri AUC va néng d6 dinh trong
huyét tuong ctia domperidon cao hon & ngudi khde manh lan lugt 1a 2,9 va
1,51an.Tilé khong gan két tdng 25 % va thai gian ban thai kéo dai 15 - 23 gid.
Nhiing bénh nhan suy gidm chic nang gan muc do nhe c6 néng do thuéc
thap han mot chut so véi ngudi khde manh dua trén C,,, va AUC, khéng cé
su thay d6i vé su gén két vai protein hay thoi gian ban thai. Khéng nghién
ctiutrén cacbénh nhan suy gidm chiic ndng gan nang (xem Chéng chidinh).
+ Suy than: G nhiing bénh nhan suy than nang, (creatinin huyét thanh > 6
mg/100 mL, tdc > 0,6 mmol/L) thai gian ban thai ciia domperidon tang tur
7,4-20,8 gid, nhung néng dé thudc trong huyét tuong thap hon & ngudi cé
chuic nang than binh thudng. Mét lugng rat nhoé thudc con nguyén ven
(khoadng 1 %) dugc baitiét qua than.

+ Tréem: Dua trén dir liéu giGi han clia dugc dong hoc, néng dé domperidon
trong mau &tré sinh non phu hop véinhiing bao cao khac trén nguailén.
QUY CACHPONGGOI:

-HOp 10vix 10vién.

-Hop 1 chaix 100 vién.

DIEU KIEN BAO QUAN:

Bao quan &:Naikho, nhiét dé dudi 30°C, tranh anh sang.

Bao quan trong bao bi géc clia thude.

HAN DUNG: 48 thang ké tif ngay san xuat. Khéng diing thudc qua han st
dung daghitrénnhan.

TIEU CHUAN CHAT LUQNG: TCCS.

CO SG SAN XUAT:

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phé
CaoLanh, TinhDong Thap

poMEsco Diénthoai: 1800.969.660
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