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Mau hop: Domperidon STADA 10 mg
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Ti lé: 95%
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mE Chi dinh, Cach ding, Chdng
thong tin khic:

Xin doc trong t& huéng dan st dung.

Bao quan: Trong bao bi kin, noi kho.

Nhiét do khéng qua 30°C.

Tiéu chudn &p dung: Dugc dién Anh - BP 2015
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Composition: Each film-coated tablet contains:

Domper.don STADA DOMPeridone .........ceeeeeenrerececnsasessnenns 10 mg
) (as domperidone maleate)

10 mg EXCIDIOIS 8 oonceosscsorsosssssssrasssssssissiniin 1 tablet

Indications, Admi ion, indications

and other precautions:
Read the package insert inside.
Store in a well-closed container, in a dry place.
Do not store above 30°C.
Specification: BP 2015
Barcode KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY
BEFORE USE
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Kich thugc: 120x35 mm
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Hgp 1 chai x 100 vién nén bao phim
Thanh phdn: Méi vién nén bao phim chita:

Dompesidons. ... cosssssssssasisissisiss 10mg
(dudi dang domperidon maleat)

TR 2 ovcuimerssssnsvassssacsnsns 1 vién
Chi dinh, Céch ding, Ching chi dinh va cic
thong tin khic:

Xin doc trong 1 huéng ddn sir dung.

Bdo qudn: Trong bao bi kin, nai kho.

Nhi¢t do khéng qué 30°C.

Tiéu chudn 4p dyng: Dugc dién Anh - BP 2015
PE XA TAM TAY TRE EM

DOC KY HUGNG DAN SU DUNG TRUGC
KHI DUNG
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Indications, Administration, Contraindications
and other precautions:

Read the package insert inside.

Store in a well-closed container, in a dry place.
Do not store above 30°C.

READ THE PACKAGE INSERT CAREFULLY
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Domperidon STADA 10 mg

THANH PHAN

Méi vién nén bao phim chia:
Domperidon (dw¢i dang domperidon maleat).............. 10 mg
TAdWEC VIPA AU
(Lactose monohydrat, tinh bt ngd, povidon K30, magnesi
stearat, hypromellose 6 cps, macrogol 6000, talc, titan
dioxyd)

MOT
Vién nén dai, bao phim mau tréng, mét méat cé khéc vach,
mot mat tron.

DU'QC LIC HOC
Domperidon la chat khang dopamin vé&i déc tinh chéng nén.
O nhirng ngudi st dung domperidon, d&c biét 1a ngudi 1én,
tac dung khong mong muén nhw héi chirng ngoai thap rét
hiém gap, nhung domperidon thic ddy s tiét prolactin tai
tuyén yén. Tac dong chéng nén cé thé do sy phdi hop tac
ddng ngoai bién (van dong da day) va tac dong khang thu
thé dopamin tai viing cdm (ng héa hoc CTZ ndm & ngoai
hang rao mau nao trong vung postrema. Cac nghién clru &
ngudi cho thay dung domperidon duwéng ubng lam tang ap
Iwc thye quan dwdi, cadi thién nhu dong hang vi ta trang va
gia tdng quéa trinh lam réng da day. Thudc khéng anh
hwédng 1&n sy bai tiét clia da day.

DU'Q'C DPONG HQC

—Mé&c du hép thu nhanh, sinh kha dung toan than cua
domperidon chi dat khodng 15% & ngudi déi ubng liéu duy
nhét, va tang Ién khi dung domperidon sau bira &n. Sinh
kha dung thap do thubc bj chuyén héa qua gan Ian dau va
chuyén hoa & ruét.

— Hon 90% domperidon gén két véi protein huyét twong va
c6 thoi gian ban thai cudi cung 1a 7,5 gio. Thubc chuyén
héa nhanh va nhiéu qua gan. Con dwéng chuyén héa chinh
la kh& gbc alkyl & vj tri N nh& isoenzym CYP3A4 cla
cytochrom P450 va hydroxyl h6a nhan thom nh& CYP3A4,
CYP1A2 va CYP2E1. Khoang 30% liéu dung dwéng ubng
dwoc bai tiét qua nwéc tidu trong vong 24 gi®, hau hét duoi
dang chét chuyén héa; phan con lai dwoc thai trir qua phan
sau vai ngay va khoang 10% & dang nguyén ven. Thuéc
khé qua hang rao mau néo.

— Mét lwgng nhd domperidon phan bé vao sira me, ndng do
dat 10 - 50% trong huyét thanh clia ngudi me.

CHI BINH
Domperidon STADA 10 mg dwoc chi dinh @& diéu tr triéu
chirng ndn va budn non.

LIEU LWQNG VA CACH DUNG
Céach dung

— Domperidon STADA 10 mg chi nén st dung & liéu thap
nhét cé hiéu qua trong thdi gian ngdn nhat dé& kiém soat
nén va budn nén.

- Nén uéng Domperidon STADA 10 mg truéc bira &n. Néu
ubng sau bira &n, thubc co6 thé bj cham hép thu.

— Bénh nhan nén uéng thubc vao thdi gian cb dinh. Néu bj
quén mat lidu, cé thé bd qua lidu dé va tiép tuc dung thuéc
theo lich trinh nhw ci. Khéng nén ting lidu gp déi dé bu
cho lidu da quén.

— Thoi gian diéu tri téi da khéng nén vwrot qua mét tuan.

Liéu lwgng

— Nguoi I6n va tré vi thanh nién (tir 12 tudi tré lén va cén
nadng ttr 35 kg trér 1én): Co thé dung 1én dén 10 mg x 3
1&n/ngay, liéu téi da la 30 mg/ngay.

— Bénh nhén suy gan: Domperidon STADA 10 mg chéng chi
dinh v&i bénh nhan suy gan trung binh va néng. Khéng can
diéu chinh lidu v&i bénh nhan suy gan nhe.

— Bénh nhén suy than: Do th&i gian ban thai cia domperidon
bi kéo dai & bénh nhan suy than ning nén néu dung nhéc
lai, s6 1&n dung Domperidon STADA 10 mg can gidm
xuéng con 1 - 2 1an/ngay va hiéu chinh liéu tuy thudéc mic
dd suy than.

CHONG CHi BINH

— Quéa man vdi bat cv thanh phan nao cua thubc.

—Bénh nhan c6 khdi u tuyén yén gay tiét prolactin
(prolactinoma).

— Trwdng hop kich thich nhu dong da day cé thé gay nguy
hiém vi du nhw & nhirng bénh nhan bj xuét huyét tiéu hda,
téc rudt co hoc hoc thing dwdng tiéu héa.

— Bénh nhan suy gan trung binh va nang.

- Bénh nhan c6 thdi gian dan truyén xung déng tim kéo dai,
d&c biét 1a khoang QT, bénh nhan c6 rdi loan dién giai rd rét
hoag bénh nhan dang cé bénh tim mach nhw suy tim sung
huyet.

— Dung ddng thoi cac thube kéo dai khodng QT.

- Dung déng thoi cac thuéc (e ché CYP3A4 (khong phu
thudc tac dung kéo dai khodng QT).

THAN TRONG

— Suy than: Théi gian ban thadi cia domperidon bj kéo dai &
bénh nhan suy than ndng. Trong trwdng hop dung nhéc lai,
tdn suét dung domperidon can gidm xudéng con 1 - 2
1&n/ngay tuy thudc vao mirc do suy than. Co thé hiéu chinh
lidu néu can.

— Tim mach:

+ Domperidon 1am kéo dai khoang QT trén dién tam dd.
Trong qué trinh gidm sat hau mai, cé rat it b4do céo vé
kéo dai khodng QT va xoén dinh lién quan dén st dung
domperidon. Cac bao céo nay cé cac yéu td nguy co
gay nhiéu nhu réi loan dién giadi hay cac thudc ding
ddng thoi.

+ Céc nghién ctru dich té& cho thdy domperidon c6 thé lam
tang nguy co loan nhip that nghiém trong hodc dot t& do
tim mach. Nguy co nay cao hon déi véi bénh nhan trén
60 tudi, bénh nhan dung liéu hdng ngay 1&n hon 30 mg va
bénh nhan dung ddng thoi thudc kéo dai khoang QT hoac
thudc e ché CYP3A4.

+ S dung domperidon vé&i lidu thap nhat coé hiéu qua &
nguoi Ién va tré em.

+ Chéng chi dinh cho nhitng bénh nhan cé thoi gian dan
truyén xung dong tim kéo dai, dac biét 1& khodng QT,
bénh nhan cé rbi loan dién gidi ré rét (ha kali huyét, ting
kali huyét, ha magnesi huyet), nhip tim cham hoac bénh
nhan dang méc bénh tim mach nhw suy tim sung huyét do
nguy co rdi loan nhip that. Réi loan dién giai (ha kali
huyét, tang kali huyét, ha magnesi huyét) hodc nhip tim
cham da duoc biét dén la yéu té 1am téng nguy co loan
nhip tim.

+Can nging diéu tri véi domperidon va trao ddi lai véi can
bd y té néu co bt ky trieu chirng hay d&u hiéu nao lién
quan dén réi loan nhip tim.

+ Khuyén bénh nhan nhanh chéng bao céo cac triéu chirng
trén tim mach.

— Domperidon STADA 10 mg c6 chira lactose. Khéng nén
dung thuéc nay cho bénh nhan cé cac van dé vé di truyén
hiém gap khéng dung nap galactose, thiéu hut enzym Lapp
lactase hay kem hép thu glucose - galactose.

TWONG TAC THUOC
Tang nguy co kéo dai khodng QT do twong tac dwoc dong
hoc va/hodc dugrc Iwe hoc. )

Chéng chi dinh dung ddng th&i véi cac thudc sau

— Thubc kéo dai khodng QT
+ Thubc chdng loan nhip tim nhém IA (vi du: disopyramid,

hydroquinidin, quinidin).

+ Thuéc chdng loan nhip tim nhém Il (vi du: amiodaron,
dofetilid, dronedaron, ibutilid, sotalol).

+ Mét sé thube chéng loan than (vi du: haloperidol, pimozid,
sertindol).

+Mot sb thubc chéng trdm cdm (vi duy: citalopram,
escitalopram).

+Mét sbé thubéc khang sinh (vi
levofloxacin, moxifloxacin, spiramycin).

+ Mot sé thubc chdng ndm (vi dy: pentamidin).

du: erythromycin,
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+Mot sb thube didu tri sbt rét (d&c biét la halofantrin,
lumefantrin).
+ Mot sb thubc da day - rudt (vi du: cisaprid, dolasetron,
prucaloprid).
+Mot sé thuéc khang histamin (vi du: mequitazin,
mizolastin).
+Mot sb thubc didu tri ung thuw (vi du:
vandetanib, vincamin).
+ Mét sé thube khac (vi du: bepridil, diphemanil, methadon).
— Chét trc ché CYP3A4 manh (khéng phu thudc tac dung kéo
dai khoang QT), vi dy:
+ Thubc &rc ché protease.
+ Thubc chéng ndm toan than nhém azol.
+ M6t sé thubc nhém macrolid (erythromycin, clarithromycin
va telithromycin).
Khéng khuyén cao ding dbng thoi véi cac thube sau
Thubc ¢ ché CYP3A4 trung binh, vi dy: diltiazem,
verapamil va mét sé thuéc nhém macrolid.
St dung than trong khi dung déng th&i véi cac thube
sau
— Thubc cham nhip tim, thuéc Iam giam kali huyét va mot sé
thuéc nhém macrolid sau gép phan 1am kéo dai khoang QT:
azithromycin va roxithromycin.
- Dgnh sach céac chét & trén |a cac thubc dai dién va khong
day da.
PHY N(* CO THAI VA CHO CON BU
Phu ni@ c6 thai
Chua rd kha nang gay hai clia thuéc trén ngudi. Vi vay, chi
nén dung domperidon trong th&i ky cé thai khi lgi ich didu tri
dwoc chirng minh.
Phy n& cho con bu
Domperidon bai tiét qua sta me va tré b me nhan dwoc it
hon 0,1% liéu theo can n&ng ctia me. Céc tac dung khon
mong mudn, d&c biét 1a tac dung trén tim mach van cé th
xay ra sau khi tré bu stra me. Can can nhéc lgi ich cla viéc
cho tré bu stra me va lgi ich clia viéc diéu trj cho me dé
quyét dinh nglrng cho con bl hay ngirng/tranh diéu tri béng
domperidon. Can than trong trong trwéng hop cé yéu tb
nguy co lam kéo dai khodng QT & tré bu me.
ANH HUONG TREN KHA NANG LAI XE VA VAN HANH
MAY MOC
Khi diing domperidon c6 thé xay ra phan (ng ngoai thap va
budn ngu & ti lé rat thap. Néu g&p cac tac dung khdng mong
muén nay, bénh nhan khéng nén lai xe hay van hanh may
moc.
TAC DUNG KHONG MONG MUON (ADR)
it gdp (171000 < ADR < 1/100)
Sinh san va vi: Pau va.
Hiém gép (1/10000 < ADR < 1/1000)
— Néi tiét: Téng ndng do prolactin.
— Tiéu héa: Réi loan tiéu héa bao gdm ca co thét rudt thoang
qua.
— Sinh san va vu: Hién twgng chady sira, vi to & nam gidi, vo
kinh.
R4t hiém gép (ADR < 1/10000)
— Mién djch: Phan (rng di ’ng, bao gdbm phan vé, séc phan
vé, phan trng phan vé va phu mach.
— Tam thén: Kich dong, cang thdng.
— Thén kinh: Tac dung phu ngoai thap, co giat, budn ngd, dau
dau.
— Tiéu héa: Tiéu chay.
— Da va mé dwéi da: May day, ngtra, phat ban.
— Céc nghién ctu lién quan: Xét nghiém chirc ning gan bét
thuwong.

toremifen,

Chwa ré

— Thén kinh: Loan treong lyc co, héi ching chan khéng nghi
(Lam ndng thém hoi chirng ndy & bénh nhan bi bénh
Parkinson).

~ M&t: Con van nhan.

— Sinh sén va vi: Gidm ham muén tinh duc.

— Tim mach: Loan nhip thét, kéo dai khodng QT, xodn dinh,
dot tir do tim mach.
Vi tuyén yén ndm ngoai hang rao mau nao, domperldon cé
thé Iam ting ndng do prolactin. Trong trudng hcyp hiém gap,
tinh trang tang prolactin huyét nay cé thé dan dén cac tac
dung khéng mong muén trén than kinh - noi tiét nhw hién
twong chady sira, vi to & nam gidi, vo kinh. Tac dung khéng
mong mudn ngoai thap khéng xady ra & ngwdi I6n. Cac tac
dung khéng mong muén ty hdi phuc va khdi hoan toan
ngay sau khi ngung diéu trj.
Tré em
R&i loan ngoai thap xay ra chl yéu & tré so sinh va tré nh
nhi (dw&i 1 tudi).
Céc anh hudng khac lién quan dén hé than kinh trung wong
nhw co giat, kich déng va budn ngl cling rat hiém gép va
chi yéu duoc bao co & tré nhii nhi va tré em.
Bao cdo phan rng c6 hai
Béao c4o phan (rng c¢6 hai sau khi thuéc dwoc cép phép Iwu
hanh rét quan trong dé tiép tuc giam sat can bang loi
ich/nguy co cla thubc. Can bd y té can bao céo tat ca phan
rng c6 hai vé& Trung tam Quéc gia hodc Trung tam khu vue
vé Thoéng tin thuéc va Theo déi phan tng c6 hai cia thude.

QUA LIEU VA XU TRI
Triéu chirng
Triéu chirng qué liéu bao gdm tinh trang ngl ga, mét dinh
hwédng va phan trng ngoai thap, dac biét 1a & tré em.
X tri
Chwa cé thubc gidi doc dac hiéu cho domperidon, nhwng
trong tredrng hop qua liéu, viéc rira da day cing nhw dung
than hoat tinh c6 thé c6 ich. Giam sat y khoa chat ché va
chi dinh diéu tri nang d&. Cac thubc khang chohnerg|c
thuée diéu tri Parkinson c6 thé gitip ich trong viéc kiém so&\
cac phan (rng ngoai thap. Nén theo déi dién tam dd do
kha nang kéo dai khoang QT.

BAO QUAN : Trong bao bi kin, noi khd. Nhiét d6 khong Fua

30°C.

HAN DUNG : 36 thang ké tir ngay san xuét. NH

DONG GOI : Vi 10 vién. Hop 10 vi. INAW
Chai 100 vién. Hop 1 chai. R

TIEU CHUAN AP DUNG: Duoc dién Anh - BP 2015. N

Dé xa tam tay tré em
Khéng dung thubc qua thoi han st dung
DPoc ky hwéng dan st dung trwée khi dung
Néu can thém théng tin, xin héi y kién bac si
Théng bao cho béac si nhirng tac dung khéng mong muén
gdp phai khi st dung thuéc

Ngay duyét ndi dung toa: 13/12/2016

Nha san xudt:
e Chi nh@nh cdng ty TNHH LD STADA-VIET NAM

STADA

Sb 40, Dai 16 Ty Do, KCN Viét Nam-Singapore,
Thi x& Thu@n An, Tinh Binh Duong, Viét Nam
DT: (+84.650) 3767470-3767471 - Fax: (+84.650) 3767469
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