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Domperidon ]

Oomperniden 10mg
(Audi dang Domperidon malear)

500 vién nen

Domperidon

Dompenden 10mg
(dudi dang Domparidon maleat)

Nhén chai 1000 vién nén

CHI BINH: Domperiden 10 duge chl dinh a8 didu tri trify
chiing ndn va busn ndn
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1000 vign nén

Domperidon [

Domperdon 10mg
(dusi dang Dampendan malsat)
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DOMPERIDON 10

Thanh phin

Domperidon 10mg
(dudi dang Domperidon maleat)
T4 duge v.d 1 vién nén

(Tinh bét sin, Lactose monohydrat, Polyvinyl pyrrolidon K30, Polysorbat 80, Magnesi stearat, Aerosil,
Microcrystallin cellulose 101, Natri starch glycolat)

Dang bio ché: Vién nén tron. mau trﬁ'_ng, hai mat tron, canh va thanh vién lanh lan

Duge lwe hoe

Loai thude: Thube chéng non/thuée déi khing dopamin

Ma ATC: AO3FAQ3

Domperidon 1a chét khéng thy thé ca thu thé D, va D; ctia dopamin, tuong tur nhu metoclopramid.
Do thude hiu nhu khong c6 tac dyng 1én cdc thu thé dopamin & ndo nén domperidon khéng ¢ anh
hudng I1én tdm than va than kinh.

Domperidon thic ddy nhu dong cua da day, lam tang truong luc co thit tim vi va lam tang bién d6
md rong cla co thit mén vi sau bira an, nhung lai khéng anh hudng 1én su bai tiét cta da day. Thubc
ding dicu trj tri¢u chimg budn nén va nén cép, ca budn nén va nén do ding levodopa hosic bromocriptin
O ngudi bénh Parkinson.

Duge dong hoe .

Domperidon duge hip thu & duong tiéu héa, nhung c6 kha dung sinh hoc dudmg ubng thip (& ngudi/ f/
d6i chi vao khoang 15%) do chuyén héa bude ddu cua thude qua gan va chuyén hoa & rudt. Thube cﬁng_: | cor
duoc hip thu khi dat truc trang voi sinh kha dung tuong duong véi sinh kha dung sau khi uéng, nhung |\ VAL
nong dé dinh trong huyét tuwong chi bing 1/3 néng d6 dinh dat dugc sau khi udng va hép thu chdm hon. ‘ <
Sinh kha dung ciia thude sau khi udng tang 1én 6 rét (tir 13% lén khoang 23%) néu uéng thude 90 phat |
sau khi dn, nhung théi gian dé dat ndng do dinh trong huyét twong thi cham lai.

Thudc lién két véi protein huyét twong khoang tir 91% dén 93%. Thé tich phén b6 cua thude khoang
5,71 livkg thé trong. C6 khoang 0,2% dén 0,8% lugng thube c6 kha nang xdm nhap qua hang rao nhau
thai. Thudc chuyén héa rit nhanh va nhidu & gan nho qua trinh hydroxyl hoa va khir N - alkyl oxy hoa.
Nua doi thai trir & nguoi khée manh khoang 7,5 gitr va kéo dai & ngudi c6 suy giam chie ning than (nwra
doi thai trr ¢6 thé tang 1én dén 21 gio trén bénh nhan co néng do creatinin huyét twong 16n hon 530
mmol/lit). Khong ¢6 hién tugng thude bi tich tu trong co thé do suy thén, vi @6 thanh thai cta than thé‘ip
hon nl}iéu so voi d¢ thanh thai toan phin cta huyét twong. Domperidon dao thai theo phan va nuéc tiéu,
chi yu dudi dang céc chat chuyén hoa: 30% lidu ubng dao thai theo nude tiéu trong 24 git (0.4% &
dang nguyén ven); 66% dao thai theo phén trong vong 4 ngay (10% & dang nguyén ven). Domperidon
hau nhu khong qua hang rao méu - néo.

/
Quy ciich déng géi Q?’
STT Quy cich déng goi STT Quy ciich dong g6i |

1| Ep vi, vi 10 vién, hép 10 vi 9 | Epvi, vi 30 vién, hop 10 vi

2 | Ep vi, vi 10 vién, hép 20 vi 10| Ep vi, vi 30 vién, hop 20 vi

3 | Epvi, vi 10 vién, hop 50 vi 11| Ep vi, vi 30 vién, hép 30 vi

4 | Ep vi, vi 10 vién, hop 100 vi 12| Ep vi, vi 30 vién, hop 50 vi

5 | Epvi, vi 20 vién, hop 5 vi 13 | Déng chai 100 vién

6 | Ep vi, vi 20 vién, hop 10 vi 14 | Péng chai 200 vién

7 | Ep vi, vi 20 vién, hop 25 vi 15 | Pong chai 500 vién

8 | Epvi,vi20vién, hopS0vi | 16 | Péng chai 1000 vién
Chi dinh

Domperidon 10 duoc chi dinh d diéu tri tri¢u chimg nén va budn non.
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Liéu diing va cich ding ) L

Domperidon 10 chi nén sir dung liu thap nhdt c6 hiéu qua trong thoi gian ngan nhat dé kiém soat
nén va budn nén.

Nén uéng Domperidon 10 truée bita an. Néu ubng sau bita 4n, thube cé thé bi chdm hép thu, ’

Bénh nhén nén uérng thudc vao thoi gian cd dinh. Néu bi quén 1 liéu, c6 thé bo qua lieu d6 va tiép
tye ding thude theo lich trinh nhu cfi. Khong nén tang lidu gép doi dé bi cho lidu da quén.

Thoi gian diéu trj tbi da khdng nén vuot qua mot tuln.

Nouwdi 1om va tré vi thanh nién (tir 12 tudi tré 1én va can nang tir 35kg trd 1én)

Udng 1 vién/lan, 6 thé ding Ién dén 3 lan/ngdy, lidu t4i da 1a 30mg/ngay.

Do cin dung li¢u chinh xdc nén san phdm khéng thich hop cho tré nho va tré vi thanh nién can ning
dudi 35ke,

Bénh nhin suy gan

Domperidon 10 chong chi dinh véi bénh nhan suy gan trung binh va ndng (xem phén chéng chi
dinh). Khéng cdn hidu chinh lidu dbi véi bénh nhan suy gan nhe.

Bénh nhan suy thédn

Do thoi gian ban théi cia domperidon bj kéo dai & bénh nhan suy thén niang nén néu ding nhic lai,
gidm s0 lin dung thude con 1 dén 2 1in/ngay va hiéu chinh lidu tiy thude mirc do suy thén.

Ching chi djnh

Ngudi bénh bj nén sau md, chay méu dudng tiéu hoa, tic rudt co hoc.

Khong ding Domperidon thudmg xuyén va dai ngay.

Phu nir mang thai va cho con bu. Tré nho va tré vi thanh nién can ning duéi 35kg.

B¢nh nhan suy gan trung binh va nang (xem muc Dugc dong hoc).

Bénh nhén c6 thoi gian dan truyén xung dong tim kéo dai, dac biét 1a khoang QT, bénh nhén cé rdi
loan di¢n giai rd rét hodc bé¢nh nhan dang ¢ bénh tim mach nhu suy tim sung huyét.

Ding ddng thoi véi cée thude kéo dai khoang QT (xem muc Tuong tic thudo).

Ding dong thoi véi cac thudc irc ché CYP3A4 (khong phy thude tic dung kéo dai khoang QT)
(xem muc Twong tic thudc).

Thin trong va cianh bdo dic biét khi sit dung

Nhiing b¢nh nhén khéng dung nap dugc lactose, galactose, thiéu hut céc Lapp lactase hodc kém hz’ip
thu glucose-galactose thi khéng nén dung thude nay.

Di voi ngudi bénh Parkinson: chi duge dung Domperidon khong qua 12 tuan va khi céc bién phéap
chdng non khac, an toan hon khong co tac dung.

Suy thin

Thoi gian ban thai cta domperidon bi kéo dai & bénh nhan suy than nang. Trong trwong hop ding
nhic lai, giam s lan dung thude con 1 dén 2 lan/ngay tiy thude mue do suy than. C6 thé hiéu chinh lidu
néu cin. (}ﬁ/

Tdc dung trén tim mach

Domperidon lam kéo dai khoang QT trén dién tam do. Trong qua trinh gidm sat hau mai, c6 rit it
béo cio vé kéo dai khodng QT va xoén dinh lién quan dén str dung domperidon. Céc bdo cdo nay cé cac
yéu 16 nguy co gy nhiu nhu réi loan dién giai hay cac thude ding déng thoi (xem muc Tac dung
khéng mong mudn).

Cie nghién ctru dich & cho thiy domperidon ¢6 thé lam tang nguy co loan nhip that nghiém trong
hode it tir do tim mach (xem myc Tac dyung khong mong muén). Nguy co nay cao hon ddi véi bénh
nhdn trén 60 tudi, b¢nh nhén ding liéu hang ngay 1én hon 30mg va bénh nhén ding ddng thoi thude kéo
dai khodng QT hoic thube e ché CYP34

Sir dung domperidon véi liéu thip nhét ¢6 hiéu qua & ngudi Ion va tré em.

Chdng chi dinh domperiden cho nhimg bénh nhén ¢6 théi gian dan truyén xung dong tim kéo dai,
dac biét la khoang QT, bénh nhan c6 réi loan dién gidi o rét (ha kali mau, tdng kali mau, ha magnesi
mau), nhip tim chim hoac bénh nhin dang mic bénh tim mach nhu suy tim sung huyét do nguy co rbi
loan nhip thit (xem phin Chéng chi dinh). Réi loan dién giai (ha kali méu, ting kali méu, ha magnesi
mau) hode nhip tim chim da duoc bict dén 1a yéu t6 1am ting nguy co loan nhip tim.

Cin nging diéu trj v6i domperidon va trao dbi lai v6i cén b v té néu c6 bat ky tricu chimg hay d4u
hiéu ndo lién quan dén rdi loan nhip tim.

Khuyén bénh nhén nhanh chéng béo cdo céc triéu chimg trén tim mach.

Cop
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Sir duug thube cho phu nit ¢6 thai & cho con ba

Phu nir ¢ thai: khong duge ding

Phu nir cho con bu

Domperidon bai tiét qua sita me va tré bii me nhin dlIUc it hon 0,1% liéu theo can ning cua me.
Céc tac dung bt loi, dac biét 1a tic dung trén tim mach van c6 thé xay ra sau khi tré bu sita me. Cén
cin nhiic loi ich clia viée cho tré bu sita me va loi ich cua viée diéu tri cho me dé quyét dinh ngung
cho con bu hay ngimg/tranh didu tri bing domperidon. Cén than trong trong trudng hop cé yeu to
nguy co lam kéo dai khoang QT o tré bu me.

Ngwdi ldi xe va vin hainh may moc: thin trong khi sir dung vi rdi loan ngoai thap va budn ngi ¢b
thé xay ra (ty 1€ rat thiap) do qua licu.

Twong tic thude
Tang nguy co kéo dai khoang QT do tvong tac duqc dong hoc hoide duge luc hoc.
Chéng ¢hi dinh ding ddng thoi véi ede thude sau
Céc thude 1am kéo dai khoang QT
- Thube chdng loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin).
- Thube chémg loan nhip tim nhom III (vi dy: amiodaron, dofetilid, dronedaron, ibutilid,
sotalol).
- Mt sd thude chdng loan thin (vi dy: haloperidol, pimozid, sertindol)
- Mgt so thude chéng trdm cam (vi du: citalopram, escitalopram)
- Mot so thude khéng sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramyein)
- Mot sd thude chéng ndm (vi du: pentamidin)
- Mot sb thube didu tri sdt rét (dac biét 1a halofantrin, lumefantrin)
- Mot s6 thude da day-rudt (vi dy: cisaprid, dolasetron, prucaloprid)
- MBdt s6 thube khang histamin (vi du: mequitazin, mizolastin)
- Mot sé thube didu tri ung thu (vi du: toremifen, vandetanib, vincamin)
- Mot s6 thude khac (vi du: bepridil, diphemanil, methadon)
(xem muyc Chéng chi dinh)
Chét te ché CYP3A4 manh (khéng phu thudc tdc dung kéo dai khoang QT), vi du:
- Thube tic ché protease
- Thubc chéng ndm toan thian nhém azol.
- Mot s6 thude nhom macrolid (erythromyein, clarithromyein va telithromyein).
(xem muc Chong chi dinh)
Khong khuven cdo ding dong thoi véi cie thuoc sau

Thude e ché CYP3A4 trung binh, vi du: dlluazem verapamll va mét sb thube nhém macrolid.
(xem muyc Chéng chi dinh).

S dung thin trong khi diing dong thoi véi cde thuoc sau:

Thude chdm nhip tim, thude 1am giam kali mau va mot s6 thuéc macrolid sau gop phan lam kéo
dai khoang QT: azithromycin va roxithromycin (chéng chi dinh clarithromycin do la thube tc ché
CYP3A4 manh) ' ’ ) q\v./

Danh sdch cdc chat & trén 14 cic thuoce dai dién va khong day du.

Tic dung khéng mong muédn

Ro6i loan ngoai thap va buon ngl xay ra voi ty 18 rét thip va thucmg do réi loan tinh thim cta
hang rao mau - ndo (tré dé non, tén thuong mang néo) hogc do qua liéu.

Chay sira, i loan kinh nguyét, mét kinh, va to hodic dau tic vii do tang prolactin huyét thanh ¢6
thé ¢dp ¢ ngudi bénh do dimg thudc liéu cao dai ngay.

RGi loan tim mach.

Chua r&: loan nhip thit, kéo dai khoang QT. xoan dinh, dot tr do tim mach (xem muec Canh bao
va thin trong)
Bio cio phan tng co hai

Bdo céo phan (g c6 hai sau khi thude dugce cap phép luu hanh rat quan trong dé tlep tuc gidm
sat cin bang loi ich/nguy co ctia thuoc Cén bd v té cin bao cdo tat ca phan img c6 hai vé Trung tAm
Quéc gia hodc Trung tAm khu vic vé thong tin thude va Theo ddi phéan tmg c6 hai clia thubc.
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Qui lidu va xir tri
Biéu hign: budn ngi, mét kha nang xdc dinh phuong hudng, hdi chimg ngoai thap, ddc biét hay
glip O tré em.

Xik tri ngo doc cdp va qui Jiéu: cAn thuc hién cac bién phap diéu tri tridu chimg ngay 1ap tuc
nhu: ria da dav dung than hoat. Céc thudc khang cholinergic hodc céc thude diéu tri Parkinson c6
kha ning gitp kiém soat hdi ching ngoai thap trong trudng hop qua litu. Nén theo ddi dién tam dd
do ¢6 kha ning kéo dai khoang QT.

Dilu ki¢n bdo quin: noi khé réo, thodng mdt, trénh 4nh sang, nhi¢t do khéng qué 30°C
Hin ding: 36 thang ké tlr ngay sin XUét.

Pé xa tim tay tré em.
DBoc ky huing din sir dung truée khi ding.
Néu cin thém thong tin xin héi y kién Bic si

Tén, dia chi cia co s0 san xuit
Cong ty Cé phin Duge VACOPHARM
59 Nguyén Hué, Phuong 1, Thanh phé Tan An, Tinh Long An.
DPién thoai: (072) 3826111-3829311
Dia chi nha may: km 1954, Qudc 1§ 1A, Phudong Tan Khinh,
Thianh phd Tan An, Tinh Long An

Ngiy xem xét sira ddi, cap nhét:...... S —-—

Long An, ngay 26 thang 6 nam 2016
KT.Téng Giam dbc Cong ty ;
Pho Téng Giam dbc Q,L/
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1. Tén thudc: DOMPERIDON 10

2. Cic céiu khuyén cdo i

D¢ xa tam tay tré em. Doc k¥ huéng dan sir dung truée khi ding.

_Thong bédo ngay cho bdc s§ hodc duoc s§ nhimng tdc dung khéng mong mudn gip phai khi sir dung
thude.

3. Thanh phin, ham lrong ciia thude

Domperidon 10mg
(dudi dang Domperidon maleat)
Ta duoc v.d 1 vién nén

(Tinh bdt san, Lactose monohydrat, Polyvinyl pyrrolidon K30, Polysorbat 80, Magnesi stearat,
Aerosil, Microcrystallin cellulose 101, Natri starch glycolat).

4. Mo ta san pham: Vién nén tron, mau trﬁng, hai mit tron, canh va thanh vién lanh lan.

5. Quy cach dong géi

STT Quy cach dong géi STT Quy cich déng géi

1 | Ep vi. vi 10 vién, hop 10 vi 9 | Ep vi, vi 30 vién, hop 10 vi
2 | Ep vi, vi 10 vién, hop 20 vi 10 | Ep vi, vi 30 vién, hop 20 vi
3 | Ep vi, vi 10 vién, hop 50 vi 11 | Ep vi, vi 30 vién, hop 30 vi
4 | Ep vi, vi 10 vién, hp 100 vi 12 | Ep vi, vi 30 vién, hop 50 vi
5 | Ep vi, vi 20 vién. hop 5 vi 13 | Péng chai 100 vién

6 | Ep vi, vi 20 vién, hop 10 vi 14 | DPéng chai 200 vién

7 | Ep vi, vi 20 vién, hop 25 vi 15 | Péng chai 500 vién

8 | Ep vi, vi 20 vién, hop 50 vi 16 | Péng chai 1000 vién

6. Thude diing cho bénh gi?

7. Nén dung thude nay nhw thé nao va liéu lwgng? "

Domperldon 10 chi nén str dung liéu thip nhét c6 hiéu qua trong thoi gian ngan nhét dé kiém soa‘ft
ndn va buon non. \

Nén udng Dompendon 10 trudc bira an. Neu ubng sau bira an, thudc ¢6 thé bi cham hap thu.

Bénh nhan nén uéng thude vao thi gian ¢é dinh. Néu bi quén 1 liéu, c6 thé bo qua lidu do va tiép
tuc diing thude theo lich trinh nhu cii. Khong nén tang heu gap d6i dé bu cho lidu da quén.

Thoi glan diéu tri téi da khéng nén vuot qua mot tuan.

Ngudi Iém va tré vi thanh nién (tir 12 tudi trér 1én va can ndng tir 35kg trg 1€n)

Uong 1 vién/lan, co thé dung 1én dén 3 lanfnga) liéu toi da 1a 30mg/ngay.

Do cén dung liéu chinh xac nén san phidm khong thich hop cho tré nho va tré vi thanh nién cén
nang dudi 35kg.

Bénh nhén suy gan

Domperidon 10 chong chi dinh voi bénh nhan suy gan trung binh va ning (xem phan chong chi
dinh). Khong can hi¢u chinh lidu d6i v6i bénh nhan suy gan nhe.

Bénh nhén suy than

Do thoi gian ban thai cia domperidon bi kéo dai & bénh nhan suy thin nang nén néu dung nhic
lai, giam sé 14n ding thudc con 1 dén 2 lan/ngay va hiéu chinh lidu tby thude mic do suy than.

8. Khi nao khong nén ding thuoc nay? (‘?P/
Ngudi bénh bi nén sau md, chay mau dudng tiéu héa, tic rudt co hoc.

Khong dung Domperidon thudng xuyén va dai ngay.

Phu nit mang thai va cho con bi. Tré nho va tré vi thanh nién can ning duai 35kg.

Bénh nhén suy gan trung binh va |1ang (xem muc Dugce dong hoc).

Bénh nhén ¢6 thoi gian dan truyén xung dong tim kéo dai, ddc biét la khoang QT, bénh nhén ¢6
roi loan dién giai rd rét hodc bénh nhan dang ¢d bénh tim mach nhu suy tim sung huyét.

Dung dong théi vei céc thude kéo dai khoang QT (xem muc Twong tac thude).

Ding dong thoi vai cde thude tre ché CYP3A4 (khong phu thugc téc dung kéo dai khoang QT)
(xem muc Twong tac thudc).

/-

Domperidon 10 duee chi dinh dé didu tr triéu chimg nén va budn nén, Is/
o]
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Rdi loan ngoai thap va buon ngi xay ra voi ty 18 rit thip va thudng do rbi loan tinh thdm coa
hang rao mau - néo (tré de non, ton thuong mang ndo) hodc do qué liéu.

Chay sira, r6i loan kinh nguyet, mat kinh, vii to hodic dau tirc v do ting prolactin huyét thanh ¢6
thé gap O nguoi bénh do ding thude liéu cao dai ngay.

R6i loan tim mach.

Chua 1d: loan nhip that, kéo dai khoang QT, xoan dinh, dét tir do tim mach (xem muc Céanh béo
va than trong)
Béo cdo phan ing c6 hai

Béo cdo phan tmg co hai sau khi thude duoc cap phép luu hanh rit quan trong dé tlep tuc giam
st cin bang loi ich/nguy co cua thuoc Cén bd y té can bdo cdo tat ca phan Gmg ¢6 hai vé€ Trung tam
Québe gia hodc Trung tim khu vuc vé thong tin thude va Theo doi phan tmg cé hai ctia thube.

10. Nén trénh diung nhitng thude hoiic thwe phim gi khi dang sit dung thubc nay.
Téang nguy co kéo dai khoang QT do twong tac duoc ddng hoc hoac duoc luc hoc.
Chéng chi dinh ding dong thii véi cic thube sau
Céc thude lam kéo dai khoang QT
- Thube chong loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin).
- Thube chéng loan nhip tim nhém III (vi du: amiodaron, dofetilid, dronedaron, ibutilid,
sotalol).
- M0t s6 thube chéng loan thén (vi du: haloperidol, pimozid. sertindol)
- Mot 56 thude chéng trdm cam (vi du: citalopram, escitalopram)
- Mot so thude khéng sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin)
- Mot so thude chong narn (vi du: pentamidin)
- Mot s6 thude diéu tri st rét (dc biét 1a halofantrin, lumefantrin)
- Mot s6 thude da day-rudt (vi du: cisaprid, dolasetron, prucaloprid)
- Mot s6 thude khang histamin (vi du: mequitazin, mizolastin)
- Mot s6 thube diéu tri ung thu (vi dy: toremifen, vandetanib, vincamin)
- Mt s6 thube khéc (vi du: bepridil, diphemanil, methadon)
(xem muc Chéng chi dinh) d

i

Chat e ché CYP3A4 manh (khéng phu thude tac dung kéo dai khoang QT), vi du; N PUGH
- Thude tc ché protease PHARA
- Thubc chong nam toan than nhom azol. 7
- M5t s6 thude nhom macrolid (erythromycin, clarithromycin va telithromyein). pln et

(xem muc Chéng chi dinh)
Khéng khuyen cdo dung dong thi véi cic thude sau

Thudc tc che CYP3A4 trung binh, vi du: diltiazem, verapamil va mot s6 thude nhém macrolid.
(xem muc Chéng chi dinh).

St dung théin trong khi dung dong thivi véi cic thl_lfic’sgl__l_l_:_ : ‘

Thudc chdm nhip tim, thude lam gidm kali méau va mét s6 thude macrolid sau goép phan lam kéo
dai khoang QT: azithromycin va roxithromycin (chéng chi dinh clarithromycin do 1a thude trc ché
CYP3A4 manh)

Danh sich cac chét & trén 1a cac thude dai dién va khong day du. (b\/ ’

11. Can lam gi khi mjt lin quén khéng dung thuoc"
Tiép tuc ding thudc theo chi dinh cuia Thiy thuée.

12. Cin béo quin thudc nay nhw thé nao?
Bao quan noi kho rio, thoang mat, tranh anh sang, nhiét d khéng qué 30°C.

13. Nhitng diu hiéu va triéu chirng khi dung thude qua liéu
Biéu hign: budn ngl, mat kha ning xac dinh phuong huéng, hdi chimg ngoai thép, dac biét hay
gap ¢ tré em.

14. Cin phii lam gi khi ding thuoc qui licu khuyén cdo

Xt tri ngo doc cap va qud liéu: can thuc hién céc bién phap didu tri tri¢u chung ngay ldp tirc
nhu: rira da day, ding than hoat. Céc thudc khang cholinergic hodc cac thube diéu tri Parkinson ¢6
kha nang gitp kiém soét hoi chimg ngoai thap trong truong hop qué liéu. Nén theo ddi dién tam dd
do c6 kha nang kéo dai khoang QT.




https://tr

URgLaRtEHRE @QMan trong khi ding thube nay

Nhimg bénh nhan khong dung nap dugc lactose, galactose, thiéu hut cac Lapp lactase hodc kém hap
thu glucose ga]actosc thi khéng nén diing thude nay.

Déi vdi ngudi bénh Parkinson: chi duge ding Domperidon khong qué 12 tudn va khi cac bién phap
chéng nén khéc, an toan hon khéng cé téc dung.

Suy than

Thoi gtan ban thai cua domperidon bi kéo dai & bénh nhén suy thén ning. Trong trudng hop ding
nhac lai, giam s6 14n dung thubc con 1 dén 2 ldn/ngdy tiy thude mic do suy than. C6 thé hidu chinh liéu
néu cin.

Téc dung trén tim mach

Domperidon lam kéo dai khoang QT trén dién tim dd. Trong qué trinh giam sat hiu mai, c6 rat it bao
cdo vé kéo dai khoang QT va xoan dinh lién quan dén sir dung domperidon. Céc bao cdo ndy ¢6 cic yéu
td nguy co' gdy nhiéu nhu rdi loan dién giai hay cic thudc ding dong thdi (xem muc Téc dung khéng
mong muon)

Céc nghién ctru dich t€ cho thdy domperidon cé thé lam ting nguy co loan nhip thit nghiém trong
hodc dot tir do tim mach (xem myc Tdc dung khdng mong mubn). Nguy co nay cao hon déi véi bénh
nhan trén 60 tudi, bénh nhan ding liéu hang ngay Ién hon 30mg va bénh nhan dung déng thoi thude kéo
dai khoang QT hoic thudc tc ché CYP34

St dung domperidon véi liéu thip nhét ¢6 hiéu qua & ngum Iém va tré em.

Chéng chi dinh domperidon chu nhimg bénh nhan ¢6 thoi gian din truyén xung dong tim kéo dai, dic
biét 1a khoang QT, bénh nhan c6 ri loan dign giai rd rét (ha kali mau, ting kali miu, ha magnesn mau),
nhip tim chim hodc bénh nhén dang mic bénh tim mach nhu suy tim sung huyét do nguy co r6i loan nhip
that (xem phan Chéng chi dinh). Ron loan dién gidi (ha kali mdu, tdng kali mau, ha magnesi mau) hogic
nhip tim chim da duoc biét dén 1a yéu t6 lam tang nguy co loan nhip tim.

Cén ngimg diéu tr vGi domperidon va trao dbi lai v&i can bd y té néu co bét k¥ triéu chimg hay déu
hiéu nao lién quan dén rdi loan nhip tim.

Khuyén bénh nhan nhanh chong bao cao cac triéu chimg trén tim mach.

Phu nir ¢ thai va cho con ba

Phu nir ¢6 thai: khong dugc ding

Phu nir cho con ba.

Domperidon bai tiét qua sira me va tré bl me nhan dugc it hon 0,1% liéu theo can niing ciia me. Cic
tac dung bét lgi, dac biét 1a tac dung trén tim mach vén c6 thé xay ra sau khi tre ba sira me. Cén cén nhic
loi ich ctia viée cho tré bu sira me va lgi ich ctia viée diéu tri cho me dé quyét dinh ngimg cho con ba hay
ngimg/tranh diéu tri bing domperidon. Cén than trong trong trudng hop ¢6 yéu t& nguy co lam kéo’ dai
khoang QT ¢ tré bi me.

Nguoi ldi xe va van hanh may mdéc: thin trong khi sir dung vi rbi loan ngoai thap va budn nga co ﬂw
xay ra (ty Ié rét thip) do qua lidu.

16. Khi nao cin tham vin béc sy, dwgc s¢ )
Thang bdo cho Béc s¥ nhimg tic dung khéng mong mudn gap phai khi sir dung thude. /

7
17. Han diing ciia thude: 36 thang ké tir ngay san XUAt. q/

18. Tén, dia chi, biéu tugng (néu ¢6) clia co s& san xudit -
A e RaT] }
Céng ty Cb phin Duge VACOPHARM i
59 Nguy&n Hug, Phudmg 1, Thanh phé Tén An, Tinh Long An. W
Bign thoai: (072) 3826111-3829311 V4
Pia chi nha miy: km 1954, Quic 1§ 1A, Phuong Tin Khanh,
Thanh phd Tan An, Tinh Long An

19. Ngiiy-xem xét sira doi, cip nhit: ...../..../....

Long An, ngay 26 thang 6 nam 2016
0 LKT, Tong Gidm déc Cong ty
a ety \PhO Ton r Giam déc

o (4]
=

CO MHAN DUOC

VACOPHARM

\ O~ _ N—— Py TS <\ 5 J
'g;ﬁf;. iy i.lh\_}.t._LJL.‘ TRUONG 5 2 .
s 2 = R gy S .\
TRU’(J\-(;’ .D! E:..II\:{..‘ r *co““ -\

Neuyén Ngoe Lnh KS. P i Vi Tag




