RX THUOC BAN THEO BPON

Dotium®

THANH PHAN: MGi vién nén bao phim chira:
- Domperidon maleat twong dwong domperidon .......... 10 mg

- Ta dugc: Lactose, Avicel, Povidon, Croscarmellose sodium, Magnesi stearat, Polyethylen glycol 6000,
Colloidal silicon dioxid, Hydroxypropylmethyl cellulose 15cP, Hydroxypropylmethyl cellulose 6¢P, Talc,
Titan dioxyd.

DANG BAO CHE: Vién nén bao phim.

QUY CACH PONG GOI:

- Hop 10 vi x 10 vién (vi xé).

- Hop 10 vi x 10 vién (vi bam).

CHI DINH:

Dotium dwoc chi dinh dé diéu tri triéu chirng nén va budn nan.
LIEU LUONG VA CACH DUNG:

* Céch dung: Dung uéng.

- Dotium chi nén sir dung liéu thip nhat c6 hiéu qua trong thoi gian ngan nhat dé kiém soat nén va budn
non.

- Nén udng Dotium trudc bira an. Néu udng sau bita an, thudc co thé bi cham hap thu.

Bénh nhan nén uéng thudc vao thoi gian ¢ dinh. Néu bi quén 1 lidu, cd thé bo qua lidu do va tiép tuc
dung thudc theo lich trinh nhu cii. Khong nén tang liéu gap doi dé bu cho lidu da quén.

- Thoi gian diéu tri t6i da khong nén vuot qua mot tuan.
* Liéu dang:

- Nguoi 16n va tré vi thanh nién (tir 12 tudi tre 1én va can nang tir 35 kg tr 18n): 10 mg/lan, cé thé dang
1én dén 3 lan/ngay, liéu ti da 1a 30 mg/ngay.

- Tré so sinh, tré nho, tré em (dudi 12 tudi) va tré vi thanh nién can ning dudi 35 kg: Do can dung liéu
chinh xac nén dang thudc vién nén khong thich hop cho tré nho va tré vi thanh nién can niang duéi 35 kg.

- Bénh nhan suy gan: Dotium chdng chi dinh véi bénh nhan suy gan trung binh va niang (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 caa domperidon bi kéo dai & bénh nhan suy than nang nén
néu dung nhic lai, s 1an dua thudc cia Dotium can giam xudng con 1 d&én 2 lan/ngay va hiéu chinh liéu
tay thuéc mae d6 suy than.

CHONG CHI DINH:

Domperidon can chdng chi dinh trong nhiing truong hop sau:

- Qua man véi domperidon.

- Chay mau duong tiéu hda hoac thung duong tiéu hoa.

- T4c ruét co hoc.

- U tuyén yeén tiét prolactin (prolactinome).

- Phu nir mang thai.

- 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, dic biét 1a khoang QT, bénh nhan c6 réi loan
dién giai ro rét hoac bénh nhan dang c6 bénh tim mach nhu suy tim sung huyét.

- Dung ddng thoi véi cac thube kéo dai khoang QT (xem muc Twong tac thudc).

- Dung ddng thoi véi cac thude e ché CYP3A4 (khdng phu thudc tac dung kéo dai khoang QT) (xem
muc Twong tac thudc).

THAN TRONG KHI SU DUNG:

- Chi dugc dung domperidon khéng qua 12 tuan cho ngudi bénh Parkinson, khi céc bién phap chong non
khac an toan hon khong c6 tac dung. C6 thé xuat hién cac tc dung c6 hai ¢ than kinh trung wong.

- Suy than: Thoi gian bén thai caa domperidon bi kéo dai & bénh nhéan suy than nang. Trong truong hop
dung nhic lai, tan suat dua domperidon can giam xuéng con 1 dén 2 lan/ngay tdy thugc mirc do suy than.
C6 thé hiéu chinh liéu néu can.

- Téc dung trén tim mach:

+ Domperidon 1am kéo dai khoang QT trén dién tim dd. Trong qué trinh giam sat hau mai, c6 rat it bao
céo vé kéo dai khoang QT va xoén dinh lién quan dén st dung domperidon. Cac bao céo nay cé cac yéu
t6 nguy co gy nhiéu nhu réi loan dién giai hay cac thuc dung déng thoi (xem muc Téc dung khong
mong mudn).

+ CAc nghién ctiu dich t& cho thay domperidon c6 thé lam ting nguy co loan nhip that nghiém trong hoic
dot tir do tim mach (xem muc Téc dung khdng mong mudn). Nguy co nay cao hon ddi véi bénh nhan trén
60 tudi, bénh nhan dung liéu hang ngay 16n hon 30 mg va bénh nhan ding déng thoi thudce kéo dai
khoang QT hoic thudc e ché CYP3A4.

+ Sir dung domperidon vai lidu thip nhat c6 higu qua & nguoi 1on va tre em.



+ Chdng chi dinh domperidon cho nhitng bénh nhan c6 thai gian dan truyén xung dong tim kéo dai, dic
biét 1a khoang QT, bénh nhan cd rdi loan dién giai rd rét (ha kali mau, ting kali méu, ha magnesi mau),
nhip tim cham hozc bénh nhan dang mac bénh tim mach nhu suy tim sung huyét do nguy co réi loan nhip
that (xem phan Chdng chi dinh). Ri loan dién giai (ha kali mau, ting kali mau, ha magnesi méau) hoic
nhip tim cham da duoc biét dén 1a yéu té 1am tang nguy co loan nhip tim.

+ Can ngumng diéu tri voi domperidon va trao doi lai vai can bo y té néu co bat ky triéu chung hay dau
hiéu nao lién quan dén réi loan nhip tim.

+ Khuyén bénh nhan nhanh chong béo céo céc tri¢u ching trén tim mach.
PHU NU CO THAI VA CHO CON BU:
- Phuy nix ¢6 thai: Khong ding thudc cho nguoi mang thai.

- Phu nir cho con bi: Domperidon bai tiét qua sita me va tré bt me nhan dugc it hon 0,1 % liéu theo can
nang caa me. Céc tac dung bét loi, dac biét 1a tAc dung trén tim mach van c6 thé xay ra sau khi tré ba sia
me. Can can nhic lgi ich cua viéc cho tré bl sira me va loi ich cua viée diéu tri cho me dé quyét dinh
ngtmg cho con bd hay ngirng/tranh diéu tri bang domperidon. Can than trong trong truong hop c6 yéu tb
nguy co lam kéo dai khoang QT ¢ tré bu me.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thubc khéng anh huong khi lai xe va van hanh may méc.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:

- Céc thudc khang cholinergic c6 thé tc ché tac dung cia domperidon. Néu budc phai ding két hop véi
cac thudc nay thi cé thé dung atropin sau khi da cho ubng domperidon.

- Néu dung két hop véi cac thude khang acid hoac thude tc ché tiét acid thi phai ubng domperidon trudc
bira n va udng cac thudc khang acid hoac thude tc ché tiét acid sau bita an.

* Tang nguy co kéo dai khoang QT do twong tac dugc dong hoc hoac dugc luc hoc

Chéng chi dinh ding dong thoi vai cac thude sau:

Céc thude 1am kéo dai khoang QT:

- Thubc chéng loan nhip tim nhém 1A (vi du: disopyramid, hydroquinidin, quinidin).

- Thuéc chéng loan nhip tim nhoém 111 (vi du: amiodaron, dofetilid, dronedaron, ibutilid, sotalol).
- Mot s6 thude chéng loan than (vi du: haloperidol, pimozid, sertindol).

- Mot s6 thude chéng tram cam (vi du: citalopram, escitalopram).

- M6t sb thude khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin).

- M6t sb thube chéng nam (vi du: pentamidin).



- M6t sb thube didu tri sét rét (dac biét 1a halofantrin, lumefantrin).

- Mot s6 thude da day — rudt (vi du: cisaprid, dolasetron, prucaloprid).

- Mot s6 thude khang histamin (vi du: mequitazin, mizolastin).

- M6t sb thube diéu tri ung thu (vi du: toremifen, vandetanib, vincamin).

- Mot s thude khac (vi du: bepridil, diphemanil, methadon) (xem muc Chdng chi dinh).
Chat tic ché CYP3A4 manh (khong phu thudc tac dung kéo dai khoang QT), vi du:

- Thudc we ché protease.

- Thubc chdng nim toan than nhom azol.

- Mot sé thuée nhém macrolid (erythromycin, clarithromycin va telithromycin)

(xem myc Chéng chi dinh).

Khong khuyén céo dung ddng thoi véi cac thudc sau:

Thudc e ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mot sé thudc nhém macrolid
(xem myc Chdng chi dinh)

Str dung than trong khi dung déng thoi véi céc thude sau:

Thudc cham nhip tim, thudc 1am giam kali mau va mét sé thudc macrolid sau gop phan 1am kéo dai
khoang QT: azithromycin va roxithromycin (chdng chi dinh clarithromycin do 1a thuéc e ché CYP3A4
manh).

Danh sach cac chat ¢ trén 1a céc thudc dai dién va khong day du.
TAC DUNG KHONG MONG MUON:

- R&i loan tim mach: Chua rd gdm loan nhip that, kéo dai khoang QT, xoan dinh, dot tir do tim mach
(xem muc Than trong khi st dung).

- Hiém gap: Ri loan ngoai thap, budn ngu xay ra véi ty 18 rat thap va thuong do réi loan tinh tham caa
hang rao mau — ndo. Chay sira, réi loan kinh nguyét, mat kinh, vi to hoic dau tirc va do ting prolactin
huyét thanh c6 thé gap & nguoi bénh dung liéu cao dai ngay.

Béo céo phan tng c6 hai

B4o céo phan ung c6 hai sau khi thudc dugc cip phép luu hanh rit quan trong dé tiép tuc giam sat can
bang loi ich/nguy co cua thudc. Can bg y té can bao cao tat ca phan &g cd hai vé Trung thm Qudc gia
hozc Trung tdm khu vuc vé Thang tin thubc va Theo ddi phan ng ¢6 hai cua thuée.

Thong bao cho bac si nhitng tac dung khdng mong mudn gap phai khi st dung thudce.



QUA LIEU VA CACH XU TRI:
- Triéu chang: Réi loan ngoai thap va budn ngu dic biét & tré em.

- Xt tri: Gay loi niéu tham thau, rira da day. Trong truong hop qua lidu, can thyc hién céc bién phap diéu
tri tridu chtng ngay 1ap tirc. Nén theo doi dién tam d6 do cd kha niang kéo dai khoang QT.

DUQC LUC HOC:

Domperidon 1a chat khang dopamin twong tu nhu metoclopramid hydrochlorid. Do thudc hau nhu khong
¢4 tac dung lén cac thu thé dopamin ¢ ndo nén domperidon khdng c6 anh huéng Ién tam than va than
kinh. Domperidon kich thich nhu dong cua 6ng tiéu héa, lam ting truong luc co that tdm vi va lam ting
bién d6 mo rong cua co that mdn vi sau bita an, nhung lai khdng anh hudng Ién sy bai tiét cua da day.
Thude dung diéu tri triéu chizng budn ndn va ndn cap, ca budn nén va ndn do ding levodopa hoic
bromocriptin & nguoi bénh Parkinson.

DUGC DONG HOC:

- Domperidon duoc hap thu & dudng tiéu hoa, nhung co sinh kha dung duong uéng thap (udng luc doi
vao khoang 15 %) do chuyén héa budc dau cua thude qua gan va chuyén hda & rudt. Sinh kha dung cua
thudc sau khi ung tang 1én rd rét (tir 13 % Ién khoang 23 %) néu udng thude 90 phiit sau khi an, nhung
thoi gian dé dat nong do dinh trong huyét tuong thi cham lai.

- Thudc lién két véi protein huyét trong khoang tir 91 % dén 93 %. Thé tich phan b cua thubc khoang
5,71 lit/kg thé trong. C6 khoang 0,2 % dén 0,8 % lwong thudc ¢ kha nang xam nhap qua hang rao nhau
thai.

- Thudc chuyén hoéa rat nhanh va nhiéu & gan nhd qua trinh hydroxyl héa va khir N-alkyl oxy héa. Thoi
gian ban thai ¢ nguoi khée manh khoang 7,5 gio va kéo dai & ngudi ¢6 suy giam chirc nang than (thoi
gian bén thai co thé tang 1én dén 21 gio trén bénh nhan c6 ndng do creatinin huyét trong 16n hon 530
mmol/lit). Khong c6 hién twong thudce bj tich tu trong co thé do suy than, vi 6 thanh thai cua than thap
hon nhiéu so véi d6 thanh thai toan phan cua huyét trong. Domperidon dao thai theo phan va nudc tiéu,
cha yéu dudi dang céac chat chuyén hoa: 30 % liéu udng dao thai theo nudc tiéu trong 24 gio (0,4 % &
dang nguyén ven); 66 % dao thai theo phan trong vong 4 ngay (10 % ¢ dang nguyén ven). Domperidon
hau nhu khong qua hang rao mau - no.

BAO QUAN: Dé noi kho ro, nhiét d6 dudi 30 °C, tranh &nh sang.
HAN DUNG: 48 thang ké tir ngay san xuit.

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC ST.

DE XA TAM TAY TRE EM.



