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THANH PHAN:
Mai vién nén chira:
Domperidon maleat
twong duong Domperidon .................c..veee. 10 mg

Té dugc: Cellulose vi tinh thé, lactose monohydrat, tinh bjt ngé, povidon, magnesi stearat,
natri starch glycolat, silicon dioxyd...vita du 1 vién.

bic tinh dwgc lye hoc:
Domperidon 1a chat khang dopamin, c¢6 tinh chit tuong tu nhu metoclopramid hydroclorid.
Do thuéc hau nhu khong c6 tac dung lén cac thy thé dopamin & ndo nén domperidon khong c6
anh hudng 1én tdm than va than kinh. Domperidon kich thich nhu dong ctia 6ng tiéu héa, lam
ting truong luc co thét tim vi va lam tang bién d6 m& rong cua co thit mon vi sau bira in,
nhung lai khong anh hudng 1én sy bai tiét ciia da day. Thudc dung dé diéu trj triéu chimg
budn nén va nén cp, ca budn nén va nén do dung levodopa hodc bromocriptin & ngudi bénh
Parkinson.
DPic tinh dwge dong hoc:
Hép thu
Domperidon dugc hip thu nhanh sau khi uéng, néng d6 dinh trong huyét tuong dat dugc vao
khoang 1 gi¢ sau khi ding thudc. Gié tri Cmax va AUC ctia domperidon ting 1én twong tmg
v6i liéu trong khoang liéu 10 mg dén 20 mg. AUC ctia domperidon tich lily 2 dén 3 1an néu sir
dung liéu lap lai 4 1an/ ‘ngay (m01 5 gi®) trong 4 ngay.
Sinh kha dung tuyét dbi duomg uong ctia domperidon thip (khoang 15%) 1a do chuyén hoa lan
diu manh & thanh rudt va gan. Mic du sinh kha dung domperidon ting 1én & ngudi binh
thuong khi ding sau bira n, bénh nhén c6 van dé vé da day - rudt nén dung domperidon 15 -
30 phut trudce bira dn. Giam axit da day lam giam sy hdp thu ctia domperidon. Sinh kha dung .
- duong ubng giam khi sir dung dong thoi véi cimetidin va natri bicarbonat. Thoi gian dat ndng

d6 dinh hoi cham hon va AUC tang khi ung thudc sau khi an.

Phan bb:

Domperidon dung dudng uong khong tich lity hodc 1am ting su chuyén héa chinh né. Sau hai

tudn ding lidu 30 mg/ngdy, nong d¢ dinh trong huyét trong sau 90 phut (21 ng/ml) gan glong

voi gia tri sau khi udng liéu dau tién (18 ng/ml). Domperidon gin 91 - 93% véi protein huyet

twong. Nghién ciru phan b6 ding thudc gin phéng xa & dong vat cho thay thudc phan b6 rong

trén mo, nhung nong do trong nio thip. Mot lugng nho thude phan bd qua nhau thai & chudt.

Chuyén hoéa:

Domperidon chuyen héa nhanh va manh & gan nh¢ qua trinh hydroxy hoéa va khir N-alkyl hoa.

Thir nghiém chuyén héa in vitro cho thidy CYP3A4 la cytochrom P450 chinh trong qua trinh

khir N-alkyl hoa ciia domperidon, con CYP3A4, CYP1A2 va CYP2EI lién quan dén qua trinh

hydroxy hoéa vong thom. w

Thai tru:

Domperidon thai trir qua nuge tiéu (31%) va phan (66%). Ty 1& nho thude thai trir dudi dang

nguyén ven (10% qua phan va khoang 1% qua nudc tiéu). Thoi gian ban thai trong huyét
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twong sau khi uéng mot lidu duy nhit 1a 7 - 9 giv & ngudi khoée manh, va kéo dai & bénh nhan
suy thém ndng.

Suy gan

O bénh nhan suy gan trung binh (chi 56 Pugh 7 - 9, xép loai Child-Pugh B), AUC va Cnax clia
domperidon lan Iugt cao hon 2,9 va 1,5 14n so v6i & nguoi khée manh. Thudc dang khong gin
két tang 25%, va thoi gian béan thai tang lén (tir 15 dén 23 gid). Bénh nhan suy gan nhe c6
Cmax va AUC hoi thap hon so véi ngudi khoe manh, khong cé thay déi su gén protein hogc
thoi gian ban thai. Chua c6 nghién ciru trén bénh nhan suy gan niing. Domperidon chéng chi
dinh & bénh nhén suy gan vira hodc ning.

Suy thén

O bénh nhan suy than nang (d$ thanh thai creatinin < 30 ml/phit/1,73m?), thoi gian ban thai
tang tir 7,4 - 20,8 gio, nhung nong do trong huyét twong thap hon & ngudi tinh nguyén khoe
manh. Vi rét it thuoc & dang khong ddi (khoang 1%) duoc dao thai qua than, khi dung liéu
duy nhét khong cén thiét phai chinh lidu & bénh nhan suy than.

Tuy nhién, khi sir dung liéu 1ap lai, nén gidm s6 1an udng xudng 1 - 2 1an/ ngay tily thudc vao
mirc d6 suy than, va c6 thé cin phai giam liéu.

Tré em

Chua c6 dir li¢u dugc dong hoc & tré em.

CHI PINH: e ‘
RAGOZAX dugc chi dinh dé dicu tri tri¢u chirng nén va budn non.

LIEU DUNG - CACH DUNG:

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

Nén uéng RAGOZAX trude bita an. Néu udng sau bita n, thudc ¢ thé bi cham hap thu,

Bénh nhan nén ubng vao thdi gian c6 dinh. Néu bj quén 1 lidu, c6 thé bé qua liéu d6 va tiép
tuc ding thube theo lich trinh nhu cti. Khong nén ting lidu gép do6i dé bu cho liéu da quén.
Thoi gian diéu tri t6i da khong nén vugt L qua mot tudn.

Ngudi 16n va tré vi thanh nién (tir 12 tudi trd 1én va cén ning tir 35 kg trd 16n)

Vién 10 mg, c6 thé ding 3 1an/ ngdy, liéu t6i da 1a 30 mg/ngay.
Tré so sinh, tré nho, tré em (dudi 12 tudi) va tré vi thanh nién cdn ning dudi 35 k

Do cin ding lidu chinh x4c nén dang vién nén RAGOZAX khéng thich hgp cho tré nhé va tré
vi thanh nién can ndng dudi 35 kg.

Bénh nhén suy gan ) ’
RAGOZAX chong chi dinh doi v6i bénh nhén suy gan trung binh va ndng (xem muc “Chong
chi dinh”). Khong cin hiéu chinh liéu d6i véi bénh nhan suy gan nhe.

Bénh nhén suy thin

Do thoi gian ban thai cia domperidon bi kéo dai ¢ bénh nhan suy than nang nén néu ding
nhic lai, sé 14n dua thudc cia RAGOZAX cin giam xubng con 1 dén 2 1An/ ngay va hiéu
chinh liéu tuy thudc mirc do suy than.

CHONG CHI PINH:

Domperidon cin chéng chi dinh trong nhitng trudng hop sau:

- Bénh nhén suy gan trung binh va ning (xem muc “Pic tinh dugc dong hoc”).

- Bénh nhan c6 thoi gian dan truyén xung dong tim kéo dai, dic biét 1a khoang QT, bénh
nhan c6 rdi loan dién giai rd rét hodc bénh nhan dang c6 bénh tim mach nhu suy tim sung

huyét. ’\ﬂ/
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- Dung dong thoi véi cic thude kéo dai khoang QT (xem muc “Tuong tac thudc, cac dang
tuong tac khac™).

- Dung dbng thoi véi cac thude te ché CYP3A4 (khéng phu thudc tac dung kéo dai khoang
QT) (xem myc “Tuong tac thude, céc dang tuong tac khac™).

- Non sau khi mo.

- Chay mau dudng tiéu hoa.

- Tic rudt co hoc.

- Tré nhé duéi 1 tudi.

- Dung domperidon thudng xuyén hodc dai ngay.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Suy than

Thoi gian ban thai cua domperidon bi kéo dai & bénh nhan suy than ning. Trong truong hop
dung nhiéc lai, tan xuit dwa domperidon can giam xudng con 1 dén 2 1an/ ngay tiy thudc mirc
d6 suy than. C6 thé hiéu chinh liéu néu can.

Téac dung trén tim mach

Domperidon lam kéo dai khoang QT trén dién tdm do. Trong qua trinh giam sat héu mai, c6
rat it bao cdo vé kéo dai khoang QT va xofn dinh lién quan dén sir dung domperidon. Cac béo
cho ndy c6 cac yéu td nguy co gy nhidu nhu rdi loan dién giai hay cac thube dung dong thoi
(xem muc “Tac dung khong mong mudn”).

Céc nghién ciru dich té cho thidy domperidon c¢6 thé lam ting nguy co Jloan nhip thit nghiém
trong hodc dot tir do tim mach (xem muc “Tac dung khéng mong mudn™). Nguy co niy cao
hon ddi v6i bénh nhan trén 60 tudi, bénh nhan dung liéu hang ngay 16n hon 30 mg va bénh
nhén dung dong thoi thude kéo dai khoang QT hoic thude rc ché CYP3A4.

Sir dung domperidon v&i lidu thip nhit c6 hidu qua & ngudi 16n va tré em.

Chéng chi dinh domperidon cho nhimg bénh nhan c¢6 thoi gian dan truyén xung dong tim kéo
dai, dic biét 1a khoang QT, bénh nhan c6 rdi loan dién gidi rd rét (ha kali mau, tang kali mau,
ha magnesi mau), nhip tim chdm hodc bénh nhan dang mac bénh tim mach nhu suy tim sung
huyét do nguy co réi loan nhip that (xem muc “Chdng chi dinh”). Réi loan dién gidi (ha kali
mau, ting kali mau, ha magnesi mau) hodc nhip tim cham da duoc biét dén 1a yéu t6 lam ting
nguy co loan nhip tim.

Cén nging diéu trj véi domperidon va trao dbi lai v6i can bo y té néu co bat ky triéu ching
hay déu hiéu nao lién quan dén rdi loan nhip tim.

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

Dé xa tAm tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC:
Tang nguy co kéo dai khoang QT do twong tac duge dong hoc hodc dugce luc hoc.
Chéng chi dinh diing ddng thoi véi cic thudce sau:
Céc thudc 1am kéo dai khoang QT:
- Thudc chéng loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin).
- Thubc chcf‘mg loan nhip tim nhém III (vi du: amiodaron, dofetilid, dronedaron,
ibutilid, sotalol).
- Mot sb thube chdng loan than (vi du: haloperidol, pimozid, sertindol).
- Mot sb thude chdng tram cam (vi du: citalopram, escitalopram).
- Mot sé thubc khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin,
spiramycin).
- Mdt sé thudc chéng nim (vi du: pentamidin).
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- Mot so thude diéu tri sét rét (dac biét 1a halofantrin, lumefantrin).

- Mot so thubc da day - rudt (vi dy: cisaprid, dolasetron, prucaloprid).

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

- Mot so thudc diéu trj ung thu (vi du: toremifen, vandetanib, vincamin).

- Mot s thube khac (vi du: bepridil, diphemanil, methadon).
(Xem muyc “Chong chi dinh”).
Chit rc ché CYP3A4 manh (khéng phy thudc tac dung kéo dai khoang QT), vi dy:

- Thubc trc ché protease.

- Thube chong nam toan than nhém azol.

- Mot s6 thubc nhém macrolid (erythromycin, clarithromycin va telithromycin).
(Xem muc “Chong chi dmh")
Khong khuyen cdo dung dong thoi véi cac thude sau:
Thudc trc ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mdt s6 thudc nhém
macrolid.
(Xem muyc “Chéng chi dinh”).
Sir dung than trong khi ding ddng thoi véi cac thude sau:
Thudc chdm nhip tim, thudc 1am giam kali méu va mot sd thudc macrolid sau gop phan lam
kéo dai khoang QT: azithromycin va roxithromycin (chdng chi dinh clarithromycin do la
thudc trc ché CYP3A4 manh).
Danh sdch cdc chat trén la cde thude dai dién va khong day di.
Neu dung domperidon cling véi cac thuoc khang acid hodc thudc trc ché tiét acid thi phai
udng domperidon trudc bita n va phai ubng cac thube khang acid hoic thude trc ché tiét acid
sau bifa an.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nit ¢6 thai

Domperidon khong gy quai thai. Tuy nhién, dé an toan, tranh ding thudc cho phu nit mang
thai.

Phu nit cho con bu

Domperidon bai tiét qua sira me va tré bi me nhan dugc it hon 0,1% liéu theo can ning cia
me. Cac tac dung bt loi, dic biét 1a tic dung trén tim mach véan c6 thé xay ra sau khi ba sira
me. Cin cin nhic loi ich cia biéc cho tré bu sita me va lgi ich cua viéc diéu tri cho me dé
quyét dinh ngimg cho con bu hay ngimg/tranh diéu tri bing domperidon. Cén than trong trong
truong hop c6 yéu t6 nguy co lam kéo dai khoang QT ¢ tré bu me.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Khong cé.

TAC DUNG KHONG MONG MUON:

R&i loan tim mach

Chuwa rd: loan nhip thit, kéo dai khoang QT, xodn dinh, dot tir do tim mach (Xem muc “Luu y
ddc biét va than trong khi sir dung”).

Téc dung khéng mong mudn khéc

Hiém gap, ADR <1/1000

Domperidon khé qua dugc hang rao méu - ndo va it co kha ning hon metoclopramid gay ra
cac tac dung & than kinh trung uong nhu phan img ngoai thap hodc budn ngi. Réi loan ngoai
thap va budn ngl xdy ra voi ty 1¢ rat thip va thuong do rdi loan tinh thdm cia hang rao mau -
ndo (tré dé non, tdn thurong mang nio) hoic do qua liéu. W
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Chay sira, rdi loan kinh nguyét, mit kinh, vii to hodc dau tirc vii do ting prolactin huyét thanh
c6 thé gip & ngudi bénh ding thudc lidu cao dai ngay.

Bdo cdo phan vng co hai

Béo cdo phan tmg c6 hai sau khi thude dugc cép phép luu hanh rit quan trong dé tiép tuc
gidm sat cén bc’mg loi ich/ nguy co cua thudc. Cén boy té can bao cdo tit ca phan tmg c6 hai
vé Trung tdm Qudc gia hodc Trung tdm khu vuc vé Thong tin thube va Theo ddi phan tmg c6
hai cua thudc.

Théng bdo cho thdy thuéc cdc tdc dung khéng mong muén gdp phai khi sir dung thuéc.

QUA LIEU - XU TRIi:

Trong trudmg hop qua liéu, can thyuc hién céc bién phap dicu tri tri¢u chimg ngay 1ap tirc. Nén
theo ddi dién tam do6 do c6 kha nang kéo dai khoang QT.

Xir tri ngd doc cdp va qua liéu: Gay loi niéu thim thau, rira da day, diéu trj triéu chimng.

PONG G()I Hop 10 vi x 10 vién.

BAO QUAN Noi kho réo, tranh dnh sang, nhiét do khong qua 30°C.
- TIEU CHUAN CHAT LU()'N G: Tiéu chuan nha san xuat.

HAN DUNG: 36 thang ké tir ngy san Xuét.

San xuat tai:

CONG TY TNHH DUQC PHAM DPAT VI PHU
(DAVI PHARM CO., LTD)

L6 M7A, Puong D17, Khu CN My Phuée 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh
Duong, Viét Nam.

Tel: 0650-3567689 Fax: 0650-3567688

cucC TRUONG
pTRUthG PHONG
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