RX - Thusc nay oht diing theo don thuéc Oién nén

DOMPERIDON

DE THUGC XA TAM TAY TRE EM.
BPOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

THONG BAO NGAY CHO BAC SY HOAC DUGC SY NHUNG TAC DUNG
KHONG MONG MUON GAP PHAI KHI SU DUNG THUGC.
THUGC NAY CHI DUNG THEO BON CUA BAC SY.

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC S¥

THANH PHAN CONG THUC THUGC: 1 vién
Thanh phén dugc chat: Domperidon (dudi dang Domperidon maleat).................ccco......... 10mg
Thanh phan ta dugc gém: Lactose, Tinh b6t ngd, Microcrystallin cellulose M101, Natri starch
glycolattype A, Povidon K30, Magnesi stearat, Colloidal silicon dioxid........ L7 - 1viénnén

DANG BAO CHE: vién nén

MO TA SAN PHAM: Vién nén tron mau trang, moét mat cé gach ngang, mot mét c6 chit Khaphar
va hinh dac biétdudc khac trén matvién, canhvathanh vién lanh l4n.

CHIDINH: Domperidon dugc chidinh d€ diéu tritriéu chiing nén va budn nén.

LIEU DUNG, CACH DUNG:

- Cach duing: Domperidon chf nén st dung liéu thdp nhat cé hiu qué trong thdi gian ngén nhat
dé kiém soat nén va buén non. Nén udng domperidon tru6c bia an. N&u udng sau biia an,
thudc c6 thé bi cham hap thu. B&nh nhan nén udng thuéc vao thai gian c& dinh. Néu bj quén 1
liéu, c6 thé bd qua liéu d6 va tiép tuc diing thudc theo lich trinh nhu ci. Khéng nén téng liu gap
d6i dé bu cho liéu da quén. Thai gian diéu tri t6i da khéng nénvugtqué 1 tuan.

-Liéudung:

Ngudi I6n va tré vj thanh nién (10 12 tudi tré 1én) va can nang tu 35kg tré Ién: vién 10mg, c6 thé
dinglén dén 3 lan/ngay, liéu t6i da 1a 30mg/ngay.

Tré so sinh, tré nhé, tré em (dudi 12 tudi) va tré vj thanh nién can nang dudi 35kg: Do can dung
liéu chinh x&c nén cac dang thuéc vién nén khong thich hgp cho tré nhd va tré vithanh nién can
nang duéi 35kg.

Bénh nhan suy gan: Domperidon chéng chi dinh vé6i bénh nhan suy gan trung binh va nang
(xem phén chéng chidinh). Khéng can hiéu chinh lidu déi véi bénk nhan suy gan nhe.

Bénh nhan suy than: Do thsi gian ban thai ciia domperidon bj kéo dai & bénh nhan suy than
nang nén néu dung nhic lai, s6 14n dua thudc cla domperidon can gidm xuéng con 1 dén 2
1&n/ngay va hiéu chinh lidu tay thudéc miic do suy than.

Khong co yéu cau déc biét vé xir Iy thudc sau khi st dung.

CHONG CHi BINH:

Domperidon ¢&n chéng chi dinh trong nhiing trusng hop sau:

No6n sau khimé. Chay mau dudng tiéu hod.

Téc rudtco hoc. Tré nhd dudi 1 tudi. Dung domperidon thudng xuyén hozc daingay.

Bénh nhan suy gan néng va trung binh (xem myc dugc dong hoc)

Bénh nhan c6 thai gian dan truyén xung dong tim kéo dai dac biét 1a khoang QT, bénh nhan c6
r6i loan dién gidi rd rét hoac bénh nhan dang c6 bénh tim mach nhu suy tim sung huyét.

Dung dong thai v6i cac thude kéo dai khoang QT (xem muc tudng tac thudc).

Dung déng thdi véi céc thudc tic chd CYP3A4 (khéng phy thudce tac dung kéo dai khoang QT)
(xem muc tuong tac thuéc).

CANH BAO VA THAN TRONG KHI SUDUNG THUBC:

Thudc c6 chia lactose nén bénh nhan mic cac rdi loan di truyén hi€m gép vé dung nap
galactose, chiing thiéu hyt lactose Lapp hozc r6i loan h&p thu glucose-galactose khéng nén si
dung thudc nay.

Suy than: Théi gian ban thai clia domperidon bi kéo dai & bénh nhan suy than ning. Trong
trudng hop dung nhéc lai, tdn sudt dua domperidon can gi&m xudng con 1 dén 2 lan/ngay tay
thudc muc dé suy than. Cé thé hiéu chinh liéu néu can.

Téc dung trén tim mach: Domperidon lam kéo dai kho&ng QT trén dién tam d6. Trong quatrinh
giam sat hau mai, c6 rat it bao cdo vé kéo daj kho&ng QT va xo&n dinh lién quan dén sir dung
domperidon. Cac béo cdo nay cé céc y&u t6 nguy ca gay nhidu nhu réi loan dién giai hay cac
thudc diing déng thdi (xem muc tac dung khéng mong muén).

Céc nghién ciu dich t& cho thay domperidon c6 thé lam tang nguy cg loan nhip that nghiém
trong hodc dot td do tim mach (xem muc tac dung khéng mong muén). Nguy co nay cao hon déi
v8ibénh nhan trén 60 tudi, bénh nhan dung liéu hiing ngay 16n hon 30mg va bénh nhan ding
dong thai thudc kéo dai khoang QT hodc thudc tic ché CYP3A4.

Sl dung domperidon véi liéu th&p nhat cé higu qua & ngudilénvatré em.

Chéng chi dinh domperidon cho nhiing bénh nhan ¢6 thai gian dan truyén xung dong tim kéo
dai, dic biét 1a khoadng QT, bénh nhan cé roi loan dién gidi ro rét (ha kali mau, tang kali mau, ha
magnesi mau), nhip tim cham hoac bénh nhan dang méc bénh tim mach nhu suy tim sung
huyét do nguy ca réi loan nhip that (xem phan ch8ng chi dinh). Réi loan dién giai (ha kali mau,
téng kali mau, ha magnesi mau) hodc nhip tim cham da dudc biét dén Ia yéu t6 lam tang nguy
cdloan nhip tim.

Cén ngting diéu trj véi domperidon va trao di lai véi can b y t& néu co bat ky triéu ching hay
d&u hiéu nao lién quan dén r8iloan nhip tim.

Khuyén bénh nhan nhanh chéng bao céo céc triéu chiing trén tim mach.

SUDUNG CHOPHY NU CO THAI VA CHO CON BU:

Phu ni c6 thai: Domperidon khéng gay quaéi thai, tuy nhién dé an toan, tranh dung cho phu nit
cé thai.

Phu ni cho con bti: Domperidon bai tiét qua sita me va tré bu me nhan dugc it hon 0,1% liéu
theo can nang clia me. Cac tac dung bt Igi, d4c biétla tac dung trén tim mach van c6 thé xay ra
sau khi tré b sitame. Can can nhic Igi ich clia viéccho tré bu sita me va Igiich clia viéc diéu trj
cho me dé quyét dinh ngting cho con bu hay ngiing/tranh diéu tri bang domperidon. Can than
trong trong trudng hop c6 y&u t& nguy cdlam kéo daikhoang QT &tré b me.




TUGNG TAC, TUONG KY CUA THUOC:

Cac thudc khang cholinergic c6 thé tc ché tac dung clia domperidon. N&u budc phai ding két
hop véicac thude nay thi co thé dung atropin sau khi da cho usng domperidon.

N&u dung domperidon cling vdi cac thudc khang acid hoac thudc tic ché tiét acid thi phai ung
domperidon trudc blta an va phai uéng cac thuéc khang acid hodc thudc tic ché tiét acid sau
blia an.

Tang nguy cd kéo dai khodng QT do tuong tac dugc déng hoc hoéc dugc Iyc hoc.

Chéng chidinh dung déng thdi véi cac thuée sau:

Cac thudc lam kéo daikhoang QT

+Thudc chéng loan nhip tim nhém IA (vi du: disopyramid, hydroquinidin, quinidin)

+ Thudc chéng loan nhip tim nhém 111 (vidy: amiodaron, dofetilid, dronedaron, ibutilid, sotalol)

+ Mot s6 thude chdng loan than (vi du: haloperidol, pimozid, sertindol)

+ Mot s6 thude chéng tram cam (vidu: citalopram, escitalopram)

+ M6t s6 thuSc khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin)
+M0bt s6 thude chdng ndm (vidu: pentamidin)

+MO0t s6 thuGe diéu tri s6t rét (d4c biét Ia halofantrin, lumefantrin)

+ MO0t s6 thuSe da day-rudt (vidu: cisaprid, dolasetron, prucaloprid)

+ M0t s6 thude khang histamin (vi du: mequitazin, mizolastin)

+Mot s6 thube diéu tri ung thu (vi dy: toremifen, vandetanib, vincamin)

+ Mot s6 thudc khac (vi du: bepridil, diphemanil, mathadon)

(xem muc ch&ng chidinh)

Chat tic ché CYP3A4 manh (khéng phy thudc tac dung kéo dai khoang QT), vidu:

+ Thudc tc ché protease

+ Thu8c chdng ndm toan than nhém azol

+ Mot s6 thuéc nhém macrolid (erythromycin, clarithromycin va telithromycin)

(xem muyc chéng chidinh)

Khéng khuyén cdo dung déng théi véi cac thudc sau:

Thu6c tic ch€ CYP3A4 trung binh, vi dy: diltiazem, verapamil va mot s thuéc nhém macrolid.
(xem muc chdng chidinh)

St dung than trong khi ding déng thdi véi cdc thudc sau:

Thudc cham nhip tim, thudc lam gidm kali m&u va mot s6 thudc macrolid sau gép phan lam
kéo dai khodng QT: Azithromycin va roxithromycin (chéng chi dinh clarithromycin do & thuéc
tic ché CYP3A4 manh).

Danh séch cac chét & trén 1a céc thudc dai dién va khong day da.

Do khdng c6 cac nghién ctiu vé tinh tuong ky cla thudc, khéng tron 1an thubc nay véi cac
thudc khac.

TAC DUNG KHONG MONG MUGN CUA THUOC:

R&iloan tim mach.

Chua rd: Loan nhip that, kéo dai khodng QT, xoén dinh, dét tif do tim mach (xem muc canh bao
vathantrong)

Chay sira, réi loan kinh nguyét, mét kinh, vt to hodc dau tc va do tang prolactin huyét thanh
c6thé gap & ngudi bénh dung thudc liéu cao dai ngay.

Béo cédo phan (ing c6 hai: Béo céo phan (ing cé hai sau khi thudc dugc cap phép luu hanh rat
quan trong dé ti€p tuc gidm sét can bang Igi fich/nguy co clia thudc. Cén bd y t& cdn bao céo tAt
ca phan Ung c6 hai vé Trung tdm Quéc gia hodc Trung tdm khu viic vé Thong tin thudc va theo
ddi phén tng cé hai clia thudc.

QUA LIEU VA CACH XU TRi:

Trong trudng hgp qué liéu, can thyc hién céc bién phap diéu tri triéu chiing ngay 1ap tdc. Nén
theo d&i dién tdm dé do c6 kha nang kéo dai khoang QT.

THONG TIN VE DUGC LY, LAM SANG:

1.Pac tinh dugc luc hoc:

Nhém dugc ly: Thuéc chéng nén, ma ATC: AO3F A03

Téac dung va cd ché chinh: thuéc khang Dopamin.

Domperidon la chét khang dopamin, c6 tinh chét tuong tu nhu metoclopramid hydroclorid. Do
thudc hau nhu khéng c6 tac dung Ién céc thy thé dopamin & ndo nén Domperidon khdng c6 anh
huéng 1&n tam than va than kinh. Domperidon kich thich nhu déng clia 6ng tiéu héa, lam tang
truong Iyc cd thét tam vi lam tang bién do mé rong clia co th&t mon vi sau bira n, nhung khéng
anh hudng 1&n sy bai tiét clia da day. Thudc ding dé diéu tri triéu chiing buén nén va non cép.

2. Pac tinh dugc dong hoc:

H&p thu: Domperidon dugc hap thu & dudng tiéu héa.

Phan bd, chuyén héa: Do thuéc phan bé va chuyén héa budc dau qua gan va chuyén hoa &
rudt nén c6 sinh kha dung thdp (6 ngudi déi khoang 14% va tang 1&n nhiéu néu udng thuéc 90
phut sau khi &n nhung thdi gian dé dat dugc ndng do dinh trong huyét tuong thi cham lai. Kha
dung sinh hoc cla thudc, sau khi udng, téng theo ty 1& thuan vdi liéu tii 10 — 60 mg. Thudc
chuyén héa nhanh va nhiéu nhd vao qua trinh hydroxyl héa va N - alkyl oxyd héa. Domperidon
h&u nhu khéng qua hang rao mau néo.

Thai trii: thudc chi yéu thai trir theo phan va nuéc tiu phan I6n dusi dang cac chét chuyén héa:

* 66% thai tri theo phan trong vong 4 ngay (10% dudi dang nguyén ven)

* 30% thai trif theo nudc tiéu trong vong 24 gid (0,4% dudi dang nguyén ven)

NUra ddi thai trir & ngudi khée manh khoadng 7h30' va kéo dai & ngudi suy chic nang than
nhung khéng c6 hién tugng thudc tich tu trong co thé do suy than.

QUY CACH DONG GOI: Hop 10 vix 10 vién nén, Chai 200 vién nén

BAO QUAN - HAN DUNG:

B&o quan: Dwi 30°C, noi kho réo, tranh anh sang.

Han diing: 36 thang ké tif ngay san xuat.

Tiéu chudn: DBVN V.

San xuat tai: ) J
CONG TY CO PHAN DUGC PHAM KHANH HOA
WHO - Gmp  Budng 2/4, Khém Bong Béc, Phudng Vinh Hoa, TP. Nha Trang, Tinh Khanh Hoa




