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vién nén DOMPIL

(Domperidon 10 mg)
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(dudi dang Domperldon maleat)

- Té dugc: Low-substituted hydroxypropyl cellulose, cellulose vi tinh thé PH-101, natri starch glycolat, lactose, acid fumaric,
magnesi stearat, mau vang FD&C s 203.

DANG BAO CHE: Vién nén.

QUY CACH PONG GOI: Hop 10 vi x 10 vién.

CHIPINH

DOMPIL dugc chi dinh dé diéu tri triéu ching nén va budn nén, dic biét 1a & ngusi bénh dang diéutri bing thusc doc té bao, hodc khi

c6 cadm gidc chubng va nang viing thiugng vi, khé tiéu sau bifa an do thifc an cham xudng rudt.

uéu LUYNG VA CACH DUNG
Chinén st dung DOMPIL liéu th&p nhat cé hiéu qud va dung trong thdi gian can thiét ngdn nhat dé kiém soét nfm va buén ndn.

Nén udng DOMPIL trudc bita an (15 - 30 phat). Néu udng sau bifa &n, thuéc cé thé bj cham hdp thu.
Nguti bénh nén udng thudc vao thai gian 8 dinh. Néubj quén mét liéu, cé thé bé qua liéu dé va ti€p tuc ding thudc theo lich trinh
nhu ¢, khdng nén tang liéu gdp d6i dé bir cho lidu da quén.

- Thaigian diéutri tdi da khéng qua 1 tudn.

~ Ngudi lan, tré vi thanh nién(tit 12 twéi trd 1én, nang tir 35 kg trd 1én): 10 mg/ldn, ubng 1 - 3 1dn/ngay, tdi da 30 mg/ngay.

- Tré sasinh, tré nhd, tré em (dudi 12 twéi) va tré vi thanh nién can ning dudi 35 kg: Do can diing liéu chinh xac nén dang vién nén
khang thich hgp cho tré nhé va tré vi thanh nién can nang dudi 35 kg.

Ngudli bénh suy gan: DOMPIL chdng chi dinh vdi ngudi bénh suy gan trung binh va nang. C6 thé dung thuéc ma khéng can chinh
liéu & ngudi suy gan nhe.

Ngudi bénh suy than: Do thai gian ban thdi cia domperidon bj kéo dai & ngudsi suy than nang nén néu ding nhic lai, cin gidm sd
lan dung thudc Dompil xuéng con 1 - 2 |in/ngay va diéuchinh liéu tuy theo mic do suy than.

CH6NG CHi PINH
N6n sau mé.

Chay méu dungtiéu héa, tac rudt co hoc.

Tré duéi 1 tuéi.

Ding domperidon thudng xuyén hodc dai ngay.

Ngudi bénh bj suy gan tir trung binh dén nang.

Ngudi bénh c6 thai gian ddn truyén xung dong tim kéo dai (dac biét la khodng QT), réi loan can bing dién gidi rd rét, hodc mic cac

bénhtim mach nhu suy tim sung huyét.

Diing déng thi véi cac thudc |am kéo dai khodng QT, cac thubc tc ché CYP3A4 (bat ké c6 tac dong kéo dai khodng QT hay khong).
cANH BAO VA THAN TRONG

- Strdungthudc véi lieu thdp nhat c6 hidu qud 3 ngudi In va tré em.

- Thai gian ban thai cia domperidon bj kéo dai & nguéi suy than nang. Néu ding thuéc nhic lai, can gidm sé lan dung thudc xudng
con 1 =2 lan/ngay thy theo mic dé suy than. Cé thé diéu chinh liéu néu can (c6 thé gidm 30 - 50%).

- Domperidon c6 thé lam kéo dai khodng QT trén dién tim dé, lam ting nguy co xodn dinh, loan nhip thit nghiém trong ho3c dot ti
do tim mach. Nguy cd nay cao hon & ngudii bénh trén 60 tudi, hodc dung liéu trén 30 mg/ngay, hodc dang diing cac thuéic lam kéo
dai khodng QT, hodc thudc dc ch& CYP3A4. Ngudi bénh cin nhanh chéng béo cho béc si diéu tri cac triéu chidng trén tim mach.
Ngung didu trj va trao d6i lai véi bac si didutri khi thay cadc dduh iéu hodc trigu chiing lién quan dén loan nhip tim.

- Chéng chi dinh domperidone cho ngudi bénh c6 thdi gian din truyén xung dong tim kéo dai (dic biét 1a khodng QT), rfi loan cin
bang dién gidi ré rét (ha hodc tang kali méu, ha magnesi mau), nhip tim chdm hodc mdc cac bénh tim mach nhu suy tim sung huyét
do nguy co rGi loan nhip that. Rdi loan can bang dién gidi hoac cham nhip tim duge xem nhu la céc yéu t6 lam tang nguy co loan
nhip tim.

Khong dung domperidon qué 12 tuan cho ngudi bénh Parkinson vi c6 thé xudt hién cic tic dung c6 hai & thin kinh trung uong. Chi
dang cho ngudi bénh Parkinson khi céc bién phap chdng nén khic an toan hon khang cé téc dung.

Chay sira, rdi loan kinh nguyét, mét kinh, vi to hodc dau tide vii do ting prolactin huyét thanh c6 thé gap ¢ ngudi bénh dung thudc
liéucaodaingay.

SUDUNG G PHU NU CO THAI VA CHO CON BU
Chua c6.dit lieu day di vé viéc ding thude & phu nit cé thai. Vi vay, khéng khuyén céo dung thudc trong thai ky.

Domperidon bai ti€t qua sita me va tré b me nhan dugc it han 0,1% liéu theo can nang clia me. Cac tac dung ¢ hai, dac biétla tic
dung trén tim mach vin c6 thé xdy ra cho tré sau khi bé sita me. Cin can nhic viéc ngung thuic hodc ngung cho con b dya vao Igi
ich diéu trj d6i vai ngudi me. Than trong khi tré ba me c6 cac y&uté nguy colam kéo dai khodng QT.

TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Cacrdi loan ngoai thap va bubn ngli c6 thé xdy ra.
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Thudc gidi lo du: c6 thé dung chung véi domperidon. ! iCL: )S//trul

Thudc khang cholinergic: co thé lam gidm tac dung clia domperidon. N&u phai ph6i hop thudc; ¢6 thé ding atropin sau khi usng domperidon.

Thudc khéng acid hodc e ché tiét acid: néu cdn dung chung thi usng domperidon trudc bita &n va uéng céc thubc ndy sau bida n.

Chéng chi dinh phéi hgp véi:

¢ Thudc gay kéo dai khodng QT: thudc chdng loan nhip nhém IA (disopyramid, hydroquinidin; quinidin), thudc chdng loan nhip
nhém 11l (amiodaron, dofetilid, dronedaron, ibutilid, sotalol), thusc chéng loan thin (haloperidol, pimozid, sertindol), thudc chéng
trAm cdm (citalopram, escitalopram), khang sinh (erythromycin, levofloxacin, moxifloxacin, spiramycin), khang ndm
(pentamidin), khéng sot rét (halofantrin, lumefantrin), thudc duting tiéu hoa (cisaprid, dolasetron, prucaloprid), khang histamin
(mequitazin, mizolastin), thudc tri ung thit (toremifen, vandetanib, vincamin) va cic thudc khac (bepridil, diphemanil, methadon).

e Thudc tc ch& manh CYP3A4 (khéng phu thugc téc dong kéo dai khodng QT): thudc te ché protease (amprenavir, atazanavir,
fosamprenavir, indinavir, nelfinavir, ritonavir, saquinavir), khdng ndm nhém azol, mot vai macrolid (erythromycin,
clarithromycin, telithromycin) va thufc chdng non tc ché thy thé neurokinin-1 d nio.

Khong khuy&n cdo phdi hgp vdi cac thube dc ché CYP3A4 trung binh nhu diltiazem, verapamil, mot sd macrolid (roxithromycin).

Thén trong khi phdi hgp véi cac thudc gay cham nhip tim, ha kali mau va mdt s6 marcolid gop phén ﬁm kéo dai khodng QT nhu

azithromycin, roxithromycin (chdng chi dinh azithromycin vi tc ché CYP3A4 manh). ;

Luu y: Danh sach cacthudc trén la cac thude dai dién va khong day da.

TACDUNG PHU

Domperidon khé qua hang rao mau nao, it gay tac dung & thin kinh trung uong (phén (ing ngoai thap, buén ngd) han metoclopramid.
R6i loan ngoai thap va budn ngl xdy ra vai ty ¢ rdt thap, thudng do rdi loan tinh thdm hang rio méu ndo (tré dé non, t6n thuang mang
nao) hodc do qué liéu.

Thuong gap: khb miéng.

it gap: gidm hammudn, lodu; bubn ngl, dau diu; tiéu chdy; phétban, ngua; chdy sita, dau tdc vi; suy nhugc.

C6 thé xay ra: Roi loan tim mach, loan nhip that, dét t do tim mach, kéo dai QTc, xodn dinh; phdn dng phdn vé (s6c phdn vé); kich
dong, bon chdn; co giat, r8i loan ngoai thap; con xoay mdt; ndi mé day, phii mach; bi tiéu; vi to, mat kinh; xét nghiém chic nang
gan bdt thuding, tang prolactin mau.

Huéing dan xii tri: Ngung diéu tri va ap dung cac bién phap x|y phi hop.

Thﬂngbio cho béc si cdc tic dung phy gdp phai khi diing thuéc.
DU'UC LUCHQC

Domperidon 12 chat khang dopamin, cé tinh chat tuong ty nhu metoclopramid hydroclorid. Do thudc hau nhu khéng c6 téc dung
lén cac thy thé dopamin & nao nén domperidon khéng c6-dnh hudng léntam than va than kinh.

Domperidon kich thich nhu dong cia 8ng tiéu héa, Iam tang truong lic co thdt tim vi va lam ting bién dé md réng clia co thitmon
visau bira an, nhung lai khéng dnh hudng Ién sy bai tiét cda da day.

Thuéc dung dé diéu trj triéu chdng bubnindn va ndn cip, cd bubn ndn va ndn do diing levodopa hodc bromocriptin & ngudi bénh
Parkinson.

DU’O‘C PONG HQC

Domperidon dugc hdp thu & dudng tiéu héa, nhung c6 sinh kha dung dudng ufng thap (khodng 14% lac d6i) do chuyén héa budc
dduqua gan va chuyén héa 8 rudt. Sinh kha dung sau khi udng tiang lén r6 rét néuudng thudc 90 phat saukhi dn, nhung thdi gian dé
dat ndng do dinhtrong huyét tuong cham lai. Sinh kha dung dudng udng ting ty |18 thuan vdi liéu tr 10 dén 60 mg.

Thudc gdn vao protein huyét wiong 92 — 93%, chuyén héa rat nhanh va nhiéu nhé qué trinh hydroxyl héa va khi N-alkyl oxy hoa.

Domperidon hau nhukhéng qua hang rao méau nao.

Niia di thai trit & ngudi khde manh khodng 7,5 gid, kéo dai & ngudi suy thian. Domperidon dao thai theo phan va nudc tiéu, chii yéu
duéi dang céc chat chuyén héa: 30% liéu udng dao thdi theo nudc tiéu trong 24 gidy (0,4% |a dang khong dai); 66% dao thii theo
phantrong vong 4 ngay (10% la dang khong déi).

QUA LIEU VA XU TRi

Triéu chiing: Cac triéu chiing qua liéu thuong xdy ra ¢ tré nhé bao gdm cic triéu ching nhu kich dong, khong tinh téo, co giat, mat
phuong hudng, bubn ngti va cic phan tng ngoai thap.

Xir tri: Khdng c6 thudc gidi doc dac hiéu. Can ap dung ngay cac bién phép diéu tri triéu ching chudn, c6 thé gay Igi niéu thim thau
hodc rlfa da day. Nén theo déi dién tdm dé (ECG) do khodng QT c6 thé bj kéo dai. Theo déi ngudi bénhichat ché va didutri hé trg.
Cacthudc khiang cholinergic va chﬁ'ng parkinson ¢6 thé gitip cdi thién cac phdn ting ngoai thap.

KHUYEN CAO

Tranh xa tam tay tré em.
Doc ki hudng din sit dyng truéc khi ding.
Né&u can thém théng tin, xin hoi § ki€n bacsi.

BAO QUAN: Trong bao bi kin, & ndi khd, trénh 4nh sang, nhiét dé dudi 30°C.
HAN DUNG: 36 thang ké tif ngay sdn xuét.
TIEU CHUAN: TCCS



CONG TY TNHH DUQC PHAM SHINPOONG DAEWOO
Sg‘ Nha méy: 56 13, Buang 9A, KCN Bién Hoa II, P. An Binh,
X TP. Bién Hoa, Déng Nai, Viét Nam.
: Vin phdng: 58 29, Buding Ba Vi, Phudng 04, Quin Tan Binh, Tp HCM
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