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Dé xa tim tay tré em
DPoc kj huwéng dan sir dung trude khi ding
Néu cin thém thong tin, xin tham khdo § kién bdc sy
Dang bao ché: vién nén
MEDI-DOMPERIDONE
TRINH BAY: Hop 10 vi x 10 vién nén.
THANH PHAN: M&i vién nén c6 chia:

Domperidon: ................ SRRURRRMPRR Y | | -

(twong duong Domperldon maleat vevrerrennenns 12,7 M) ‘
B ELEa 1 Co e . S vd 1 vién nén.

(Tinh bt mi, Lactose, PVP K30, Natri starch glycolat, Talc, Magnesi stearat)

DUQC LUC HOC:

Domperidon la chat khang dopamin, c6 tinh chat twong tw nhu metoclopramid hydroclorid. Do
thuc hau nhu khong c6 tac dung Ién céc thu thé dopamin & ndo nén domperidon khéng ¢6 anh
hudng 1én tdm than va than kinh. Domperidon kich thich nhu déng cua éng tiéu hoa, lam ting
trrong luc co thit tm vi va lam ting bién d6 mo rong cia co thit mon vi sau bita an, nhung lai
khong anh hudng Ién sy bai tiét cia da day. Thudc ding dé diéu tri triéu chimg budn nén va noén

cép, ca budn non va nén do dung levodopa hodc bromocriptin & ngudi bénh Parkinson.

DUQC PONG HOC:

Domperidon dugc hap thu & dudng tiéu héa, nhung c6 kha dung sinh hoc dudng udng thap (& ngudi

doi chi vao khoang 14%) do chuyén héa budc dau cia thuée qua gan va chuyén héa & rudt. Sau khi

ubng hoc tiém bip khoang 30 phut thi dat dugc ndng do dinh trong huyét twong; con néu dit truc ”
trang thi sau 1 gio. Kha dung sinh hoc cua thude sau khi udng tang 1én rd rét néu udng thube 90 phit
sau khi an, nhung thoi gian dé dat néng do dinh trong huyét tuong thi cham lai. Kha dung sinh hoc 4
clia thudc, sau khi ubng, ting theo ty 1é thuan véi lidu tir 10 dén 60 mg. Vi ciing liéu nhu nhau, kha N
dung sinh hoc dudng tryc trang ciing tuong tu nhur dudong ubng. 92 dén 93% thudc gin vao protein
huyét twong. Thudc chuyén héa rit nhanh va nhidu nho qua trinh hydroxyl hoa va khir N - alkyl oxy
héa. Nura doi thai trir & ngudi khoe manh khoang 7.5 gid va kéo dai & nguoi suy chirc nang than.
Khong c6 hién tuong thude bi tich tu trong co thé do suy than, vi d0 thanh thai cua than thép hon
nhiéu so v&i d9 thanh thai toan phan cia huyét twong. Domperidon dao thai theo phén va nudc tiéu,
chii yéu duéi dang céc chit chuyén héa: 30% liéu udng dao thai theo nude tidu trong 24 gidr (0,4% 1a
dang nguyén ven); 66% dao thai theo phan trong vong 4 ngay (10% la dang nguyén ven).
Domperidon hau nhu khéng qua hang rao méu - néo.

CHI PINH:

Domperidon dugc chi dinh dé diéu tri triéu chirg non va budn non.

CHONG CHI PINH:

Domperidon cin chéng chi dinh trong nhitng trudong hop sau:

- N6n sau khi mé.

- Chay méu duong tiéu hoa.

- Tac ru(‘)t co hoc.
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- Tré nhé dudi 1 tudi.

- Ding domperidon thudng xuyén hodc dai ngay.

- Phu nir mang thai va cho con bu.

- Bénh nhan suy gan trung binh va néng.

- Bénh nhan c6 thoi gian din truyén xung dong tim kéo dai, ddc biét 1a khoang QT, bénh nhan ¢6 rdi

loan dién giai rd rét hodc bénh nhéan dang c6 bénh tim mach nhu suy tim sung huyét.

- Dung ddng thoi véi cac thude kéo dai khoang QT.

- Dung dong thai véi cac thude i ché CYP3A4 (khong phu thude téc dung kéo dai khoang QT). ﬁ 0063
LIEU DUNG-CACH DUNG: v

- Domperidon chi nén sir dung lidu thip nhét c6 hiéu qua trong thoi gian ngén nhit dé kiém soat non %%Nm
va budn nén. DUQC |
- Nén ubng domperidon trudc bira an. Néu udng sau bira an, thudc ¢6 thé bi cham hip thu. ME D]
Bénh nhan nén uéng thudc vao thoi gian ¢ dinh. Néu bj quén 1 liéu, ¢6 thé bo qua liéu d6 va tiép m
tuc ding thuéc theo lich trinh nhu cii. Khong nén tang lidu gap doi dé bu cho liéu da quén. S
Thoi gian didu tri t6i da khong nén vuot qué 1 tuan.

+  Ngudi 16n va tré vi thanh nién (tir 12 tudi trd 1én va cén niing tir 35kg trd 1€n):
Ubng 1 vién/lan, tdi da 3 lan/ngay.
Do can ding liéu chinh x4c nén dang bao ché vién nén khong thich hop cho tré nho va tré vj thanh
nién can nang dudi 35kg.

+ Bénh nhén suy gan:
Domperidon chéng chi dinh véi bénh nhéan suy gan trung binh va nang.
Khéng can diéu chinh lidu d6i v6i bénh nhan suy gan nhe.

+  Bénh nhan suy thén: e
Do thoi gian béan thai cia domperidon bi kéo dai & bénh nhan suy than néng nén néu dung nhéc lai, =
s6 1an dua thubc cuia domperidon can gidm xuéng con 1 dén 2 1an/ngay va higu chinh liéu tiy thude -
mirc d§ suy than. |
Hoiic theo sy chi dan cua thay thude. =
TUONG TAC THUOC : -
Tang nguy co kéo dai khoang QT do twong tac dugc dong hoc hodc duge luc hoc. -

Chéng chi dinh diing dong thoi véi cdc thubc sau:

Céc thude 1am kéo dai khoang QT:

- Thudc chdng loan nhip tim nhém IA (disopyramid, hydroquinidin, quinidin).

- Thubc chdng loan nhip tim nhém 111 (amiodaron, dofetilid, dronedaron, ibutilid, sotalol).
- Mot sb thude chéng loan than (haloperidol, pimozid, sertindol).

- Mt s6 thube chong tram cam (citalopram, escitalopram).

- Mt s6 thude khang sinh (erythromycin, levofloxacin, moxifloxacin, spiramycin).

- Mot s6 thude chéng nam (pentamidin).

- Mot sé thude diéu tri st rét (dic biét 1a halofantrin, lumefantri?l

- Mot s6 thude da day — rudt (cisaprid, dolasetron, prucaloprid).
B Mot sO thuoc khang histamin (mequ1tazm rruzolastm)
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MEeDISUN
- Mot sb thube diéu tri ung thu (toremifen, vandetanib, vincamin).
- Mot sé thude khéc (bepridil, diphemanil, methadon).
Chit (rc ché CYP3A4 manh (khong phu thude tac dung kéo dai khoang QT) :
- - Thudc trc ché protease.
- Thude chéng nim toan than nhém azol.
- Mot s6 thudc nhém macrolid (erythromycin, clarythromycin va telithromycin).
Khéng khuyén cdo diing dong thoi véi cdc thubc sau :
- Thubc trc ché CYP3A4 trung binh (diltiazem, verapamll) va mot sd thube nhém macrolid.
Str dung thdn trong khi diung dong thoi véi cdc thubc sau :
- Thubc cham nhip tim, thudc lam giam kali méu va mot sé thubc macrolid sau gop phan kéo dai
khoang QT: azithromycin va roxithromycin (chong chi dinh clarithromycin do la thude e ché
CYP3A4 manh).
THAN TRONG :
Sir dung than trong khi dung dong thoi véi céce thude sau :
Suy thén:
Thoi gian bén thai ciia domperidon bi kéo dai & bgnh nhén suy than nang. Trong treong hop dung
nhéc lai, tan suat dua domperidon can giam xubng con 1 dén 2 lan/ngdy ty thudc mirc dd suy than.
C6 thé hiéu chinh liéu néu can.
Téc dung trén tim mach:
o Domperidon lam kéo dai khoang QT trén dién tam dd. Trong qua trinh gidm sét hau mai, c6 rét it
bao céo vé kéo dai khoang QT va xodn dinh lién quan dén str dung domperidon Cac bao céo nay c6
céc yéu td nguy co gay nhiu nhu réi loan dién giai hay cac thudc dung ddng thoi.
- C4c nghién ciru dich € cho thdy domperidon c6 thé lam tang nguy co loan nhrp that nghiém trong
hoidc dot tir do tim mach. Nguy co nay cao hon déi v6i bénh nhén trén 60 tudi, bénh nhén dung liéu
hang ngay 16n hon 30 mg va bénh nhéan ding dong thoi thude kéo dai khoang QT hodc thude irc ché
CYP3A4.
- Sir dung domperidon véi liéu thap nhét c6 hiéu qua & ngudi lon va tré em.
- Chéng chi dinh domperidon cho nhiing benh nhan c6 thoi gian dén truyén xung dong tim kéo dai,
dic biét 1a khoang QT, bénh nhan ¢o rdi loan dién gu’u rd rét (ha kali mau, tang kali mau, ha
magnesi mau), nhip tim chdm hodc bénh nhan dang méc bénh tim mach nhu suy tim sung huyét do
nguy co r6i loan nhip that. R6i loan dién giai (ha kali mau, tang kali mau, ha magnesi mau) hoac
nhlp tim cham da dugc biét dén 1a yéu t6 1am ting nguy co loan nhlp tim.
- Cén ngimg diéu tri v6i domperidon va trao dbi lai can bd y t& néu co bét ki triéu chimg hay diu
hiéu nao lién quan dén rdi loan nhip tim.
- Khuyén bénh nhan nhanh chéng béo cdo céc tri¢u chimg trén tim mach.
PHU NU CO THAI VA CHO CON BU :
Phu nif cho con bu:
Domperldon bai tiét qua sita me va tré bi me nhan duoc it hon 0,1% lidu théo ¢an niing ciia me. Cac
tac dung bét loi, dac biét 1a tac dung trén tim mach van c6 thé xay ra sau khi tré bu sira me. Cén cén
nhic 1oi ich cta viéc cho tré ba sita me va loi ich cua viéc diéu tri cho me dé quyet dinh ngu‘ng cho
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con bt hay ngimg/tranh diéu tri bing domperidon. Can than trong trong trudng hop co yeu t6 nguy
co lam kéo dai khoang QT ¢ tré bu me.

TAC PONG CUA THUOC KHI LAI XE, VAN HANH MAY MOC :

Domperidon khong anh huéng hodc anh huéng khong dang ké dén kha ning diéu khién tau xe va
van hanh may moc.

QUA LIEU VA XU TRi :

Trong trudng hop qué liéu, cin thuc hién céc bién phéap diéu tri triéu chimg ngay 14p tirc. Nén theo
doi dién tdm d6 do c6 kha nang kéo dai khoang QT.

TAC DUNG KHONG MONG MUON:

- Réi loan tim mach.

- Chua rd: loan nhip thét, kéo dai khoang QT, xodn dinh, dot tir do tim mach.
Béo céo phan g c6 hai

Béo céo cée phan tmg c6 hai sau khi thude dugc cdp phép luu hanh rét quan trong dé tiép tuc giam
sat can bing loi ich/nguy co cia thubc. Can bo y té cin béo cdo tat ca cac phan (ng c6 hai vé trug
tdm qudc gia hodc trung tim khu vuc vé thong tin thudc va theo dai phan g c6 hai cua thudc.
Thong bao véi bac sy cac tac dung khong mong mu6n gip phai khi dung thude.

Bao quan: Noi kho thoang, nhiét do dusi 30°C, tranh 4nh sang.
Han ding: 36 thang ké tir ngay san xuat.
Khong dung qua thoi han ghi trén bao bi.
Tiéu chuén: TCCS s6 0650-002-2013
Logo cong ty: menoieun
Nha sén xuét: Cong ty C6 Phan Dugc Phim
Dia chi nha san xuét: 521 An Loi, Hoa Loi, B 7 nh Duong.
Dién thoai: 0650 3589036 — Fax: 0650 358929
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