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Specification: DBVN IV
Storage: Keep in a dry place, below 30°C, protected from light
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TO HUONG DAN SU DUNG THUOC
VIEN NEN BAO PHIM HADILIUM
1. Cong thirc: Cho 1 vién

Domperidon
twong duong Domperidon maleat 12,72 mg 10 mg
Ta dugc vira du 1 vién
(Lactose, Tinh bot my, Povidon, Talc, Magnesi stearat, Hydroxypropy!
methylcellulose, Polyethylen glycol)

2. Trinh bay: Hop 10 vi x 10 vién.

3. Pic tinh dwgce lwe hoc:
Domperidon maleat: 1a chat khang dopamin, c6 tinh chét teong ty nhu Metoclopramid
hydroclorid. Do thuéc hdu nhu khéng c6 tac dung 1én céc thu thé dopamin & ndo nén
domperidon khong c¢é anh huéng 1én tim than va thin kinh. Domperidon kich thich nhu
dong ciia dng tidu hoa, 1am ting truong luc co thit tim vi va lam tang bién do mé rong
ctia co thit mén vi sau bita n, nhung lai khong anh hudng 1én sy bai tiét cia da day.
Thude ding dé diéu tri triéu chirng budn nén va ndn cép, ca budn ndn va non do ding
levodopa hodc bromocriptin & ngudi bénh Parkinson.

4. Dic tinh dwgc dong hoc: )
Domperidon dugc hap thu & duong ti€u hdéa, nhung c6 kha dung sinh hoc dudong udng

thdp ( & ngudi doi chi vao khoang 14% ) do chuyén héa bude dau cia thubc qua gan va
chuyén héa & rudt. Sau khi udng khoang 30 phiit thi dat dugc néng do dinh trong huyét
twrong. Kha dung sinh hoc cia thudc ting 1én rd rét néu udng thude 90 phut sau khi in,
nhung thoi gian dé dat nong do dinh trong huyét turong thi cham lai. Kha dung sinh hoc
cta thudc, sau khi udng, tang theo ti 1¢ thuan véi lidu tir 10 mg dén 60 mg. 92 dén 93%
thuc gin vao protein huyét twong. Thudc chuyén hoa rit nhanh va nhiéu nho qua trinh
hydroxyl héa va khir N-alkyl oxy hoa. Nira doi thai trir & ngudi khée manh khoang 7,5
gi® va kéo dai & nguoi suy chirc nang than. Khong c6 hién tuong thude bi tich tu trong co
thé do suy than, vi do thanh thai ciia than thdp hon nhiéu so v6i do thanh thai toan phan
ctia huyét tuong. Domperidon dao thai theo phin va nudc tiéu, chi yéu dudi dang cac
chit chuyén hoa: 30% liéu ubng dao thai theo nudc tiéu trong 24 gio ( 0,4% la dang
nguyén ven); 66% dao thai theo phén trong vong 4 ngay ( 10% la dang nguyén ven).
Domperidon hau nhu khong qua hang rao mau — ndo.
5. Chi dinh:

Hadilium duogc chi dinh d€ diéu tri triéu chirng nén va budén non. %/
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6. Chéng chi dinh:
- Non sau khi md.
- Chay méu duong tiéu hoéa.
- Téc rudt co hoc.
- Tré nhé dui 1 tudi.
- Dung domperidon thudng xuyén hoac dai ngay.
- Bénh nhan suy gan trung binh va nang (xem muc Dugc dong hoc).
- Bénh nhén c6 thoi gian dan truyén xung dong tim kéo dai, dic biét la khoang QT, bénh
nhan c6 rdi loan dién gidi rd rét hodc bénh nhan dang c6 bénh tim mach nhu suy tim sung
huyét.
- Diing ddng thoi véi cac thude kéo dai khoang QT (xem muc Tuong tac thudc).
- Ding dong thoi véi cac thube e ché CYP3A4 (khéng phu thugc tac dung kéo dai
khoang QT) (xem muc Twong tac thubc).
7. Canh bdo va thin trong khi sir dung thudc

- Chi dugc dung domperidon khong qua 12 tudn cho ngudi bénh Parkinson. C6 thé xuét
hién c4c tic dung c6 hai & than kinh trung wong. Chi dung domperidon cho ngudi bénh
Parkinson khi cac bién phap chéng nén khéc, an toan hon khong c6 tac dung.

Phai giam 30 — 50% liéu & ngudi bénh suy than va cho uéng thudc 1am nhiéu 1an trong
ngay.

- Suy thén: Thoi gian ban thai cia domperidon bi kéo dai & bénh nhan suy thén nang.
Trong truong hop dung nhic lai, tAn suét dua domperidon can giam xudng con 1 dén 2
lan/ngay tiy thudc mirc d6 suy than. C6 thé hiéu chinh lidu néu can. in
- Tac dung trén tim mach: Domperidon lam kéo dai khoang QT trén dién tdm d6. Trong

qua trinh giam sat hu mai, c6 rat it bao cdo vé kéo dai khoang QT va xodn dinh lién quan

dén sir dung domperidon. Cac bdo cdo nay co cac yéu té nguy co gdy nhidu nhu ri loan

dién giai hay cac thuc ding dong thoi (xem muc Tac dung khong mong mudn).

Céc nghién ctru dich t& cho thdy domperidon c6 thé 1am ting nguy co loan nhip that
nghiém trong hodc dot tir do tim mach (xem muc Tac dung khéng mong muén). Nguy co
nay cao hon dbi véi bénh nhén trén 60 tudi, bénh nhan dung liéu hang ngay 16n hon 30mg
va bénh nhan ding dong thoi thude kéo dai khoang QT hodc thudc trc ché CYP3A4.

Str dung domperidon véi licu thap nhat ¢6 hiéu qua & ngudi 16n va tré em.

Chdng chi dinh domperidon cho nhitng bénh nhan c6 thoi gian din truyén xung dong tim

kéo dai, ddc biét 1a khoang QT, bénh nhan c6 rdi loan dién giai ro rét (ha kali mau, tang

kali mau, ha magnesi méu), nhip tim chdm hodc bénh nhén dang mic bénh tim mach nhu

suy tim sung huyét do nguy co rdi loan nhip that (xem phan Chdng chi dinh). Réi loan

dién giai (ha kali mau, tang kali mau, ha magnesi méau) hoéc nhip tim cham da duoc biét @
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dén 12 yéu t6 1am tang nguy co loan nhip tim.

Can ngimg diéu trj voi domperidon va trao d6i lai véi can bd y té néu c6 bét ky triéu
chimg hay d4u hiéu nao lién quan dén rdi loan nhip tim.

Khuyén bénh nhén nhanh chéng béo céo céc triéu ching trén tim mach.

8. Thoi ky mang thai
Domperidon khong gy quai thai. Tuy nhién, dé an toan, tranh dung thudc cho ngudi
mang thai.

9. Thei ky cho con bi

Domperidon bai tiét qua sifa me va tré bi me nhén dugc it hon 0,1% liéu theo cin nang
cia me. Cac tac dung bat loi, dac biét 1a tac dung trén tim mach vén c6 thé xay ra sau khi
tré bu sira me. Can can nhéc lgi ich ciia viéc cho tré bu sita me va lgi ich cua viée diéu tri
cho me dé quyét dinh ngimg cho con bu hay ngirmng/tranh diéu tri bang domperidon. Cin
than trong trong trudng hop c6 yéu td nguy co lam kéo dai khoang QT & tré ba me.

10. Tac dung khong mong muon(ADR)
Hiém gip, ADR < 1/1000
Domperidon khé qua dugce hang rao méu — ndo va it c6 kha nang hon metoclopramid gay
ra cic tic dung & than kinh trung wong nhu phan tng ngoai thap hodc budn ngi. Réi loan
ngoai thap va budn ngu xay ra voi ty 1€ rat thap va thuong do ri loan tinh thim ciia hang
rao méu — ndo( tré dé non, ton throng mang nio) hoic do qua lidu.
Chay sfra, r6i loan kinh nguyét, mat kinh, vii to hodc dau tirc via do ting prolactin huyét

thanh c6 thé gip & ngudi bénh ding thude lidu cao dai ngay.

R6i loan tim mach

Chura rd: loan nhip thét, kéo dai khoang QT, xodn dinh, dot tir do tim mach (xem muc
Canh bao va than trong)

Nguy co loan nhip that nghiém trong hodc dot tir do tim mach cao hon & bénh nhén dung

lidu hang ngay 16n hon 30mg va bénh nhan trén 60 tudi.

B4o céo phan trng ¢6 hai

Béo cdo phéan mg c6 hai sau khi thubc dugc cp phép luu hanh rat quan trong dé tiép tuc
giam sat can bang loi Jich/nguy co cua thube. Can bd Y. té cin bao cdo tit ca phan tng c6
hai vé Trung tdm Quoc gia hodc Trung tdm khu vuc vé Thong tin thubc va Theo ddi phan
ung co hai cua thude.

Théng bdo cho Bdc sy nhiing tdc dung khong mong muén gdp phai khi sir dung thuéc.
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11. Hwémg din cach xir tri ADR
Ngirng dung thude.
12. Li¢u hrgng va cach ding

Hadilium chi nén sir dung lidu thip nhét c6 hiéu qua trong thoi gian ngén nhat dé kiém
so4t nén va budn nén.

Nén udng Hadilium truéc bira an. Néu udng sau bira in, thudc c6 thé bi chdm hép thu.
Bénh nhén nén uong thube vao thoi gian ¢ dinh. Néu bi quén 1 11eu c6 thé bo qua liéu do
va tiép tuc dung thudc theo lich trinh nhu ci. Khong nén tang lidu gip doi dé bu cho liéu
da quén.

Thoi gian diéu tri t6i da khong nén vuot qua mot tuan.

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

Vién 10mg, c6 thé ding 1én dén 3 1an/ngay, liéu téi da 1a 30mg/ngay.di ngu.

Tré so sinh, tré nho, tré em (dudi 12 tudi) va tré vi thanh nién cin ning duédi 35ke:

Do céan dung liéu chinh x4c nén céc dang thudc vién nén, vién sui, vién dan khong thich
hop cho tré nhd va tré vi thanh nién can nang dudi 35kg.
Bénh nhéan suy gan:

Hadilium chéng chi dinh v6i bénh nhan suy gan trung binh va ning (xem phan chdng chi
dinh). Khong can hiéu chinh liéu ddi v6i bénh nhéan suy gan nhe.

Bénh nhén suy than:

Do thoi gian ban thai cia domperidon bi kéo dai ¢ bénh nhén suy thén nang nén néu ding
nhéc lai, s 1dn dwa thuéc cia Hadilium cin giam xubng con 1 dén 2 lan/ngay va hiéu
chinh liéu tuy thudc mire do suy than.

13. Twong tac thude
C6 thé dung domperidon cling véi cac thudc giai lo.
Céc thube khang cholinergic co thé trc ché tac dung ciia domperidon. Néu budc phai dung
két hop véi cac thudc nay thi c6 thé dung atropin sau khi da cho ubng domperidon.

Néu dung domperidon ciing céc thubc khang acid hozc thudc e ché tiét acid sau bira an.
Ting nguy co kéo dai khoang QT do twong tac duge dong hoc hodc dugc lyc hoc

Chéng chi dinh dung ddng thoi véi cic thudc sau

Céc thudc 1am kéo dai khoang QT
- Thuéc chdng loan nhip tim nhém IA. (vi du: disopyramid, hydroquinidin, quinidin)

- Thude chéng loan nhip tim nhém III (vi du: amiodaron, dofetilid, dronedaron, ibutilid,

¥
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sotalol)

- Mot s thube chéng loan than (vi du: haloperidol, pimozid, sertindol)

- Mot s thude chdng trdm cam (vi du: citalopram, escitalopram)

- Mot s6 thube khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin)
- Mot sb thube chéng ndm (vi du: pentamidin)

- Mot s6 thude didu tri sbt rét (ddc biét 1a halofantrin, lumefantrin)

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

- Mot sb thude khéng histamin (vi du: mequitazin, mizolastin)

- Mot s6 thude diéu tri ung thu (vi du: toremifen, vandetanib, vincamin)

- Mot s6 thude khac (vi du: bepridil, diphemanil, methadon)

(Xem muc Chéng chi dinh)

Cht trc ché CYP3A4 manh (khong phu thudc tac dung kéo dai khoang QT), vi du:

- Thude trc ché protease

- Thubc chdng ndm toan than nhém azol

- Mot sé thudc nhém macrolid (erythromycin, clarithromycin va telithromycin)
(Xem muc Chéng chi dinh)

Khong khuyén cdo dung ddng thdi véi cac thude sau

Thube rc ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mét sb thuéc nhém

macrolid.
(Xem muc Chéng chi dinh)

St dung than trong khi dung ddng thoi véi cac thude sau

Thudc chdm nhip tim, thube 1am giam kali mau va mot sb thpéc macrolid sau gép phén
l1am kéo dai khoang QT: azithromycin va roxithromycin (chong chi dinh clarithromycin

do 1a thudc rc ché CYP3A4 manh)
Danh séch cac chat & trén 1a cac thudc dai dién va khong day du

14. Twong ky

Hau nhu khong c6 tuong ky véi cac thude khac
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15. Qua lidu va xir tri
Trong truong hop qué liu, cin thuc hién cac bién phap didu tri triéu chimg ngay lap tarc.
Xir tri ngd doc cdp va qua lidu: Gay loi niéu thim thiu, rira da day, diéu trj triéu ching.
Nén theo ddi dién tdm dd do c6 kha ning kéo dai khoang QT.

16. Han dung: 36 thang ké tir ngay san xuét.

17.Béo quan: Noi khé mdt, nhiét dé dudi 30 °C, trdnh dnh sdng.

oA Z r o A I"\ 2
18. Tiéu chuan ap dung: Tiéu chuan co sd.

PE THUOC XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN CUA BAC SY

/a CONG TY CO PHAN DUQC HA TINH

167 Ha Huy Tép, TP. Ha Tinh
HADIPHAR PT: 0393 854617- 3 855906 Fax: 3856821
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