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Thanh phan: MBI vién nén chua

Domperidan maleat

{tuong duong Domperidon .

Ta durgre vd

D6 xa tAm tay tré em
1274mg Boc ky huwng din sir dyng trudr khi dung
1amg)

1 vign

Chi djnh - Chéng ehi djnh - ﬁc dyng khong

mong muédn - Thin treng - Lidu dang, céch
ding va cdc théng tin khac: Xin doc trong 1o

hiréing din st dung

Béo quan: Nhiét d6 diedd 30°C. trénh dm va

anh sang

Dugre phlm Agimexpharm
Thiti Hoc, P M§ Binh. TP Long Xuyén, An Giang
Chi nhanh C ty CP Durgee phiim Agimexpharm -
iny may san xudl Dirgc phim Agimexpharm
rorg Phung, K Tharh An. P. kM Thix
Cuydn, An Glang

Hap 10 i x 10 vién nén

AGIMOTI

Composition: Each tablet contains:

Domperidane maleats

(equivalent to Domperidones NGl

Excipients q.5
Indications

AGIMOTI'

. Domperidon maleat........... 12,74mg
(twong dwong Domperidon...10mg)

- Contraindications
effects - Precautions - Dosage - Administration

Keap out of reach of chiidren
12.7dmg Read carefully the instructions before use
1 tablet

i phmm Pmm mmcal Joini-Stock Company
L M-

- Undesirabie Wy Binh Wik, Long Xuyen City

and other information: Read the leaflet Insen
Storage: Protect from humidity and light

below 30°C
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TO HUONG DAN SU DUNG

®
AGIMOTI
Thanh phan: Mbi vién nén chira:
+ EIOIPETIION MBCHE .o uivvivsvsvsnsvimmaia s v R S e, 12,74mg
(twong duong Domperidon ........cc.eviiiiiiiiiiiiiiiiii e 10mg)
DRI & i o s A S S SN A A T e SR R T 1 vién.

(Lactose, Tinh bdt ngd, Tinh bdt mi, Natri starch glycolat, Magnesi stearat). ’”1,7
Qui cach déng goéi: Hop 10 vi x 10 vién nén.
Chi dinh: Agimoti dugc chi dinh dé diéu tri triéu chirmg non va budn nén.

Liéu lwgng va cich ding: ‘
Agimoti chi nén str dung liéu thdp nhét c6 hiéu qua trong thoi gian ngin nhét dé kiém soat nén va budn
nén.

Nén ubng Aglmotl trude bira dn. Néu udng sau bira an, thu6c c6 thé bi cham hap thu.

Bénh nhan nén udng thudc vao thoi gian cb dinh. Néu b; quén 1 liéu, c6 the bo qua liéu d6 va tiép tuc
dung thudc theo llch trinh nhu ci. Khong nén ting lleu glp do6i dé bu cho liéu da quén.
Thoi gian diéu tri t6i da khong nén vuot qué mot tudn.

»Ngudi [on va tré vi thanh nién (tu 12 tudi trés len va can ning tir 35kg tro 1én):

Ubng 1 vién/ 1an, c6 thé 1én dén 3 lanf’ngay, lidu tdi da 12 3 vién (30mg)/ngay.

)Tre em (dudi 12 tudi) va tré vi thanh nién cén nang dudi 35kg:

Do cén dung liéu chinh xac nén dang thudc vién khong thich hgp cho tré nhd va tré vi thanh nig
ning dudi 35kg. Nén diing Agimoti dang hon dich cho tré em.
>B¢nh nhan suy gan:

hiéu chinh liéu ddi véi bénh nhén suy gan nhe.
»Bénh nhén suy than:

Do thoi glan béan thai cua dompendon bi kéo dai & bénh nhan suy than ning nén néu dung nhéc lai, so
dung thudc clia Agimoti can giam xudng con 1 dén 2 lan/ngay va hiéu chinh liéu tiy thude mic do suy

thén. o
Chong chi d;nh Domperidon cén chong chi dinh trong nhing truo*ng hop sau: x

- Mén cam véi domperldon hodc bét cir thanh phan nao cua thude.

- No6n sau khi mo, chay mau dudng tiéu hoda, tic rudt co hoc.

- Bénh nhan suy gan trung binh va nﬁng (xem muc Dugc dong hoc).

- Bénh nhan c6 thdi gian din truyén xung dong tim kéo dai, dic biét la khoémg QT, bénh nhan c6 rbi loan

dién gidi rd rét hodc bénh nhan dang cé bénh tim mach nhu suy tim sung huyet &1 v\
- Ding dong thdi véi cac thube kéo dai khoéng QT (xem muc Tuong tac thudc). e
- Ding ddng thoi véi céc thude e ché CYP3A4 (khong phu thudc tac dung kéo dai khoang QT) (xem

muc Tuon g tac thuoc)

- Dung phoi hqp v6i céc chat chdng nén trc ché thu thé neurokinin - 1 & ndo.

- U tuyén yén tiét prolactin (prolactinome).

- Phu nir mang thai hodc dang cho con bu.

Canh bdo va thin trong khi sir dung thude

- Khéng dung domperidon thuong xuyén hodc dai ngay.

- Chi dugc dung domperidon khéng qué 12 tudn cho ngudi bénh Parkinson. C6 thé xuét hién cac tac dung
¢6 hai & than kinh trung wong. Chi diing domperidon cho ngudi bénh Parkinson khi cac bién phap chong
non khéc an toan hon nhung khong c6 tac dung.

Suy thén
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Thai gian ban thai cua domperidon bj kéo dai & bg¢nh nhan suy than nang. Trong truong hop dung nhéc
lai, tan suat dua domperidon cin giam xudng con 1 dén 2 1an/ngay tiy thudc mirc d¢ suy than. C6 thé
hiéu chinh liéu néu can.

- Phai giam 30 - 50% liéu & ngudi suy thén va cho ubng thudc 1am nhiéu lan trong ngay.

Téc dung trén tim mach

D‘omperidon lam kéo dai khoang QT trén dién tdm dd. Trong qua trinh gidm sat hau mai, ¢6 rat it béo céo
vé kéo dai khoang QT va xoén dinh lién quan dén sir dung domperidon. Céc bao céo ndy c6 cac yéu to
nguy co gay nhiéu nhur réi loan dién giai hay cac thubc ding ddng thdi (xem muyc Téc dung khong mong
muon).

Céc nghién ctru dich & cho thdy domperidon ¢6 thé lam ting nguy co loan nhip that nghiém trong hodc
dot tr do tim mach (xem muyc T4c dung khong mong mubn). Nguy co nay cao hon ddi v6i bénh nhan trén
60 tudi, bénh nhan dung liéu hang ngay 16n hon 30mg va bénh nhén dung ddng thoi thude kéo dai khodng
QT hoic thude tre ché CYP3A4.

Sir dung domperidon v&i liéu thép nhét c6 higu qua & ngudi 16n va tré em. w
Chéng chi dinh domperidon cho nhiing bénh nhén c6 thoi gian dan truyén xung dong tim kéo dai, dic
biét la khoang QT, bénh nhén c6 rdi loan dién giai rd rét (ha kali mau, tang kali mau, ha ma esi mau),
nhjp tim cham ho#c bénh nhén dang méc bénh tim mach nhu suy tim sung huyét do nguy co roi loan nhip
thét (xem phan Chéng chi dinh). Ri loan dién gidi (ha kali mdu, tang kali mau, ha magnesi méau) hoic
nhip tim cham da dugc biét dén 12 yéu t6 lam ting nguy co loan nhip tim.

Cn ngirng diéu tri v6i domperidon va trao i lai véi can bd y té néu c6 bat ky trigu chimg hay d4u higu
nao lién quan dén rdi loan nhip tim.

Khuyén bénh nhan nhanh chéng bao c4o cac triéu ching trén tim mach.

Twong tac thube:
Cac thube khang cholinergic c6 thé (e ché tac dung cia AGIMOTL. Néu budc phai ding két hop véi céc
thuc nay thi ¢6 thé dung atropin sau khi da cho uong AGIMOTL

r

Néu dung AGIMOTI cuing véi céc thude khang acid hoge trc che tiét acid thi phai uéng AGIMOTI trudc
bira in va ubng cac thubc khang acid hodic ic ché tiét acid sau bita an.

Tang nguy co kéo dai khoang QT do tuong tac duge dong hoc hodc dugce luc hoc

Chéng chi dinh diing ddng thoi véi cic thudc sau

Cac thudc lam kéo dai khoang QT

- Thuéc chéng loan nhip tim nhém IA. (vi du: disopyramid, hydroquinidin, quinidin)

- Thudc chéng loan nhip tim nhom 111 (vi dy: amiodaron, dofetilid, dronedaron, ibutilid, sotalol)
- Mot sb thube chéng loan than (vi du: haloperidol, pimozid, sertindol)

- Mbt sb thude chdng trAm cam (vi du: citalopram, escitalopram)

- Mot s6 thudc khang sinh (vi du: erythromycin, levofloxacin, moxifloxacin, spiramycin)

- Mot sb thube chéng nam (vi dy: pentamidin)

- Mot sb thube didu tri sbt rét (ddc biét 1a halofantrin, lumefantrin)

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

- M6t s6 thubc khang histamin (vi du: mequitazin, mizolastin)

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

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

(Xem muc Chong chi dinh)

Chét (rc ché CYP3A4 manh (khong phu thugc tac dung kéo dai khoang QT), vi du:

- Thuéc Grc ché protease

- Thubc chéng ndm toan than nhom azol

- Mét sb thude nhém macrolid (erythromycin, clarithromycin va telithromycin)

(Xem muc Chéng chi dinh)

Khéne khuyén cio diing ddng thoi véi cac thude sau

Thube trc ché CYP3A4 trung binh, vi du: diltiazem, verapamil va mot s thubec nhém macrolid.
(Xem muc Chéng chi dinh) .

Sir dung thin trong khi ding dong thoi v6i cic thude sau
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rét (tlr 13% lén khoang 23%) néu udng thudc 90 phut sau khi &n, nhung thai gian dé dat ndng do dinh
trong huyét tuong thi cham lai.

Thuoc lién két véi protein huyét twong khoang tir 91% dén 93%. Thé tich phén bé cua thude khoang
5,71 lit/kg thé trong. C6 khoang 0,2% dén 0,8% lugng thue c6 kha nang xam nhép qua hang rao nhau
thai.

- Thudc chuyén héa rat nhanh va nhidu & gan nhé qué trinh hydroxyl héa va khir N - alkyl oxy héa. Nira
doi thai trir & nguoi khoé manh khoang 7,5 gitr va kéo dai & ngudi cé suy giam chirc nang than (nira doi
thai trir ¢6 thé tang 1én dén 21 gio trén bénh nhéan c6 ndng dd creatinin huyét twong I6n hon 530
mmol/lit). Khong ¢6 hién tugng tich tu thudc trong co thé do suy than, vi do thanh thai ctia thén thép hon
nhiéu so véi dg thanh thai toan phan ctia huyét twong.

- Domperidon dao thai theo phan va nudc tiéu, chii yéu duéi dang céc chét chuyén héa: 30% lidu uéng
dao thai theo nudc tiéu trong 24 gi (0,4% & dang nguyén ven); 66% dao thai theo phén trong vong 4
ngay (10% & dang nguyén ven). Domperidon hau nhur khéng qua hang rao méu - nio. ﬂ

Qui liéu va cach xir tri: "\O/
Qud liéu : Qua liéu domperidon thuong xuét hién cic biéu hién budn ngii, mét kha nang xac dinh
phuong hudng, hoi chirg ngoai thap, dic biét hay gap & tré em.

Xk tri ngo dée cap va qua liéu:

Trong trudng hop qua lidu, can thuc hién céc bién phap diéu trj triéu chimg ngay lap tirc, rira da day,
dung than hoat ¢6 thé hitu ich. Nén theo dai dién tam dd do c6 kha ning kéo dai khoang QT.

Céc thudc khang cholinergic hodc céc thube diéu trj Parkinson cé kha nang gitip kidm soét hoi chimg
ngoai thap trong trudng hop qua liéu.

_ DE XA TAM TAY TRE EM ‘
DQC KY HUONG DAN SU DUNG TRUGC KHI DUNG_
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
Bao quan: Nhiét d¢ dudi 30°C, tranh 4m va énh séng.

Han ding: 24 thang ké tir ngay san xuét.
Khong dung thudc qua thoi han sir dung ghi trén nhin.

Céng ty CP Dirge phim Agimexpharm

27 Nguyén Thii Hoe. P. My Binh, TP. Long Xuyén, An Giang.

San xudt tai: ('hi‘{ménh Cong ty CP Dugc phim Agimexpharm -

N may san xuit Duge pham Agimexpharm

ABGIMEXPHARM Duémg Vi Trong Phung. If Thanh An. P My Thai, TP. Long Xuyén, An Giang.
GMP-WHO DT: 076.3857300  Fax; 076.3857301]

DS PRI Bich Thiy
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