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Rx

TO HUOI{G DAN StI O

Thuiic bdn theo don

ITOPRIDE IIWAGEN

THANH PHAN

Itoprid hydroclorid 50 mg

I viOnT6 dugc vLa dri.

(Tinh b\t biiin t{nh 1500, lactose monohydrat,
magnesi stearqt, silic dioryd keo, hypromelose 606,
polyethylen glycol 6000, talc, titqn dioxy|

D4,NG BAO CHt
Vi6n n6n bao phim

D{Iqc Lr/c HQC
Drqc g vd co chd fic dgng
Itoprid hydroclorid li mQt din xu6t benzamid, c6 tinh
ch6t chung tuong t.u nhu metoclopramid. Itoprid
hydroclorid ldm tlng nhu tlQng dA ddy - ruQt vdi t6c

dQng k6p: ldm ttrng sg ph6ng thich acetylcholin (Ach)
do t6c dgng a6i nrang thU th€ dopamin D2 vi rlc chiS sg

ph6n hty acetylcholin tlugc ph6ng thich qua viQc rlc ch6

acetylcholin esterase. Ngodi ra, itoprid cdn c6 t6c tlQng

ch5ng n6n dga vdo sU tuong t6c vdi c6c thg th6

dopamin D2 d trung tdm thu nh4n kich thich h6a hgc.

T6c dQng niy phg thuQc vdo li6u vd dugc chimg minh

bing c6ch ric chi5 n6n d ch6 g6y ra bdi apomorphin.

Itoprid hydroclorid lim tlng nhu dQng da ddy cria ch6

lric thrlc, phg thuQc vio li6u.

Itoprid hydroclorid ldm ffing khd ndng ldm r5ng dp dny

d nguli, ch6, chuQt c6ng.

Itoprid c6 t6c dQng d{c hiQu cao d dulng ti6u h6a tr6n.

Itoprid khdng 6nh huong diln n6ng d0 huyi5t tuong cta
gastin.

DI,qC DQNG HQC
Hdp thu
Itoprid hydroclorid h6p thu nhanh ch6ng vd hAu nhu

hoin toln d tluhng ti€u h6a. Sinh khe dgng tuong tllii
klroing 6o%ld do c6 sy chuy'3n h6a budc dAu d gan.

Thlrc phAm kh6ng inh huong d6n sinh khi dgng cria

thu5c. Ndng dO t6i da trong huytit tuong dqt tlugc ttr 30

tliin 50 phrit sau khi u6ng 50 mg itoprid hydroclorid.

Sau nhi6u liAu l6p lai tu 50 mg d6n 200 mg x : lAn m6i

ngiy trong khoing thdi gian 7 ngdy, itoprid hydroclorid

vd chAt chuy6n h6a cho th6y tinh tuy6n tinh cria dugc

tlQng hgc vi thu6c it bf tich l[y.
Ph0n b6

Kho6ng 96% itoprid gin k6t vdi c6c protein huy6t

tuong, chri y6u ld albumin. Trong d6 c6 It hon 15% gin
ti5t voi alpha-l -acid-glycoprotein.

d chuQt c6ng, itoprid tlugc phtn b6 rQng r6i trong c6c

m6 (VdB = 6,1 lit&g), tn} he thAn kinh trung usng;

n6ng dQ cao d4t ttugc d thfln, ruQt non, gan, tuy6n

thusng thin vd da ddy.

LiNc THUoC
Cin t<iit vsi protein d chuQt c5ng th6p hon so vdi ngudi
(78% so v(n96%).Itoprid it th6m nhfp vio hQ thAn kinh
trung usng. Itoprid dugc bdi ti6t vdo sta cta nhilng con

chuQt cSng dang cho con bri.

Chuy6n h6a

Itoprid tlugc chuydn h6a manh d gan. Ba ch6t chuy6n
h6a tt6 dugc x6c tlinh trong tl6 chi c6 mQt ch6t c6 hopt

tinh th6p vd gAn nhu kh6ng c6 f nghia dugc lj (ktodng
2-3%hiQu qui cria itoprid).
Itoprid dugc chuy6n h6a b&i en4lm flavin
monooxygenase (FMO-3). S5 luqng vd hiQu qud cria
isoenzym FMO 0 ngudi c6 th6 c6 li€n quan tdi tinh tla
hinh di truydn, c6 th6 d6n d6n tinh tr4ng nhi6m sic th6

l{n hi6m gAp dugc gai h hQi chimg mtri c5

(trimethylaminuria). Thdi gian b6n thdi d bQnh nhAn

trimethylaminuria c6 th6 dai hon.

Nghi€n crtu dugc tlQng hqc in vivo cta c6c phdn ung
qua trung gian enzym CYP da khdng chung minh dugc
itoprid c6 t6c dgng ric ch6 ho{c cdm ung CYP2Clg vn

CYP2EI. St dgng itoprid kh6ng dnh huong tl6n tr4ng
th6i ctia CYP holc d6n ho4t tinh cria uridin-diphosphat-
glucuronyltransferase.

Thii trtr
Itoprid vd ch6t chuyiin h6a dugc thai mi cht y6u qua

nudc titiu.

Luqng itoprid vi N-oxyd bai tii5t sau khi u6ng li6u

tri duy nh6t cho ngudi ttnh nguyQn kh6e m4nh

tmglir 3,7o/o vd 7 5,4Yo.

Thdi gian bdn thai cria itoprid ld khodng 6 gid.

CHi DINH DIIU TRI
Di6u tri c6c triQu chung v6 d4 ddy - ruQt g6y ra bdi vi€m

dp ddy mpn nhu cdm gi6c chudng bgng, ilau thuqng=vi,

ch6n 6n, g n6ng, bu6n ndn vd n6n.

Thu6c chi ddnh cho ngudi l6n.

LMU LIIqNG VA CACH DTING

Thudc ndy cht ding theo sy kA don crta bdc sl
Cdch dilng:

Dtng clulng u5ng. U6ng trudc bta An.

Liiu tugng:

Li6u u6ng th6ng thu&ng cho nguli l6n la 150 mg

itoprid hydroclorid (3 vi€n) m5i ngiy, chia 3 lAn, m5i

lAn I viOn. LiAu niy c6 th6 gidm bdt tuy thuQc vdo tu6i

t6c vd tinh trang bQnh cria bQnh nhdn.

Thdi gian dtng thu6c t6i da la 8 tuan.

CH6NG CHi DINH
Ch6ng chi clinh srl dgng cho tE em.

Qu6 m6n vdi bdt k, thanh phAn ndo cria thu6c.

Ch6ng chi tlinh sri dlrng cho bQnh nhan bi tdng nhu

tlQng dp diy-ruQt nhu bQnh nhdn xu6t huy6t tieu h6a, tic
ruOt co hgc hoflc thring.
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CANH sAo vA rHaN TRQNG rHr STJDUNG
CAn th4n trgng khi sri dgng vi thutic ldm ttrng hoat tinh
cria acetylcholin.

Khdng n€n dirng kdo ddi khi kh6ng th6y c6 sU cdi thiqn
vd nhtng trigu chring cta dp ddy-ruQt.

Vi chrlc nlng sinh lf d ngudi cao tu6i suy gidm n6n c6c

phin img U6t tqi d6 xdy ra hon. Do d6, kAi st dr,rng

thuiSc ndy cho bQnh nhdn cao tu6i cAn phdi theo d6i cAn

th4n. Khi xu6t hiQn U6t t<y phdn ung U6t tqi niro, cin st
dqng nhfng biQn phrip xri tri thich hqp, gidm li€u ho{c
ngrmg thu6c.

Trd em

An toin vd hipu qud cria itoprid tr6n trd em chua dugc

thitit l0p.

BQnlt nhdn suy gan hogc suy th(n
Itoprid ctugc chuy6n h6a d gan. Itoprid vd ch6t chuy€n

h6a dugc thei tru chi yilu qua than. BQnh nhdn bi gidm

chtc ndng gan ho{c thfln cAn duqc gi6m s6t vA theo d6i

cAn thfln; trong truong hgp xiy ra c6c phdn ung bAt lgi,
c6 thii phni 6p dsng c6c biQn ph6p thich hqp nhu gidm

li€u ho{c ngung di6u tri.
Do thu6c c6 chria lactose n6n bQnh nhdn c6 v6n Od ve Ai

truyAn hiiim g{p nhu khdng dung n4p galactose, thi6u

hpt Lapp lactase hoic k6m h6p thu glucose-galactose

kh6ng n€n dtng thu6c ndy.

TIJONG TAC THU6C
Kh6ng c6 tuong tiic dugc ph6t hiQn khi dnng itoprid

hydroclorid d6ng thdi vdi warfarin, diazepam,

diclofenac, ticlopidin, nifedipin vd nicardipin.

Tuong t6c thu6c ph6t sinh do chuy6n h6a bdi enzym

cytochrom Pa5s khdng dugc xic dinh vl itoprid

hydroclorid dugc chuy6n h6a cht y6u bdi enzymJlavin

monooxygenase.

Itoprid hydroclorid c6 t6c dr,rng ldm t6ng nhu dQng ruQt

n6n c6 th6 anh hu&ng di5n su h6p thu cira c6c thu6c

tluong u6ng dtng d6ng thdi. CAn chri ! d[c biQt d6n c6c

thu5c c6 gidi h4n tr! liQu hgp, thu6c ph6ng thich k6o ddi

vd c6c thutlc c6 c6ng thtc bao tan trong ruQt.

Thu6c kh6ng cholinergic c6 thti ldm gidm t6c dQng cta

itoprid hydroclorid.

Ctrc thulSc nhu cimetidin, ranitidin, teprenon vd

methotrexat kh6ng dnh hucrng d6n hopt dQng cria itoprid

hydroclorid.

TRIIONG HqP CO THAI VA CHO CON BU
Trudng hgp c6 thai

An todn cta itoprid hydroclorid trong thai k! chua dugc

x6c dinh. Vi v$y, thu6c niy chi sri dgng cho phg nii c6

thai hoflc phg nir c6 th6 mang thai khi lqi ich mong

mu6n cta tri liQu l6n hon nhftng rti ro c6 thi5 gip phdi.

Trudng hqp cho con bil
Dd c6 b6o c6o cho th6y itoprid hydroclorid cluqc bdi ti6t

qua sta trong nhtng thi nghiQm d ddng vat (chuQt

c6ng). Kh6ng n€n sri dgng thutic ndy trong thdi k! cho
con bir. Niiu cAn thi6r phai dtrng thu6c, kh6ng cho con
bt trong qu6 trinh ttidu tri.

TAc D9NG cua rsu6c KHr LAr xE vA vAN
HANH IVTAY U6C
M{c dt kh6ng th6y c6 c6c t6c dQng l6n khd n[ng.l6i xe
vd vAn hdnh m6y m6c, nhrmg nguy cs ldm gidm tinh t6o

kh6ng thii lo4i tni vi ch6ng mft c6 th6 xdy ra.

Thing bdo cho Bric si nhting tdc dqtng khing mong mudn
gdp phdi khi st? dyng thubc

rAc DVNG KHONG MoNG MUON (ADR)

Itoprid hydroclorid li thu5c AOi thang dopamin n€n c6

th6 g6y ra c6c hiQu chrlng ngo4i th6p (thulng ld phin
fmg lo4n trusng lgc co c6p tinh); xiy ra ph6 bit5n d tr6
em vd thanh thiiiu ni6n, vn d li6u hdng ngdy tr€n 500

microgram/kg. LiQt rung vi rlii lo4n v6n tlQng muQn

thinh thodng xdy ra, thudng do viQc di6u tri kdo ddi d
bQnh nh6n l6n tu6i, d{c bigt ld d phg nU cao tu,5i.

T6c dgng phg kh6c bao g6m b6n chdn, budn ngri, lo 6u,

vd ti6u chdy. Hn huyiSt 6p, tlng huyiSt 6p, ch6ng m{t,
nhtc dAu, trAm cdm c6 thiS xdy ra vir c6 nhitng b6o c6o

riOng biQt cria ri5i lo4n m6u, phin ring qu6 m5n (ph6t

ban, co tirit phil qudn), vd hOi chung thAn kinh 6c tinh.

MQt s6 t6c dqng phu kh6c nhu kich thich bdi ti6t
prolactin m6u c6 thd g6y ra tlng ti6t sta ho{c c6c riii
lopn li6n quan. Tdng tho6ng qua n6ng dQ aldosteron

huyiit tuong ctng dd tlugc b6o c6o.

T6c dung phg tlugc sip x6p theo tAn su6t:

it g(p, t/1000 < ADR < l/100
R5i loan m6u vi h€ bach huy6t: Gidm bach cAu (*).
(*) Theo d6i cAn th4n th6ng qua xdt nghiQm huy6t hgc.

Khi quan s6t th6y b6t thudng phdi ngung didu tri.
R5i loan hC thAn kinh: Nhuc dAu, r5i loqn gi6c ngt,
ch6ng m{t.
R6i loan ti6u h6a: Ti€u chdy, t6o b6n, dau bgng, tdng

ti6t nudc bgt.

Riii loan th6n vi tiiSt ni6u: tdng BUN (nitrogen urea

ffiil*'il"i',li,l, on* ,n *u ,'u" oo: Dau ngsc horc

dau hmg.

R5i loan n6iti6t: ting prolactin m6u (**)

1**; Ni5u gf,p tlng ti6t sfta ho{c chimg v0 to d nam, viQc

diAu tri phdi gi6n doAn hoic ch6m dtrt.

R6i loan chung: M€t m6i.

Rrii loan tAm thAn: Kh6 chiu.

Hiiim sdp e I / 10.000 ddn <t / 1.000)
Rdi loan da vd c6c m6 dudi da: Ph6t ban, ban tl6, ngta.

Kh6ng biiit fth1ng udc luqng dtqc in sd t* dfr
liQu cd s&fl.
TIng AST (Aspartat transaminase), ALT (Alanin

transaminase), gamma-GTP (gamma-
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glutamyl transpeptidase), phosphatase ki6m. bilirubin,
Rtii loan m6u vd h€ bach huyi5t: Gi6m ti6u cAu,

R6i loan hO thAn kinh: Run.

R6i loan ti6u h6a: Budn n6n.

Ri5i loan n6i tii5t: Chung ui to d nam.

Rtii loan hE mi6n dich: Phin ring phdn vQ.

Rt5i loan gan mdt: BQnh vdng da.

Hu0ng ddn c6ch xri tri ADR
N6u eip phii c6c phAn ring phg nghiOm trgng, phii
ngtmg thuiSc vir tham v6n vdi b6c si di6u tri, nh6t ld khi
gidm b4ch cAu, tf,ng tirit sfa vd chung vri to d nam gidi.

euA LrEU vA cAcH xrlrni
Khdng c6 kinh nghiQm qu6 li6u d ngudi. Trong trudng

hqp qu6 li6u, cAn 6p dpng c6c biQn ph6p th6ng thu&ng

nhu rua d4 ddy, didu tri triQu chring vd h5 trg.

o6Nc c6r:
HQp 2 vi x l0 vi6n

nAo euAx:
Noi kh6, nhiet d0 khdng qud 30 oC. TrAnh 6nh siing

TrEU CHUAX Ar UUNC:
Ti€u chudn co sd.

HAN DUNG:
36 th6ng kO tu ngdy sdn xu6t.

TtAcH NHra^r ileN vgN

Dd xa fim tuy cria tri em.

Dpc k! hrhng ddn st dqtng trrdc klti dilng.
Ndu cin th€m th\ng tin, xin hdi ! kidn Bric si.

S6n xu6t tqi:,
CONG TY CO PHAN DIJOC PI{AM SAVI
(saVrpharm J.S.C)

Ld Z.Ol-02-03a, khu C6ng nghiQp trong khu Chi5 xu6t
T6n Thufln, phulng Tdn Thu4n D6ng, quQn 7, TP.HCM
DiQn thoai: (84.8) 37700 142-143-144
Fax : (8a.8) 3'7700145
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