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rO uUdNe oAN stT D(ING THU^C

Rx - Thutic bdn theo don

SLANDOM 8

rnAxn pHAx
- Ondansetron hydroclorid tuong iluong

Ondansetron...-...... ..... 8 mg
- T6 dugc vua thi 1 vi6n

(Lactose monoltydrat, cellulose vi tinh thd 102, tinh bAt
biiin tinh 1500, magnesi stearat, silic dioxyd keo,

hypromellose 606, polyethylen glycol 6000, talc, titan
dioxyd, siit orydvdng).

DANG sAo CUE

Vi6n n6n bao phim

DTIqC LI/C HQC

Ondansetron ld ch6t a5i khang thg th6 5HTr c6 chgn 19c

cao. Co chii tac dgng chlnh x6c cria thutic trong viQc ki6m
so6t n6n chua dugc Ui6t rO. H6a tri liQu vi xp tri c6 th6 gdy

ph6ng thich 5HT d ruQt non vi gAy phin x4 n6n bing c6ch

hopt h6a ddy thAn kinh ph6 vi th6ng qua thp th6 5HT3.

Ondansetron c6 t6c dpng ric ch6 sg khdi dAu phdn x4 ndy.

Ho4t h6a d6y thAn kinh phi5 vi cflng c6 thti g6y ph6ng thfch
5HT trong vtng postrema d tr6n sin n6o th6t IV vd g6y

ndn qua co chti trung tdm. Nhu v{y, t6c dgng cria

ondansetron trong didu tri bu6n n6n vd n6n do h6a tri liQu

ho[c x4 tri c6 thd ao a6i Urang c6c thg th6 5HT3 tren ddy

than kinh d c6 ngogi vi vi hQ than kinh tmng usng.

C6c co chii ch6ng bu6n n6n vd n6n sau ph6u thuflt chua

tlugc biiit 16, nhtmg c6 thd ctng theo co ch6 ch6ng n6n vd

bu6n n6n do nhiSm dQc t6 bdo.

Thudc kh6ng phni ln chAt rtc chi5 thu thiS dopamin, n6n

kh6ng c6 t6c dpng php ngo4i th6p.

DIIqC DONG HQC

H6p thu

Thui5c dugc hAp thu t6t qua ttudmg ti6u h6a vd c6 sinh khi
dgng tludng u6ng khoang 56% - 7l%. Thu6c bit dAu c6

t6c dpng sau khi u6ng khodng 30 phrit.

Phin b6

fh6 tich phan b6 d ngudi lln 1d2,2 - 2,5 litlkg, d trd em

lir 1,7 - 3,7 litkg;70% -'75% lugng thu6c trong huyiit

tuong li6n ki5t voi protein.

Chuy6n h6a

Thu6c dugc chuy6n h6a chri y6u d gan dudi t6c dgng cria

isoenzym cytochrom Prso mi chri yi5u ld CYP3A4, ngodi

ra cdn c6 CYPIA2 vi CYP2D6. Phdn {mg chri yiiu ld
hydroxyl h6a rdi li€n hqp glucuronid hoic sulfat vi c6 th6

kht metyl h6a.

ThAi trtr
Thu6c rlugc thai mi cht y6u $4% - 60%) dudi d+ng

chuy6n h6a qua nudc ti6u, khoang 25o/o quaph6n; khodng

s%bdi tiiSt d d4ng kh6ng rl6i. DO thanh thdi huytit tuong
la 0,35 + 0,16 lit/gid/kg d ngudi l6n vi c6 th6 cao hon d
td em. Thanh thai toin th6n gidm d ngudi suy gan n{ng
(tu 2 tdi f tan; va d nguoi suy thfn n{ng (2 lin). Thdi gian
b6n thai cria ondansetron khodng 2 - 7 giA d trd dudi 15

tu6i, 3 - 6 gid d ngudi binh thudng vd tlng l6n d nguoi
suy gan vd ngudi cao tu6i (d6n 12 gid khi c6 suy gan nhg

hoflc trung binh vd k6o ddi di5n khodng 20 gid d ngudi suy
gan n{ng).

CHi DINH

- Phdng bu6n ndn vi n6n do di6u trf ung thu bing h6a trf
liQu (tl[c biQtlit cisplalrr) holc x4 trl.
- Phdng n6n vd bu6n n6n sau ph6u thu4t.

Cht y:

N6n kO don ondansetron cho nhfrng nguoi b6nh dudi 45
. l. . ,
tu6i vi nhiing nguli ndy d6 c6 nhtrng phdn img ngo4i th6p

khi dirng li6u cao metoclopramid vd khi di6u tri bing c6c

h6a ch6t gdy ndn m4nh. Thu6c ndy v5n duoc dtng cho

ngudi cao tu6i.
Kh6ng n€n kd don ondansetron cho nht'ng tru&ng hqp
didu tri bing c6c h6a ch6t c6 kai nsng g6y n6n th6p (nhu

bleomycin, busulfan, cyclophosphamid li€u dudi 1000

mg, etoposid, 5 - fluouracil, vinblastin, vincristin).

LMU LUqNG VA CACH DUNG

Thudc ndy cht dilng theo sy kA ilon crto btic si
Cdch ding
Dudng u6ng.

Li6u luqng

Phbng nin vd buin niln do hda tri tiQu ho(c xg tri
Ngudi l6n vi tr6 em tt 12 tu6i trd l€n:

Khd nlng g6y n6n cta cdc h6a tri liQu thay rl6i theo ttmg

lo4i h6a ch6t ve phu thuQc vdo liAu, viro sy ptrOi trqp aiCu

trivd rl0 nh4y cdm ctatimg ngudi bQnh. Do vfly, li€u dtng
cta ondansehon Oy theo tung c6 th.i, tt 8 - 32 mg/24 gid.

LiAu thOng thutmg 8 mg, cho u6ng 30 phtt tru6c khi bit
dAu dtrng h6a ch6t ho{c uring trudc I -2 gid trudc khi xa

tri. Sau tl6, crl 8 - 12 gid u5ng ti6p 8 mg cho tdi I - 2 ngdy

sau khi tli6u tri.
p6i vOi ngudi bQnh didu tri h6a tri liQu gdy ndn nhi0u (thi

dr1 cisplatin li6u cao): U6ng 24 mg trudc khi bat dAu ri
liQu 30 phrit.

Trdem4-1ltui5i:
U6ng 4 mg tru6c khi bit dAu dtng h6a ch6t 30 phrit ho{c

trudc khi xa ti I - 2 gid, nhic lai sau 4 vd 8 gid, sau il6,

cti 8 gid cho ul5ng 4 mg cho t6r I - 2 ngdy sau khi ktit thric

tli6u tri.
* Vi6n SLANDOM 8 kh6ng phtr hgrp cho tr6 em duoi 4

tuOi.
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Phbng niln vd budn n6n sau phdu thupt

Ngudi l6n:

U5ng 16 mg trudc khi gdy m0 I gid.
T16 em dudi l8 tu6i
Thdng tin v0 viQc st dung ondanseton tludmg uiing d6
phdng nOn vi bu6n n6n sau ph6u thuft cho td em cdn hgn
chi5.

Cdc ildi tryng il(c biQt khdc

Nzudi b6nh suv san:

Ginm [6u (h6u tOi tla 8 mg/ngdy) cho ngudi suy gan vira
vd n{ng.

Ngudi cao tu6i:

Li6u luqng kAdng thay d6i, gi6ng nhu ngudi ldn.
Ngudi suy th6n:

I(h6ng cAn di6u chinh liAu. Chua c6 nghiOn cuu v6 viQc

dung tiiip ondanseton sau ngdy dAu ti6n d d6i tuqng ndy.

CH6NG CHi DINH

- Qu6 mdn vdi ondansetron hof,c c6c thdnh phdn kh6c cria

thutic.

- Kh6ng st dqng tt6ng thdi apomorphin vdi ondansetron

do c6c trudmg hqp h4 huy.it 6p nfirg vi m6t f thrlc rld tluqc
b6o c6o.

- Benh nhin c6 h$i chrmg QT kdo dAi bAm sinh.
- Qu6 m6n vdi thudc a5i Urang thp th6 5HTr kh6c.

THAN TRQNG KHI SI}DUNG

- HQi chung serotonin (bao g6m: kich dQng, hi l6n, nhlp
tim nhanh, co gi4t co ho{c cimg kh&p, s6t, m6t y thric ho6c

h6n m€) xiy ra khi serotonin dugc tich liiy d mric cao

nong co thA. Didu ndy thudng xAy ra khi ph6i trg'p vdi c6c

thu6c kh6ng serotonin, nhung ciing c6 th6 xdy ra khi st
dpng thu6c don ld. ViQc chAn do6n sdm hQi chung

serotonin ld rAt quan trgng vi <tiAu niy cO th6 d6n tOi tu
vong n6u kh6ng tlugc tliAu tri. N6u srl dpng tl6ng thdi
ondanseton vd c6c thu6c ric cht5 t6i hAp thu serotonin c6

chQn lQc ho[c c6c thutSc tc ctri5 Ui h6p thu serotonin vd

norepinephrin, bQnh nhdn cAn dugc theo d6i thfn trgng.
- N€n dung ondansetron vdi mpc <lich dU phdng, kh6ng

dtng vdi mgc tlich ttiAu tri, vi thu6c ndy chi dung d6 phdng

n6n vi bu6n n6n cht kh6ng dtng chta n6n.

- Chi n6n dtrng ondansetron fiong 24 - 48 gid dAu khi di6u

tribang h6a ch6t. Nghi6n crlu cho thAy thu6c khOng tlng
hiQu qui rong trulng hqp phdng n6n vd budn n6n xu6t

hiQn muQn.

- D0 thanh thii cta ondanseton giAm va thdi gian b6n thdi

cria thu5c tnng d benh nhan c6 r6i loan chric n[ng gan;

nhilng trulng hgrp nflng (Child-Pugh lo4i C) cin giim [6u
d c6c d6i tuqng bQnh nh6n ndy.

- Phin img qu6 m6n da dugc b6o c6o d nhtng bQDh nhan

c6 bi6u hiQn qu6 m6n vdi thu6c d6i kh6ng thp th6 5HTr c6

chgn lqc kh6c.

- Benh nhdn st dgng ondanseffon c6 nguy co kdo ddi

khoing QT, do d6 tr6nh st dgng ondansetron cho bQnh

nhdn c6 hQi chung QT k6o ddi bAm sinh. Cdn theo d6i tliQn

tam d6 d nhilng bQnh nh6n c6 b6t thuOng vd chAt diQn gini

(vi dp, giim kali m6u ho{c giim magnesi mdu), suy tim
sung huyi5t, nhip tim ch{m hoflc benh nhan dang dtrng c6c
thu6c ktr6c c6 th6 d6n d6n QT k6o ddi hay phdi hqp dieu
tri cung vdi c6c thu6c anthracyclin. CAn ph6i didu tri gidm
kali m6u vd magnesi m6u trudc khi tliAu tri voi
ondansetron.

- Ondansetron c6 th6 hm kdo dai thoi gian v{n chuy6n d
ruQt gii, do d6, ngudi bQnh c6 d6u hieu tic ruQt c6p tinh
n6n dugc theo d6i rong sutit qu6 hinh dirng thu6c. phdi

dung thfln fiqng tong trudng hgp nghi c6 t6c ruQt do thu6c
c6 th6 che gi6u sg ti6n tritin cria bQnh.

- ViQc dtrng ondansetron cho ngudi b6nh ph6u thuflt
amidan vom miQng il€ ngira nOn, bu6n n6n c6 th6 che d6u

chAy m6u. Do v4y, cAn gi6m s6t ngudi bQnh ch{t ch€.
- Benh nhi dirng ondansetron k1ti dang diOu tri bing c6c

t6c nhdn h6a ti gdy elQc gan n6n dugc theo d6i chAt che

c.hrlc ning gan.

- Do sg hign diQn cta lactose trong ch6 phAm n6n ngudi
bQnh mlc benh di truyCn hiiim g{p kh6ng dung n4p

galactose, thiiiu hgt enz)ryn Lapp lactase ho{c kdm h6p thu
glucose-galactose khdng n€n dirng thu5c ndy.

rrIoNG rAc rnu6c
- Ondansetron kh6ng gdy cdm ung hay uc ch6 hQ thting
enzym cytocrom Prso, nhung lqi bi chuy€n h6a bdi nhi6u
enzym d gan, trong d6 c6 CYP3A4, CYP2D6, vd

CYPIA2. Vi v{y, cActitc nhdn g6y cim img ho{c rlc chi5

hQ enzym ndy (nhu cyproteron, deferasirox, peginterferon
alfa-2b, barbiturat, carbamazepin, d6n ch6t rifampin,
phenytoin, phenylbutazon, ho{c cimetidin, allopurinol,
disulfiram, alfuzos in, art emether, cipr oJloxacin,...) c6 th6

Iim thay d6i he s6 thanh thdi vd thdi gian bdn thdi cria

ondansetron, tuy nhi6n kh6ng cdn thitit pnai diAu chinh
'.,:.lleu.

- Thfn tgng khi dtng ondansetron vdi c6c thu6c kdo dii
khodng QT vd/ho[c gdy bAt thudmg tliQn gini. Ondansetron

gdy kdo ddi khoing QT, khi sri dpng vdi c6c thui5c kdo ddi

khodng QT c6 th6 lim tdng th6m nguy co il$c tinh. Dtng
tl6ng thdi ondansetron vdi c6c thuiic c6 ttQc tinh tr6n tim
(c6c anthracyclin hay trastuzumab), thu6c kh6ng sinh

(nhu erythromycin), thu6c kh6ng n6m (nhu ketoconazol),

thu6c ch6ng IoSn nhip (nhu amiodaron) vd c6c thulic chgn

beta (nhu atenolol hay timolol) cO th6 lam ttrng nguy co

lo4n nhfp. Tr6nh dturg ondansetron cirng vdi c6c thuiic

sau: Apomorphin, artemether, dronedaron, lumefantrin,

nilotinib, pimozid, quetiapin, quinin, tetrebenazin,

thioridazin, toremifen, vandetanib, vemurafenib,

ziprasidon.

- Ondanseton sri dgng tl6ng thdi v0i c6c thu5c tc chiS tai

h6p thu serotonin c6 chgn lqc hoic c6c thutic ric chii t6i

hAp thu serotonin vd norepinephrin c6 th6 giy ra hQi

chimg serotonin.

- Kh6ng st dgng d6ng thdi apomorphin vdi ondansetron

do c6c truirng hqp ha huy6t 6p n{ng vi m6t f thric d6 duqc

b6o c6o.
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- Ondansetron c6 ttr6 lAm giim t6c dgng gidm tlau cria
tamadol.

TRTIdTYG HgP C6 THAr VA CHO CON BU
Trulng hgp c6 thai
Chua cd thdng tin thu6c c6 qua nhau thai hay khdng. Chi
n6n srl dgng tong qu6 ttnh mang thai khi hiQu qud vugt
hQi so v6i nguy co rui ro (trulng hgrp nghdn nflng ho{c
dtng c6c thu6c kh6c khdng c6 t6c dgng).

Trulng hgp cho con bf
Nghi0n cftu trOn tlQng vflt cho th6y ondansetron tluqc bdi
tiiit vdo sta. Vi vfy cAn t6nh dtrng cho ngudi mg ttang

cho con bri.

TAc D0NG cuA rHUOc KHr lAr xn vA vAN
H,I,NH MAY MOc

Ondansetron c6 th6 c6 tec dpng phg b6t lqi nhu gdy ch6ng

m{! mQt mdi... ndn phdi thfn tgng khi l6i xe, v6n hAnh

m6y ho{c nhfing cdng viQc cAn sU tinh t6o.

Thdng bdo cho Bdc sl nhfrng ldc dqtng

kh6ng mong mudn gW phdi khi sit dqng thudc

TAc DVNG xnoxc MoNG MUON (ADR)

Thwng gip, ADR> 1/100

Than kinh trung uong: Dau dAu, mQt m6i, si5t, ch6ng m6t,

lo 6u.

Ti6u h6a: T6o bdn, ti€u chdy.

Da li6u: Ngria, ph6t ban.

Sinh duc - Ti6t niQu: Rt5i toan sinh dpc, bi ti6u tiQn.

Gan: ALT, AST tlng.
H6 h6p: Tlnh tr4ng thi6u oxy
Phdn rmg t4i ch6 ti6m: N6ng, d6, dau

h g@, 1/1000 < ADR< 1/100

Then kinh trung uong: Ch6ng m[t.
Ti6u h6a: Co cimg bgng, kh6 miQng.

Than kinh - co - xuong: Y6u.

Hidm gfu, ADR < t/1000
Toan thdn: Qu6 m6n, s6c phdn vQ.

Tim mech: Nhip tim nhanh, lo4n nhip, hp huy6t 6p.

ThAn kinh trung uong: Dau tliu nhg, con tlQng kinh.

Da: N6i ban, ban xu6t huy6t.

NQi ti6t: Giim kali huy6t.

Gan: Tlng ntr6t tfrOi enrq gan (aminotansferase) vd

bilirubin trong huy6t thanh.

Hd hAp: Co thit ph6 qutuq thd ndng, thd khd khd.

PhAn tng kh6c: Dau ng1rc, n6c,

Hu6ng d6n c6ch xri ti ADR
Khi xAy ra cdc tAcdUng phU nghi€m trgng, cAn th6ng b6o

ngay cho b6c si diAu tri.

euA LEU vA xO rni
Gi6m huy6t 6p vd ng6t xiu d6 xiy ra d I ngudi u6ng 48

mg ondanseton.

DiAu d: Kh6ng c6 thu6c didu ti tl6c hiQu. Ngudi bQnh

cen dugc theo d6i vd tli€u rihS tq.

D6NG G6I

HQp 3 vi x l0 vi6n.

sAo euAN
Noi kh6, nhiet d0 kh6ng qu5 30oC. Tr6nh 6nh s6ng.

rrtu cHUAN Ar oqxc
Ti6u chuAn USP 39.

H4N DIING

36 th6ng kd tir ngdy san xudt.

TRACH NHTM ]RQN vTN

Oi xa tim tay crta tC em.

D7c k! huhng ddn st dqtng truhc khi dilng.
Ndu cdn thAm thAng fin, xin hdt lt kidn Bdc st

Sin xu6t t4i:
CONG TY CO PHAN DUOC PHAM SAVI
(A.YrrrharnJ.S.C)
LO Z.0l-02-03a Khu Cdng nghiQp trong Khu Chii xu6t
Tdn Thufn, phulng Tdn Thufn D6ng, qufn 7, thanh ph6

HO Chi Minh
DiQn tho4i: (84.8) 37700142-143-144
Fax: (84.8) 37700145

Tp. HCM, ngey-- th6ng'; ndm2017
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