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Itopride hydrochloride 50 mg
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co,postTtoN, TxAXtt pXAH: U6ivien n6n bao phim co chfa:

Each film coated tablet contains . ltopridetydrochlolde ...-..............,.50m9

rtopride hydrochtoride .:-.-. ;-OrS UIEU OUUA e CACX O$Xet CnlO;XXI

DosAGE lro aourr1t-miroui cu6tto cxl qrxl rAc DUNG pHU/ lu.l Y:

INDICATION/ CONTRAINDICA1ON/ Vui ldng dgc to hudng d5n sr) dung br€n trong.

SIDE-EFFECT/ pRECAUTTON: X4tt OUUC:

Please read the instruction inside. 36 thring k6 tu ngdy sdn xu6t.
SHELF LIFE: BAOQUAN:
36 months from the manufacture date. Trong bao bi kin, tninh dnh sang vi 5m, d nhiet d0
STORAGE: dudi3o"C.
Store in tight container at temperature belorv gf16 6fi;
30"C, avoid light and moisture H6p 3 vt x 10 vi6n n6n bao phim.
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Rx: Thu6c niv chi dt{re theo alon thu6c

WINNER
Itoprid HCI 50 rlg

Di xa fim tuy trti em

D7c k! hu'dng ddn sii.dqng tru'd.c khi ding

Thinh phin

M6i vi6n chria :

Thdnh phin hoat chiit : Itopride hyclrochloride.........50 mg

Thdnh phdn fi duoc: Lactose hydrat. tinh b6t ng6. natri croscarmellose. acid silicic khan nhe.

magnesi stearat, hypromellose 2910, titan oxid. polyethylen glycol 6000. s6p carnar,rba.

Dang bio ch6: Vi0n ndn bao phim

M6 td: Vi€n ndn bao phim hinh tron, mdu tring

Chi dinh

Didu tri nhirng triQu chimg vd d4 day-ru6t. triCur ch[rng cua r6i loan ch[rc ning ti6r-r h6a. kh6ng

lo6t (c6m gidc dAy chuong bUng.dau bung trdn. chiin an. o n6ng. bu6n n6n vd nOn)

Lidu dtng vi c{ch dtng

C6ch dung: Thu6c dung dtrong u6ng.

Lreu luong:

Li0u u6ng th6ng thuong cho nguoi lcrn la 3 vi€n/ngdy. chia 3 lin. m6i lin I vi€n, u6ng truoc

- - .:bira in. Li€u niy c6 th6 giim tuy thu6c vdo tu6i t6c vir tinh trang cua tung b6nh nhdn

Cht 1i:

Kh6ng n6n ding kdo ddi khi kh6ng thAy c6 sU cdi thiQn vd nhirng tri€u ch[rng cua da ddy-

ru6t.

NEn liru ! khi st dgng thu6c vi thu6c nhy ldm t6ng hoat tinh cua acetylcholine

Chiing chi tlinh

BQnh nhin min cAm vdi b6t ki thdnh phAn nio cua thu6c.

Khdng dung cho phy nir c6 thai vir cho con bir tru khi that cin thitlt

Cfrnh bdo vir thfn trgng khi dtng thuiic

ThAn trong khi st dpng thu6c cho nguoi cao tu6i: Vi chuc ning sinh lf o nguoi cao tu6i giim

n€n nhirng t6c dqng kh6ng mong mu6n d6 xiy ra hon. Do d6, nhirng bgnh nhin cao tu6i sir

dpng thu6c ndry n€n duoc theo d6i cAn thfn. n6u c6 b6t ki tdc dung kh6rrg nrong mur6n ndo
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xudt hi6n, n€n s[r dgng nhfrng biQn ph6p xu tri thich hop. vf du nhu giam lidu hodc dirng

thudc.

Thdn trong khi sri'dqng thu6c cho tr6 em: D0 an todn c[ra thu6c tr€n tre em vin chua duoc

nghiCn criu dAy dt. Do d6, kh6ng ndn dirng thu6c cho trd em tnr khi thdt cAn thi€t.

Do thudc c6 chria Bdnh nhAn co c6c v6n d€ di truydrr hi6rn gap cua khong dung nap

galactose, thi6u lactase Lapp hoic kenr h6p thu glucose-galactose nrOn thdn trong khi dung
-, i
tnuoc nay.

Sfr dgng thu6c cho phg nfr c6 thai vi cho con bri

Phu nir cd thai

Thu6c chi n€n sfr durng cho phu nfr' mang thai hodc phr"r nir co thd nlang thai chi khi loi ich
i,

mong mu6n cta tri liQu l6n hon nhirng riri ro c6 th€ gap phai.

Phu nir cho con bu

tOt nnAt ld khdng ndn su dung thu6c ndy trong thoi ki cho con b(r. nhung n6u cdn thi6t cAn

ngLmg cho con bri trong qu6 trinh di6u tri.

Anh hu&ng cria thuSc l6n khi nlng l6i xe, v$n hinh m{y mric

Tdc dqng kh6ng mong mu6n c6 th€ xAy ra nhur ch6ng mit. Do d6. cAn thAn trong khi Lii xe vd

v6n hdnh m6y m6c.

Tu'ong t{c, tuong ky cria thu6c

Thdn trgng khi dung itoprid voi cac thuoc khdng clrolirrergic nhu tiqurizi bromid. scoplamin

butyl bromid, timepid bromid ... vi c6c thu6c ndy c6 th6 ldm gianr tdc dqng tang nhu d6ng

d4 ddy-ruQt cira itoprid.

Tric dgng kh6ng mong mu6n cria thu6c

S6c vd phAn img qu5, min (ti le mic chua dtrgc bi€t;: SOc vd ph6n frng qu6 m5n c6 th6 xuAt

hiQn, vi n€n theo ddi bqnh nhdn ch4t chE. N6u thit b6t ki d6u hi6ur ndro cria s6c vd phdn (mg

qu6 min nhu tqt huy6t 6p, kh6 tho, phu thanh qudn. n6i md day, tdi nhqt vir to6t mO h6i...

n6n ngtrng ngay thu6C vi c6 nhiing biQn ph6p di6u tri thich hqp.

ROi lo4n chirc ndng gan vd vdng da (ti l0 mic chua duoc Ui6t;: ROi loan chirc nlng gan vd

vdng da cung vdi tang AST (GOT), ALT (GPT) vi y-GTP... co thd xu6t hi6n vdr b€nh nhdn

n€n dugc theo d6i chat che. N6u ph6t hiQn th6y c6 nhirng tri€u chung b6t thuong tr€n n€n

l.
ngtng ngay thu6c vd c6 nhfrng biQn ph6p di6u tri thich hgp.

Nh*ns tttc cluns khins mons mu6n khtLc;

Chu'a5/100>ADR> 1/1000

Phat ban, mdn do,
ngri'a...

Qui mfin

ADR < I/IOOO
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TriQu chri,ng ngoSi
th{

Chfurg to v[r o cldn

6ng
Huv6t hoc

Eud'ng ti6u hria

Tf,m thffn

Ti6u chdy, tdo b6n.
dau bung...

Gan

Thf,n

Cric lo4i khfc

Trng AST (GOT).
Trng ALT (GPT)

. cdm gi6c
chiu, r6i loan

ngu, ch6ng

Tang f-GTP. ting
AI-P...
Tang BUN. tang
creatinin...
Eau lturg liodc nguc

girim

ndrr. tdng
lluoc
B

mor

Gidm
h cAu.

Dau
kh6

.l
glac

Run

Tang prolactin.

Thdng bdo ngay cho bdc sj hofrc tlu'qc sj nlrfi'ng pltttn fi'ng cd hgi ggp phdi klti stt'dqng

thudc

Qud li6u vi c{ch xfr tri

Chua c6 b6o c6o vd c6c trudng hqp qu6 liAur khi dung thu6c.

Khi u6ng qu6lidu, chi di0u tri tri€u chring, kh6ng c6 thu5c di6u tri dic hiQu

Dic tinh dugc lgc hgc

Nh6m dugc l1i: Nh6m thu6c thu6c ti€u h6a. ch6ng dAy hoi vd khdng vi€m.

Md ATC: A03FA07.

l. Co ch6 tdc dung:

Itoprid hydrochlorid lam t[ng nhu ttQng da diy-ruQt vdi t6c dQng kep: lim tdng sg ph6ng

thich acetylcholin (ACh) do t6c dqng d6i kh6ng voi thg th6 dopaminD2, vir irc ch6 sr,r phAn

hriy acetylcholin dugc ph6ng thich qua vi6c irc ch6 acetylcholin esterase.

2. Lim ting nhu <lQng da diy-ruQt:

- Ldm tdng nhu dQng d4 ddy:

Itopride hydrochloride ldm t[ng nhu dQng da ddy crha ch6 lirc thirc, phq thu6c vdo li6u.

- Tdng khi nlng ldn'r r6ng d4 diY:

Itopride hydrochloride ldm tdng khA ning r6ng da day o nguoi. ch6. chuQt c5ng.

3. Ldm giim n6n:

Itopride hydrochloride tlc ch6 n6n d ch6 gdy ra bdi apomorphin, t6c dung niry phu thu6c vdo

..:.
tleu.

E{c tinh dug'c tlQng hgc

>
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Htip thu: Thudc hAp thu nhanh qua duong ti6u h6a. Sau khi urdng I li6u don 50 mg itoprid

lrydrochlorid, n6ng d0 dinh ctra thu6c trong m6u la 0.28i0.02 ptg/ntl vir dat duoc sau

0,58+0,08 gio.

Phdn b6: Thutic phdn ph6 vdo hAu h6t cAc m6.

Chuydn h6a vd thtti tr*:

O lieu u6ng ilon 100 rng itoprid hydrochlorid dung cho nguoi lon khoe manh khi d6i. ti le bai

ti6t qua nudc ti6u trong vdng 24 gitt sau khi uOrrg cao nhAt ld dang N-oxi d (67,54% cta IiAu

dung (89,41o/o cta phin bdi ti6t qua nudc ti6u)) vd sau d6 li d4ng thu6c kh6ng aOi $,tq%) ve

nhirng chAt cdn lai ld kh6ng d6ng k0.

Trong nhirng thi nghiQm sir dpng microsom bi6ur thi CYP hoqc flavin monooxygenase (FMO)

c[ra ngudi, cho th6t FMOI vd FMO3 tham gia t4o ch6t chuy€n h6a chinh N-oxid. Tuy nhi€n

kh6ng ph6t hiQn th6y hopt tinh N-oxygenase cira CYPl,A2. CYP2A6. CYP2B6. CYP2C8,

CYP2C9, CYP2Cl9. CYP2D6, CYP2EI ho4c CYP3A4.

Quy cr{ch tl6ng g6i:

l0vi6n/viX3vi/hQp.

B6o quin: 86o quin trong bao bi kin, tr6nh 6nh s6ng vd Am,0 nhiqt d0 dudi 30"C.

Hqn ding: 36 thdng k6 tir ngdy sdn xu6t

Ti6u chuin chdt lugng: Nhd sdn xuAt

Nhd sdn xu6t

cONc TY CO PIIAN DU,OC TIA
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