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THANH PHAN : Méi vién chita - TIEU CHUAN : TCCS

| Itoprid hydroclorid ....... S— ] SBK / Reg. No.:
Tadugcviradi ...............ccococe.ee. 1 V€N
DOC KV HUONG DAN SU DYNG TRUOC KHI DUNG
- CHI DINH - CHONG CHi DINH - LIEU LUONG - DF XA TAM TAY CUA TRE EM
CACH DUNG - THAN TRONG - TAC DUNG PHY :
| Xin doc trong t& hudng dén sit dung. San xudt tai
b - S CONG TY CP DUUC PHAM SAVI (SaWipharm J.5.0)
QUAN : Nai khd, nhiét 4 L6 2.01-02-03a KCN trong KCX Tan Thugn,
khéng qué 30°C. Trénh dnh sang. Q.7, Tp.H6 Chi Minh
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| COMPOSITION : Each tablet contains : “Ml m
Itopride hydrochloride ......... 50 mg I “ue In' n
Excipients g.s. for ............. 1 tablet SPECIFICATION : Manufacturer's
READ CAREFULLY THE LEAFLET BEFORE USE
INDICATIONS - CONTRAINDICATIONS -
DOSAGE - ADMINISTRATION - PRECAUTIONS -  XEEF OUT OF REACH OF CHILDREN
g ST o el e SAVI Pﬂmuwgtyjﬁcu 48.C0. ( 1.5.0
STORAGE : Keep In a dry place, do not Lot No. Z.01-02-03a, Tan Thuan IZ
store above 30°C. Protect from light. located in EPZ, Dist. 7, Ho Chi Minh City
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TO HUONG DAN SU DUNG THUOC

Rx Thuéc badn theo don
» ITOPRIDE INVAGEN
THANH PHAN
Itoprid hydroclorid ........c.cccoovvererirennreriennnne 50 mg
Ta duge vira dll...ecvveveeeeeieecvcceececececrenes 1 vién

(Tinh bt bién tinh 1500, lactose monohydrat,
magnesi stearat, silic dioxyd keo, hypromelose 606,
polyethylen glycol 6000, talc, titan dioxyd)

DANG BAO CHE
Vién nén bao phim

DUQC LUC HQC

Durge I va co ché tic dung

Itoprid hydroclorid 14 mét din xuét benzamid, c6 tinh
chit chung twong tw nhu metoclopramid. Itoprid
hydroclorid 1am ting nhu ddng da day - ruft véi tac
dong kép: lam ting sy phéng thich acetylcholin (Ach)
do tac dung d6i khéng thy thé dopamin D, va trc ché sy
phan hity acetylcholin dwgc phéng thich qua viéc trc ché
acetylcholin esterase. Ngoai ra, itoprid con cé tac dong
chéng nén dya vdo sy twong tic voi cac thu thé
dopamin D, & trung tdm thu nhén kich thich héa hoc.
Tac dong nay phu thudc vao lidu va dugc chimg minh
bing cach trc ché non & ché gy ra bai apomorphin.
Itoprid hydroclorid 1am tdng nhu dong da day cua ché
lic thire, phu thude vao lidu.

Ttoprid hydroclorid 1am ting kha ning 1am rdng da day
& ngudi, ché, chudt cdng.

Itoprid c6 tac ddng ddc hiéu cao & duodng tiéu hoa trén.
Itoprid khong anh huéng dén ndng do huyét trong ciia
gastrin.

DUQC PONG HQC

Hip thu

Itoprid hydroclorid hdp thu nhanh chéng va héu nhu
hoan toan & dwdng tiéu héa. Sinh kha dung tuong dbi
khoang 60% 1a do c6 sy chuyén héa buéc dau & gan.
Thuc phim khong anh huéng dén sinh kha dung cua
thube. Nf‘)ng do téi da trong huyét trong dat dugc tir 30
dén 50 phut sau khi uéng 50 mg itoprid hydroclorid.
Sau nhiu liéu I3p lai tir 50 mg dén 200 mg x 3 1an mdi
ngdy trong khoang thdi gian 7 ngdy, itoprid hydroclorid
va chit chuyén héa cho thdy tinh tuyén tinh ctia dugc
dong hoc va thudc it b tich Idy.

Phin b6

Khoang 96% itoprid gin két véi cac protein huyét
twong, chi yéu 1a albumin. Trong d6 c6 it hon 15% gén
két v6i alpha-1-acid-glycoprotein.

& chudt cdng, itoprid dugc phan b rong rai trong cac
md (VdB = 6,1 lit/kg), trir hé thdn kinh trung wong;
ndng d6 cao dat dugc & thén, rudt non, gan, tuyén
thuong than va da day.

Gién két véi protein & chudt céng thip hon so véi ngudi
(78% so véi 96%). Itoprid it tham nhap vao hé thin kinh
trung wong. Itoprid dugc bai tiét vao sita clia nhimg con
chugt cng dang cho con bu.

Chuyén héa ;

Itoprid dugc chuyén héa manh & gan. Ba chét chuyén
héa da dugc x4c dinh trong d6 chi c6 mot chét c6 hoat
tinh thap va gin nhu khong c6 y nghia dugc 1y (khoang
2-3% hiéu qua cua itoprid).

Itoprid dugc chuyén héa boi enzym flavin
monooxygenase (FMO-3). S6 lugng va hiéu qua cua
isoenzym FMO & ngudi c6 thé c6 lién quan téi tinh da
hinh di truyén, c6 thé din dén tinh trang nhidm séc thé
lin hiém gip dwgc goi 1a hoi chung mii cé
(trimethylaminuria). Thoi gian ban thai & bénh nhén
trimethylaminuria c6 thé dai hon.

Nghién ciru duge dong hoc in vivo clia céc phan g
qua trung gian enzym CYP d4 khong chirng minh dugc
itoprid c6 téc dung (rc ché hoic cam mg CYP2C19 va
CYP2EI. Sir dyng itoprid khéng anh huéng dén trang
thai ciia CYP hogic dén hoat tinh cta uridin-diphosphat-
glucuronyltransferase.

Thai trir

Itoprid va chit chuyén héa dugc thai trir chi yéu qua
nuée tidu.

Luong itoprid va N-oxyd bai tiét sau khi ubng liéu
tri duy nhét cho nguoi tinh nguyén khoe manh
ung la 3,7% va 75,4%.

Thoi gian béan thai cua itoprid 12 khoang 6 gio.

CHI PINH PIEU TR]
Didu trj cc tridu chimg vé da day - rudt gy ra bdi viém
da day man nhu cam gidc chuéng bung, dau thuong vi,
chan dn, ¢ néng, budn nén va non.

Thubc chi danh cho ngudi 16n.

LIEU LUQNG VA CACH DUNG
Thudc nay chi ding theo si ké don ciia bdc st
Cdch dung:
Dung dudng ubng. Ubng truée bita an.

Liéu heong:
Lidu udng théng thudng cho ngudi 16n 1a 150 mg
itoprid hydroclorid (3 vién) mdi ngdy, chia 3 14n, mdi
14n 1 vién. Lidu nay c6 thé giam bét tuy thugc vao tudi
t4c va tinh trang bénh ctia bénh nhén.
Thoi gian ding thudc t6i da 12 8 tuén.

CHONG CHi PINH

Chéng chi dinh sir dung cho tré em.

Qu4 mAn véi bit ky thanh phin nao cua thude.

Chéng chi dinh sir dung cho bénh nhén bj ting nhu
dong da day-rudt nhu bénh nhan xuét huyét tiéu héa, tic

rudt co hoc hogc thing.
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CANH BAO VA THAN TRONG KHI SU DUNG
Cén than trong khi sir dung vi thudc lam tang hoat tinh
cua acetylcholin.

Khéng nén ding kéo dai khi khong thdy c6 su cai thién
vé nhitng triéu ching cta da day-rudt.

Vi chite ndng sinh ly & ngudi cao tudi suy giam nén cac
phan (mg bt lgi d& xay ra hon. Do d6, khi sir dung
thudc nay cho bénh nhan cao tudi cin phai theo ddi cin
than. Khi xuét hién bat ky phan tng bét loi nao, cin sir
dung nhitng bién phap xir tri thich hop, giam liéu hoac
ngimg thudc.

Tré em

An toan va hi¢u qua cua itoprid trén tré em chua dugc
thiét lap.

Bénh nhén suy gan hodc suy thin

Itoprid dwogc chuyén héa & gan. Itoprid va chit chuyén
héa dugc thai trir chu yéu qua thén. Bénh nhén bj giam
chirc nang gan hozc than cin duoc gidm sét va theo di
cAn thén; trong truong hop xay ra cic phan tng bat loi,
c6 thé phai 4p dung cac bién phap thich hop nhu giam
lidu hoic ngung diéu tri.

Do thudc c6 chira lactose nén bénh nhan c¢6 vén dé vé di
truyén hiém gip nhu khong dung nap galactose, thiéu
hut Lapp lactase hoic kém hép thu glucose-galactose
khong nén dung thudc nay.

TUONG TAC THUOC

Khong cé twong tic dugc phéat hién khi dung itoprid
hydroclorid ddng thdi véi warfarin, diazepam,
diclofenac, ticlopidin, nifedipin va nicardipin.

Twong tac thudc phat sinh do chuyén héa bdi enzym
cytochrom Pysp khong dugc xac dinh vi itoprid
hydroclorid dugc chuyén héa chit yéu béi enzym flavin
monooxygenase.

Itoprid hydroclorid c6 tic dung lam ting nhu dong rudt
nén c6 thé anh hudng dén sw hip thu cta cac thude
dudng ubng ding ddng thoi. Cén chu y dac biét dén cac
thudc c6 gioi han trj liéu hep, thudc phéng thich kéo dai
va cac thudc ¢6 cong thirc bao tan trong rudt.

Thudc khang cholinergic ¢ thé 1am giam tac dong cia
itoprid hydroclorid.

Céc thubc nhu cimetidin, ranitidin, teprenon va
methotrexat khong anh hudng dén hoat dong cta itoprid
hydroclorid.

TRUONG HQP CO THAI VA CHO CON BU
Truong hop cé thai

An toan cua itoprid hydroclorid trong thai ky chua dugc

xac dinh. Vi vy, thube ndy chi sir dung cho phu nit c6

thai hodic phu nir c6 thé mang thai khi lgi ich mong

mudn ca trj liéu 16n hon nhiing rii ro c6 thé gip phai.
Truong hgp cho con bi

Di ¢6 béo cdo cho thy itoprid hydroclorid dugc bai tiét

qua sita trong nhitng thi nghiém ¢ dong vat (chudt

cbng). Khéng nén sir dung thuéc nay trong thoi ky cho
con bu. Néu can thiét phai dung thudc, khong cho con
b trong qué trinh diéu tri.

TAC PONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC

Mic du khéng thdy c6 cdc tac dong 1én kha nang l4i xe
va van hanh mdy méc, nhung nguy co lam giam tinh tdo
khéng thé loai trir vi chéng mat c6 thé xay ra.

Théng bdo cho Bdc si nhitng tic dung khong mong muon

gdp phai khi sir dung thuéc
TAC DUNG KHONG MONG MUON (ADR)

Itoprid hydroclorid 1a thubc dbi khang dopamin nén c6
thé gy ra céc triéu chimg ngoai thap (thudong 1 phan
{mg loan trurong luc co cip tinh); xay ra phd bién & tré
em va thanh thiéu nién, va ¢ liéu hang ngay trén 500
microgram/kg. Liét rung va rdi loan van dong mudn
thinh thoang xay ra, thudong do viéc diéu trj kéo dai &
bénh nhan 16n tudi, dic biét 1a & phu nit cao tudi.
Tac dung phu khéc bao gdm bdn chdn, budn ngu, lo 4u,
va tiéu chay. Ha huyét ap, tang huyét ap, chéng mit,
nhirc dAu, trdm cam c6 thé xay ra va c6 nhirg bio céo
riéng biét cta rdi loan méu, phan tng qua mén (phat
ban, co thit phé quan), va hoi chimg than kinh 4c tinh.
Mot sb tic dung phu khdc nhu kich thich bai tiét
prolactin méu c6 thé gay ra tang tiét sita hodc céc rdi
loan lién quan. Ting thodng qua ndng do aldosteron
huyét twong ciing da duoc bao céo.
Tac dung phu dugc sip xép theo tan suat:

 lrgap, 1/1000 < ADR < 1/100 ‘
R6i loan méu va hé bach huyét: Giam bach cau (¥).
(*) Theo d3i cn than thong qua xét nghiém huyét hoc.
Khi quan st thiy bit thudng phai ngung didu tri.
Réi loan hé thin kinh: Nhtc ddu, rdi loan gidc ngu,
chéng mit. ~
Réi loan tiéu héa: Tiéu chay, tdo bén, dau bung, ting
tiét nudce bot.

R&i loan thin va tiét niéu: ting BUN (nitrogen urea -

mau) va creatinin.

Réi loan co xuong khép va md lién két: Pau nguc hoic e

dau lung.

Réi loan noi tiét: tang prolactin mau (**)

(**) Néu giip ting tiét sira hogc ching vii to & nam, viée
diéu tri phai gidn doan hodc chém dut.

Réi loan chung: Mét moi.

Rdi loan tdm thin: Kho chiju.

Hiém gap (2 1/10.000 dén <1/ 1.000)
R&i loan da va cdc m6 dudi da: Phét ban, ban dd, ngta.

Khéng biét (khong uéc heong duwoc tan s6 tir dit
lidu c6 sdn).
Tang AST (Aspartat transaminase), ALT (Alanin
transaminase), gamma-GTP (gamma-

L,

P
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glutamyl transpeptidase), phosphatase kiém, bilirubin.
Réi loan mau va hé bach huyét: Giam tiéu cau.
Réi loan hé than kinh: Run.
R&i loan tiéu héa: Budn nén.
Réi loan ndi tiét: Chimng vii to & nam.
Réi loan hé mién dich: Phan trng phan vé.
Réi loan gan mat: Bénh vang da.
Huéng dén céch xir trf ADR
Néu gip phdi cac phin ng phu nghiém trong, phai
ngung thubc va tham véAn véi béc sT diéu trj, nhat 1a khi
giam bach cAu, ting tiét sira va chimg vii to & nam gidi.

QUA LIEU VA CACH XU TRi

Khéng c6 kinh nghiém qué liu & ngudi. Trong trudng
hop qua liéu, cAn 4p dung cé4c bién phép thong thuong
nhu rira da day, diéu trj tridu ching va hd trg.

PONG GOL:

Hop 2 vix 10 vién

BAO QUAN:
Noi khé, nhiét d6 khong qua 30 °C. Tranh 4nh séng

TIEU CHUAN AP DUNG:
Tiéu chuin co sd.

HAN DUNG: )
36 thang ké tir ngay san xuét.

TRACH NHIEM TRON VEN

Dé xa tdm tay ciia tré em.
Poc kj huwéng din sir dung trwede khi ding.
Néu cin thém théng tin, xin héi y kién Bic si.
Séin xudt tai:
CONG TY CO PHAN DUGC PHAM SAVI
(Salnpharm J.S. C)

L6 Z.01-02-03a, khu Cong nghiép trong khu Ché xudt
Téan Thuédn, phuong Tan Thudn Déng, quan 7, TP.HCM
Dién thoai: (84.8) 37700142-143-144

Fax : (84.8) 37700145

Tp. HO Chi Minh, ngay- e thang /2 ndm 20 /¢
KT. Téng Gidm DPic
Gidm Péc (KH-CN) —
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