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Ry - Thuéc ké don

ITOMED

‘ (Vién nén bao phim Itopride hydrochloride 50 mg)

@RO.MED.CS

Praha a.s.

CANH BAO

Thuéc ndy chi ban theo don thudc.

Doc ky huéng dan sit dung trude khi ding,

Neéu cdn thém thong tin, xin héi y kién bdc si.

Xin thong bdo vdi bdc s biét cdc tic dung khong mong
muon xdy ra trong qud trinh si dung.

Dé thudc xa tdm tay tré em.

Khoéng ding thuéc da qua hagn sii dung.

THANH PHAN
Moi vién nén bao phim cé chiia:
Dugc chdt: Itopride hydrochloride........co.coccunrenne. 50 mg
Tii dugc: Lactose monohyrat, tinh bot ngo tién gelatin
hoa, croscarmellose natri, silic dioxid keo khan,
magnesi stearate, Opadry II 85F18422 white (thanh
phan: polyvinylalcohol thuy phan tiing phan, titan
dioxid, macrogol 3350, talc).
DANG BAO CHE
Dang bao ché: Vién nén bao phim.
Mo ta dang bao ché: Vién nén bao phim mau triang
dén tring nga, hinh tron, hai mat 16i, cé vach chia liéu,
dudng kjnh%(hoéng 7 mm. Vach chia liéu chi diing dé beé
doi yién cho dé nuot chii khong ding dé chia doi liéu.
mmmm CHI PINH
= Diéu tri cac triéu chiing trén dudng tiéu hoa nhu: chiing
mmmmm a0 khong tiéu khong phdi do loét, giong nhu cam giac
mmmmm diy hoi, day bung, kho chiu dén dau ¢ ving thugng vi,
BN chin dn, ¢ nong, buén nén va non.
W Thu6c nay dung cho ngudi ldn.
— CACH DUNG, LIEU DUNG
Liéu dung:
Liéu khuyén cdo cho ngudi Ion la 150 mg/ngay (1 vién
x 3 lan/ngay).
Trong qua trinh diéu tri co thé gidm liéu néu can. Thoi
gian diéu tri va liéu ding chinh xac tuy vao tinh trang
lam sang ctia bénh nhan. Thai gian diéu tri trong nghién
ctu lam sang 1a t6i da 8 tudn.
Tré em: An toan va hiéu qua cta itopride & tré em chua
dugc thiét lap.
Nguoi suy gan hode suy than:
Itopride dugc chuyén héa qua gan. Itopride va chit
chuyén héa dugc dao thai chii yéu qua than. Bénh nhan
bi suy giam chiic nang gan hodc than cin dugc theo dai
can than va trong trudng hgp 6 phén ting ngoai ¥, can
dugc diéu tri phtt hgp, nhu giam liéu hoic ngiing diéu
tri.
Nguoi cao tuéi:
Cdc nghién ciu lam sang cho thay ti ¢ cac phin ting
ngoal y & bénh nhén tit 65 tudi tro [én khong cao hon
0 nguoi it tudi hon. Nén than trong khi sti dung itopride
¢ doi tugng nay do tang ti 1¢ r6i loan chiic nang than va
gan, cac bénh khdc hoac dang diéu tri bing cic thudc
khac.
Céch dung:
Thudce dung duang uéng.
CHONG CHI PINH
Man cdm véi hoat chat hoidc cdc thanh phin khéac ctia
thude.
Khong dung & cdc bénh nhin gidm nhu déng ruét nhu
bénh nhan %i thing, tic nghén co hoc hodc xudt huyét
tieu hoa. : 3
CANH BAO VA THAN TRONG KHI DUNG
THUOC

Rdi loan hé mién dich:

Khong r6: phan tng phan ve.

Roi loan hé néi tiét:

1t gap: tang prolactin mau.

Khéng ro: v to ¢ nam gidi.

Néu xudt hién ting tiét stia hodc chiing vii to § nam gidi,
cdn ngiing hodc dung hin viéc diéu trj).

Rai loan tam than:

It gap: dé bi Kich thich.

Roi loan hé théan kinh:

It gap: dau ddu, r6i loan gidc ngu, chong mat.

Khang ro: run.

Roi loan hé tiéu hoa:

It gap: tiéu chay, tdo ton, dau bung, tang tiét nudce bot.
Khong rd: budn non.

R&i loan hé gan-mét:

Khong ro: vang da.

Réi loan da va mé duéi da:

Hiém gap: phat ban, ban do, ngta.

Réi loan co xuong va mo lién két:

Hiém gap: dau nguc hodc lung.

R&i loan than va tiét niéu:

It gap: tang BUN (nitro ure mdu) va creatinin.

Roi loan toan thén va tai vi tri dung thudc:

It gap: mét moi.

Xét nghiém:

Khong ro: ting AST, ALT, gama-GTP, phosphatase
kiém, bilirubin. ] 4

QUA LIEU VA CACH XU TRI

Khong cé kinh nghiém vé qud li€u 6 nguoi. Trong
trudng hop qua liéu, st dung cdc bién phap thong
thudng nhu rita da day va diéu tri triéu chiing.

PAC TINH DUQC LUC HQC

Ma ATC: AO03FA07.

Co ché tac dung:

Itopride kich hoat nhu déng tiéu héa bdi tiac dong doi
khang thu thé dopamine D, va tic ché acetylcholine
esterase. Itopride kich hoat su giai phong acetylcholine
va tic ché su giang hoa chit nay.

Ngoai ra, itopride co tac dong chong non dua trén tiong
tac vdi thu thé dopamine D, ¢ viing hoa thu thé. Tac
dong nay dugc mo ta bing sy tc ché co phy thudc liéu
viéc non gay bagi chat gdy non & cho.

Itopride gay tang toc do thao réng da day & nguoi.
Trong cdc nghién ciu & ché véi liéu duy nhat itopride
gitip thdo rong da day.

Itopride c6 tic dong dic hiéu cao 6 dudng tiéu hoa trén.
Itopride khong anh hudng vao nong do gastrin & huyét
tuong,

BAchiNH DUOQC PONG HQC

Hap thu:

Itopride hap thu nhanh va gin nhu hoin toan & duong
ticu héa. Sinh kha dung tuong d6i 1a khodng 60% do
chuyén héa bude dau. Thiic n khong anh huong dén
sinh khd dung ctia san phim. Néng do t6i da trong
huyét tuong dat dugc trong vong 30-50 phut sau khi
udng 50 mg itopride. Sau khi lap lai liéu trong khodng
50 mg-200 mg x 3 lin/ngay trong 7 ngay, itopride va
chat chuyén hoa cho thdy dugc déng hoc tuyén tinh véi
rat it sy tich lay thudc.

Phan bo:
Khodng 96% itopride gin vdi protein huyét tuong, chu
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tieu hoa. % ¢ -

CANH BAO VA THAN TRONG KHI DUNG

THUOC

Itopride ting cuong hoat dong cua acetylcholine va cé

thé gay tac dung khang hé cholinergic.

Khong co dii lieu vé viéc st dung dai han itopride.

Ta dugc:

Thuoc cé chia lactose. Bénh nhan cé cac van dé di

truyén hiém gap ve khong dung nap galactose, thiéu

men Lapp lactase hodc kém hap thu glucose-galactose

khong nen dung thuéc nay. i ).

TUONG TAC, TUONG KY CUA THUOC

Khong phét hién co tuang tac khi dung itopride déng

thoi voi warfarin, diazepam, diclofenac, ticlodipine,

nifedipine va nicardipine.

Khong gid dinh tuong téc thudc-thudce ting lén do

su chuyen hda do cytochrome P450 do itopride dugc

chuyén hoa chti yéu boi flavine monooxygenase,

Itopride ¢6 tac dén& dong hoc da day nén ¢6 thé dnh

hudng t6i su hap thu cua cic thudc ding dong thoi

khac. Can ddc biét chi y t6i cic thudc c6 khoang diéu

tri hep, thuoc giai phong kéo dai hoac thudec bao tan

trong ruot.

Céc tdc nhén khang h¢ cholinergic co thé lam giam téc

dong cua itopride.

Cic chdt nhu cimetidine, ranitidine, tepronon va

cetrexate khong anh hudng dén dong hoc ctia itopride.

SU DUNG THUOC CHO PHU NU CO THAI VA

CHO CON BU

Thoi ky mang thai

An toan cua itopride trong qud trinh mang thai chua

dugc xdc nhan. Do do, chi ding cho phu nii ¢6 thai

khi lgi ich ctia vi¢c diéu trj vugt hon hin so véi nguy

co tiém an.

Thdi ky cho con bii

Dii liéu vé su bai tiét thudc vao stia chi biét & dong vit.

Do thiéu kinh nghiém st dung itopride trong thai ky

cho con bt nén khong khuyén céo sti dung cho phy ni

cho con bu., ) ” g 2

ANH HUONG CUA THUOC LEN KHA NANG

LAI XE, VAN HANH MAY MOC

Mac du khong thdy ¢ tac dong lén kha nang lai xe va vin

hanh mdy méc, nhung khong loai trit su giam tinh tdo

do co thé xdy ra chong mat hiém gip, )

TAC DUNG KHONG MONG MUON CUA THUGC

Céc tan s6 duoc dinh nghia nhu sau: hay g3

(>1/100, <1/10); it gip (= 1/1,000, <1/100); hidm
ip (2 1/10,000, < 1/1,000); rit hiém gap (< 1/10,000),

Ehﬁng 16 (khong thé xac dinh tan so ti dit liéu cé sin).

R6i loan mau va hé bach huvét:

It gap: giam bach cau (can quan sdt cdn than thong qua

xét nghiém huyét hoc. Ngiing diéu tri néu phat hién bét

ky bat thuong nao).

Khong ré: giam tiéu cu.

https://nhathuocngocanh.com/

Phan bé:

Khodng 96% itopride gan vdi protein huyét tuong, chi

yéu la albumin. Dudi 15% gén véi alpha-1-acid-glyco-
protein.

O chudt, itopride dugc phan bé rong rai vao mo (Vd,

= 6,1 1/kg) trlt h¢ than kinh trung uong; nong do cao

cang dat dugc trong than, rudt non, gan, tuyén thugng

than va bung. Ti I¢ gan v6i protein & chudt thip hon

& ngudi (78% so voi 96%). Sy xdm nhéap vio hé thin

kinh trung wong la rit thip. Itopride ducc tiét vao siia

0 chudt.

Chuyén hoa:

Itopride dugc chuyén hoa rong rai & gan ngudi. 3 chét
chuyén héa dugc xac dinh chi 6 tdc dung rit nhé ma
khong c6 hoat dong dugc ly dang ké (chi khoang 2-3%

so v0i itopride).

Itopride dugc chuyén héa bai flavine monooxygenase
(FMO3). S6 higng va hiéu qua cia FMO isoenzyme

& nguoi co thé lien quan voi hién tugng da hinh di
truyén ma co thé dan téi hoi chiing di truyén dang lin

ctia nhiém sac thé thuong hiém gap duoc goi la hoi —
chiing trimethylaminuria (hoi chitng mui c4). Thai glan g
ban thai ¢ nguoi trimethylaminuria c6 thé dai hon. e
Nghién citu duoc dong hoc in vivo ctia cic phan ting qua s
trung gian CYP khong cho thdy su tic ché hay cdm ting =——
CYP2CL9 va CYP2E1 giy hai itopride. Diing itopride mmm

“khoéng can thiép vao thanh phédn clia CYP hodc hoat =

déng ctia uridine-diphosphate-glucuronyl transferase.
Itopride va chit chuyén héa dugc thai trit cht yéu qua
nudc tiéu. Lugng itopride va chit chuyén héa N-oxide
sau 1 liéu diéu tri duy nhdt & ngudi tinh nguyén khoe
manh tuong ting 1a 3,7% va 75,4%.

Thoi gian ban théi ctia itopride la khodng 6 gio.

QUY CACH PONG GOI

Hop 20 vién (1 vi x 20 vién); 30 vién (2 vi x 15 vién);
40 vién (2 vi x 20 vién); 90 vién (6 vi x 15 vién); 100 vién
(5 vi x 20 vién). L

DIEU KIEN BAO QUAN

Béo quén dudi 30°C, tranh dnh sang.

HAN DUNG

36 thang ké tit ngay sn xuit.

S0 16 sdn xudt (Batch No.), ngay san xudt (Manuf. date),
han ding (Expiry date): xin xem trén nhan bao bi.
TIEU CHUAN CHAT LUQNG

Tieu chudn nha sin xuat. Saca » ~
TEN, DIA CHI CUA CO SU SAN XUAT THUOC
Sdn xuat tai Cong hoa Séc bdi:

PRO.MED.CS Praha a. s.

Telcka 377/1, Michle, 140 00 Prague 4, Czech Republic.
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