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- 6L/ LotNo.
NSX/ Mfg. Date:
HD/ Exp. Date :
COMPOSITION: THA.NH PHAN: Mc’_)i vién nén bao phim cé chira:
‘ Each film coated tablet contains : :j’gﬁdg l‘;\%drc;cthde oy i 50mg
| il Itopride hydrochloride ........... 50mg G & CACH DUNG/ CHIBINH/
‘ = DOSAGE AND ADMINISTRATION/ CHONG CHI DINH/ TAC DUNG PHY/ LUU Y:
B INDICATION/ CONTRAINDICATION/ Vui long doc t& huréng dan sir dung bén trong.
Y Tg SIDE-EFFECT/ PRECAUTION: HAN DUN(j: )
ZE Please read the instruction inside. 36 thang ke tir ngay san xuat.
= £ SHELF LIFE: BAO QUAN:
— 36 months from the manufacture date. Trong bao bi kin, tranh &nh sang va &m, & nhiét do
g 3 STORAGE: duéi 30°C.
Q.
o

30°C, avoid light and moisture

DOC KY HU'ONG DAN SUP DUNG TR
| CAC THONG TIN KHAC DE NGH| XEM
S~ ‘ TRONG TO HUONG DAN SU DUNG KEM THEO

Store in tight container at temperature below pANG GOI:

Hop 3 vi x 10 vién nén bao phim.
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Rx: Thube nay chi dung theo don thude

WINNER

[toprid HCI 50 mg

Dé xa tam tay tré em

Doc kj hudng dan sir dung trude khi ditng

Thanh phin
M®i vién chia :

Thanh phén hoat chdt: Itopride hydrochloride......... 50 mg

Thanh phdn td duoc: Lactose hydrat, tinh bdt ngd, natri croscarmellose. acid silicic khan nhe.

magnesi stearat, hypromellose 2910, titan oxid, polyethylen glycol 6000, sap carnauba.

- Dang bao ché: Vién nén bao phim
MBS ta: Vién nén bao phim hinh tron, mau tring
Chi dinh
Piéu tri nhing triéu chimg vé da day-rudt. triéu chimg cua rdi loan chc nang ti€u hoa, khong
loét (cam giac ddy chuéng bung. dau bung trén, chan an, ¢ nong. budn ndn va ndn)
Liéu dung va cach ding
Céch dung: Thudc dung dudng udng.
Liéu luong:
Liéu udng thong thuomg cho ngudi 16n 1a 3 vién/ngay. chia 3 1an, mdi lan 1 vién, udng trudc
bira n. Liéu nay c6 thé giam tuy thudc vao tudi tac va tinh trang ciia timg bénh nhan
Chuy:
-

Khong nén dung kéo dai khi khong thdy c6 su cai thién vé nhing triéu chimg cua da day-
rudt.

Nén luu y khi sir dung thude vi thudc nay lam tang hoat tinh cua acetylcholine

Chéng chi dinh

Bénh nhan mén cam véi bat ki thanh phan nao cua thude.

Khéng ding cho phu nit ¢ thai va cho con bu trir khi that can thiét

Cinh bso va thin trong khi dung thudc

Than trong khi sir dung thudc cho ngudi cao tudi: Vi chirc nang sinh ly & nguoi cao tudi giam
nén nhitng tac dung khdng mong mudn d& xéay ra hon. Do d6, nhitng bénh nhan cao tudi su

dung thudc nay nén dugc theo ddi can than. néu c6 bat ki tac dung khong mong mudn nao
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xuét hién, nén st dung nhiing bién phap xur tri thich hop, vi du nhu giam liéu hodc dung
thude.

Than trong khi str dung thuéc cho tré em: D0 an toan cua thube trén tré em van chuwa duoc
nghién ctru dy du. Do do, khong nén dung thudc cho tré em trir khi that can thiét.

Do thudc c6 chira Bénh nhan c6 cac vén dé di truyén hiém gip cua khong dung nap
galactose, thiéu lactase Lapp hodc kém hép thu glucose-galactose nén than trong khi dung
thude nay.

Sir dung thudc cho phu nir ¢6 thai va cho con bu

Phu nir co thai

Thudc chi nén sir dung cho phu nit mang thai hogc phu nit co thé mang thai chi khi loi ich
mong mudn cia trj liéu 16n hon nhitng rii ro c6 thé gap phai.

Phu nit cho con bu

T4t nhét 1a khéng nén str dung thudc nay trong thoi ki cho con bu. nhung néu can thiét can
ngung cho con bu trong qua trinh diéu tri.

Anh huéng cia thudce 1én kha ning lai xe, vin hanh may moc

Tac dung khong mong mubn cé thé xay ra nhu chéng mit. Do do, can than trong khi lai xe va
véan hanh méy moc.

Twong tac, twong ky cia thudc

Than trong khi dung itoprid véi cac thude khang cholinergic nhu tiquizi bromid, scoplamin
butyl bromid, timepid bromid ... vi cac thudc nay c6 thé lam giam tac dung ting nhu dong
da day-rudt cua itoprid.

Tac dung khéng mong mudn ciia thude

Sbc va phan ung qua mén (ti 1& méc chua duoc biét): Soc va phan tng qua mén cé thé xuét
hién, va nén theo ddi bénh nhan chat ché. Néu that bat ki dau hiéu nao ctia sbc va phan tng
qua mén nhu tut huyét ap, kho thé, phu thanh quan, ndi mé day, tai nhot va toat md héi. ..
nén ngimg ngay thudc va cé nhimng bién phép diéu tri thich hop.

R&i loan chirc nang gan va vang da (ti 1€ mic chua duoc biét): Réi loan chuc nang gan va
vang da cung véi taing AST (GOT), ALT (GPT) va y-GTP... ¢6 thé xuat hién va bénh nhan
nén duogc theo ddi chat ché. Néu phat hién thdy c6 nhimg triéu ching bét thuong trén nén
ngimg ngay thudc va cé nhiing bién phap diéu tri thich hop.

Nhirng tac dung khong mong mubn khic:

5/100>ADR > 1/1000 | ADR < 1/1000 Chua biét

Qui man Phat ban, man do,
ngua...

3 !‘r!
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Triéu ching ngoai
thap

Run ray...

Noi tiét

Téang prolanc‘t—il_f.v iy

Ching to vii ¢ dan
ong

Huyét hoc

Giam ti€u cau, giam
bach cau..

Duong tiéu hoa

Tiéu chay, tdo bon,
dau bung. ..

nuac bot. ..

Tam thén

kho chiu, roi loan

Pau dau, cam giac

gide ngu, chong
L., - -
Gan Tang AST (GOT). | Tang y-GTP. tang| fibg
Tang ALT (GPT) AI-P... )
Thén Tang BUN. tang |

Cac loai khac

creatinin. ..

Pau lung hodc nguec.

mét moi

Thong bdo ngay cho bdc sy hodc dwoc sy nhing phdn ung co hai gap phdi khi sir dung

thuoc

Qua lieu va cach xir tri

Chua c6 bao cao ve cac truong hop quaé lieu khi dung thude.

Khi ubng qua liéu, chi diéu tri tridu chimg, khong c6 thude diéu tri ddc hiéu

DPic tinh dwgec luc hoc

Nhém duoc 1y: Nhém thude thube tiéu hoa. chéng day hoi va khéng viém.

Ma ATC: AO3FAOQ7.

1. Co ché tac dung:

Itoprid hydrochlorid 1am tidng nhu dong da day-rudt véi tac dong kép: lam téng su phong

thich acetylcholin (ACh) do tac dung d6i khang véi thu thé dopamin D2, va irc ché su phén

huy acetylcholin dugc phong thich qua viéc e ché acetylcholin esterase.

2. Lam tang nhu dong da day-rudt:

- - Lam ting nhu dong da day:

Itopride hydrochloride 1am tang nhu dong da day cta ché luc thie, phu thude vao liéu.

- Tang kha nang lam rong da day:

Itopride hydrochloride lam tang kha nang rong da day & ngudi, cho. chudt cdng.

3. Lam giam non:

Itopride hydrochloride trc ché non & cho gdy ra bai apomorphin, tac dung nay phu thudc vao

liéu.

Piac tinh dwgec dong hoc
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Hdp thu: Thubc hap thu nhanh qua dudng tiéu hoa. Sau khi udng 1 liéu don 50 mg itoprid
hydrochlorid, néng d6 dinh cua thudc trong mau la 0,28+0,02 pg/ml va dat duoc sau
0,58+0,08 gio.

Phdn bé: Thube phén phd vao hau hét cac mo.

Chuyén héa va thdi trir:

0 liéu udng don 100 mg itoprid hydrochlorid dung cho ngudi 16m khoe manh khi doi, ti 18 bai
tiét qua nudc tiéu trong vong 24 gid sau khi udng cao nhét la dang N-oxid (67,54% cua liéu
dung (89,41% cta phan bai tiét qua nudc tiéu)) va sau do la dang thudc khong dbi (4,14%) va
nhirng chét con lai 1a khong dang ké.

Trong nhitng thi nghiém sir dung microsom biéu thi CYP hodc flavin monooxygenase (FMO)
cta ngudi, cho thdt FMO1 va FMO3 tham gia tao chat chuyén héa chinh N-oxid. Tuy nhién
khong phét hién thdy hoat tinh N-oxygenase cuia CYP1A2. CYP2A6, CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP2D6, CYP2EI hoac CYP3A4.

Quy cach dong goi:

10 vién/vi X 3 vi/hop.

Bdo quan: Bao quan trong bao bi kin, tranh 4nh sang va 4m, & nhiét d6 dudi 30°C.

Han dung: 36 thang ké tir ngay san xuét

Tiéu chuén chét lwgng: Nha san xuét
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