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Thinh phén hoat chit: DEXATAM TAY TRE EM
MBI vién nén baa phim chia: DOC KV HUONG DAN sU DUNG
topride AYUrachlaride . mmmmememmmmommenee50 G TRUGC KHI DUNG
Chi dinh, cich diing, chang chi dinh va cic thong tin khdc: BAO QUAN O NHIET 80 DUA 30°C,
Xem trong t& hudng din st dung thudc kém theo. NOTKHO, TRANH ANH SANG

Tiéu chudn: TCCS LSX:
SDK: NSX:
Ca sé sdn xudt: HD:

CONGTY c8 PHAN JW EUVIPHARM

Bia chi: .ip Binh Tién 2, X3 Buc Haa Ha, Huyén Bxiec Haa, Tinh
Long An, Viét Nam.

e
JVWV Euvipharm

Itopride hydrachioride 50 mg

K

GANAKHAN 50 mg

R Thudic ke don

GANAKHAN

ltopride hydrochloride 50 mg
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Thanh phén hoat chit: DE XATAM TAY TRE EM

M&i vién nén bao phim chifa: DOCKT HUAGNG DAN SUf DUNG TRUGC KHI DUNG
Itopride hydrochlonide ..o S0 MG BAO QUAN O NHIET B0 DUGI 30°C, NOI KHO,
Chi dinh, cich diing, chdng chi dinh va cic théng tin khdc  TRANH ANH SANG

Xem trong t& huéng din sir dung thude kém theo. Tidu chudn: TCCS
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HUONG DAN SU DUNG THUOC

Rx GANAKHAN 50 MG

Dé xa tim tay tré em
DPoc kj hwong din siv dung triwée khi ding
Thuéc nay chi diing theo don thubc

THANH PHAN CONG THU'C THUOC

M&i vién nén bao phim chira:

Thanh phan hoat chdt: Ttopride hydrochloride......... 50 mg

Thénh phan td dicge: Lactose fine pwd 200M, tinh bdt ngd, carmellose, silica colloidal anhydrous 200,
magnesi stearat, HPMC 606, PEG 6000 pwd, titan dioxyd, carnauba wax.

DANG BAO CHE

Dang bao ché: Vién nén bao phim.

MO ta san phém: Vién nén tron, bao phim mau tréng mot mit ¢6 khic chit “jw”, modt mit c6 khic chir
“G507, canh va thanh vién lanh lan.

CHI PINH

Thubc duge chi dinh cho ngudi 16n dé diéu tri nhitng tridu chimg vé da day-rudt gy ra béi viém da day
man (cam giac ddy chuéng bung, dau bung trén, chan &n, ¢ ndng, budn ndn va ndn).

CACH DUNG, LIEU DUNG

Cach dung

Ubng trude bita an.

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

Liéu ding

Liéu théng thuwong cho nguwoi Iém 1a 1 vién /lan x 3 vién/ ngay.

C6 thé giam liéu néu cin. Lidu dung chinh x4c va thoi gian diéu tri ty thudc vao tinh trang 1am sang

ctia bénh nhan. O thir nghiém 14m sang, thoi gian diéu tri t6i da 1 8 tuan.

Tre em

Do an toan va hidu qua cia thudc trén tré em van chua duge xéc dinh.

Bénh nhan suy gan, suy thdn

Ttopride dugc chuyén héa qua gan va dao thai chi yéu qua than. Bénh nhan suy giam chirc ning gan
hodc suy gidm chirc nang than nén dugc theo doi chiat ch& va trong trudng hgp xay ra tac dung khong
mong mudn can phai 4p dung bién phép thich hop nhu giam lidu hodc ngung ding thude.

Ngueoi I6n tudi

Trén thir nghiém 1am sang cho thdy ti 1& tic dung khong mong mudn & bénh nhén tir 65 tudi tré 1én
khéng cao hon & bénh nhan tré hon. Chi dinh itopride cho ngudi 16n tudi cdn xem xét ddy du va than
trong vé viéc ting ti 18 tic dung khong mong mudn & nhitng bénh nhan rdi loan chirc ning gan va than
hodc nhitng bénh 1y kém hoc ding céc thudc dong thoi. Can theo dbi cin than khi dung thude cho ngudi

16m tudi nhu giam liéu hodc ngimg dung thubc.
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CHONG CHIi PINH

Bénh nhan man cam v&i bat cit thanh phan nao cia thube.

Khong ding cho bénh nhén ting nhu dong rudt do c6 thé gay hai, vi du nhu & bénh nhan xut huyét, tic
co hoc hodc thing dudng tiéu hoa,

Khong dung cho phu nit ¢6 thai hogic cho con b trir khi thuc sy can thiét.

CANH BAO VA THAN TRONG KHI DUNG THUOC

Luu y khi sir dung thudc nay vi 1am ting hoat tinh ctia acetylcholine.

Khong nén dung kéo dai khi khong thdy co sy cai thién vé nhirng triéu chiing cta da day-rudt.

Swr dung trong nhi khoa

Do an toan ciia thube trén tré em van chua duge x4c dinh (con ¢6 it bing ching 14m sang).

Sir dung thudc ¢ bénh nhan suy gan, suy thén:

Itopride dugc chuyén hoa qua gan va dao thai chii yéu qua thin. Bénh nhén suy giam chirc ning gan
hodc suy giém chirc ndng than nén dugc theo doi chit ché va trong truong hgp xay ra tic dung khong
mong mudbn can phai 4p dung bién phap thich hop nhu giam liéu hoic ngu’ng diing thude.

Sir dung thubc ¢ nguedi I6n tudi:

Trén thir nghiém 1am sang cho thay ti 1¢ tic dung khéng mong mudn & bénh nhén tir 65 tudi tros 1én
khéng cao hon & bénh nhén tré hon. Chi dinh itopride cho ngudi 16n tubi cin xem xét ddy du va than
trong vé viée ting ti 18 tac dung khong mong mudn & nhitg bénh nhén rdi loan chirc ning gan va than
hoac nhitng bénh 1y kém hoic ding céc thude ddng thdi. Can theo ddi cin than khi ding thude cho ngudi
16n tudi nhu giam liéu hodc ngimg dung thude.

Do thudc ¢6 chira lactose, vi vy bénh nhén bi ri loan di truyén hiém gip nhu khong dung nap galactose,
thiéu hut Lapp lactase hodc kém hép thu glucose-galactose khong nén dung thudc nay.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thubc nay chi nén str dung & phu nir ¢6 thai hodc & phu nit ¢6 nghi ngd mang thai chi khi loi ich mong
mudn cua tri liéu 1én hon nhimg rai ro ¢6 thé gip phai.

T6t nhét 12 khong nén sir dung thudc nay trong thoi ki cho con bui, nhung néu can thiét, tranh cho con
bt trong qué trinh diéu tri. P c6 béo cdo cho théy itopride hydrochloride duoc bai tiét qua sita & nhitng
thi nghiém trén dong vat (chudt cong).

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Téc dung khong mong mudn nhu chéng mit ¢6 thé xay ra. Kha nang 1ai xe va van hanh may méc c6 thé
bi giam xudng.

TUONG TAC, TUONG KY CUA THUOC

Twong tac

Itopride dwoc chuyén héa chii yéu qua flavin monooxygendase, né khong c6 tuong tac do chuyén hoa
qua cytocrom P450.

Khong phat hién twong tac khi ding itopride ddng thoi voi warfarin, diazepam, diclofenac, ticlopidine,
nifedipine va nicardipine.

Ttopride c6 anh hudng dén duoc dong hoc trong da day khi dung ddng thoi véi céc thube ding dudng
ubng khéc, dac biét thudc co ngudng diéu tri hep, thude gidi phong kéo dai, thubc bao tan trong rudt.

Céc thubc khang cholinergic 1am giam tac dung cua itopride.
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Céc thude nhu cimetidine, ranitidine, teprenone va cetrexate khong anh hudng dén tac dong ting co bop
cta itopride.

Twong ky,

Do khéng c6 cac nghién ctru vé tinh twong ky ctia thudc, khong trén 14n thube nay véi cac thube khac.
TAC DUNG KHONG MONG MUON CUA THUOC

* Nhitng tic dung khéng mong mudn cé y nghia lam sang

- Sbc va phan img qua mdn (i 16 mic chua dwoc biét): Soc va phan g qua mén c6 thé xuét hién, va
nén theo ddi bénh nhéan chit ché. Néu thay bat ky dau hiéu nao ciia sdc va phan tng qua man, vi du nhu
tut huyét ap, khé thé, phi thanh quan, ndi mé day, tai nhot va toat md héi..., nén ngimg ngay thude va
c6 nhitng bién phap diéu tri thich hop.

- Réi loan chirc nang gan va vang da (ti 1é méc chua duoc biét): réi loan chirc ning gan va vang da cling
véi ting AST (GOT), ALT (GPT) va y-GTP..., ¢ thé xuat hién va bénh nhan nén dwoc theo ddi chit
ch&. Néu phat hién thiy nhimg triéu chimg bat thuong trén nén ngimg ngay thudc va cé nhirng bién phép
diéu tri thich hop.

* Nhitng tdc dung khong mong muon khdc (ADR)

0,1% <ADR <5% | ADR<0,1% Ti 1& méc chua biét ¥
Qué man® Phat ban, man do,
ngua,...
Triéu chimg Run réy,...
ngoai thap @
Noi tiét® Ting prolactin,... Chimg vii to & dan ong
Huyét hoc® Giam tiéu cau, giam bach
cu,...

Duodng tiéu hoa | Ti€u chay, tao boén, | Budn non, ting tiét nudce bot,...

dau bung,...
Téam thén Pau diu, cam giac kho chiu, roi
loan gidc ngn, chéng mat,...
Gan Tang AST (GOT), | Tang y-GTP, ting ALP,...
tang ALT (GPT),...
Thén Tang BUN, tang creatinine,...

Cac loai khac Pau lung hodc nguc, mét

moi,...

Ghi chu:
(1) Ti 1é méc chua dugc biét do day 13 nhimg bao cdo tu phat
(2) Néu c6 bat ky d4u hidu bat thuong nao duge phat hién, nén cé nhiing bién phép xir tri thich hop, vi
du nhu ngimg ding thude, ...

Thong bdo ngay cho bdc sj hoijc dwoc sj nhiing phén irng cé hai gip phdi khi sir dung thuéc
QUA LIEU VA CACH XU TRi
Chua thiy xay ra qua liéu & ngudi. Trong trudong hop qué liéu cln c6 bién phap xur tri tich cuc.
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PAC TINH DUQC LUC HQC

Nhém duge 1y: Thude diéu tri rdi loan chire ning duong tiéu hoa.

Ma ATC: AO3FAOQ7

Co ché tic dung:

Thude lam tang su giai phong acetylcholine (ACh) do tac dung dbi khang véi thu thé D, dopamin va trc
ché su phan hity acetylcholine duoc giai phéng qua viéc trc ché acetylcholine esterase, dan dén lam ting
nhu dong da day-rudt.

Lam ting nhu djng da day — rudt

Itopride hydrochloride lam ting nhu dong da day ctia ché Itc thire va phu thudc lidu.

Ttopride hydrochloride 1am ting kha ning rdng da day & ngudi, ché, chudt cong.

Lam giam nén

Itopride hydrochloride trc ché ndn & ché gay ra boi apomorphin, tic dung nay phu thuje vao lidu.
CAC PAC TINH DUQC PONG HQC

Hz’ip thu

Ttopride dugc hip thu nhanh chéng va hoan toan qua dudng tiéu hoa. Sinh kha dung tuong ddi khoang
60% do chuyén héa 1an dau. Thirc an khong lam anh hudng dén sinh kha dung, khi udng 50 mg itopride
hydrochloride thi nng do dinh dat dwoc trong huyét twong sau 30 — 50 pht.

Khi ding lidu lap lai trong khoang liéu 50-200 mg x 3 1in/ngay trong 7 ngay thi itopride va céc chit
chuyén hoa ¢o su tuyén tinh trong dugc dong hoc véi su tich ity thép nhét.

Phén b6

Khoang 96% itopride lién két voi protein huyét twong, chii yéu 1a véi albumin. Alpha-1-acid-
glycoprotein lién két it hon 15%.

O chuoét, Itopride phéan b rong dén cac mé (VAP = 6,1 /kg) ngoai trir hé than kinh trung wong; Thube
c¢6 ndng dd cao & than, rudt non, gan, tuyén thuong than va da day. Lién két v6i protein & chudt thip hon
o nguoi (78% so véi 96%). Thudc it tham nhép vao hé than kinh trung wong. Itopride qua duoc sita &
chudt cho con bu.

Chuyén héa

O ngudi, itopride duogc chuyén héa phén 16n qua gan. C6 3 chét chuyén héa duoc xéc dinh nhung chi
mot trong s ching c¢6 hoat tinh yéu khong c¢6 ¥ nghia duoc dong hoc (khoang 2 — 3% Itopride). Chét
chuyén héa chinh 14 N-oxide- 14 san phim ctia qua trinh oxi héa nhanh amine - nhém N-dimethyl.
Itopride duge chuyén héa qua flavine monooxygenase (FMO3). S6 luong va tac dung ctia FMO c6 thé
lién quan dén hién tuong da hinh gene ma két qua 12 bénh di truyén hiém gip theo kiéu l3n nhidm sic
thé thuong nhu hdi chimg mui ca. Thoi gian ban thai dai hon & nhimg bénh nhan c6 hoi chimg mui ca
nay.

Nghién ctru dwoce ddng hoc in-vivo vé phan tng qua trung gian CYP di khong cho thiy sy e ché hay
cam tmg CYP2C19 va CYP2E1 khi dung itopride. C4ch dung itopride khong anh hudng dén CYP hoic
hoat tinh ctia uridine-diphosphate-glucuronyl transferase.

Thai trir

Ttopride va céc chit chuyén hoa clia né duge bai tiét chi yéu qua than. Cac tinh nguyén vién khoe manh
sau khi uéng 1 lidu diéu tri thi lugng Itopride va N-oxide bai tiét 13 3,7% va 75,4%.

Thoi gian ban thai cua itopride khoang 6 gio.
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QUY CACH PONG GOI

Hop 3 vi x 10 vién nén bao phim

Hop 10 vi x 10 vién nén bao phim

PIEU KIEN BAO QUAN

Bao quan ¢ nhiét do dudi 30°C, noi khd, tranh anh sang

HAN DUNG: 36 thang ké tir ngay san xuét

TIEU CHUAN CHAT LUQNG CUA THUOC: TCCS

TEN, PIA CHI CUA CO SO SAN XUAT THUOC

Coéng ty cb phin JW Euvipharm

Ap Binh Tién 2, x4 Pitc Hoa Ha, huyén Duc Hoa, tinh Long An, Viét Nam




