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Rx - Thu6c ndy chf d ng theo ilonJo 
HIToNG DAN Str DVNG THUCiC

Vi6n n6n bao phim
ELTOGET TABLETS 50mg

UHIEULt],U OKHID
- Dgc kj hudmg clAn s* dyng trwdc khi tlitng
- Niu ciin thAm thbng tin, xin hii jt kiifn crta btic sj hortc dwqc sj.
- ThuiSc ndy chi ding theo tton thuiic,

- Dd xa tdm tay tri em.

THANH PHAN CONG THTIC THU6C
M5i vi6n n6n bao phim chira:
Thdnh phdn hogt chdt:
Itoprid HCl...... .............50,00mg
Thimh phdn td duqc: Lactose monohydrat (Lactose), tinh bQt bip, carboxyl methyl cellulose calci
(Carmelose calci), Aerosil 200 (Colloidal silica khan), magnesi stearat, Opadry vang 85G32558

[Polyvinyl alcohol-part hydrolyzed, talc, titan dioxid, macrogol, lecithin (soya), oxyd sit vang, oxyd
sit denl
D{NG BAO CHE: Vi6n n6n bao phim.
Vi6n n6n bao phim mdu vdng, hinh trdn, m6t mit khdc vach vd m6t mAt tron.

CHiEINH
Chira tri nhtng triQu chimg v6 dq ddy-ruQt g6y ra bdi vi6m da ddy m4n tinh (c6m gi6c dAy chu6ng
bgng, dau bqng tr6n, chiin dn, g n6ng, budn n6n vd n6n).
CACH DUNG, LIEU DUNG
Nguiri lt6m

LGu u6ng th6ng thudng cho ngudi 16n ld 150mg itoprid hydrochlorid (3 vi€n) m5i ngiy, chia 3 lAn,

m6i tin t vi6n, u6ng truoc bta an. Lidu ndy c6 th6 gidm bort tiry thuQc vio tu6i t6c vd bQnh tr4ng cira
trmg,bQnh nhan.

i,if,Ifi":Hi,ffit ctinh cho nhtng bQnh nhdn c6 tidn su m6n cdm v6i bfu k, thanh phan ndo cira

thu6c. Kh6ng dirng cho ph1.r nir c6 thai ho{c cho con bri tru khi thUc sU c6n thi6t.
CANH BAo VA THAN TRQNG KHI Dt,NG THUOC
Cinh b6o vh thfn trgng chung
- N6n luu j khi sri dlmg vi thuiic ndy ldm tdng ho4t tinh cia acetylcholin.
- Kh6ng n6n dtng k6o ddi khi kh6ng thAy c6 sU c6i thiQn vd nhtng tri6u chimg cria d4 ddy-ruQt.
- Thu6c ndy c6 chria t6 dugc lactose. BCnh nhan c6 vAn tl6 di truyEn hi6m gap kh6ng dung n4p

galactose, thi6u hr,rt men Lapp lactase ho{c k6m dung nap glucose-galactose kh6ng n6n sir dgng
thu6c ndy.

Sr? dgng cho il5i tuqng il{c biQt
Sft dgng thu6c 0 tr6 em
DQ an toin cta thu5c tr6n trd em v6n chua dugc x6c dinh (Cdn c6 it bang chimg lAm sdng).

Sfr dung thuSc 0 nguoi l6n tu6i
Vi cllic nang sinh ly d ngudi lon tu6i giAm n€n nhtng tric dung kh6ng. mong mu6n d6 xiy ra hon. Do
d6, nhtng banh nhan l6n-tu6i st dung thu5c ndy n6n clugc theo doi can th{n, n6u c6 b6t k} t6c dgng
kh6ng mong mu5n ndo xu5.t hiqn, n6n sri dung nhirng biQn ph6p xtr tri thich hqp, vi du nhu giriLrn li6u
ho{c ngimg thu6c.
SI} DUNG THU6C CHO PHU NU C6 THAI_. ,(
rnuoc nay cm nen su ogng o phg nft c6 thai, ho[c 6 phg nt c6 th6 mang thai chi
mu6n cta tri liQu lon hon nhtng rui ro c6 th6 gpp phai (SU an toan cria san phAm

v6n chua ilugc x6c dinh).
srT DUNG THUOC cHo PHU NU cHo coN BU

ney
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f6t nh6t ld kh6ng n6n su dqng thu6c nAy trong thdi kj,cho con bir, nhung ntlu cin thii5t. tr6nh cho con

bi trong quri trinh di6u tri. (Da c6 b6o ciio cho thAy itoprid hydroclorid tluoc bai ti6t qua sta d nhtng
thi np.hiQm trdn d6ng vdt-chu$l c6ng).
ANri'nrfoNc cu-a ruu6c I-tN xuA NANG LAI xE vA vAN nAnu uAv m6c:
T6c dung kh6ng mong mu6n nhu ch6ng m{t c6 th€ x6y ra. Khi ndng l6i xe vi vfln hanh m6y m6c c6

th6 bi gidm xu6ng.
TTIONG TAC, TTIONG KY THU6C

t6t thu5c

Tuong ky cria thudc
Do kt6ng'c6 c6c nghi€n cuu vd tinh tuong ky cira thu6c, kh6ng trQn l5n thu5c niy vdi c6c thu6c kh6c.

rAc DVNG KHONG MoNG MUoN ctATHU6c
Cac phdn thng c6 hqi daqc phdn nh6m theo tin sutit: rtit thudng gdp @DR> 1/10), tfuong gQp (/100

=,sDR 
< t/t"o), it sap (1/1b00 < ADR < 1/100), hiiim g(p (1/1b00 SADR < t/10000) vd riit hidm sdp

(ADR < l/10000), chua biAL

T4i thiri tli6m thu5c tluqc c6p ph6p luu hirnh t4i Nhft: Nh{ing t6c dpng kh6ng mong mu6n dugc
th|y 6 V (2,45%) trdn 572 benh nhAn (19 truong hqp;3,32%). T6c dung khdng mong mu6n chir yau

ld ti6u chiy (4 truong hqp;0,7%), dau dAu (2 truong hsp; 0,35%), dau bung (2 truong hqp; 0,35%)'
Nhtng bdithuong vdc6c dt liQu xdt nghiQm ld giim bach ciu (4 trucrng hqp), tdng prolactin (2 truong
hsp),...
T4i thiti tli6m tl6nh gii l4i:
Nirtrng tac dung kh6ng mong mu6o ttuqc thAy ir 74 \1,25%) tr6n 5913 benh nhan (104 truong hqp;

1,76"6. Nhftng tac apng ttrOng mong mu6n chinh c6 bdt thudng vA c6c dt liQu x6t nghiQm ld tiOu chiy
(13 trunng hqp;0,22%), dau bsng (8 trunng hqp;0)4%), t6o b6n (8 trudng hqp; 0,14%),Inng ALT
(CPT) (8 tru<rng hqp; 0.14%). ...
Nhiing tdc dgng kh6ng mong mu6n cri ;i nghia lAm-sirng r , . ^- Stic vd phan ung qud min (ti tC miic chua duqc biAt): S6c vA phan ulg quA mdn c6 th6 xuAt hiQn, vir

n6n theo doi benh nhan chdt ch6. N6u th6y b6t ky d6u hiQu ndo cria s6c vd phan img qu6 m5n, ,vi dg

nhu. tut huy6t dp. kh6 tho, phn thanh quan, n6i mA day, tii nhot vd toat md n0i,..., n6n ngimg ngay

thu6c vir c6 nhtng biQn phrip di6u tri rhich hqp.
- Riii lo€m chfic ndig gai vd-vdng da (ti t€ mdc chua duqc tiifu: Xar loan chirc n[ng gan vd ving da

cirng v<ri ting AST (GOT), ALT (GPT) va y-GTP... c6 thiii xu6t hien vd bQnh nhdn n6n dgo. c theo

doi;h?t chc]N6u ptat ni6n thAy nhang tri{u chtug bAt thucmg tren n6n ngimg ngay thuiSc vd c6

nhirng biQn phrip tli6u tri thich hqp.

N6n luu .i khi lorid v6i sau :

Thu6c DAu hiQu, triQu chri,ng vir
tlidu tri

Co ch6 tic dgng vdr nhftng y6u t6
rfri ro

Nhirng thu6c khdng
Cholinergic
Tiquizium bromide,
scopolamine, butyl bromide,
timepidium bromide,....

Tri{u ching:
C6 th6 lim giaim t6c dung tdng
nhu tlQng d4 diy-ruQt cria
itoprid (t6c dung cholinergic)

Co chii:
T6c dr,rng tc ch6 cira xhfng thu6c
kh6ng cholinergic c6 th6 c6 t6c dgng
duo. c lf hgc A6i UuLng t6c dung cria
itoprid

cia thuT

tirc kh mu6n khic
0.1 <AR<5% AR < 0.1Yo Ti 16 mic chua bi6t(1)

Qu6 mAn(z) Ph6t ban, mAn d6,
nsta. . . ,

Tri0u chims ngoai th6p(z) Run rdy, .

N6i ti6tQ) fdne prolactin, . Chime to vri d ttan 6ne

Huy6t host2) uram tleu cau, glam
bachcAu,... ,::ffi.

Dudng ti6u h6a Ti0u ch6y, t6o b6n, clau

bune. ...
Bu6n n6n, tang tiCt
nu6c bot, ... ffio*qie \

tit
>//

Tam than Dau clAu, cdm gi6c kh6
t. , .l ,

cnlu, rol roan glac ngu,
ch6ne mdt' ...

{, llAr v'r
il " It!
f,\csdto'r_/
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Gan Tdng AST (GOT), tang
ALT (GPT), ...

Tang y-GTP, ting AI-P,

ThAn Teng BUN, ting
creatinin, . . .

Cdc lo4i kh6c Dau hmg hoAc nggc,
mOtm6i,...

Ghi chti :
1) Ti le *ic chua clugc bi6t do dAy ld nhtng beo c6o tu phat.
2) N6u c6 U6t ry a6u hiQu b6t thudng ndo dugc ph6t hi6n, n6n c6 nhirng biQn ph6p xrl lj thich hqp, vi
dg nhu ngimg dring thu6c, ...
Th6ng brio ngay cho bric sj ho{c dwqc s! nhitng phrtn *ng c6 hqi grtp phdi khi srit dltng thu6c.

OTJA LII,U VA CACH XUTRi
Iih6ng c6 dt ligu vA su dgng thu5c qu6 lidu, kh6ng dirng qu6 liiiu chi dinh cira thu6c.

Dac riNH Duqc.Lu. c HQC
Nhdm dwoc lj,: Thu6c di6u hda nhu dQng ruQt dudng u6ng.
Md ATC: A03FA07.
Co ch6 t6c rlQng:
Itoprid HCI ldm*tdng su ph6ng thich acetylcholin (ACh) do t6c dUng d6i khang v6i thu th6 D_2 dopamin

vn ric chti sg phdn hiy acetylc:holin duqc giAi ph6ng qua viQc rlc ch6 acetylcholin esteraso, d6n dtin lam

tang hoat dQng da ddy-ru6t.
Lim tlng nhu ilQng d3 dhy-ruQt
- Ldm tdng nhu dQng d4 ddy

Itoprid hydroclorid ldm tdng nhu dQng d4 ddy cria ch6 hic thitc, phu thuQc vdo li6u.

- Tdng khi ndng ldm rSng da ddy
Itopiid hydroclorid hmlang kila ndng r6ng d4 ddy 0 ngudi, ch6, chuQt c6ng'

Lhm gi6m n6n
Itoprid hydroclorid ric ch6 n6n d ch6 g6y ra boi apomorphin, t6c dgng ndy phu thuQc vdo li6u.

DAC TiNH DT/qC DQNG HQC.
Nine d0 trong huydt thonh
NonE ab ronE hui6t thanh vd nhtng th6ng s6 du-o. c tlQng hqc d ngudi l6n kh6e m4nh, sau mot lieu

don uting 50mg itoprid hydroclorid hic d6i nhu bing sau:

BAns. C6c th6ns s6 duoc d6ns hoc

G1a trl trung
PhAn bO

K6t quai thu duqc lt nhtng thi nghi6m trdn dQng vdt.

- Nbng On tOi da dqt du;c O iAu trtit 6t ca iac m6 tir 1 d6n.2 gid sau lidu uiing don S-glkg '09-
itoprld hydroclorid d chuQt cting, vir 2 gid.sau khi u6ng Aat n6ng aO cao 6 thAn, ruQt non, gan, tuy6n

thuqng tilan, da diy (theo .u. "46.gi,,'; 
din tu cao xu6ng th6pf vd pnan tluOc tli vio hQ th6ng than

kinh trung ucrng, nhu n6o vd triy s6ng ld rdt it.
- Khi dua YaC-itlpria hydroclorid vOl- tidu 5mg/kg vdo t6 trdng cho chuQt c6ng, ning dQ ho4t tinh

ph6ng xa trong nhtng l6p co d4 d2ry cao hcrn khoAng 2 ldn so voi n6ng tlQ trong m6u.
'4";ii tirit qul sta: i<'tri'atrng tiAu u6ng 5mg/kg 'lc-itoprid hydroclorid cho chu6t c6ng' niing dQ

ho4t tinh ph6ng x4 trong sta so v6i trong huy6t thanh cao hcrn 1,2 lAn v6 Cmax, 2,6 ldn cao hon v6

AUC, vd 2,1 lAn cao hon vO TrD.

Chuv1n hda vd thdi trir
- O tiA, u6ng tton l00mg itoprid hydroclorid ding cho ngudi l6n kh6e milh (6

lC bai ti6t q"ua nu6c ti6J trong vdng24 gid sau- khi u6ng cao nh6t lA dpng N
dtng (Se,+t% cria phAn Uaiti0t qua nuOc tieu) vd sau d6 ld d4ng thu6c

nhirng chAt cdn l4i ld kh6ng cllng k6.
- Tro.,[ nhirng thi nghiQm .li AurE microsome bi6u thi CYP ho{c flavin

CAc
Lieu (mg) Cmax (uslml-) Tmax (eid) AUCo-. (ue.eid/ml-) Trao (sid)

50 0.28 * 0,02 0.58 + 0,08 0.75 + 0,05 5,77 t0,33
Gia binh + d6 10ch chudn, n = 6.

ngudl cho tfrAy fftAOf va FMO3 tham gia t4o chAt chuy6n h6a chinh N-oxide'
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ph6t hiQn thAy ho4t tinh N-oxygenase crla CYPlA2, -2A6, -286, -2C8, -2C9,2C19,2D6,2E1 ho4c

344.
Ctic vdn di *ndc
Ti lQ li6n k6t protein huy5t thanh: Ti lQ liOn k6t protein huy6t thanh ld 96oh satkhi dung lidu don u5ng
100mg itoprid hydroclorid cho ngudi kh6e manh (6 nam gi6i) khi d6i.

QUY CACHDONG G6I:
HQp I vi x l0 vi6n n6n bao phim.

DIEU KIEN BAo QUAN: BAo qudn noi kh6, tranh anh s6ng vi d6 Am, nnOt aO dudi 30'C.

HAN DUNG: 24 thdng ke tt ngdy san xuAt.

TI6,U CHUAN CHAT LTTqNG Ci,A THU6C: TCCS

CO 56 sAN XUAT THU6C:

Gi
GETZ PHARMA (PRJVATE) LIMITED

Plot No. 29-30, Sector 27, Korangi Industrial Area,
Karachi, Pakistan
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