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ro HUoNC UAN Sr/ OUNC THUOC
N, RAPOGY 2

Vi0n n6n bao phim

Thudc ndy chi ding theo ilon thuiic
Dgc k! hrdng ddn sft dqtng trwirc khi ding

D0 xa tim tay trd em

Thdng bdo ngay cho bdc si hofic dwqc si nhtrng tttc dltng khilng mong mudn
ggp phhi khi str d4tng thu6c

THANH PHAN CONC THUC THU6C
Granisetron (du6i dang Granisetron hydrochloride) 2 mg
Tri dugc vua dri cho I vi6n n6n bao phim
(Combilac, Natri starch glycolat, Magnesi stearat, Hypromellose 606, Polyethylen glycol6000,
Titan dioxyd, Talc)

DANG BAO CHE
Vi6n n6n bao phim

cHi DINH
Vi6n nen bao phim Rapogy 2 duo. c chi dinh o nguoi l6n de phong ngua vi tli€u tri bu6n n6n vd
n6n cdp tinh do di0u tri ung thu blng h6a tri vi x4 tri.
Vi6n n6n bao phim \upogy 2 ilugc chi tlfnh o nguoi l6n de phdng ngua bu6n n6n vd n6n muQn
do di6u tri ung thu blng hoa trf vd xa tri.

CAcu oUxG, LIEU DUNG
Cdch dilng,

NCn nu6t nguydn vi€n thu6c v6i nu6c.
LiAu dilng

2 mg x 1 lin/ngdy trong vdng m6t tudn sau khi x4 tr! hoflc h6a tri. NOn u6ng
ti6n trong vong I gio tru6c khi bit dAu di6u trl.

96rg cAn chinh lidu o bQnh nhAn suy gan, suy thpn vd bQnh nhin l6n tu6i.
CHONG CHI DINH

Qud m6n v6i Granisetron hodc Uat ti,thdnh phAn ndo cria thu6c.

CANU nAO va THAN TRoNG KHI DUNG THU6C
- D9 granisetron co th6 ldm gi6m nhu dQng ruQt dopn du6i, bQnh nhdn c6 dAu hiQu tic ruQt b6n

c6p n6n dugc theo d6i sau khi dtng thu6c.
- Tuong t.u c6c thu6c aOi rurang 5-HTr kh6c, thay d6i trCn t1iQn tdm d6 bao g6m k6o dii khoing

QT dA dugc b6o c6o v6i granisetron. O benh nhdn bi r6i lo4n nhfp tim ho[c ri5i to4n d6n
truydn tim tu tru6c c6 thti d6n d6n hflu qud ldm sing. Do d6 cAn th4n trgng cr nhirng bQnh

nhdn cl6ng thoi b.i bQnh tim mpch dang dung thu6c vd/ho{c d6ng thoi bi r6i loan diQn gini.
- Da c6 b6o c6o vd su nhay c6m ch6o gita c6c thu6c il6i kh6ng 5-HT: (vi dU nhu dolasteron,

ondansetron).
- Benh nhAn c6 vAn dC di truyCn hi6m gflp kh6ng dung n4p galactose, thi6u hqt lactase holc

k6m h6p thu glucose-galactose kh6ng n6n dtng thu6c. ndy.
- DA c6 b6o c6o vd hQi chring serotonin khi sir dung chdt <t6i kh6ng 5-HTr ngay cir khi dcrn trf,

. ,., Lnlr*g chu y6u trong ph6i hqp v6i cdc thu6c serotonergic kh6c (bao g6m c6c thu6c fc ch6 t6i
h6p thu chgn lgc serotonin (SSzus) vd thu5c ric chti t6i h6p thu serotonin-noradrenaline
(SNRIs)). B6nh nhin cAn duoc quan s6t ch4t chE v6 c6c triQu chimg gi6ng hQi chung
serotonin.

- Chua co chimg cu 16 rdng vC lam sing dii khuytin c6o str dqng granisetron dudng u6ng cho
tre em.

li6u Rapogy dAu
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stl DUNG rnu6c cHo rug N0'co rHAr vA cno coN BU
Phqr nir cd thai

C6 rdt it dir li6u tu viQc su dung granisetron o phu nir c6 thai. NCn tr6nh sir dung granisetron
trong thai kj,.

Pltqr nft cho con bil
Kh6ng 16 granisetron hodc c6c ch6t chuy6n h6a c6 bdi titit trong sta me hay kh6ng. Kh6ng n6n
cho con bri sta me trong khi di6u tri vdi Rapogy 2.

ANU suoNc cuA THUoc ltN xHA NANG LAr xE, vAN sANn rrAy Moc
Rapogy kh6ng gdy rinh huong d6ng kti tl6n khi n[ng l6i xe vd sri dpng m6y m6c.

TU'ONG TAC, TUONG KY CUA THUOC
Gi6ng nhu c6c thu6c a6i nrang 5-HTr kh6c, thay d6i tr6n diQn tAm 116 bao g6m k6o ddi khoring
QT da dugc b6o c6o v6i graniietron . A cic bqnh nh6n di6u tri d6ng thoi vii c6c thu6c gay k6I
ddi khoing QT valho6c gay lo4n nhip tim c6 thti ddn d6n hflu qui ldm sdng.
Trong c6c nghidn cuu o nht'ng nguoi khoe manh, kh6ng c6 bing chimg ve UAt ky sU tucrng t6c
ndo gita granisetron vd benzodi azepine (lorazepam), thu6c an thAn (haloperidol) hoac thu6c
ch6ng lo6t d4 diy (cimetidine).
Thu6c serotonergic (vi 4r: SSRIs vd SNRIs): dd c6 b6o ciro vA trgi chring serotonin sau khi sir
dgng d6ng thoi ciic thu6c A6i nrang 5-HT: vir circ thu6c serotonergic khic (kd ca SSRIs vi
SNRIs).

rAc oqxc KHONG MoNG MUoN cu,q, ruuoc (ADR)

RAt thudng Sgp e Uq
R6i lo4n hC thdn kinh: nhuc d6u
R6i lo4n ti6u h6a: t6o b6n

Thrqng Sgp e t/1.00 itiin < l/10)
R6i lo4n tdm thin: mdt ngri
R6i lopn ti6u h6a: ti6u chiy

, ROi lo4n gan mft: tlng transaminase gan
It Sqp e U1.000 dAn < U100)

R6i lo4n hC mi6n dich: phin img quri min nhu s6c phin vQ, n6i mC day
R6i lo4n he thin kinh: phin img ngopi th6p, hQi chimg Serotonin
R6i lopn tim mach: k6o ddi khodng QT
R5i lopn da vd mO du6i da: ph6t ban

Thing bdo cho bdc si cttc tdc dqtng khing mong mu6n gqp phdi khi dilng thu6c.
euA LrEU vA cAcH xtl rni

Kh6ng.c6 thu6c girii dQc dac hieu cho Rapogy 2. Trong trucrng hqp dirng thu6c qu6 li6u, bQnh
nhdn cin dugc cli€u tri trieu chfng.

DAC TINH DI.IqC LU. C HQC
Phdn nh6m di6u trf : Thu6c ch6ng bu6n n6n vd n6n, nh6m cfrAt AOi kh6ng serotonin (5-HT3).

Co chti thAn kinh cria triQu chirng budn n6n vd n6n qua trung gian serotonin:

Serotonin ld ch6t d6n truyAn thAn kinh chinh gAy n6n sau khi h6a tri holc xa tri. Sau khi titip xric
vdi buc xa hoac hoa ch6t di6u tri, serotonin (5-HT) dugc giii ph6ng khoi t6 bdo
enterochromaffine trong ni€m m4c ruQt non, nim gAn c6c neuron thAn kinh phti vf hudng tdm
c6 c6c thU th6 5-HT3. Sg ph6ng thich ndy kich hoat neuron thAn kinh phC vi th6ng qua c6c thp
th6 5-HT3 d6n d6n phtn ring n6n nghiCm trgng qua trung gian vtng phin ung thp quan v6i h6a

,i
chlit trong v0ng postrema.

Co chii t6c ilQng ctra Granisetron:

Granisetron ld thu6c ch6ng n6n mpnh vi li chAt arii Urang c6 tinh chgn lgc cao tltii vdi c5c thg
th6 5-hydroxytryptamine (5-HT3)..Granisetron c6 6i lgc kh6ng tl6ng kti Otii vOi c6c lo4i thu th6
kh6c bao g6m 5-HT vd c6c vi tri gdn k6t dopamineD2.
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Bu6n n6n vd n6n do h6a tri vd xa tri:

Granisetron dung duong u6ng d6 dugc chirng minh li c6 t6c dpng ngdn ngta bu6n n6n vd n6n
do di6u tri ung thu b[ng hoa tri <r nguoi l6n.

Budn n6n vd n6n sau ph6u thudt:

Granisetron dung duong u5ng d1 rlugc chimg minh ld c6 hiQu qui trong viQc phong ngua vd
di6u tri bu6n n6n vd n6n sau phdu thuft o nguoi l6n.

odc riNu Dr.Iqc DQNG HQC
Hiip thu

branisetron duqc hAp thu.nhanh vd hodn todn, m{c.du sinh khd dpng duong ur5ng giim xuiSng
con khoing 60Yo do chuy6n h6a qua gan lAn thir nh6t. Sinh khe dgng ducrng u6ng kh6ng bi enh
hucrng boi thric in.

PhAn bO

Granisetron dugc phin b6 rQng rdi v6i th6 tich phdn b6 trung binh khoing 3 l/kg. Ti lQ gan ktit
protein huytit tuong khodng 65%.

ChuyAn htia
Granisetron duoc chuy6n ho6 chu ytiu o gan do qu6 trinh oxy hoa vd li6n hqp. Cic hqp ch6t
chinh ld 7-OH-granisetron vd ciic hcrp chAt sunphate vd glycuronide.
Con duong chuy€n h6a chinh qua trung gian cic chAt thuQc nh6m cytochrome P450 3A cta
granisetron bi uc ch6 boi ketoconazole.

Thdi trir

trung binh trong huy6t tuong cria bQnh nh6n khodng 9 gio

QUY CACH DONG GOr
HQp I vi x l0 vi6n, kdm I to hudng ddn sir dung.

ErEU Kr-EN rAo euAN, HAN DUNG, TItu CHUAN cHAr LIIgI.{c c0l rHUOc
Diiu kiQn bdo qudn: Noi khd m6t, trfnh 6nh s6ng, nhiQt dQ kh6ng qu6 300C

Hgn dilng:36 th6ng k6 tu ngdy sin xuAt.

Tilu chudn chfu luqngr USP 41.

Sf,n xu6t t4i:
CONC TY CO PHAN DUQC PHAM PHONG PHU

CHI NHANH NHA MAY USARICHPHARM

Ld l2,Duong s6 8, Khu C6ng nghiQp Tdn Tpo, phudng Tdn Tao A, qufln Binh Tdn, TP. HCM

PhAn ptr6i uOri:

cONc rY cO PHAN DUQc PHAM MEDBoLIDE

Phdng 09, lAu 10, tda nhd The EverRich 1, s6 968, ducrng 3/2, phulng 15, qufn 11, TP. HCM
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