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bt 5rol?

ro'utloNc nArv srl orJNG Trruoc
REBAMIPIDE INVAGEN SACIIETS

Rr Thuiic bdn theo clo.n
IHANU psAN
Rebamipid 100 mg
Tii dugc vira dri I g6i
(Manitol, aspartam, low-substittfted hydroxypropyl celtiose,
hydrorypropylcelulose, Polysorbat 80, tinh ddrt bqc hd,
menthol, magnesi stearat, silic dioxyd keo).

DANG nAO CUE

Thu0c c6m.

DIJqC LU. C HQC

Co ch6 tric dgng
Tdc dung phdng ngia hofic ch*a ldnh trong m6 hinh lotit d€t

ddv:

Rebamipid ngdn chdn sg t6n thLrong ni€m mgc da ddy trong
c6c m0 hinh lodt nghiOn ciru kh6c nhau d chuQt, k6 cd lodt
dugc t4o ra do stress khi bi ngdm trong nudc, do aspirin,
indomethacin, histamin, serotonin vd thit m6n v!, Thu5c con

bdo vQ ni€m m4c khdi bi t6n thuong gdy ra do c6c diAu kiQn

gdy lodt i<h6c md c6 thti ldm ph6t sinh phdn 0ng cria c5c g6c tg
do, bao gdm s1r t6i cung cdp m6u cho ni€m mac bi thiliu m6u

cqc bg, sri dgng ytiu t6 ho4t h6a tieu cAu ho{c
diethyldithiocarbamat vd sri dpng indomethacin trong c6c tinh

tr4ng b! stress. Trong mQt m0 hinh lodt dugc t4o ra do acid

acetic d chuQt, thu6c th0c diy ldm lanh c6c v6t loet da dAy vA

ngEn ch{n sU tei phet lodt sau khi gdy lo6t 120-140 ngdy.

Tdc dung phdng ngua hofic chfia ldnh trong m6 hinh viAnt dq

diry:

Rebamipid ngdn chfln su ph6t tri6n cria acid taurocholic (mQt

trong nhirng thdnh phAn chinh crla acid m4t) td acid gdy ra
vi6m niC,n mqc. Do 116, rebamipid thric dAy ldm ldnh vi€m

ni€m m4c d4 ddy d chuQt.

Tdc fimg ldm tdng prostaglandin (PG):

Rebamipid tdm tlng hinh thdnh prostaglandin E2 (PCE2) n'ong

ni€m mac dA ddy d chuQt. Thu0c con lirm t6ng hdm lugng
PGE2, l5-keto-13,14-dihydro-PcE2 (ld mot chAt chuy6n h6a

cta PGE2) vd prostaglandin 12 (PG12) trong d[ch d4 ddy.

O nam gidi kh6e m4nh, thu6c c0ng cho th6y t6c dpng ldm ttrng

hdm lugng PGE2 d ni€rn mac d4 ddy vi bdo vQ ni0rn mac da

ddy khdi b! tOn thuong gdy ra do dtrng rugu.
-:,,

I ac dung bao ve te bao:

Rebamipid cho thdy t6c dr;ng bdo v0 t6 bdo da ddy, irc chii s1r

t6n thuong ni€nr mac gdy ra bdi ethanol, acid manh hotic base

manh d chuQt. Trong c6c nghi0n c'tu in vitro, thu6c cdn bdo vQ

c6c tti bdo bi6u m6 da ddy l6y tir bdo thai th6 nuOi cAy ch5ng

lgi t6n thuong dugc gdy ra do aspirin holc acid taurocholic. O

nhirng nam gidi khde mqnh, thutic ng6n ch{n sg t6n thuong

ni€m mac da ddy gdy ra do dirng aspirin, ethanol holic HCI-

ethanol.

Tdc dung ldm tdng dich nhdy:

Rebamipid thric d6y hoat dQng cta enzyur da ddy dd t6ng hqp

c6c glycoprotein c6 trgng lugng phdn tri cao, ldm dny ldp dlch

nhiy tr€n b6 m{t cta ni6m mac d4 ddy vi ldm thng lugng dlch

nhAy hda tan trong da ddy d chuQt. PC nQi sinh khOng lien

quan gi trong sU tAng dich nhiy hoa tan.

Tdc firng ldm tdng lrru luqng mciu vdo ni€m mqc:

Rebamipid lfun ttrng luu ltrgng miiu vdo ni€rn m4c cla ddy vd
cdi thiQn huyiit clgng hgc bi suy gidm sau khi chuQt bi m6t
m6u.

Tdc dqtng tAn hdng rdo ni6m mclc:
Rebamipid thudng khdng dnh huong I€n sp kh6c bigt c6 thd c6
vd viQc truydn qua ni€m mac da ddy o chuQt nhung n6 ngdn
cdn vi€c gidm kh6c bigt cO tlti c6 do rugu.
Tdc dung l\n sr tiiit kiin d dq ddy:
Rebamipid thtc dAy su ti6r kiem o da ddy chuQt.

Tdc drlng lAn sii lu'7'ng tii bdo ni€m mac:

Rebamipid ho4t h6a sg tAng sinh tti bdo ni6m m4c d4 ddy vd
lirm tang sti t6 Uao bitiu m0 pht ni€m mac d chuQt.

Tdc dqmg lAn nr phqtc h6i ni|m mqc dq ddy:
Rebamipid ldm ldnh vtit thuong nh6n t4o g6y ra do acid m4t
ho{c hydrogen peroxyd d t6 bdo bi6u m0 d4 ddy thd dugc nu6i
c|v.
Tdc dqrng l€n sv tidt ctia dq ddy:
Rebamipid kh0ng lim thay d6i sU ti6t kiam cta dlch d;r ddy
ho{c sg ti6t acid dug,: kich thich bdi ctr6t tqi ti6t.,:
I AC dvng len coc goc llt do:

Rebamipid lo4i cdc ; lc hydioxyl mQt c6ch trgc ti6p vd ngdn

ch(in sg sdn xLr6t sup roxyrl do cric ba,-'h ciu hqt. Thu6c ng[n
chlin sg t6n thuong , bio ni€rn m4c d4 ddy gdy ra do phdn

irng ciic g5c oxy duq ph6ng thich tir c6c b,1ch cAu trung tinh
dugc kich thich bdi 'elicobacter pylcri in vr7ro. Thu6c tdm
gidm hdm lugng pero 'd trong lipid d ni€m rnAc dA ddy chuQt

dugc cho uting indon i:acin trong tintl trang bi stress vd

chiin sg t6n thuong ni. r ma.c da ddy.

Tdc d4ng l€n sV thdm ,i6n 6 bdo viSm d niAnt mac da

Rebamipid ngln ch(ir ;r-r thdrn nhiEm tti bdo viOm

hinh viOrn dA ddy d r i:dt clrrgc t?o ra do acid tauro

m6u cuc b0.

Tdc d4ng lAn sqt ph6t g thich cytokin (interleukin-8) gdy vi1m

o niAm mqc d4 ddy:

Rebamipid ng[n chfln sU tang sdn xu6t intcrleukin-8 d ni€m

mac da diy cta c5c bQnh nhdn bi nhiEm Helicobacter pylori.

Thu6c con uc chii su hopt h6a y6u t6 kappa-B, su bi,6u hiqn

cira intelleukin-8 mRNA vd sg s6n xuAt interleukin-8 d t6 bdo

bi6u m0 dugc nuOi c6y ctng vli Helicobacter pylori.

DUqC DoNG rrQC

Ning ilS trong huy& uong
Bdng sau chi ra c6c th6ng s6 dugc dQng hQc c[ra rebamipid sau

khi uOng li6u dqn rebamipid 100 mg d 27 b€nh nhdn nam

khde mqrnh khi d6i

Gi6 tri trung binh tSD, n=27,tvzdugc tinh d6n 12 gid.

O 6 ngudi khde mirnh, khi dirng li€u 150 mg dudng uiing sau

bfa [n, t6c d0 h6p thu rebamipid c6 xu huong chflm hon so

vdi tdc d0 h6p thu n6u u6ng trudc khi trn. Tuy nhi6n, thric dn

khdng dnh hudng <ltin sinh khi dpng cira thu6c d ngudi.

t6n thuong niOm mac J4 ddy dLrgc tar-> ra do c6c thu6c

vi€m kh0ng steroid t [c do sg t6i cung c6p mdu trong thi 'P
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C6c thOng sti duqc dQng hqc ghi nhfn tr} c6c bQntr nhdn suy
thfn sau khi u6ng lidu don 100 mg rebamipid cho thdy n6ng
dQ trong huylit tuong cao hon vd thdi gian ban thai ddi hon so
vdi ngudi kh6e rn4nh. O trpg th6i 0n dinh, nOng dg rebamipid
trong huy6t tuong quan s6t dugc d nhtng bQnh nh6n th6rn
ph6n thfln sau khi dirng lidu lflp lai giOng vdi c6c tri s6 ttri
dtng li6u don. Vi vfy, thuOc dugc xem ld khOng t(ch liy.
LiAn kit vdi protein

Rebamipid ndng dQ 0,05 - 5 pglml dugc dua vdo huyrit tuong
in yitro, vd khoang 98,4% - 98,6% lien t6t vOi protein huy6t
tuong.

Chuyin hda

O nhirng ngudi nam gidi khde m4nh sau khi dirng lidu don

600 mg, rebamipid chi ytiu dugc bdi ti6t vdo nudc ti6u dudi
d4ng khong O6i. Ctr6t chuydn h6a c6 I nh6m hydroxyl d vi tri
thf 8 da dugc tim th6y trong nudc ti6u. Tuy nhi€n, su bdi ti6t
ch6t chuytin h6a ndy chi chi6m 0,03% liAu d6 dtng. Enzym
li0n quan dtin sp hlnh thdnh ch6t chuytin h6a ndy ld cytochrom
P45o 3A4.

Thdi trii
Nam gi6i kh6e mAnh dtrng liOu don rebamipid 100 mg,

khoan i I 0% liAu dtng clugc thdi trt qua nudc ti6u.

cHi r INH Drtu rRi
- Lodt ,la dd.,.

- DiAu .ri c6: thuong t6n ni6m mAc dA ddy ([n mdn, chdy mdu,

d6 vd'.iri nil trong c6c tinh trang sau ddy: vi0m d4 cldy c6p vd

dqt cdr cJa vi€m d4 ddy mqn tinh.

Lrtu { II0NG vA cAcu DUNG

Thu& ::i"y chi ding lheo sg kA ibn cfia btic si
Ct cl. t ,ttrg:

Dtng.ii;ung u6ng. Udng thu6c vdo bu0i s6ng, buOi t5i va

trudc l r.. ngt, c6 th6 uing thu6c trong ho{c ngodi br}a 6n (do

thr?c 6, khOng dnh huong dtin sinh khd dpng cta thu6c).

Liir,lrqng:
Lodt t,t ddy: Lidu thuong dtng cho ngudi ldn ki 100 mg (l
g6i) x J lAn/ngdy,:
Lac uwong ton ruem mqc dq ddy do viAm det ddy clip vd dqt

cdp ct)a viAm dq ddy mqn tinh: LiAu thudng dtng cho ngudi

l6n ld 100 mg (l g6i) x 3 ldn/ngdy.

CH6NG CHi DINH

Chiing chi dinh d benh nh6n c6 tien st qu6 min vdi b6t k!
thinh phAn ndo cta thu6c.

CANH BAO VA THAN TRQNG KHI SU'DUNG

Gidm bgch cAu, giim ti6u cAu, r6i loan chrlrc ndng gan, vdng da

<tugc biiiu thi bing tdng mric mfrc alanine transaminase (ALT)

hay cdn ggi ld serum glutamic-pyruvic transaminase (SGPT)

ve aspartate transaminase (AST) hay cdn gqi ld serum

glutamic-oxaloacetic transaminase (SGOT), gamma-

glutamyltransferase (1-GTP) vd phosphatase ki6m da duqc ghi

nh0n. CAn theo dOi benh nhdn ch6t che. N6u c6 cdc d6u hiQu

b6t thuong qua xdt nghiQm, ph6i ngirng dtng thuOc vi tii5n

hdnh c6c biQn phdp h6 trg thich hgp.

BQnh nhdn st dgng rebamipid tdu ddi nOn dugc gi6m s6t mQt

c6ch tlinh k! bdt c0 dAu hiQu hay triQu chring enzym gan cao,

gidm lugng bach cAu va./ho{c lugng titiu c6u.

Sir dgng cho ngud'i cao tu6i: CAn chri y d{c biet O6i vOi

nhtrng bQnh nhdn cao tuOi O,i giim thidu nguy co r5i loan da

ddy-ruQt, vi bQnh nhdn cao tu0i thudng nh4y cim hqn so v6i
bQnh nhdn tre tu6i.
Sii'dgng cho tr€ em: Chua x6c dlnh ttugc mt?c d0 an todn cta
thuoc ndy d trd sinh nhg c6n, trd so sinh, trd cdn bri vd trd em
(Chua di kinh nghiQm l6m sang).
Crinh biro vO tri dugc aspartam: Do thu6c c6 chrla aspartan
n€n.phdi dtng thfln trgng d ngudi bi phenylceton niQu (ngudi
bi rOi lo4n chuydn h6a phenylalanyl thanh tyrosin do ttri6u trut
enzym phenylalanin hydroxylase) vd ngudi phdi h4n ch6
lugng phenylalanin dua vdo co th6.

TI.IONG TAC THU6C

Kh6ng c6 dt liQu

TRTJONG HqP C6 THAr VA CHO CON BU

Trrdng hqp cd thai

Chua x6c dlnh dugc dQ an todn crla thu6c ndy d phg nO c6

thai. Rebamipid chi n€n dugc dtng cho phg n[ c6 thai hoflc dU

kii5n mang thai n6u lgi ich cria viQc diEu tri dg tinh dugc cho ld
cao hon b6t kj nguy cs ndo c6 th6 c6.

Trrdng hqp cho con bfi

Nhnng nghiOn cfu tr€n chuQt cho th6y rebamipid c6 thdi qua

sta. NhBng phg nii dang cho con t0 phdi ngirng ch.. bri trudc
khi dtng rebamipid.

TAC DSNG CUA THU6C KHI I,AI xE VA vAN HANH
MAY MoC

Chua c6 nghiOn crlu kitim sodt vi lic dl,ng crla thu6c khi l6i

xe. Dd ghi nhdn mot s5 Uenh nhd, bi ch6ng m[t ha[c bu6n

ngir khi dang dtng rebamipid 100 
'rr-2. 

Vi v{y, cdn thdn trgng
khi t6i xe hodc vin hdnh m6y m6c.

ThAng bio clto Btic si nhiing ttic tii,l:.i khAng mong mudn
gilp phdi khi sit ttt1tt,. thudc

TAc DUNG KHoNG MoNG Mti,)N (ADR)

C6c t6c dgng khOng mong mu5r k5 cd cric d6u hiQu bAt

thubng qua xdt nghigm tl6 dugc ,.:ri nhdn d 54 bQnh'nhdn

(0,54o/o) tlong s6 10047 bQnh r, rdn dugc didu tri bane

rebamipid. Trong s5 3035 benh nh6rr tren 65 tuOi, c6c t6c dpng

khOng mong mu6n dtr dugc ghi nhfn o l8 bgnh nhdn (0,59%).

Bdn ch6t vd tj l0 xdy ra c6c t6c dqng khOng mong mu6n

khOng c6 sg kh6c biet gifa bQnh nh6n cao tu6i vd bQnh nh6n

trd tu6i.

Cric lric ttqng khAng 
^ong 

maiin c6 j, nghiu lfrm sdng

- S5c vd phdn irng phan vQ (chua rO tl l0*): S6c vi phan fng
phdn vQ c6 th6 xdy ra. CAn theo d6i bQnh nh6n ch[t chO. N6u

c6 d6u hiQu bAt tnuong, phdi ngirng dirng thu6c vd ti6n hdnh

c6c biQn ph6p diAu tr! thich hgp.

=rt
]T\
HA
PH

v
.4

:>J

o
Y

- Gidm b4ch ciu (ty le < 0,1%o) vi gidm tidu ciu (chua 16

lQ*): Cidm b4ch cAu vi giim ti6u cAu c6 th6 xdy ra. CAn theo

doi bQnh nhAn chit che. N6u c6 d6u hiQu b6t thudng, phdi

ngirng dirng thu6c vd tii5n hdnh c6c biQn ph6p di6u tri thich

hqp.

- R6i toan chrlc nlng gan (rj lQ < O,ly,) vd vdng da (chua r0 F.|

le*): R6i loan chrlrc ndng gan vd vdng da dugc bi6u thi bAng

t6ng AST hodc SGOT, t6ng ALT ho4c SGPT, tnng 1-GTP vd

phosphatase kidm. Can theo dOi bQnh nhdn ch[t che. N6u c6

c6c d6u hiQu b6t thudng qua x€t nghiQm, phdi ngirng dDng

thu5c vd ti6n hdnh c6c bi$n phip didu tr[ thich hqp.

V
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Tiitt suitl
HA co

<0,1%
Chuu rd liin

sudt*

Qu6 mdn cdm

(lu'u j l)

Ban, ngria, eczema

gi0ng ban do thu6c,

c6c triQu chfrng qu6

m6n cdm kh6c

Miy clay

ThAn kinh-tdm

than

T€ cring,

ch6ng m[t,
buOn ngt

D4 ddy-ruQt

T6o b6n, dAy bung,

tiOu chdy, n6n, budn

n6n,gn6ng,ghoi,
tlau bgng, r6i loan

vi gi6c

I(hO rnigng

Tdng AST hoflc

SCOT, tang ALT
ho[c SGPT, ting y-

GTP vd phosphatase

ki0m

Cldn bach ciu,
gid,rr b4ch cAu hat.

GiAm tiOu cdu

V[ sung vd

dau, n[ h6a

tuy6n vir d
nam gidi, d6nh

tr5ng nggc,

sOt, Oo Uirng

mflt, te lu0i,
ho, sLry ho h6p,

rpng t6c

Ttic tt4ng khAng mong muiSn khic

Gan

(lu'u j 2)

Mdu

R':l lo4n kinh I'ruygt,

Kh6c

r rlis mfc nitro ure
ir

, ;rr,iu, pht, cdm gi6c

I r ii v6t la d hqug.

Lu'u f l) Ntiu c6 ':.1,: triQu chrlng qu6 mdn cdm, phdi ngtrng

dirng thu6c.

Lu'u f 2) N6u mirc transaminase tdng rO rQt ho{c c6 s6t va n0i

ban, phdi ngirng di'rg thu6c vd ti6n hdnh c6c biQn phdp diAu tr!

thich hgp.
* Chua 16 t! lQ xr,y ra cia c6c t6c dgng khdng mong mu6n

euA Lrtu vA xrlrni
Trong trudng hqp qu6 li6u cAn thgc hiQn c6c biQn phrirp h6 trq.

DONG G6I
HQp l4 g6i x 650 nrg ci5m, kdm theo td hudng d6n sri dpng.

BAo QUAN

Nqi kh0, nhi$t d0 khOng qu6 30 oC. Tr6nh 6nh s6ng

TIEU CHUAN Ar ogxc: Tiou chuAn co sd.

HAN DtrNG

36 th6ng kti ttr ngdy sdn xudt.

SAN XUATTAI:

tr^(il\riltrr lu)N!lN

CONG TY Co PHAN DUQC PHAM SAVI

lSaUrpharm J.S.C)

Ld Z.Ol-02-03a khu COng nghiQp trong khu Chii xu6t TAn

Thu4n, phudng Tdn Thu4n D6ng, qufln 7, thdnh pfr6 UO Ctri

Minh.
DiQn thoai: (84.8) 37700142-143-144

Fax: (84.8) 37700145

Tp. H6 Chi Minh, ngdy th6ng r dm 20

KT. T6ng Gi6m D6c

Gi:lm Diic (KH-r N) ;.

tJ
I

Hiru Minh
i

o
I
tllt

*
{

)

A

coN
CO PH

DUOC !
*

TUA.cuc TRUdNG

P.TRUONG PHONG

Q,i ,h\;nfi 
"/(iiqq

ffi

https://trungtamthuoc.com/




