O xa tdm tay tré em.

Doc kj hvdng aln 52 dung trude ki cing.

Thudic ndy chi ddng theo don thude.

THANH PHAN CONG THUC THUOC:

Thanh phda hoat chat: Rebamipsd ..100 mg

Thanh phéin t4 duge: Microcrystallin cefuioss M101, magnesi ceyd ndrg. natri uryl sulfat.
docusat natri, natrl starch glycolat, povidon K30, magnesi stearat, colioidal silicon digyd,
hypeometiose 2910 (6 ¢p), hnmoluuwousep) polyethylen ghycol 6000, titan dioxyd,
taic, oxyd sit ving.

DANG BAD CHE' Vién nén bao phen. Y
MO th sia phiim: Vitn nén bao phim trdn, mdu ving ngd. mOt mat cd hint tron nél. mit
m3t cd hinh tam gide nfi, canh v dnh vidn B 1§n,

CHI DINH: Lodt g3 diy.

Dibu trj cac ¥n thuong niém myc da dlly (3n mon, chily mis, ¢6 vi phi n) trong cic tion
trang sau ddy: vidm d3 dly cip va dot cp clia vidm dg dlly man

CACH DUNG, LIEU DUNG:

Lot d3 ddy va dkéu tri cic 1n thuong niém mac da dly: Uling 100 mg x 3 in/ ngdy.

Hadc theo chi din cla Thdly thulc.

CHONG CHI BINM: B nhan co tikn s qud mdln ot bt o thanh phdn ndo cla b,
dmmﬂm'mm&amﬁwammmﬂ‘mﬁ Cdn chi § 8%
vOl nhdng biah ahdn cao tuli 68 gidm thiu nguy co rGi iogn @) Ay - rudt, vi vé m3t sinh iy
hoc, binh nhdn Ca0 tudi thuting nhay cam han voi thuSc nay 5o vi Dieh nhdn tré tbi.

SU dgng cho tré em: Chua xdc dinh dupc 60 an todn cia thuSc ndy 8 tré so sinh nhe cdn, tré
S0 sioh, tré cdn bl vi tré em
SU DYNG THUBC CHO PHY NU CO THAI VA CHO CON BU:

Rebamipid chi ndn duge ding cho phy nll ¢ thai hodic o6 khi ndng sé cd thal nfu lol ich clia
viic diu trj dy tinh cao hon B4t ki nguy c0 ndo of thé co. (Chud xic dinh &) an todn cho phy
nl ¢6 thai).

Pty n dang cho con b phii ngimg cho bl trutic khigiing rebamipid (nhing nghidn ol trén
chudt cho thiy rebamipid of thdi Qua siia),

ANH HUONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC: Thdn trong 85
wOi nhing ngutt dang van hinh may moc, dang i thy xe, ngudi dang Bm vide trén 30 v
cdc trung hop khic do thulc o khi ndng gdy chdng mat hodc buln ngl & mde o8 bénh
nhdn.

TUONG TAC, TUONG KY CUA THUOC: Chia o tuong tic thutic ndo dusc ghi nhda.

TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tic dyng khdng mong mubin od ¥ nghia idm sang:

- S6¢ va phdin Gng phdn v (chua rd ty W*): S&c va phiin dng phin vé co thé xdy ra. Céa theo
001 bénh nhdn chjt chd. mwwmwm phdi ngiing diing twlic va tin hioh
c4¢ bin phdp 9k trf thich hop.

- Gidm bach cu (27 18 < 0.1%) vi gldm tifu clu (chua rd ty 1) Gidm dach clu va gddm iy
cdu co th¥ xdy ra. Con theo ddi bénh nhin chit chit. Ny co dfu hiu bt thudng, phii ngiing
obng thulic va tién hanh cdc bidn phap difu trj thich hop.

- RGi logn chic ndng gan (ty 1§ < 0,1%) va ving da (chua 1O 1y ¥ *): R& loan chic niing gan
va vang da, dupe bifu thi bing ting mic AST (GOT). ALT (GPT). gamma-GTP wi
phosphatase iém. Cén theo o3 diah nhan chit ché. Ny ob dfu hidy b3t thubng qua xét
nghim, phdi ngling ding thulc va Bin hanh cac bidn phdp didu trj thich hop.

- Nhiing bénh nhdn s dyng redamipid i8u ddi ndn Guoc gidm st mit cich dinh ky bat o0
ﬂwmmmuwmﬂmmmmwmmwm
Cdc tac dung khOng mong mulin khic
Tén sudt <0.1%:

Ous min cdm: Ban, ngla, eczema gding phdt ban do thulic. ¢ tridw ching qui min cdm
khdc. Niu oo cdc tridu ching. phii nging dbng thulic.

Da ddy - redt: Téo béa, cim gide trudng byng, tibu chdy, bubn ndn, nda, g ndng, dau bung, ¢
hal, bt theding vi gidc....

Gan: Tang mic AST (GOT), ALT (GPT), gamma-GTP, phosphatase kiém. Ny mic
transaminase ting rd rét hodc cb s5t vi ndi ban, phii nging dung thubc vi B¥a hinh cic
in phdp du tr thich hop.

Huy#t hoc: GIdm bach cdu, gdm bach chuhgt, .

Kidc: RGi loan kinh nguydt, tng mic nito ud miu (BUN). phis. cdm gidc o vit 3 & hong.
Cheta 18 thn sullt *:

Oud mdn cdm: NGi mé day. Nl co tridu ching, phdi ngiing dung thuc.

Thdin kinh - t4m thdn: T8, chong mit. bubn ngll, loan vi gide.

Dy ddy - rudt: Knd migng, tnaing byng.

Gan: RGI logn chic niing gan. NEu mic trarsaminase ting rd rét hodc cd sOt va ndi ban, phii
nping ding thudc va tn hanh cac bién phip didu tri thich hop.

Huyét hoc: Gam tifu cdu.

Khde: Vi sung va dau, cdm (ng 1t sa do ching 10 vi1 & ¢an Ong, ddnh trlng nguc. sot. 66
Bing m3t, t& k0L, ho, suy hd hip cp, ryng King 1¢, kNt phi myt, dan 6 ngla.

*Chusa 10 ty 8 xdy ra cia céc philn éng pby &3 dupebdo cao by ¥
Thing bio cho bie si nhing tic dung khidng mong mubn gdp phdl khi sif dyng thulc.

QUA LIEU VA CACH XU TRi:
Chua of thdng tin ndo khi s dung qud Iifu. Néa didu trj tridu ching ki qud Iu.

\mmamwmmwmmmm

Trungtamthuoc.com

: Rebamipid
100

BAC TINH DUUC LUC HOC:
M3 ATC: AO2BX14

Tac dyng phdng ngda hodc chida Mnh trong md binh ioé! da ddy

Revamipid ngdn chdn sy o thumg "sim mac ¢a diy troag cic 9 hinh lodt thye nghiém

K04C nhaw O chudt, kf cd lodt Guc 130 ra do stress kN B ngdm trong nudc, do aspirin,
incomethacin, histamin, serotonin v3 thit mdn vi. Redamipid cdn bido vé mdm mac khdi bj ¥6n
thuong glly ra 0o cic difu kidn gly lodt khdc md b I lam phdt sinh phdin @ng clia cic ofic axy,
bao pSm sy tdl cung cp mau cho nidm mac bi thifu méu cuc b, s& dyng y¥u 1 hogt hia iy
dmmluccuommmmocmsammmmmmmu
stress.

Trong mit md hinh lodt e 130 ra G0 3ckd acetic & chuddt, rebamipid thic ¢y Am lnh cdc vit
1081 33 Oy va ngdn chdn sy tAl phat lodt sau khi loét 120 - 140 npdy.

Tac dyng phong ngda hodc chdla knh trong md hinh viém dg ddy

clia ackd m31) - gy ra vidmn nsdm mac va thic dfy m Lanh viem nide mac k&t hop vl dg dly
0 chudt thyc nghigm.

Téc dyng dm ting prostagiandin

Redamipid @m ting hinh thinh prostaglandin E2 (PGE2), trong nilm mgc ¢ ddy o chult.
Thutic con m ting ham lupng (PGE2), 15 - keto - 13, 14 - ditydro - PEG2 (I mit chdt chuyén
héa ciia PGE2), va prostaglandin 12 (PG12) trong dich 03 ddy.

Tdc dyng bdo W tf bdo

Redamipid c6 tic dyng bdo vé t§ bao da ddy, Oc o sy 16n thung niden mac gdy ra bdi
mummmuummamsmmwmmmmmnm
sy tda thuong nidm mac da dly Auoc 130 ra do Ang aspirin. ethanol hodc HCL - ethanol

T8¢ dunyg @m ting oveh ndy

Redamipid thic dfy hoat ddng cia enzym &3 day tng hop cic glycoprotein cb trong kugng
phdn b cao, lam diy Wp dich nhy trén bé mJt clia nidm mac & ddy vi m ting king dich
nhdy hda tan trong da ddy & chedt.

Tac dyng m tdng Wy kAwng mdu vao niém mac

Redamipid dm 1309 ki kiong mdu vio ndm mac dp ddy va cdi thida huyft ddng hoc B suy
gum s khi chudt bi mét méu.

Noadi ra, redamipid cda b the dyng In hiing rdo nibm mac, Mn sy Bt kfm & &3 ddy, Mn s6
kong 16 Do cia nigm myc, Bn sy h8i phyc clia nidm mac d Gdy, tic dung én cic gic oxy

hoa. W sy tham nhidm t6 ddo vidm & niém mac ¢ ady. I&n sy phong thich cytokin (interkeukin

1-8) oty vilm Oném mac & day.

TINK DUDC DONG HOC:
Cic thdng o8 e BONg hot cika redamipid trong huyEt tuong:
T ot Coss T2 AL 24 g0
(99) {meg/ L) (o) (mcg/ Lgwd)
Rebamipid 100 mg 24212 216 79 19:07 874 2 209

Gid tr} trung binh 2 SO, n=27, 11/2 dugc tiok 11 12 gi0.

Redamipid t¢ 30 hip th o8 s hutng cidm khi dimg dudng ulieng & héu 150 mg cho 8 ngudi
khde manh sau ba 3n so v t8c 60 hdp thy néu uling trudc khi 3n. Tuy nhidn, thix 3n khdng
anh huing ¢én sinh khd dyung clia thulc & noudi,

Céc thing s& dupc ddng hoc duge ghi 1l cic bénh nhin bi suy thin sau khi ubng mit kéu don
100 mg rebamipid cho thiy ndng 60 treng huy§t tuong cao han v thix gian dan hy u hon so
01 & nhing noudi khde manh. O trang thii &a dinh, ndng 60 rebamipid trong huyét tung quan
sat duoe O cac bénh nhin thdm phda thin sau khi ding bu Bp 13i rit giag voi cic trj s8 khi
dung Wu don. Vi vy, thulic dupc xem I khong tich K.

Chuyén héa: Sau khi cho nhing nam gidi ngut K0n khde manh ding héw 600 mg, rebamipid
chi y¥u duc bai bt trong nutc tifu Audi dang thulic khdng &5l MOt chdt chuyéa hda of 1

nhom hydrouyl & vj tef thir 8 &3 duc tim thfy trong nutc 1, Ty nhidn, sy bai ot chl coufn

hoa ny chi 14 0.03% clia Bu 63 ding. Enzym lién quan d&n sy hinh thinh chdt chuyén héa
ndy I3 cytochrom P450 3A4 (CYP3A4).

Thii trg: Khi cho nhiing nguts ram khoe manh ding mdt Mu don redamipid 100 mg, khodng
10% lifu a3 ding duc thli tril qua nudc tidy.

Lidn k&1 vai protein: Rebamipid & 1y 0,05 - 0.5 meg/ mL dure u vdo huyft tuong noudi i
vitro va 98.4% - 98,6% tulic niy 8 u0c lidn k¥t vOi protein huy¥t tuong.

QUY CACH DONG GOI: HOp 2 vi x 10 vidn. HOp S vi x 10 vide

HAN DUNG: 24 thdng kf tis ngdy sin ndt.

DIEU KIEN BAD QUAN: Not khd, nbiét 60 knOng qud 30°C, triinh dnh sing.

TIEU CHUAN: TCCS. .

Sin xulit pt

CONG TY CO PHAN DUGC HAU GIANG - Chi nhdnh nhd mdy duge phdm DHG t3i Mdu Giang
L0 B2 - B3, Khu cing nghidp Thn Phis Thaah - giai 0oga 1, x3 Tin PhG Thanh, huyds Chdu Thish A tish Hu Glang

DT: (0293) 3953454 e Fax (0293) 3953555
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