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* Ty huémg dén sir dung thube:

0¢ xa tim tay tré em.

h agefio ngudi |6n 12 100 mg (1 vién) x 3 14n/ ngay bdng dubng ubing.
Diutri cac tdn thuong day (&n mon, chdy mau, db, phi né) trong céc tinh trang sau day: viém
da day cdp va dgt cdp clia viem da day man: liéu rebamipid thung diing cho ngutii 16n 12 100 mg (1 vién) x 3
1dn/ ngay bing duting udng.

Hodic theo chi din clia Théy thudc.

CHENG CHI BINH: B&nh nhan ¢4 tién sir qud min véi bat co thanh phén nio cla thude.

CANHBAO VA THAN TRONG KHI DUNG THUGC:

S dung cho nqudi cao tudi: CAn chit  d6i véi nhing bénh nhin cao tudi dé gidm thi€u nguy ca réi logn da
diy - rupt, vi v8 mat sinh Iy hoc, bgnh nhan cao tudi thung nhay cdm hon véi thudc nay so vai bénh nhan tré
twdi

Su dyng cho tré em: Chua xdc dinh dugc do an toan clia thuSc nay & tré sd sinh nhe can, tré sdsinh, tré con
b va tré em.

SU DUNG THUGC CHO PHU NO' CO THAI VA CHO CON BU:

Rebamipid chi n&n dugc dung cho phuy nQ c6 thai hodc cd kha ndng s& c6 thai néu Igi Ich cla vige didutr| dy
tinh cao han b4t ky nguy cd nda c6 thé cé. (Chua xdc dinh d9 an todn cho phu nll c6 thai).

Phy ni dang cho con b phdi nglng cho bi trudc khi dung rebamipid (nhiing nghién ciiu trén chudl cho thdy
rebamipid cd thai qua sTa).

ANH HUGNG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC: Chua 6 nghién ciu duge kidm
soat vé tac dyng cla rebamipid khi 14i xe. D3 ghi nhin mét s& bénh nhin bj chong m3t hodc budn ngd khi
dang ding thudc, nhing bnh nhan nhuthé cdn than trong khi l4i xe hodc vin hanh may méc.

TUANG TAC, TUONG KY CUA TI:IUG’II: Chua co tuang t4c thudt ndo duge ghi nhan.

TAC DUNG KHONG MONG MUGN CUA THUOE:

Céc tac dyng khdng mong mun c6 § nghia 1am sdng

- §6c va phan (ing phén vé (chua rd ty 18*): S6c va phan (ing phan v§ ¢d thé xdy ra. C4n theo ddi bénh nhan
chit ché. Néu cd dau higu bt thubing, phai ngimg diing thudic va tién hanh cdc bign phap digu trj thich hop.

- Gidm bach cAu (ty 1§ < 0,1%) va gidm tidu cdu (chua 1 ty 18 *): Gidm bach cu va gidm tidu cdu c6 thé xiy
ra. Cdn theo dbi banh nhdn chit ch&. N&u cd du higu bat thudng, phai ngiing diing thudc va tign hanh cic
bién phap diutrj thich hgp.

- Rai Ingn chilc nang gan (ty I¢ < 0,1%) va ving da (chua rd ty 1§ *): Rai loan chic ning gan va vang da, dugc
biéu thj biing ting muc AST (GOT), ALT (GPT), y - GTP va phosphatase kidm. C4n thee dgi bénh nhan ch3t
ché. N&u c6 déu higu bat thusing qua xét nghidm, phai ngimg diing thudic va tin hanh cac bign phdp didu tri
thich hp.

- Nhilng bénh nhén sif dung rebamipid liu dai nén dugc gidm sét mot cach dinh ki bt ci ddu higu hay trigu
chilng men gan cao, gidm lugng bach cdu v3/ hoc lugng tidu cdu.

Céc tac dyng khdng mang mu@n khac

Tinsuil<0,1%

Qud min cam: Ban, ngita, eczema gidng phat ban do thudc, cac triéu ching qui mAn cim khic. N§uco cic
lrigu chiing, phai ngiing ding thudic.

Da diy - rugt: Tao bén, cim gidc chudng byng, tidu chay, budn nan, nén, g néng, dau bung, @ hai, bt thubing
vi gidc, ...

Gan: Tang mic AST (GOT), ALT (GPT), - GTP, phosphattase kiém. Néu mitc transaminase ting rg rét hodic
¢ st va ndi ban, phai ngirng dung thudic va tiEn hinh céc bién phap didutrj thich hgp.

Huyét hoc: Gidm bach cdu, gidm bach cduhat, ...

Khdc: R6i loan kinh nguy8t, tang mic nita uré mau (BUN), phi, cAm gidc c6 vatla & hong.

Chura rd tén sudt *

Qué man cdm: N6i may day. Néu c6 tridu chung, phéi ngimg ding thudc.

Thdn kinh - tim thdn: Té, chéng mét, budn ngi, loan vi gidc.

Da day - regt:Khd miéng, chubng byng.

Gan: Rdi loan chiic nang gan. NEu myc transaminase tang rd rét hodc co st vé ndi ban, phii nging ding
thudc v ti#n hanh cac bign phdp diéutri thich hop.

Huyét hpc: Gidm tiéu cdu.

Khdc: Vo sung va dau, cam ting tigt sda do ching to vi & dan dng, dénh tréing ngyc, sBt, do biing mat, té uai,
ha, suy hé hip cip, ryng 16ng téc, khat, phil m3t, ban d8 ngdia.

*Chua rd ty 18 xay ra clia cac phin ng phy 63 dugc bdo cdotyy

Théng bda cho bic s7 nhing tac dung khdng mong mudn gap phii khi sif dyng thudc.

QuA LIEU VA CACH XU TRI: Ghua co thong tin nao khi s dung qua liu. Nen didutri trigu chimg kni qua liéu
BAC TINH DUGC LG HOC:

Ma ATC: A02BX14

Tée dyng phong npira hodc chila 13nh trong md hinh loét da day

Rebamipid ngin chdn sy tén thuang niBm mac da day trong cdc mé hinh loét thyc nghigm khic nhau d
chut, k& ca loét duge tao ra do stress khi bj ngdm trong nutc, do aspirin, indomethacin, histamin, serotonin
va thét mon vi. Rebamipid cn bao vé nigm mac khdi bi tén thuong gay ra do c4c diéukign gay loét khdc ma
¢6 18 1am phat sinh phan ting cia c4c gB oxy, bao gém sy tai cung ¢&p mau cho niém mac bi thigu méu cyc
b9, sif dyng yéu t3 hoat héa tiéu cdu (PAF) holc diethyldithiocarbamate (DDC) va sit dyng indomethacin
trong c4c tinh trang bj stress.

Trong mt mé hinh loét dugc tao ra do acid acetic d chudt, rebamipid thic ddy lam lanh cdc vét loét dg day
va ngan chin sy tdi phat loét sau khi loét 120 - 140 ngay.

Tac dyng phong ngia hojc chia lanh trong m& hinh viém d3 day

Repamipid ngan chin sy phit trién clia acid taurocholic (mt trong nhing thanh phén chinh cba acid mt) -
gdy raviém nigm mac va thic ddy 1am lanh vigm nigm mac ket hop véi da day ¢ chudt thyc nghigm.
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* RebaDHG JP

Rebamipid 100 mg

Técdyng lam ting prostaglandin

Rebamipid 13m tang hinh thanh prostaglandin E, (PGE,), trong niém mac da day & chut. Thudc con [am ting
ham lgng (PGE,), I5 - keto - 13, 14 - dihydro - PGE, (I3 mdt chét chuyén héa cla PGE,), va prostaglandin I,
(PGl,) trong djch da day.

Técdyng bio vé 1€ bao

Rebamipid ¢6 tic dyng bio v& 1€ bdo da day, Uc ché sy tén thuong niém mac gdy ra bdi ethanol, acid manh
hojc base manh & chud!. & nhilng nam gigi khde manh, thusc ngdn chin sy 18n thuong niém mac da day dugc
tao ra do ding aspirin, ethanol hodc HCI - ethanol.

Téc dyng lam tang djch nhdy

Rebamipid thic ddy hoat ddng clia enzym da day tng hop cac glycoprotein cd trong ligng phén tif cao, lam
day I6p dich nhdy trén bé mit clia nidm mac da day va 1m tang lugng dich nhdy hda tan trang da day & chudt.
Téc dyng lam t3ng lvu lvgng mau vao nlém mac

Rebamipid 1am tang lulugng mau vao nigm mac da day va cal thign huy&t ddng hoc bi suy gidm sau khi chudt
bi mat mau.

Tac dyng trén hang rao nifm mac

Rebamipid thuiing khong dnh hubing [8n sy khc bigt c6 thé cd vé vigc truyén qua nigm mac da day & chudt
nhung né ngin can viéc gidm khc bigt cé th co do ethanol.

Téc dyng I&n sy liét kiém & dg day

Rebamipid thiic ddy s ti&t kiém & da day chudt.

Téc dyng I&n s8 lwgng 1€ bao niém mac

Rebamipid hoat héa sy ting sinh t& bao niém mac da ddy va Iam ting 56 t& blo biu md phi nigm mac &
chupt.

Téc dyng I&n sy phyc h6i niém mac da day

Rebamipid phuc hdi sy chdm lanh vét thuong nhan tao gay ra do acid mat hodc hydrogen peroxid & t€ bao bidu
mb da day thd dugc nudi cdy.

Tac dyng |&n sy tiét cda da day

Rebamipid khang lam thay ddi sy tiét base clia dich da day hojic sy tigt acid dugc kich thich bdi chat I tiét.

Téc dyng |&n cdc gdc oxy

Rebamipid logi cdc gic hydroxyl mft céch tryc ti€p va ngiin chin sy san xust superoxid do cc bach cdu hat.
Thudc ngdn chin sy tdn thuong t& bao niBm mac da day giy ra do phan (ing cdc g8c oxy dugc phéng thich tir
cc bach cdu trung tinh duge kich thich vai Helicobacter pylori in vitro. Thuic 1am gidm lugng peroxid trong lipid
& niém mac da day chut dugc cho uSng indomethacin trong tinh trang bj stress va ngan chan sy t6n thuong
niém mac da day.

Tac dyng 1én sy tham nhiém 1§ bao viém & niém mac da day

Rebamipid ngan chin sy thim nhidm t& bio viém trong mb hinh viém da day & chubt dugc tao ra do acid
tauracholic (mdt trong nhng thanh phén chinh clia acid mat) va t8n thuong niém mac da day dugc tao ra do
cac thudc khang viem khong steroid (NSAID) hodc do sy tai cung c&p mau trong thigu méu cyc bd.

Téc dyng |&n sy phang thich cytokin (interleukin-8) gy viém & niém mac da day

Rebamipid, ding dubing uSng, ngan chan sy tang sin xudt interleukin-8 & niém mac da day cla cdc bénh nhén
bi nhiém Helicobacter pylori. Thudc cdn dc ché sy hoat hoa y&u1d kappa-B (NF-xB) cla nhan, sy biéu hién cia
interleukin-8 mRNA va sy sin xuat interleukin-8 4 1€ bao bidu mo dugc nudi cay ciing voi Helicobacter pylor.
DAC TINH DUGC BONG HOC

Néing a9 trong huyé1 tuang

Bang sau chi ra cdc théng s8 duge ddng hoc clia rebamipid sau khi udng mt ligu don 100 mg & 27 bgnh nhdn
nam khde manh nhin dn.

Cac thong s6 dugc ddng hoc clia repamipid trong huy€t tuang:

Timax Crmax T AUG 24 [
(0id) (meg/ L) (git) (meg/ L.git)
Rebamipid 100 mg 2412 216+ 79 1,907 874 = 209

(Gid trj trung binh = SO, n=27, t,,dugc tinh 16i 12 gio)
Td¢ do hdp thu rebamipid ¢6 xu hudng cham khi ding dubng udng & liéu 150 mg cho 6 ngutsi khde manh sau bia
an so vdi tic 6§ hap thu néu udng trudc khi an. Tuy nhién, thiic &n khdng anh huiing d&n sinh kha dung cla
thudic & nguili,
Cdc thang s8 dugc dong hoc dugc ghi tif céc b&nh nhan bj suy thin sau khi uéng mot liéu don 100 mg rebamipid
cho thdy néng d trong huyat tuong cao han va thisi gian ban hily 1u hon sa vdi d nhing ngudi khde manh. €
trang théi 6n dinh, néng a9 rebamipid trong huy#t tudng quan sat dujc & cdc bénh nhan thim phan than sau
khi dung liéu 13p lai rdt giting véii cAc tri & khi ding lidu don. Vivdy, thudc dugc xem 12 khéng tich Iy,
Chuyén héa
Sau khi cho nhilng nam gidi ngudi 16n khde manh diing liéu 600 mg, rebamipid chil y&u dupc bai tiét trong nudc
tidu dudi dang thudc khang dai. Mot chdt chuyén hoa cé 1 nhém hydroxyl & vi tri this 8 43 dugc tim thdy trong
nutic tidu. Tuy nhién, sy bai tiét chat chuyén hoa ndy chi 1 0,03% cia liéu dé ding. Enzym lign quan dén sy
hinh thanh chat chuyén hoa nay 12 cytochrom P450 3A4 (CYP3A4).
Luu: liéu thuting dung & ngutii 16n 12 100 mg, 3 14n/ ngay.
Thai trir
Khi cho nhitng nguisi nam khde manh diing mét liu don rebamipid 100 mg, khodng 10% lidu da diing dugc thai
tris qua nuoc tigu.
Lién két vdi protein
Rebamipid & liéu 0,05 - § meg/ mL dugc dua vao huyst tuong ngudi in vitro va 98,4% - 98,6% thufic ndy di duge
lign k&t vai protein huyét tuong.
OUY CACH DONG GOI:  HOp 1 tiix 2vix 10 vién
HAN DUNG: 36 thang k€ tU ngay sin xudt.
BIEU KIEN BAO QUAN: Noi khd, nhigt d khdng qua 30°C, trdnh dnh séng.
TIEU CHUKN: Dugc didn Nhit.

Hop 1thix5vix10vien HOP 110ix 10vix 10 vien

San xudttai. i

CONG TY CO PHAN DUQC HAU GIANG -
Chi nhanh nha may dugc ph4m DHG 131 Hju Giang
L5 B2 - B3, Khu cdng nghiép T4n Phi Thanh - giai doan 1,
& T4n Phi Thanh, huygn Chiu Thanh A, tinh Hiu Giang
T: (0293) 3053454 ¢ Fax: (0293) 3953555

Bugc chuyén giao cong nghé tir: TAKATA Pharmaceutical Co., Lid.
1-11-1, Numakage, Minamiku, Saitama-city, Saitama, 336-8666, Japan

Moi théc rv;ﬁc vb sén pham,

xin vui long lin hé
(@ 0292.3899000 |
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn
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