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REBAMIPIDE INVAGEN
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CHI BINH, CHONG CHI BINH, LIEU LUGNG,
| CACH DUNG, THAN TRONG,

| TAC DUNG PHY VA CAC THONG TIN KHAC :
Xem 10 hudng ddn si dyng kém theo.

BAO QUAN : Nai kho, nhiét d6
khong qud 30°C. Tranh &nh séng.

TIEU CHUAN : TCCS
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Sén xudt tai :
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(Sal 1.8.0)
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MAu goi

Hép 14 géix 650 mg

~ COMPOSITION : Each sachet contains :
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REBAMIPIDE INVAGEN SACHETS

REBAMIRIDE{INVAGEN[SACHETS]

Rebamipide
Excipients q.s. for .

INDICATIONS, CONTRAINDICATIONS
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00 event e REBAMIPIDEINVAGEN
STORAGE : Keep in a dry place, do not i R
store above 30°C. Protect from light.
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Rebamipide 100 mg
SPECIFICATION : Manufacturer's

Manufactured by:
SAVI PHARMACEUTICAL J.S.Co.
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Dist. 7, Ho Chi Minh City
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' Rebamipid
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| Tranh &nh séng.
! D€ xa tAm tay cua tré em

| Tieu chun : TCCS  SE16 8X :
| SPK : Han ding :
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TO HUONG DAN SU DUNG THUOC
REBAMIPIDE INVAGEN SACHETS
Rx Thuée ban theo don

THANH PHAN
Rebamipid......ccccoovieieiiieeeceeee e, 100 mg
T& duge Vira dU...c.eeeeecee e, 1 gbi

(Manitol, aspartam, low-substituted hydroxypropyl celulose,
hydroxypropylcelulose, Polysorbat 80, tinh ddu bac ha,
menthol, magnesi stearat, silic dioxyd keo).

DANG BAO CHE
Thudc cém.
DUQC LUC HQC

Co ché tic dung

Tdc dung phong ngira hodc chita lanh trong mé hinh loét da
day:

Rebamipid ngin chin sy tdn thuong niém mac da day trong
cdc mo hinh loét nghién ctru khic nhau & chudt, ké ca loét
duoc tao ra do stress khi bi ngdm trong nudc, do aspirin,
indomethacin, histamin, serotonin va thit mén vi. Thudc con
bao vé niém mac khoi bi tdn thuong gy ra do cac didu kién
gdy loét ikhéc ma c6 thé l1am phat sinh phan (g ciia cac gbc tu
do, bao gdm sy tai cung cAp mau cho niém mac bj thiéu méu
cuc bd, s dung yéu t6 hoat hoa tiéu cdu hodc
diethyldithiocarbamat va str dung indomethacin trong cac tinh
trang bi stress. Trong mdt mo hinh loét dugc tao ra do acid
acetic & chudt, thudc thic dziy lam lanh céc vét loét da day va
ngin chin sy tdi phat loét sau khi gdy loét 120-140 ngay.
Tdc dung phong ngira hodc chita lanh trong mé hinh viém da
day:

Rebamipid ngan chan sy phat trién cua acid taurocholic (mot
trong nhirng thanh phin chinh cia acid mét) 1 acid gy ra
viém ni¢'n mac. Do do, rebamipid thic ddy lam lanh viém
niém mac da day & chugt.

Tdc dung lam tdng prostaglandin (PG):

Rebamipid [am tang hinh thanh prostaglandin E, (PGE,) trong
niém mac da day & chudt. Thudc con lam tang ham lugng
PGE,, 15-keto-13,14-dihydro-PGE, (12 mdt chét chuyén héa
cua PGE,) va prostaglandin I, (PGI,) trong dich da day.

O nam gidi khoe manh, thudc ciing cho thdy tic dung lam ting
ham lugng PGE, ¢ niém mac da day va bao vé niém mac da
day khoi bj tén thuong gdy ra do diing ruou.

Tdc dung bdo vé té bao:

Rebamipid cho thdy tic dung bao v& té bao da day, trc ché sy
tdn throng niém mac gdy ra bdi ethanol, acid manh hodc base
manh & chudt. Trong cac nghién ctru in vitro, thudc con bao vé
céc té bao biéu md da day Idy tir bao thai tho nudi cdy chéng
lai tdn thuong dugc gdy ra do aspirin hodc acid taurocholic. o}
nhimg nam gid¢i khde manh, thude ngéan chin sy tdn thuong
niém mac da day gdy ra do dung aspirin, ethanol hodc HCI-
ethanol.

Tdc dung lam ting dich nhdy:

Rebamipid thuc ddy hoat dong ciia enzym da day dé tdng hop
cac glycoprotein ¢6 trong lugng phén tir cao, lam day 16p dich
nhéy trén b& mit cua niém mac da day va lam tang luong dich
nhdy hoa tan trong da day & chudt. PG ndi sinh khong lién
quan gi trong sir tang dich nhdy hoa tan.

Tdc dung lam tang luu lwong mdu vao niém mac:

Rebamipid lam ting luu lugng méu vao niém mac da day va
cdi thién huyét dong hoc bj suy giam sau khi chudt bi mat
mau.

Tdc dung trén hang rao niém mac:

Rebamlpld thuémg khong anh hudng 1én sy khac biét c6 thé c6
vé viée truyén qua niém mac da day & chut nhung né ngin
can viéc giam khéac biét c6 thé cé do ruou.

Tdc dung lén sy tiét kiém 6 da day:

Rebamipid thiic ddy su tiét kidm & da day chuét.

Tdc dung lén 56 hiong té bao niém mac:

Rebamipid hoat héa sy tang sinh té bao niém mac da day va
lam tang s6 t& bao biéu mé phu niém mac & chudt.

Tdc dung lén su phuc héi niém mac da day:

Rebamipid lam lanh vét thuong nhan tao gdy ra do acid mat
hozc hydrogen peroxyd & té bao biéu md da day thé duge nudi
cdy.

Tdc dung lén sy tiét cia da day:

Rebamlpld khong lam thay déi sur tiét kiém cua dich da day
hoic sy tiét acid du’q- kich thich boi chit loi tiét.

Tdc dung lén cdc géc tw do:

Rebamipid loai céc ; 5¢ hydroxyl mét cach tryc tiép va ngan
chin sy san xut sup roxyd do céc bach clu hat. Thudc ngén
chdn sy tén thuong ¢ bZo niém mac da day gdy ra do phéan
{ing cac gbc oxy dug - phéng thich tir cac bach cdu trung tinh
duge kich thich bdi ‘elicobacter pylori in vitro. Thubc lam

gidm ham lugng pero d trong lipid & niém mac da day chudt /JQ’Q‘,
duoc cho uéng indorr [:acin trong tink trang bi stress va ng il
chan sy tdn thuong ni.  mac da day. "7N‘
Tac dung lén su tham 1iém 18 bao vidm & niém mac da COF
Rebamipid ngin chdr sy thim nhiém t& bao viém trong imoDUCC

hinh viém da day & « udt duge tao ra do acid taurocholi
tén thuong niém mac da day duoc tao ra do cac thubc kha
viém khong steroid I dc do su tdi cung cdp médu trong thiéu
mau cuc bd.

Tdc dung lén sw phdr g thich cytokin (interleukin-8) gay viém
0 niém mac da day: )
Rebamipid ngin chin sy ting san xudt interleukin-8 & niém
mac da diy cia cac bénh nhan bi nhiém Helicobacter pylori.
Thubc con trc ché sy hoat hoa yéu t§ kappa-B, su bidu hién
cla interleukin-8 mRNA va sy san xudt interleukin-8 & té bao
biéu mé duoc nudi cdy ciing voi Helicobacter pylori.

DUQC DPONG HQC

N511g dg trong hu yét twong

Bang sau chi ra cac thong sé dugc dong hoc clia rebamipid sau
khi ubng lidu don rebamipid 100 mg & 27 bénh nhan nam
khoe manh khi déi

. 4 AUC24|,
tinax (glb) Cmax (P-g/l) tin (glb) (pg/lgld)
2412 21679 1,9+0,7 874 £ 209

Gid trj trung binh £SD, n=27, t,, dugc tinh dén 12 gid.
3 6 ngudi khoe manh, khi dung liéu 150 mg dudng udng sau
bira dn, téc do hip thu rebamipid c6 xu huéng chim hon so
véi te dd hip thu néu ubng trude khi n. Tuy nhién, thic n
khong anh huong dén sinh kha dung cia thube & ngudi.



Céc thong s6 du'qc dong hoc ghi nhan tr cic bénh nhan suy
than sau khi uong lidu don 100 mg rebamipid cho thdy ndng
dd trong huyét trong cao hon va thoi gian ban thai dai hon so
v6i ngudi khoe manh. O trang thai én dinh, ndng do rebamipid
trong huyét tuong quan st duoc & nhung bénh nhan tham
phén thén sau khi ding lidu I3p lai gibng voi cac trj s khi
dung liéu don. Vi viy, thuc duge xem la khong tich ldy.
Lién két véi protein
Rebamipid ndng d9 0,05 - 5 pg/ml dugce dura vao huydt trong
in vitro, va khoang 98,4% - 98,6% lién két véi protein huyét
tuong.
Chuyén héa
O nhing ngudi nam gidi khée manh sau khi dung liéu don
600 mg, rebamipid chu yéu duoc bai tiét vao nuéce tidu dusi
dang khong ddi. Chét chuyén héa c6 1 nhém hydroxyl & vi tri
thtr 8 da dugc tim théy trong nudc tiéu. Tuy nhién, su bai tiét
chit chuyén héa ndy chi chiém 0,03% lidu da ding. Enzym
lign quan dén sy hinh thanh chat chuyén héa nay 14 cytochrom
Pyso 3A4.
Thai trie
Nam gi¢i khoe manh ding lidu don rebamipid 100 mg,
khoan t 10% lidu dung duoc thai trir qua nude tiéu.
CHI § INH PIEU TR}
- Loét ia day.
- bidv i cds thuong tén niém mac da day (dn mon, chay mau,
d6 va +au nd) trong cac tinh trang sau ddy: viém da day cép va
dot cér cia viém da day man tinh.
LIEU £ UQONG VA CACH DUNG
Thudc «iy chi ding theo sir ké don ciia bdc st

Cdck: « ung:
Dung ‘Jng udng. Ucng thudc vao budi sing, budi ti va
trude b ngl, c6 thé uing thude trong hodc ngoai bira an (do
thirc & khong anh hudng dén sinh kha dung cua thudc).

Liéy liegng:
Loét ¢1 day: Lidu thuong dung cho ngudi 16n 12 100 mg (1
g6i) x 3 lin/ngay
Cdc theong tén niém mac da day do viém da day cdp va dot
cdp cia viém da day man tinh: Lidu thudng ding cho ngudi
16m 12 100 mg (1 g6i) x 3 1in/ngay.
CHONG CHI PINH
Chéng chi dinh & bénh nhén c6 tién s qua mdn véi bt ky
thanh phdn nao cta thudc.
CANH BAO VA THAN TRQNG KHI SU DUNG
Giam bach cdu, giam tiéu cdu, réi loan chirc nang gan, vang da
duge biéu thj bing ting mirc mc alanine transaminase (ALT)
hay con goi 12 serum glutamic-pyruvic transaminase (SGPT)
va aspartate transaminase (AST) hay con goi la serum
glutamic-oxaloacetic ~ transaminase ~ (SGOT),  gamma-
glutamyltransferase (y-GTP) va phosphatase kiém da dugc ghi
nhén. Cin theo dai bénh nhan chit ché. Néu c6 céc ddu higu
bit thuong qua xét nghiém, phai ngimg dung thudc va tién
hanh céc bién phédp hd trg thich hop.
Bénh nhén str dung rebamipid lau dai nén dugce gidm sat mot
céch dinh ky bt cir ddu hiéu hay triéu ching enzym gan cao,
giam lugng bach cu va/hoic lugng tidu cau.
Sir dung cho nguodi cao tudi: Can chu y dic biét déi véi
nhitng bénh nhan cao tudi dé giam thiéu nguy co réi loan da

day-rudt, vi bénh nhan cao tudi thuong nhay cam hon so véi
bénh nhan tré tudi.

Sir dung cho tré em: Chua xéc dinh dugc mirc do an toan cia
thude ndy & tré sinh nhe can, tré so sinh, tré con bt va tré em
(Chua du kinh nghig¢m 1am sing).

Cinh bdo vé ti dugc aspartam: Do thudc c6 chira aspartam
nén pha1 dung thén trong & ngudi bj phenylceton nigu (ngudi
bi rdi loan chuyén héa phenylalanyl thanh tyrosin do thiéu hut
enzym phenylalanin hydroxylase) va ngudi phai han ché
lugng phenylalanin dua vao co thé.

TUONG TAC THUOC
Khoéng c6 dir lidu
TRUONG HQP CO THAI VA CHO CON BU

Trieong hop cd thai
Chua xé4c dinh duge do an toan cua thudc nay ¢ phu nir cé
thai. Rebamipid chi nén dugc ding cho phu nir ¢6 thai hogc du
kién mang thai néu loi ich cua viée didu trj du tinh dugc cho la
cao hon bt ky nguy co nao c6 thé c6.

Trwong hgp cho con b
Nhirng nghién cru trén chudt cho thy rebamipid c6 thai qua
stta. Nhitng phu nit dang cho con bu phai ngirng che bu truée
khi dung rebamipid.

TAC PONG CUA THUOC KHI i.AI XE VA VAN HANH
MAY MOC

Chua c6 nghién ciru kidm soat v& vic dung cia thudc khi l4i
xe. Bd ghi nhin mot sb bénh nha: bj chéng mit heic budn
ngl khi dang dung rebamipid 100 mz. Vi vdy, cin than trong
khi l4i xe hodc van hanh may moc.

Théng bdo cho Bdc st nhitng tdc ;7 khéng mong muén
gap phai khi sir duwn:, thude

TAC DUNG KHONG MONG MU )N (ADR)
Cac tac dung khong mong muén ké ci cac ddu higu bit
thuong qua xét nghiém da dugc ¢ai nhdn & 54 bEnh nhan
(0,54%) trong sb 10047 bénh rhan dugc diéu tri bing
rebamipid. Trong s6 3035 bénh nhau trén 65 tudi, cac tic dung
khdng mong mudn da dugc ghi nhén & 18 bénh nhan (0, 59%)
Ban chit va ty I¢ xdy ra c4c tac dung khong mong mudn
khong c6 sy khac biét gitra bénh nhan cao tudi va bénh nhan
tré tudi.
Ciic tic dung khdng mong mudn cé y nghia lam sing
- Séc va phan (g phan vé (chua rd ty 18*): Séc va phan tmg
phan vé c6 thé xay ra. Cn theo ddi bénh nhan chiit ché. Néu
¢6 diu hiéu bit thuong, phai ngimg dung thudc va tién hanh
céc bién phap didu trj thich hop.

‘4"‘
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- Giam bach céu (ty 1&g <0, 1%) va glam tiéu cdu (chua 5 ty/

18*): Giam bach cu va glam tidu clu co thé xay ra. Cin theo
ddi bénh nhén chit ché. Néu c6 ddu hiéu bt thudng, phai
ngimg ding thuéc va tién hanh cc bién phap diéu trj thich
hop.

- Rdi loan chirc nang gan (ty 1€ < 0,1%) va vang da (chu‘é oty
1&*): Réi loan chirc ning gan va vang da, dugc biéu thj bing
tang AST hodc SGOT, taing ALT hodc SGPT, ting y-GTP va
phosphatase kiém. Cin theo ddi bénh nhén chit ché. Néu c6
céc ddu hiéu bdt thuong qua xét nghiém, phai ngimg ding
thudc va tién hanh céc bién phap diéu trj thich hop.



Tic dung khong mong muén khic

Tan suat

<0,1%

Chuwa ré tan

H¢ co quan suit*
Ban, ngira, eczema
Qué r?an cam gl'ong.EJan d? thudc, My day
(luuy 1) céc triéu chirng qué
min cam khac
Té clng,
Thén kinh-tdm chéng mat,
than budn ngu
Téo bon, dﬁy bung,
tiéu chay, non, budn
Da day-rudt non, ¢ néng, ¢ hoi, Kho miéng

dau bung, rdi loan
vi gidc

Tang AST hodc
SGOT, tang ALT

Gai
a i i2) hodc SGPT, ting y-
uwu i
y GTP va phosphatase
kiém
Giam bach céu, T S
Mau . T Giam tiéu cau
giam bach cau hat...
Vi sung va
dau, nir hda
i . . tuyén va &
RZi loan kinh Luyét, Y i a5
- . nam gi6i, danh
| iirg myc nitro ure tréng ngyc
Khac | ‘udu, phi, cam gide AR
L T sOt, do bung
o vétlad honz. o
= mit, té ludi,
ho, suy hd hip,
rung téc

Luu y 1) Néu c6 cdc triéu ching qua man cam, phai ngimg

dung thubc.

Luu y 2) Néu mic transaminase ting rd rét hodc c6 sdt va ndi
ban, phai ngirg diing thudc va tién hanh cac bién phép diéu trj

thich hop.

* Chua rd ty [€ xdy ra cta céc tdc dung khong mong mudn

QUA LIEU VA XU TRI

Trong trudng hop qué lidu cin thyc hién céc bién phép hd trq
PONG GOI

Hop 14 g6i x 650 mg cém, kém theo t& hudng din sir dung.
BAO QUAN

Noi khd, nhiét d khong qua 30 °C. Tranh anh sdng

TIEU CHUAN AP DUNG: Tiéu chuén co s.

HAN DUNG

36 thing lfé tir ngdy san xuét.

SAN XUAT TAL

TRACH NHIEA TRON VEN

CONG TY CO PHAN DUGC PHAM SAVI

(SaWipharm j ()

L6 Z.01-02-03a khu Cong nghiép trong khu Ché xuit Tan
Thuan, phudng Tan Thudn Péng, quin 7, thinh phé HS Chi
Minh.

Dién thoai: (84.8) 37700142-143-144

Fax: (84.8) 37700145
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