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TO HUONG DAN SU DUNG THUOC

@T hude nay chi ding theo don thudc
THUOC COM

ATIMUCOSA

“Dé xa tam tay tré em”
“Doc ky huwdng ddan stk dung trudce khi dimg”

THANH PHAN
Hoat chit: Rebamipid ..........c.ccoco...... e 100 mg.
Tadwoe: Viadu ..., 1 géi.

(Mannitol, lactose, acid citric, menthol, aspartam, magnesi stearat, colloidal silicon dioxyd).
DANG BAO CHE: Thudc cdm.
Mé td sén phdm: Cém mau tring dén tring nga.
CHI PINH
Loét da day.
Didu trj cac tdn thuong niém mac da day (dn mon, chay méau, dé va phii né) trong cac tinh trang
sau day: viém da day cép va dot cap cia viém da day man tinh.
LIEU DUNG VA CACH DUNG
Liéu ding
Ngwoi Ion: 1 g6i (100 mg) x 3 1an/ngay.
Tré em: Chua xac dinh duge do an toan cia thude & tré em.
Cach dung
Thube dung dudng udng. Hoa hét thude trong goéi véi mot it nudce rdi udng, trang lai véi mot it
nudc va udng. :
Ubng thudc vao budi sang, budi tdi va truée khi di nga. Thoi gian udng thude khong phu thude
vao bira an.
CHONG CHI PINH
Quéd mén véi rebamipid hodc bit ky thanh phan nao cta thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Giam bach cu, giam tiéu cau, rdi loan chic ning gan, vang da duoc biéu thi bing ting mirc
alanin transaminase (ALT) va aspartat transaminase (AST), gamma-glutamyltransferase (y-
GTP) va phosphatase kiém d& dugc ghi nhan. Can theo doi bénh nhan chét ché&. Néu c6 cac dau
hiéu bat thuong qua xét nghiém, phai ngung dung thudc va tién hanh cac bién phap ho trg thich
hop. :
Bénh nhén str dung rebamipid 14u dai nén duge giam sat dinh ki bét ¢t diu higu hay triéu chimg
enzym gan cao, gidm lugng bach cau va/hodc luong ti€u cau.
Tré em: Chua x4c dinh duoc dd an toan cia thudc nay & tré so sinh nhe cén, tré con bi me va
tré¢ em. (Chua c6 kinh nghiém 1am sang).
Nguoi cao tudi: Can chi y diic biét khi dung thudc ¢ nhiing bénh nhén cao tudi dé giam thiéu
nguy co 16i loan da day-rudt, vi bénh nhan cao tudi thuong nhay cam hon so véi nguoi tré.
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Cdnh bdo ta duoc

Thanh phén thubc cé chira lactose, bénh nhan bj 161 loan di truyén hiém gdp nhu khong dung
nap galactose, thiéu hut lactase hoan toan hodc kém hép thu glucose-galactose khdng nén ding
thube nay.

Thanh phin thuoc c6 chura aspartam, aspartam la nguon dinh duang giau phenylalanin. Chéat nay
¢6 thé ¢6 hai néu bénh nhan méc ching phenylceton niéu, mot roi loan di tluyen hiém gip gy
tich lily phenylalanin do co thé khéng thé dao thai né nhu binh thudong. Chua co bang chung phi
1am sang hay 14m sang dé danh gia viéc str dung aspartam cho tré dudi 12 tudn tudi.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai
Céc nghién ciu trén chudt cho thdy rebamipid qua dugc nhau thai. Rebamipid chi duge dung &
pbu nit ¢6 thai hodc du kién mang thai néu loi ich cta viéc diéu tri du tinh duogc cho 1a cao hon
bit ky nguy co nao ¢o thé xay ra.
Phu nir cho con ba
Céc nghién ciru trén chudt cho thdy rebamipid c6 bai tiét qua sita me. Phu nit dang cho con bu
phai ngting cho bu trudce khi dung rebamipid.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua ¢6 nghién cttu ¢6 klelp S04t vé tac dung cua thude khi 141 xe. Da ¢6 ghi qhan mot s6 bénh
nhén bi chéng mit hodc budn ngh khi dang ding rebamipid 100 mg. Vi vdy, can than trong khi
lai xe hoac van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC
Twong tac thude: Chua co tuong tac thude nio duoc ghi nhan.
Twong ky;: Do khéng c6 cac nghién ctu vé tinh tuong ky cua thude, khong trdn 13n thube nay
véi cac thudce khac.

TAC DUNG KHONG MONG MUON CUA THUOC

C6 thé xdy ra cac tac dung khong mong mudn sau ddy, do d6 cin theo d5i dé phat hién nhitng
dAu hiéu bat thuong & benh nhan va c6 cac bién phap xu ly thich hop.

Hé théng co quan | TAn suét Tac dung khéong mong muén
Réi loan hé mién dich | Hiém gdp Phat ban, cac tri¢u ching qua man khac nhu
(dudi 0,1%) ngla, giong phat ban do thudc.
Khong ro Sbc va phan ting phan vé, may day.
Hé¢ thian kinh — tAm | Khong ro Té cing, chong mit, budn ngiL.
than
H¢ tiéu hoa Hiém gap T40 bén, ddy bung, tiéu chay, budn nén, ¢ nong,
(dudi 0,1%) ¢ hoi, dau bung, r6i loan vi gidc.
Khong ro Khé miéng, non.
R6i loan gan Hiém gap Tang AST va ALT.
(dudi 0,1%)
Khéng ro Tang y-GTP va phosphatase kiém.
H¢ tao mau Khéng ro Giam tiéu cdu, giam bach ciu, giam bach ciu hat.
Khac Hiém gap Phu, cam giac ¢é vat la & hong.
(duci 0,1%)
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Khong ro Sung va dau v, nfr hoa tuyén vii & nam gi6i, hoi
hop, sbt, do bimg mat, t€ ludi, ho, suy ho hép,
rung toc, roi loan kinh nguyét, ting nong dd nito
uré mau (BUN).

M ta cac tac dung khong mong mudén nghiém trong:

* Séc va phan iing phdn vé (khong ro tn sudt): Sbc va phan ting phan vé c6 thé xay ra. Cén
theo d&i bénh nhan chit ché. Néu co ddu hiéu bit thuong, phai nglmg dung thudc va tién hanh
cac bién phap diéu tri thich hop.

* Gidm bach cdu va gidm tiéu cau (khéng ro tan suar) Giam bach cdu va giam tiéu cau co thé
Xxay ra. Cén theo d&i bénh nhan chit ché. Néu co déu hiéu bét thudng, phai ngling dung thudc
va tién hanh c4c bién phép diéu tri thich hop.

* RGi logn chirc ndng gan va vang da (khéng ré tan sudt): R6i loan chitc ning gan va vang da
duoc bidu thi bang ting AST, ALT, y-GTP va phosphatase kiém. Can theo ddi bénh nhan chat
ché&, Néu co cac dau hidu bit thuomg qua xét nghiém, phai ngliig dung thubc va tién hanh cac
bién phép diéu tri thich hop.

Théng bdo ngay cho bdc st hogic dwgc st nhitng phin tng cd hai giip phdi khi siv dung thuéc

QUA LIEU VA CACH XU TRi
Chua c6 théng tin nao khi st dung thudc qua liéu. Nén diéu tri triéu ching khi qua lidu.
CAC PAC TINH DUQC LY

Dwoe lwre hoe

Nhém duge 1y: Thube khang acid, thube chdng trao nguoc va chdng loét khac

Ma ATC: A02BX14

Co ché tic dung

Tdc dung phong ngura hodic chita lanh trong mé hinh loét da day

Rebamipid ngén chédn sy tbn thuong niém mac da day trong cac md hinh loét nghién ctru khéc

nhau & chudt, ké ca loét dugc tao ra do stress khi bi ngdm trong nudc, do aspiriﬁ indomethacin,

histamin, serotonin va thit mén vi. Thubc con bao vé& niém mac khoi bi tén thuong gdy ra do
cac dleu kién gay loét khac ma c6 thé lam phat sinh phan tmg cua cdc goc tu do, bao gom sur tai
cung cAp méau cho niém mac bi thiu mau cuc by, sir dung yéu td hoat hoa tidu ciu hoic

diethyldithiocarbamat va st dung indomethacin trong céc tinh trang bi stress. Trong m6t md

hinh loét duoc tao ra do acid acetic & chudt, thude thic ddy lam lanh cac vét loét da day va ngin

chiin su tai phat loét sau khi gay loét 120-140 ngay. :

Tdc dung phong ngira hodic chita lanh trong mé hinh viém da day

Rebamipid ngan chin su phat trién cta acid taurocholic (mot trong nhiing thanh phén chinh cua

acid mat) 1a acid gy ra viém niém mac. Do d6, rebamipid thuc déy 1am lanh viém niém mac da

day & chudt.

Tdc dung lam tdng prostaglandin (PG)

Rebamipid 1am tang hinh thanh prostaglandin E; (PGE:) trong niém mac da day & chudt. Thubc

con lam tang ham lugng PGE; 15-keto-13,14-dihydro-PGE: (1a mot chét chuyén héa cua PGE,)

va prostaglandin I, (PGl2) trong dich da day.

O nam gi6i khde manh, thude ciing cho ‘Ehéy tac dung 13 taing ham luong PGE» & niém mac da

day va bao vé niém mac da day khéi bi ton thuong gdy ra do dung rugu.

Tdc dung bdo vé té bao: Rebamipid cho thdy téc dung bao vé té bao da day, tic ché sy ton thuong

niém mac gy ra bdi ethanol, acid manh hodc base manh & chuét. Trong cac nghién ctu in vitro,

thube con bao vé cdc t& bao biéu mo da day lay tir bao thai thé nudi cly chéng lai ton thuong
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dugc gdy ra do aspirin hodc acid taurocholic. O nhitng nam giéi khée manh, thudc ngan chin
su ton thuong niém mac da day gay ra do dung aspirin, ethanol hodgc HCl-ethanol.

Tdc dung lam ting dich nhay: Rebamipid thuc d4y hoat dong clia enzym da day dé tdng hop
cac glycoprotein ¢6 trong lugng phén tir cao, lam day 16p dich nhéy trén bé mét clia niém mac
da day va lam téng luong dich nhay hoa tan trong da day & chudt. PG ndi sinh khong lién quan
gi trong su ting dich nhay hoa tan.

Tdc dung lam tdng luu luong mdu vao niem mac: Rebamipid lam tang luu luong mau vao ni€ém
mac da day va cai thién huyét déng hoc bi suy giam sau khi chudt bi mét mau.

Tdc dung trén hang rao niém mac: Rebamipid thuong khong anh huong 1én su khéc biét ¢6 thé
¢6 vé viée truyén qua niém mac da day & chudt nhung n6 ngéin can viéc giamkhac biét c6 thé
do ruou.

Tdc dung lén su 1iét kiém ¢ da day: Rebamipid thiic déy su tiét kiém & da day chudt.

Tdc dung lén so luong 1é bao niém mac: Rebamipid hoat hoa sy ting sinh té bao niém mac da
day va lam tang s6 té bao bi€u moé phi niém mac & chudt.

Téc dung lén sy phuc hoi niém mac da day: Rebamipid lam lanh vét thuong nhan tao gdy ra do
acid mat hodc hydrogen peroxyd & té bao biéu md da day thd duge nudi cay.

Tac dung lén sy tiét ciia da day: Rebamipid khong lam thay dbi s tiét kiém cua da day hodc su
tiét acid duoc kich thich boi chét lo tiét.
Tdc dung lén cac gbc tu do: Rebamipid loai cac gbe hydroxyl mot cach trye tlep va ngén chin
su san xudt superoxyd do cac bach cau hat. Thudc ngin chan su ton thuong té bao niém mac da
day gay ra do phan tng cac gdc oxy dugc phong thich tir cac bach cau trung tinh duoc kich thich
boi Helicobacter pylori in vitro. Thube lam giam ham lugng peroxyd trong lipid & niém mac da
day chudt duge cho udng indomethacin trong tinh trang bi stress va ngin chidn sy tdn thuong
niém mac da day.
Tdc dung lén si tham nhiém té bao viém ¢ niém mac da déy: Rebamipid ngén chin su tham
nhiém té bao viém trong mé hinh viém da day ¢ chudt dugc tao ra do acid taurocholic va ton
thuong niém mac da day duoc tao ra do céc thude khang viém khéng steroid ho#ic do su tai cung
cAp méu trong thiéu mau cyc bo.
Tdc dyng lén su phong thich cytokin (interleukin-8) gdy ra viém o niém mac da day: Rebamipid
ngin chin sy ting san xudt interleukin-8 & niém mac da day cuia cac bénh nhan bi nhiém
Helicobacter pylori. Thuoc con tic ché sy hoat hoa yeu t6 kappa-B, su bleu hién cua interleukin-
8 mRNA va sy san xuét interleukin-8 & té bao biéu md dwoc nudi ciy cing voéi Helicobacter
pylori.

Duwgce dong hoc

Néng dg trong huyét tiwong

Béng sau chi ra cac thong sb duge dong hoc ctia rebamipid sau khi ubng 1 liéu don 100 mg lac
doi:

Tmax (g10) | Cmax (ug/l) | Tu (g10) AUCn (ng/l.gio)

2,5+ 1,1 242+ 118 | 2,0+£0,7 913 + 337

Gia tri trung binh + SD, n =27, Ty, duogc tinh tdi 12 gio.

Hdp thu: O 6 nguoi khoe manh, khi ding 11eu 150 mg duong uong sau bita an, téc d6 hap thu
rebamipid c6 xu huéng chdm hon so voi tdc do hap thu néu ubng trude &n. Tuy nhién, thirc dn
khong anh hudng dén sinh kha dung cta thude & nguoi.

Phdn bo: Rebamipid néng do 0,05-5 pg/ml duge dua vao huyét twong in vitro, c6 khoang
98,4%-98,6% lién két v6i protein huyét tuong.
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Chuyen héa: O nhiing ngudi nam giéi khde manh sau khi dung 1iéu don 600 mg, rebamipid chu
yeu duoce bai tiét vao nudce tidu dudi dang khong ddi. Chit chuyén hoa ¢6 mot nhom hydroxyl
& vi trf tha 8 da duge tim thdy trong nude tiéu. Tuy nhién, sy bai tiét chit chuyén hoa nay chi
0,03% liéu da dung. Enzym lién quan dén sy hinh thanh chit chuyén héa nay 1a cytochrom Paso

3A4.

Thai trie: Nam gi6i khoe manh ding lidu don rebamipid 100 mg, khoang 10% liéu dung duoc
thai trir qua nudce tieu.

Bénh nhdn suy thdn

Céc thong sb dugc dong hoc ghi nhan tir cdc bénh nhén suy than sau khi udng liéu don 100 mg
rebamipid cho thay nong do trong huyét tuong cao hon va thoi gian ban thai dai hon so voéi
nguoi khée manh. O trang thai on dinh, nong do rebamipid trong huyét tuong quan sat duge &
nhiing bénh nhan thdm phén sau khi dung lidu lap lai gidng véi céc tri so khi dung lidu don. Vi
vdy, thudc duge xem nhu 1a khong tich lity.

QUY CACH PONG GOI
Hop 10 goi, 20 goi, 30 goix 2 g.
BAO QUAN: Noi kho rdo, nhiét d6 khong qua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san Xudt.
TIEU CHUAN: TCCS.
San xut tai nha méy:
CONG TY CO PHAN DUQC PHAM AN THIEN
Lo C16, Duong S6 9, KCN Hiép Phudc, Xa Hi¢p Phude, Huyén Nha Be, TP Hb Chi Minh
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