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REMITAB

Pé xa tam tay tré em
Poc ky hwong din sir dung trude khi ding

Thanh phin ciu tao cia thude:

Mai vién nén bao phim chira:

Hoat chat: Rebamipid ........100 mg

Ta dugce: Lactose, Natri starch glycolat, Tinh bdt ngd, Aerosil (colloidal silicon dioxyd), Polyvinyl
pyrrolidon (PVP) K30, Magnesium stearat, Hydroxypropylmethyl cellulose (HPMC) 606,
Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, Talc, PEG 6000

Dang bao ché: Vién nén bao phim.

Chi dinh:

- Loét da day.

- Diéu trj cdc thlmng tn niém ‘mac da day (dn mon, chay mau, do va phu né) trong cac tinh trang sau
day: Viém da day cap va dogt cap cua viém da day man.

Liéu lwgng va cich ding:
- Loét da day:
Liéu rebamipid thuong ding cho ngudi Ién la 100 mg, 3 ln/ngay bang duong ubng vao budi sang,

budi tdi va trude khi di ngu

- Piéu tri cic thuwong ton niém mac da day (dn mon, chay mdu, do va phu né): Cu/

Viém da day cép va dot cép cua viem da day man: Liéu rebamipid thudng dung cho\igudi 16n 1a 100
mg, 3 lan/ngay bang duong udng.

Cidch ding: ) __
Rebamipid duge ding theo dudng udng. Co theé sur dung trong hodc xa bira an.

Chdng chi dinh:
Bénh nhan ¢6 tién sir qua man cam vdi bat ky thanh phan nao cua thuoc.

Canh bao va than trong:

Thén trong véi td duoc lactose:

Bénh nhan co cac rbi loan di truyén hiém gip vé dung nap galactose, ching thiéu hut lactose Lapp.
hoic réi loan hap thu glucose — galactose khong nén sir dung thubc nay.

Sut dung cho nguoi cao fubi:

Cin chd y dac biét déi voi nhing b¢nh nhén cao tudi dé giam thiéu nguy co roi loan da day - rudt, vi
vé mit sinh 1y hoe, bénh nhan cao tudi thuéng nhay cam hon vdi thuée nay so véi bénh nhan

tré tudi.

St dung cho tré em: )

Chua xéc dinh duge dd an todn cta thude nay & tré sinh nhe can, tré so sinh, tré con bi va tré em
(Chura di kinh nghiém lam sang).

Thubc chira it hon 1mmol natri (23 mg) trong mot lidu, nén duoc xem la khong chira natri.

Si dung thuée cho phy niv mang thai :

Rebamipid chi nén duge dung cho phu nit ¢o thai hoiic ¢6 kha nang s& co thai néu ich loi cia viée
diéu tri du tinh duge cho 1a cao hon bét ky nguy co ndo ¢ thé c¢é (chua xdc dinh duge d6 an toan cua
thude nay & phu nit c6 thai).
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Sit dung thudc che phu nit cho con bu :

Nhitng nghién ctru trén chudt cho thiy rebamipid dugc bai tiét vao sira me. Nhitng phu nir dang cho
con bi phai ngirng cho bu trude khi ding rebamipid.

Anh “hwong cua thuée lén kha niing Idi xe va vin hanh mdy méc:

Thuébe cb kha nang gdy chdong mat, budn ngu, do d6 nén than trong khi lai xe hodc van hanh may méc
Twong tic cia thude véi cdc thude khae va cac logi twong tac khéc:

Chura ¢6 twong tée thude nao durge ghi nhan,

Tac dyng khong mong muén (ADR):

Céc phan (ng phuy, ké ca cdc dau higu bat thudmg qua xét nghiém, da dugc ghi nhan ¢ 54 bénh nhén
(0,54%) trong sé 10047 bénh nhén duge diéu tri. Trong sé 3035 bénh nhén trén 65 tudi, c4c phan (g
phu d4 duge ghi nhan ¢ 18 bénh nhén (0,59%). Ban chét va ty 1¢ xay ra cdc phan tng phy khong co
sir khéc biét gitta bénh nhan cao tudi va bénh nhan tré tudi.

Cac pham u'rrg phu coy nghm lim sang

Soc va phan tng phan vé: Sbe va phéan tmg phan vé cé thu, xay ra. Can theo d&i bénh nhan chat ché.
Néu c6 ddu hi¢u bat thirdng, phai ngimg dung thIOL va tién hdnh cac bien phap dleu tri thich hop.
Gidm bach cau (v 1¢ < 0,1%) va giagm tiéw caw: Giam bach cau va giam tiéu cau cd thé Xay ra. Can
theo di bénh nhan chat ché. Néu ¢6 ddu hiéu bat thudng, phai ngling ding thube va tién hanh cac
bién phap diéu tri thich hop.

Réi logn chite ning gan (1y 1¢ < 0,1%) va vang da: Rbi loan chirc ndng gan va vang da, dugc biéu thi
bang tang mac AST (GOT), ALT (GPT), y-GTP va phosphatase kiém, da dugc ghi nhian & nhimg
bénh nhan dang ding rebamipid vién nén 100 mg. Cén theo doi bénh nhan chit ché. Néu ¢o cac dau
hiéu bét thuong qua xét nghiém, phai ngimg dung thudc va tién hanh cdc bién phap diéu tri thich hop.
Nhirng bénh nhén sit dung rebamipid 1au dai nén duoc gidm sat mot cach dinh ky bat ctr ddu hiéu hay
triéu  ching men gan cao, giam luwong bach cau va/hodc luong tiéu  cau.

Cic phdn trng phu khac

Hé thong trong co thé/

Chua rd tin suit
tin suit

<0,1%

Ban, ngra, eczema giong phét ban do | Néi mé day.

Qua man cam (luu v 1)
thude, céc trigu ching qua man Khac. /

Than kinh — tdm than T¢, chong mat, W ngu, loan vi

giac.

Téao bon, cam giac chudng bung, tiéu | Kho miéng, chudng bung.
chay, budn ndn, non, ¢ ndéng, dau
bung, ¢ hoi, bat thuong vi giac, ...

Da day — rudt

Gan (luu y 2) Tang mirc AST (GOT), ALT (GPT), y R6i loan chirc nang gan.
~ GTP, phosphatase kiem...
Huyét hoc Giam bach cau, giam bach cau hat... Giam tiéu cau.

Phan tmg phu khéac

Roi loan kinh nguyét, ting BUN. phu,
cam giac ¢o vit la & hong.

Vi sung va dau, cam Gng tiét
sita do chimg vi to ¢ dan ong,
danh tréng nguc, sot, do burng
mit, t& ludi, ho, suy hd hip cép,
rung long toc, khat, phu mat, ban
do ngura.

(Luu v 1) Néu co cae triéu chimg qua man cam, phai ngirg ding thudc.
(Luu y 2) Néu mirc transaminase tang rd rét hodc co sOt va noi ban, phai ngung dung thudc va tien
hanh céc bién phap diéu tri thich hop.
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Qua liéu va cich xir tri: 1
Chua c6 thong tin nao khi sir dyng qua liéu.

Cac dic tinh duge lwe hoe, dwge dong hoc

Dwoe lue hoe

Tic dung phong ngira hodic chita linh trong mé hinh loét da day

Rebamipid ngén chan sy ton thuong niém mac da day trong cac mo hinh loét thue nghiém khéac nhau
& chuét, ké ca loét duoc tao ra do stress khi bi ngdm trong nudc, do aspirin, mdamethaun histamin,
serotonin va thit mon vi. Thudc con bao vé niém mac khoi bi tén lhuong gay ra do cac diéu kién gdy
loét khac ma ¢ 1& 1am phdt sinh phdn (g coa céc goc oxy, bao gom sur tai cung cép mau cho niém
mac bi thiéu méau cuc bé, sir dung yéu té hoat héa tiéu cau (PAF) hodc dicthyldithiocarbamat (DDC)

va sir dung indomethacin trong cac tinh trang bi stress.
Trong mdt mé hinh loét duoe tao ra do acid acetic & chuét, thube thic ddy 1am lanh cac vét loét da

day va ngin chin sy tai phat loét sau khi gay loét 120-140 ngay.

Tdc dung phong ngira hodc chiva lanh trong mé hinh viéem da day
Rebamipid ngin chin sy phat trién cta acid taurocholic (mét trong l]hLlTl}j thanh phan chinh cua acid
mat) - gy ra viém niém mac va thic day 1am lanh viém niém mac két hop voi da day & chudt thuc

nghiém.

Tdc dung lam tang prostaglandin

Rebamipid lam téng hinh thanh prostaglandin E; (PGE,) trong niém mac da day & chuot. Thudc con
[am ting ham luong PGE,, 15-keto-13,14-dihydro-PGE; (la mét chét chuyén hoa clia PGE;) va
prostaglandin I (PGl) trong dich da day.

O nhirg nam gidi khoe manh, thude cling cho thdy tac dung lam ting ham luong PGE; & niém mac
da day va bao vé niém mac da day khadi bi tn thuong gay ra do dung ethanol.

Tic dung bio vé té bao
Rebamipid cho thdy tic dung béo vé t& bao da day, Gic ché su ton thuong niém mac gay ra boi

ethanol, acid manh hodc base manh & chudt. Trong cac nghién ciru in virro, thube con bao vé cac té
bao biéu mé da day lay tir bao thai thé nudi cdy chong lai ton thuong duge gy ra do aspirin - hodc

acid taurocholic (mdt trong nhiing thanh phan chinh ctia acid mat). 0
O nhiing nam gi6i khoe manh, thudc ngan chin sy ton thuong niém mac da day dugc|to ra do dung

aspirin, ethanol hodc HCl-ethanol.

Tidc dung lam tang dich nhdy

Rebamipid thic day hoat dong cua enzym da day dé téng hop cac glycoprotein co trong Iucmg phén
tir cao, lam day 16p dich nhiy trén bé mat cia niém mac da day va lam tang lugng dich nhay hoa tan
trong da day & chuét. Prostaglandin (PG) ndi sinh khéng lién quan gi trong sy tang dich nhdy hoa tan.

Tdc dung lam tang liv lwong mdu vio niém mac
Rebamipid lam tang luu lwong mau vao niém mac da day va cai thién huyét dong hoc bi suy giam

sau khi chuét bi mit mau.
Tdc dung trén hang rao niém mac

Rebamipid thuémg khéng anh huéng 1én sy khac biét c6 thé c6 vé viéc truyén qua niém mac da day ¢
chudt nhung né ngén can vige giam khac biét co thé ¢ do ethanol.

Tic dung lén sw tiét kiém ¢ da day
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Rebamipid thic déy su tiét kiém ¢ da day chuét.

Tic dung Ién sé Iwong té bao riém mac
Rebamipid hoat héa sur ting sinh t& bao niém mac da day va lam ting s té bao biéu md phi niém

mac & chudt.

Tic dung lén sy plyuc hoi niém mc dp day
Rebamipid phuc héi sy cham lanh vét ‘thuong nhén tgo gay ra do acid mat hoac hydrogen peroxid ¢

té bao bidu md da day thé duoc nubi cdy.

Tic dung Ién sw tiét ciia da day
Rebamipid khong lam thay ddi su tiét base cua dich da day hoac su tiét acid dugc kich thich boi chat

loi tiét.

Tdc dung lén cdc gor: oxy

Rebamipid loai cdc goc hydroxyl mét cach lruc l|ep va ngin chan su san xuét superoxid do céc bach
cdu hat. Thude ngan chan su ton thuong té bao niém mac da day gdy ra do phan (mg cdc gbc OXy
duoc phong thich tir cac bach cdu trung tinh duge kich thich boi Helicobac ter pylori in vitro. Thubc
lam giam ham lugng peroxid trong lipid & niém mac da day chudt duge cho udng indomethacin trong
tinh trang bi stress va ngén chin su ton thuong niém mac da day.

Tdc dung lén s thim nhiém té bao viém & niém mac da day

Rebamipid ngiin chan su thim nhiém té bao viém trong mé hinh viém da day ¢ chudt duoc tao ra do
acid taurocholic (mét trong nhung thanh phén chinh cta acid mat) va (on thuong niém mac da day
dugc tao ra do céc thude khang viém khong steroid (NSAID) hodc do su tai cung cap méu trong thiéu
mau cuc bo.

Tdc dung lén sw phong thich cytokin (interleukin-8) giy viém o niém mac dg day

Rebamipid, dung duong ubng, ngan chin sy tng san xut interleukin-8 ¢ niém mac da day cua cac
bénh nhan bi nhiém Helicobacter pylori. Thude con (re che su hoat héa yéu to kappq-ﬁh()t)—ch) cla
nhan sir biéu hién cta interleukin-8 mRNA va su san xuét interleukin-8 o té bao biéu dugc nudi
cdy cing vé&i Helicobacter pylori.
Théng bdo cho bdc st nhiing tdc dung khéng mong mudén gdp phai khi sit dung thuée.
Dlrmc dong hoc
Hip thu: Bang sau chi ra cic thong s duge dong hoc cua rebamipid sau khi udng mét liéu don
rebamipid 100 mg & 27 bénh nhan nam khde manh nhin an.
Céc théng s6 duge dong hoc clia rebamipid:

Rebamipid 100 mg | Trax (gi0) Cunax (meg/L) T (gi0) AUCq, (meg/L.gid)
24+1.2 216+ 79 1,9+ 0,7 874 + 209
Tée do hap thu rebamipid co xu hudng cham khi thuoc duge dung dudng udng & lidu 150 mg cho 6
ngudi khoe manh sau bira &n so voi toc do hap thu néu udng trude khi an. Tuy nhién, thirc in khong
anh hudng den sinh kha dung cta thudc & ngudi.
Céc thong s6 duge d:;mg, hoc ghi duwge tir cde bénh nhén bi suy than sau khi uéng mét lidu don 100
mg rebamipid cho thay nong do trong huyét trong cao hon va thoi gian ban hiy lau hon so véi ¢
nhitng ngudi khoe manh. O trang thai 6n dinh, nong do rebamipid trong hu)ct twong quan sat dugc ¢
céc bénh nhén thdm phan thin sau khi ding lidu lap lai rat gidng voi cée tr sO khi ding liéu don. Vi
viy, thude duge xem la khéng tich Iiy.
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Phén bé: Rebamipid ¢ liéu 0,05-5 meg/mL duge dua vao huyét tuong ngudi in vitro, va 98.4%-
98.6% thube nay da lién két vai protein huyét tuong.

Chuyén héa: Sau khi cho nhing nam giéi nguoi 16n khoe manh dung liéu don 600 mg, rebamipid
chi véu duoe bai tiét trong nudc tiéu dudi dang thude khong doi. Mot cht chuyén hoa ¢6 1 nhém
hydroxy! & vi trf thit 8 da duge tim thdy trong nudc tiéu. Tuy nhién, su bai tiét chat chuyén hda nay
chi 14 0,03% cia liéu da ding. Enzym lién quan dén sy hinh thanh chét chuyén héa ndy la cytochrom
P450 3A4 (CYP3A4).

(Luu ) Lidu thuong ding & ngudi 16n 1a 100 mg, 3 lan/ngay.

Thdi trie; Khi cho nhitng ngudi nam khoe manh ding mot liéu don rebamipid 100 mg, khoang 10%
liéu da diing duge thai trir qua nuée tiéu.

Quy cich dong goi:

Hop 3 vi x 10 vién nén bao phim.

Hép 5 vi x 10 vién nén bao phim.

Hép 10 vi x 10 vién nén bao phim.

Han diing eiia thude: 36 thang ké tir ngay san xudt.

Tiéu chudn: Tiéu chuin co so.

Piéu kién bio quin:

Bio quan thude & noi kho, thodng, nhiét do dudéi 30°C, tranh anh sng.

Tén, dia chi cua co' sé' san xudt:

CONG TY CO PHAN US PHARMA USA ,

L6 Bl — 10, Budng D2, Khu cdng nghiép Tay Béc Cu Chi — TP. Ho Chi Minh — Wjg.Xam.
Moi thife mic vi thong tin chi tiét, xin lién hé s dign thogi 028-37908860
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