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Agiremid 100

GMP-WHO

Thanh phan: Mbi vién nén chira:
DI i ieeasnscnnsinininssonssnnnanissninncnnsnne diallos AR s LB 21 TH-CHON B DE 100 mg
Tadoewraad. [l s OB 0T 1O e e e e oo SO 1 vién
(Lactose monohydrat, Tinh bt ngd, Croscarmellose natri, Maltodextrin, Polysorbat 80,
Microcrystallin cellulose 101, Colloidal silicon dioxid, Magnesi stearat).

Qui cach déng géi: Hop 10 vix vi 10 vién nén.

Chidinh:
Loétda day
Diéu tri cac thucmg tdn niém mac da day San mon, chdy mau, dd va phu né) trong cac
tinh trang néng cap tinh clia viém da day cap va viém da day man.

Liéu lwong va cach dung:
Loét da day: Liéu rebamlpld thwdng dung cho ngwoi lén la 100 mg (1 vién nén
rebamlpld 100 mg) x 3 1an/ngay bang dwéng udng vao budi sang, budi tdi va trwéc
khi di ngu
Piéu tri cac thuomg tén mem mac da day (&n mon, chay mau, dé va phii nd) trong céc
tinh trang viém da day cap va dot cap cla viém da day man: Liéu rebamipid thwong
dung cho nguw&ilén la 100 mg (1 vién nén rebamipid 100 mg) x 3 l&n/ngay béng dwdng
ubng.

Chdng chi dinh: Man cam vai bat ky thanh phan nao clia thube.

Than trong:
St dung cho nguoi cao tudi: Can chii y déc biét ddi véi nhirng bénh nhan cao tudi de
giam thiéu nguy co réi loan da day-rudt, vi vé mat sinh Iy hoc, bénh nhan cao tudi
thwdrng nhay cdm hon véi thube nay $0 v0| bénh nhan tré tudi.
S dung cho tréem: An toan clia thubc ddi véi tré em chuwa dwoc thiét 1ap (kinh nghiém
lam sang trén tré em chwa day du).

Twong tac thudc: Chuwacod twong tac thubc nao duoc ghinhan.

Strdung cho phu nir cé thai va cho con bu:
Thei ky mang thai: Rebamlpld chi nén dwoc dung cha phu ni cé thai hodc cé kha nang
sé co thai néu ich loi cta viéc diéu tri dy tinh duovc cha la cao hon bat ky nguy co nao co
thé co6 (chwa xac dinh dwoc dd an toan ctia thudc nay @ phu nir cé thai).
Thoi ky chocon bu: Nhirng phu nir dang cho con bu phai ngirng cho bu trwére khi dung
rebamipid (nhtkng nghién ctru trén chudt cho thay rebamipid c6 thai qua siva).

Tac dung cuia thudc khi lai xe vavan hanh may méc:
Chua c6 nghién ctru dwoc kiém soat vé tac dung cua thude khi lai xe. Da ghi nhan mét
s6 bénh nhan bi chéng mat ho&c budn ngu khi dang dung thube, nhirng bénh nhan nhw
thé can than trong khi lai xe hodc van hanh may méc.

Tac dung khéng mong muon
Tac dung khdng mong muén cua rebam|p|d it xay ra. Tac dung phu thwong nhe va
khéng thé khac phuc bang cach diéu chinh lidu. Thuong gap la cactac dung lén hé tiéu
héa nhuw tao bon, treéng bung, tiéu chay, bubn nén vanén.

Cac phan trng phu hiém géap coy nghla lam sang:
Séc va phan (rng phan ve Sécva g)han (rng phan vé cé thé xay ra. Can theo déi bénh
nhan chat ché. Néu cé dau hiéu bat thwéng, phai ngirng ding thudc va tién hanh cac
bién phap diéu tri thich hop.
Giam bach céu (ty 1& < 0,1%) va gidm tiéu cdu: Gidm bach ciu va giam tiéu ciu co thé
xay ra. Can theo d6ibénh nhan chat ché. Néu c6 dau hiéu bat thwéng, phai nglrng ding
thuéc va tién hanh céc bién phap didu tri thich hop.
Réi loan chirc nang gan (ty 1& <0,1%) va vang da: Réi loan chirc ndng gan va vang da,
dwgc biéu thj bang tang mirc AST (GOT), ALT (GPT), y-GTP va phosphatase kiém, da
—dwoc ghmhan anhungbenh nhan dang dung rebamipid. Can theo d6i bénh nhan chat
ché. Néu c6 cac diu hiéu bat thuang qua xét nghiém, phal ngirng dung thudc va tién
hanh cac bién phap didu tri thich hqp
Nhirng bénh nhan st dung thubc lau dai nén dwoc giam sat mot cach dinh ky bét cl
déu hiéu hay triéu chirng men gan cao, gidm Igng bach cau va/hodc lwgng tidu cu.

Céac phan trng phu khac:
He théng trong co thé/ | < g 4 Chura xac dinh
Tan suat :
Qua man* B'an, ngtra, phat ban Mé day
gibng eczema
Tam than kinh Té, chong mat va budn

ngu

Tao bén cam giac
" Tiéu hoa chuéng bung, budn nén, | Khd miéng
non ¢ nong, dau bung,
bat thudng vi giac, ..

Tang mirc AST (GOT),
Gan** ALT (GPT), y-GTP
phosphatase kiém

Giam bach cau, giam B 2105y
Mau iatte oddiat Giam tidu cau

Vi swng va dau, vi to &
nam gi¢i, chay stra, danh
tréng ngue, sot, dé birng
mat, té lwdi, ho, va suy
hé hap

} R&i loan kinh nguyét,
Phan (rng phu khac tang muc nitrogen cla
uré - huyét (BUN), phu

* Néu co cactriéu chirng qua man cam, phai ngung dung thude.

**Neu murc transaminase tang ré rét hodc cé sét va ndi ban, pha: ngirng dung thubc va
tién hanh cac bién phap diéu tri thich hop.

Ngtrng st dung thubc va thﬁng béo cho bac sy biét nhirng tac dung khéng mong muén
gap phai khi str dung thuée.

Cac dac tinh dwoce lwc hgc
Tacdung phéng ngira hoac chiralanh trong mé hinh loét dq day
Rebamipid ngén chén sy ton thwong niém mac da day trong cac mod hinh loét thirc
nghlem khac nhau & chudt, ké ca loét duoc tao ra do stress khi ljl ngam trong nwéc, do
aspirin, indomethacin, histamin, serotonin va that mén vi.
Trong mdt mé hinh loét dwoc tao ra do acid acetic & chuét, thube thuc day lam lanh cac
vétloétda dayva ngan chan sy téi phat loét sau khi gay loét 120 -1140 ngay.
Tac dung phong ngtra hoac chira lanh trong mé hinh viém da day:
Rebamipid ngan chan sy phét trién ctia viém da day do acid taurocholic (mdt trong nhirng
thanh phan chinh clia acid mat) gay ra va thic day lam lanh viém niém mac trong mé hinh
viémda day & chudt thure nghiem.
Tac dunglam tang prostaglandin:
Rebamipid lam ting néng do prostaglandin E, (PGE,) trong niém mac da day cla

chuot Thudc cdn lam ting nbéng d6 PGE,, 15-keto-13,14-dihydro-PGE, (l& mot chét

chuyén héa clia PGEz)va prostaglandln 1, (PGl,) trong dich daday.

o nhu'ng nam giéi khée manh, thuéc ciing cho thay tac dung lam tang ndng 6 PGE, &

niémmacda day va bao vé niém mac da day khai bj ton throng do dung nhiéu ethanol

Tac dung bao vé té bao:

Trén chudt thi nghlem rebamipid cho thay tac dung bao vé té bao daday, ngan chan sy

tén thuong niém mac do ethanol, acid manh hodc base manh gay ra. Trong cac nghlen

ctru in wtro thuéc con bao vé cac té bao biéu md da day lay tir bao thai thd nudi cay

chéng Ial tdn thwong do aspirin hodc acid taurocholic (mét trong nhirng thanh phan

chinh ctia acid mat) gayra.

o] nhwng nam gi¢i khde manh, thubc ngan chan sy tén thwong niém mac da day do

aspirin, ethanol hoac HCl-ethanol gay ra.

Tac dung lam téng dich nhay:

Rebamipid thuc day hoat dong ctia enzym da day dé tong hop cac glycoprotein cé khdi

Iwgng phan t cao, lam ting lwgng dich nhay trén bé mét va dich nhay hoa tan clia da

day chuét thi nghiém. Prostaglandin (PGs) ngi sinh khéng lién quan gi trong s téng

dich nhay hoatan.

Tac dung lam tang lwu lwvgPng mau vao niém mac:

Rebam|p|d lam téang Iwvu Iu’qng mau vao niém mac da day va cai thién huyét déng hoc bj

suy giam sau khi chuot bi mat mau.

Hoattinh trén hang rao niem mac:

Rebamipid thwéng khdng anh hué'ng I&én sw khac biét c6 thé cé vé viéc truyén qua niém

mac da day & chudt tnhung nd ngén can viéc giam khac biét co thé c6 do ethanol.

Hoattinh Ién sl,rtlet chét kiém & da day:

Rebamipid thac day sir tiét chat kism & da day chuot.

Tac dung lén s6 lwgng té bao nlem mac:

Rebamlpld hoat héa sy ting sinh té bao niém mac da day va lam téing s6 té bao biéu mo

hé da day & chudt.

Tacdung lén sy phuc héi niém mac da day:

Rebamipid phuc h0| sy cham lanh vét thwong nhan tao do acid mat hoac hydrogen

peroxid gay ra & té bao bidu mé da day thé dwoc nudi cay.

Tac dung lénswtiétcuada day

Rebamipid khong Iam thay déi sw tiét co’ ban dich da day hodc sw tiét acid dwoe kich

thich b&i chéat loi tiét.

Tacdungléncac phan tir phan rng coé chira oxygen:

Rebamipid loai cac gbc hydroxyl mdt cach tryc tiép va ngdn chdn sy san xuét

superoxid do cac bach ciu da nhan. Thubc ngan chén si tdn thuong té bao niém mac

da day do cac phan tu phan (rng c6 chira oxygen gay ra, cac phan tlr nay dwoc phéng

thich tir cac bach cau tru ng tinh dwerc kich thich béi Helicobacter pylori trong thir

nghiém in wtro Thuéc lam gidm ham lwgng peroxid trong lipid & niém mac da day chudt

dwoc cho ubng indomethacin trong tinh trang bj stress va ngén chén sy tén thwong

niém mac da day.

Tac dung lén swtham nhiém té bao wem & niém mac da day:

Rebamipid ngan chan sy tham nhiém té bao viém trong mé hinh viém da day & chuét

do acid taurocholic va ton thucmg niém mac da day duoc tao ra do cac thube khang

viém khéng steroid (NSAID) hoéc tdn thwong do thiéu mau cuc boltai twdi mau gay ra.

Tacdunglénswphong thlch cytokin (mterleukm-S) gay viém & niém mac da day:

Rebamipid dung dwo'ng udng, ngan chan s\ tang san xuét va phong thich interleukin-8

tor mém mac da day cla ngucrl bi nhiém Helicobacter pylori. Thubc con (rc ché sy hoat

héa yeu td ‘kappa-B (NF- KB) ctia nhan, ngan chan biéu hlen cua interleukin-8 mMRNAva

sy san xuét interleukin-8 & té bao bleu ma dwgc nudi cay cung v&i Helicobacter pylori
~ trong thtr nghiém in vitro. = :

Cac dac tinh dwoc dong hoc:
Nong do trong huyét two-ng
Céc sb liéu sau chira cac théng sbé dwoc dong hoc clia rebamipid sau khi uéng mét
lidu don rebamipid 100 mg & 27 bénh nhan nam khde manh nhin &n.
Céc thong s6 dwoc déng hoc cliia rebamipid:
=2,4+1,2(gio)vaC,,=216+79 (mcyg/lit).
- Gla tri trung binh+SD, n=27,1,, dwgctinht&i 12 gid.
- Téc d6 hap thu rebamipid ¢ xu hwéng cham khi thuoc dugc ding dudng ubng & liéu
150 mg cho 6 ngw¢i khée manh sau bu’a &n so véi toc do hap thu néu uéng trwedrec khi an.
Tuy nhién, thu’c &n khéng anh hwéng dén sinh kha dung ctia thubc & ngudi.
Cac théng sb duoc ddng hoc ghi du’o'c tir cac bénh nhan bi suy than sau khi ubng mot
liu don 100 mg rebamuptd cho thay nong do trong huyét twong cao hon va thm gian
ban hdy lau hon so véi nhitng nguwdi khée manh. (g' trang thai én dinh, ndng do
rebamipid trong huyet tu'o'ng quan sat du'qc & cac bénh nhan tham phan than sau khi
dung liéu 13p lai rat gibng voi cac tri s6 khi dung lidu don. Vi i vay, thubc dwoc xem la
khéng tich lay.
Sau khi 12 d@6i twgng khée manh ubng liéu don 100 mg rebamipid, néng dé thuéc trong
huyet twong dat dinh (& 210 ng/ml) sau 2 gi¢. Théi gian ban hiy huyét twong khoang
1,5gior. Nghién ctru ding thuéc 1&p lai cho thay thubc khéng tich tu trong con ngudi.
Su’ hap thu ctia rebamipid ¢6 xu hwéng cham khi uéng thuée véi liéu 150 mg sau blra
an trén 6 dbi tuomg khée manh. Tuy nhién, thye phdm khéng anh hwéng dén sinh kha
dung cta thubc trén ngwo'l Théng sé dwoc dong hoc thu dwoc tir bénh nhan suy than
sau khi dung don liéu ubng rebamlpld 100 mg cho thay ndng d trong huyet tuong cao
hon va niva doi dai hon so véi cac dbi twong khde manh. O trang thai 6n dinh, néng do
rebamlp!d trong huyet twong gh| nhan dwoc & cac bénh nhan tham tach than sau khi
dungliéu |&p lai rat gan véi cac gid tri mo phong tir liéu duy nhét. Vi vay, thudc dwgc xem
la khong tich Iy.
Chuyén héa: Sau khi cho déi twong nam la ngu'Crl I&n khde manh diing liéu don 600
mg, rebamipid ch yéu duwoc bai tiét frong nuéc tiéu duoi dang thudc khéng d6| Mot
chat chuyén héa cé 1 nhom hydroxyl ¢ vitrithr 8 da dugctim thay trong nwérc tiéu. Tuy
nhién, sw bai tiét chat chuyen héa nay chi bing 0,03% cla liéu da dung. Enzym lién
quan dén sy hinh thanh chat chuyén héa nay la cytochrom P450 3A4 (CYP3A4).
Thai trie; Khi cho cac dbi trong nam khée manh dung mét liéu don rebamipid 100 mg,
khoéng 10% liéu da duing dugc thai trir quanuéc tiéu.
Lién két vé&i protein: Trong thtr nghiém in vitro, rebamipid & ndng do 0,05 - 5 meg/ml
dwoc thém vao huyét trong ngudi, va 98,4% - 98,6% thube da lién két véi protein huyét
twong.
Qua liéu va cach xer tri:
Chua c6 thong tin nao khi str dung qua lidu. Diéu tri triéu chirng khi qua lidu xay ra.
DE XA TAM TAY TRE EM
B C KY HU’ONG DAN S DUNG TRU’O‘C KHI DUNG
U CAN THEM THONG TIN XIN HOI Y KIEN BAC sY
THUOC NAY CHI DUNG THEO DON CUA BAC SY

Bao quan: Nhiét 36 dudi 30°C, tranh Am va anh sang.

Han dung: 36 thang ké tir ngay san xuét.
Khéng dung thudc qua thdi han str dung ghi trén nhan.
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