Box of 10 blisters x 10 tablets

STEBIGS Tablet

Composition: SPK/ Visa No

Each film coated tablet contains: LSX/ Batch No.:
Re¢bamipide ... .......... 100 mg NSX/ Mfg. Date:
Indication, Administration, Contra- HSD/ Exp. Date:

indication and other information:
Rgad the package leaflet enclosed.
Storage conditions:

Stpre below 30°C.

2 Shelf-life:
Al daU:..‘Z(g. .-.- ...../...mg months from the mfg_ date.

Specifications:
House.

R Thuéc ban t blop: 10wt X 107ath

STE BIGS Tablet

Rébamlplde 100 mg

Thf'"h phan: Importer/DNNK:
MOoi vién nén bao phim co chura:

Rebamipid ............... 100 mg

Chi dinh, Cach dung, Chéng chi dinh

va cac thong tin khac: Xem trong to

hudng dan st dung thude kém theo.

Piéu kién biao quin:

Bao quan ¢ nhiét do khong qua 30°C.

Han dung:

36 thang tir ngay san Xuét
Tiéu chuin: TCCS.
Xuit xir: Han Quéc

STEBIGS +....

Rebamipide 100 mg
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STEBIGS Tablet
Rebamipid 100 mg

Khuyén cdo:

Doc kjy hudng dan sir dung truée khi ding

Dé xa tam tay tré em

Thong bd,o ngay c{zo bdc sy hodc duoc sy nhitng tdc dung khong mong muén gdp phai khi sir
dung, thuoc. Néu can thém thong tin xin héi y kién bdc sy hodc dwoc syp.

Thuoc nay chi dimg theo don ciia bdc sy,

Thanh phin — ham lwong ciia thudc:

M3i vién nén bao phim c6 chira: (&
Thémh phdn hoat chdt: \
Thanh phan td duoc: Microcrystalline cellulose 102, hydroxypropylcellulose, low substituted hydroxy-
propylcellulose, crospovidone, magnesium stearate, hypromellose 2910, polyethylene glycol 6000,
titanium oxide.

Dang bao ché: Vién nén bao phim

Quy cach dong goi:
Hop 10 vi x 10 vién.

Dwogc lwe hoc:

Nhém tac dung dwoc Iy: Thude khang acid, chdng trao ngugc va chéng loét.
Ma ATC: A02BX14

»  Tdc dung phong ngira hodic chita lanh trong mé hinh loét da day
Rebamipid ngin chan su ton thuong niém mac da day trong cac mé hinh loét thuc nghiém khéc nhau
& chudt, ké ca loét duoc tao ra do stress khi bi ngam trong nudc, do aspirin, indomethacin, histamin,
serotonin va thit mén vi. Thudc con bao vé niém mac khéi bi tén thuong gy ra do cac diéu kién gay
loét khac ma c6 1& 1am phét sinh phan tmg ctia cac gbc oxy hoa, bao gdm sur tai cung cip mau cho
niém mac bi thiéu mau cuc bo, sir dung yéu t6 hoat héa tiéu cau (PAF) hoic diethyldithiocarbamat
(DDC) va str dung indomethacin trong céc tinh trang bi stress.

Trong mdt mo hinh loét dugc tao ra do acid acetic & chudt, thudc thic day lam lanh cac vét 1oét da
day va ngan chén su tai phat loét sau khi gy loét 120-140 ngay.

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

Rebamipid ngin chin su phat trién cta acid taurocholic (mét trong nhitng thanh phan chinh cta acid
mét) - gdy ra viém niém mac va thic ddy 1am lanh viém niém mac két hop véi da day & chudt thuc
nghiém. \
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* Tdc dung lam tang prostaglandin
Rebamipid lam ting hinh thanh prostaglandin E, (PGE,) trong niém mac da day cta chudt. Thude
con lam tang ham lugng PGE,, 15-keto-13,14-dihydro-PGE, (14 mét chét chuyén héa cua PGE,) va
prostaglandin I, (PGI,) trong dich da day.

O nhimg nam gi6i khée manh, thube ciing cho thdy tac dung lam tang ham luong PGE,, & niém mac
da day va bao vé& niém mac da day khéi ton thuong gay ra do dung ethanol.

*  Tdc dung bao vé 1é bao

Rebamipid cho thiy tac dung bao vé t& bao da day, trc ché sy tén thuong niém mac gay ra badi
ethanol, acid manh hodc base manh & chudt. Trong cac nghién ctru in vitro, thudc con bao vé cac té
bao biéu mé da day 14y tir bao thai thd nudi cdy chéng lai ton thuong duoc gy ra do aspirin — hoic
acid taurocholic (mét trong nhiing thanh phan chinh cua acid mat).

0] nhitng nam giéi khoe manh, thudc ciling ngan chin su ton thuong niém mac da day duoc tao ra do
dung aspirin, ethanol hodac HCl-ethanol.

»  Tdc dung lam ting dich nhdy

Rebamipid thiic ddy hoat dong ctia enzym da day dé tdng hop cac glycoprotein c6 trong luong phin
tir cao, lam day 16p dich nhdy trén bé mit ctia niém mac da day va lam ting luong dich nhdy hoa tan
trong da day chudt. Prostaglandin (PG) ndi sinh khong lién quan gi trong su ting dich nhay hoa tan.

»  Tdc dung lam tang luu lvong mau vao niém mac

Rebamipid 1am ting luu luong mau vao niém mac da day va cai thién huyét dong hoc bi suy giam
sau khi chudt bi mét mau.

s Tdc dung trén hang rao niém mac

Rebamipid thuong khong anh hudng 1én sy khac biét c6 thé c6 vé viée truyén qua niém mac da day &
chudt nhung né ngan can viéc giam khac biét cd thé c6 do ethanol.

= Tic dung lén su tiét kiem 6 da day

Rebamipid thuc day su tiét kiém & da day chuot.

» Tdc dung lén 50 luong 16 bao niém mac

Rebamipid hoat hoa sur tang sinh té bao niém mac da day va lam tang s té bao biéu md phu niém
mac ¢ chudt.

»  Tdc dung lén su phuc héi niém mac da day

Rebamipid phuc hdi su cham lanh vét thuong nhén tao gy ra do acid mét hodc hydrogen peroxid ¢
t& bao biéu md da day tho dugc nudi cay.

»  Tdc dung lén su tiét cia da day

Rebamipid khong lam thay déi su tiét base ciia dich da day hogc sw tiét acid duoc kich thich bi chét
loi tiét.

»  Tdc dung lén cdc goc oxy

Rebamipid loai cac gdc hydroxyl mét céc truc tiép va ngan chan su san xuét ctia superoxid do cac
bach cdu hat. Thudc ngan chan sy tén thuong té bao niém mac da day gay ra do phan tng céc gbc
oxy duoc phong thich tir cac bach cau trung tinh dugc kich thich boi Helicobacter pylori in vitro.
Thubc 1am giam ham lugng peroxid trong lipid & niém mac da day chuét duoc cho udng
indomethacin trong tinh trang bi stress va ngan chén t6n thuong niém mac da day. —




= Tdc dung lén su thdm nhiém té bao viém ¢ niém mac da day

Rebamipid ngin chin su thAm nhiém té bao viém trong mo hinh viém da day ¢ chudt dugce tao ra do
acid taurocholic (mdt trong nhiing thanh phén chinh ctia acid mét) va tén thuong niém mac da day
dugc tao ra do céc thubc chéng viém khong steroid (NSAID) hodc do su tai cung cip mau trong
thiéu mau cuc bo.

» Tdc dung lén su phong thich cytokin (interleukin-8) gy viém & niém mac da day

Rebamipid, diing duong udng, ngan chin su tang san xuét interleukin-8 & niém mac da day cua cac
bénh nhan bi nhiém Helicobacter pylori. Thubc con trc ché sy hoat hoa yéu t6 kappa-B (NF-kB) cta
nhén, su biéu hién cua interleukin-8 mRNA va su san xuét interleukin-8 & té bao biéu mé dugc nudi

cdy cung v6i Helicobacter pylori. )%
Dwgc dong hoc: @

= Nong dj trong huyét twong !

Bang sau chi ra cac thong sb duoc dong hoc cua rebamipid sau khi ubng mét liu don 100 mg
rebamipid & 27 bénh nhan nam khée manh nhin an.

Cac thong s6 duoc dong hoc cua rebamipid:

tmax (g10) Ciax (mcg/L) t1n (g10) AUCy4p (mcg/L.gi0)
Rebamipid 10 mg 24+12 216+ 79 1,9+0,7 874 +209

Gia tri trung binh +SD, n=27, t;» dugc tinh t6i 12 gio.

Téc d6 hap thu rebamipid ¢ xu huéng cham khi thudc duge ding dudng ubng & lidu 150 mg cho
6 ngudi khoe manh sau bira 4n so véi te d6 hdp thu néu udng truéce khi an. Tuy nhién, thirc in
khong anh huéng dén sinh kha dung ciia thude & nguoi.

Céac thong sd duoc dong hoc ghi dugc tir cac bénh nhan bi suy than sau khi ubng mot lidu don
100 mg rebamipid cho thiy ndng do trong huyét twong cao hon va thoi gian ban hity 1au hon so véi &
nhing ngudi khoe manh. O trang thai 6n dinh, ndng d6 rebamipid trong huyét twong quan sat duge &
cac bénh nhan thim phan thin sau khi dung lidu l3p lai rit gibng véi céc tri s6 khi ding liéu don. Vi
vy, thudc duge xem 1a khong tich liy.

Rebamipid & lidu 0,05-5 meg/mL duoc dua vao huyét tuong ngudi in vitro, va 98,4%-98,6% thude
nay da lién két vé6i protein huyét tuong.

»  Chuyén héa

Sau khi cho nhiing nam gidi nguoi 1én khoe manh dung liéu don 600 mg, rebamipid chi yéu dugc
bai tiét trong nude tiéu dudi dang thube khong dbi. Mot chét chuyén héa ¢6 1 nhém hydroxyl & vi tri
thir 8 da duge tim thiy trong nude tiéu. Tuy nhién, sw bai tiét chat chuyén hoa nay chi 1a 0,03% cua
lifu da dung. Enzym lién quan dén su hinh thanh chit chuyén héa nay la cytochrom P450 3A4
(CYP3A4).

(Luu y) Liéu thuong dung & ngudi 16n 14 100 mg, 3 lan/ngay.

= Thdi trir

Khi cho nhig ngudi nam khoe manh ding mét lidu don rebamipid 100 mg, khoang 10% lidu da
ding dugc thai trir qua nude tiéu.
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»  Lién két véi protein
Rebamipid ("y'liéu 0,05-5 meg/mL dwogc dua vao huyét tuong nguoi in vitro, va 98,4%-98,6% thudc
nay da lién két véi protein huyét tuong.

Chi dinh:

* Loétda day

* Didu tri cac thwong ton niém mac da day (an mon, chay méu, d6 va phu né) trong céc tinh
trang sau day: viém da day cép va dot cép cta viém da day man.

Li¢u lrong va cich dung:

* Loét da day: Liéu rebamipid thuong ding cho ngudi 16n 1a 100 mg x 3 lan/ngay bing dudng
udng vao budi sang, budi tbi va trude khi di ngu.

*  Piéu trj cac thuong t6n niém mac da day (dn mon, chay méu, d6 va phu né) trong cic tinh
trang sau day: viém da day cip va dot cp cta viém da day man: Liéu rebamipid thuong dung
cho ngudi 16n 14 100 mg x 3 1an/ngay bing dudng ubng.

Chéng chi dinh:
Min cam véi bat ctr thanh phan nao cua thude.

Théan trong:

+ Thén trong khi ding thudc:

Str dung cho nguoi cao tudi: Can chu y dic biét dbi voi nhimg bénh nhén cao tudi dé giam thidu
nguy co rdi loan da day-rudt, vi v& mat sinh Iy hoc, bénh nhan cao tudi thudng nhay cam hon
v6i thude nay so voi bénh nhan tré tudi.

Sir dung cho tré em: Chua xac dinh duoc d9 an toan cua thude nay o tré sinh nhe cén, tré so sinh,
tré con bu va tré em (Chua du kinh nghiém lam sang).

Thdn trong khi ding: Chi dan str dung cho bénh nhan

Pi ¢6 béo céo 1a nhitng g sic cua vi thude c6 thé cit hodc xuyén qua niém mac thuc quan néu
v y nudt phai, din dén viém trung thét hodc nhing bién ching nghiém trong khac. Can chi din
bénh nhan khéng duoc nudt bit ky phan nao ciia vi nén (PTP).

+ Cac khuyén c4o ding thude cho phu nit ¢6 thai va cho con bu:

Str dung ¢ phu nir ¢6 thai: Chua xac 1ap duoc do an toan ctia rebamipid & phu nit c6 thai, nén chi
dugc dung thudc cho phu nit c6 thai hodc c¢6 kha nang s€ cé thai néu ich loi cua viée diéu tri du
tinh dugc cho 12 cao hon bit ky nguy co nao c6 thé co.

Sir dung & phu nit cho con bii: Nhing nghién ciru trén chudt cho thdy rebamipid c6 thai qua sita,
nén phu nir dang cho con bu phai nglrng cho bu trudce khi dung rebamipid.

+ Anh hudng cua thudc dbi voi cong viée (ngudi van hanh may mée, dang 1i tu xe va cac
truong hop khéc):
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Chua ¢6 nghién ctru duoc kiém soat vé tic dung ciia rebamipid khi 14i xe. D4 ghi nhan mot sb
bénh nhén bi chong mat hogc budn ngi khi dang ding rebamipid, nhitng bénh nhan nhu thé cin
than trong khi lai xe hodc van hanh may méc.

Twong tac caa thude:

Chua c6 tuong téc thude nao duge ghi nhan.

T4c dung khéng mong muén: |

Céc phan ung phu, ké ca cac dau hiéu bat thuong qua xét nghiém, da dugc ghi nhan & 54 bénh
nhén (0,54%) trong s6 10047 bénh nhan dugc diéu tri. Trong sb 3035 bénh nhan trén 65 tudi,
cac phan tmg phu da duoc ghi nhan & 18 bénh nhén (0,59%). Ban chit va ty 1& xay ra cac phan
tmg phu khong c6 sur khac biét giira bénh nhin cao tudi va bénh nhan tré tudi. Tém tit cac dit
liéu sau day bao gém ca cac phan tmg phu duoc bao céo tu ¥ sau khi thudc dwge dua vao thi
trudmg. Cac s6 liéu 1a téng sé nhing truong hop da dwoc ghi nhén tir thoi diém duoc duyét va
vao luc hoan thanh viéc tai diéu tra vé s dung rebamipid 100 mg tai Nhat.

Cdc phan vtng phu co y nghia ldm sang:

* Sdc va phan tng phan vé (chua rd ty 16*): Séc va phan tng phan vé c6 thé xay ra. Can theo
dai bénh nhén chit ché. Néu c6 d4u hidu bét thudng, phai ngimg dung thude va tién hanh cac
bién phap diéu tri thich hop.

» Giam bach cu (ty 18 < 0,1%) va giam tidu ciu (chua 3 ty 16*): Giam bach ciu va giam
tiéu cau c6 thé xay ra. Can theo ddi bénh nhan chit ché. Néu c6 diu hiéu bét thudng, phai
ngimg dung thudc va tién hanh cac bién phéap diéu tri thich hop.

= Réi loan chirc ning gan (ty 1é < 0,1%) va vang da (chua rd ty 16*): Rdi loan chirc niang gan
va vang da, dugc biéu thi bang ting mic AST (GOT), ALT (GPT), y-GTP va phosphatase
kiém, d4 dugc ghi nhan & nhitng bénh nhan dang dung rebamipid. Can theo d&i bénh nhén chat
ché&. Néu c6 cac dau hiéu bat thudng qua xét nghiém, phai ngimng dung thudc va tién hanh cac
bién phap diéu tri thich hop.

* Nhitng bénh nhan sir dung rebamipid lau dai nén dugc giam sat mot cach dinh ky bét cir
déu hiéu hay triéu chirng men gan cao, giam lugng bach cau va/hoic lugng tiéu cau.

* Chua 10 ty 1€ xay ra ctiia cac phan ing phu da dugc bao céo tu y.

Cac phan vng phu khdc:

Hé co ?uz:n tro‘ng co <0,1%
the/Tan suat

Qué man cam'

Chura rd tin suat*

Ban, ngira, eczema gidng phat ban do thudc,

T . . T T ) Noi me day
céc triéu chirng qua man cam khac

Té, chong mat, budn ngu, loan
vi giac

Than kinh - tAm than

Tao bon, cam giac chudng bung, ti€u chay,
Da day - rudt budn ndn, nén, ¢ néng, dau bung, ¢ hoi, bat | Khdé miéng, chuéng bung

thudng vi giac v.v...
Tang muc AST (GOT), ALT (GPT), y-GTP,

phosphatase kiém

Gan’ Réi loan chirc nang gan




Huyét hoc Giam bach cau, giam bach cu hat v.v... Giam tiéu cau
Vi sung va dau, cam ung tiét
stta do chirng vu to & dan Ong,
L ) Réiloan kinh nguyét, ting mirc nito uré mau | danh tréng n &, do bu
Phan (g phu khac : guy & g nguc, sof, b bimg

(BUN), phu, cam giac cd vat la & hong

mit, t& ludi, ho, suy ho hép,
rung 16ng toc, khat, phu mat,
ban do ngua.
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Neéu c6 cac triéu chirng qua man cam, phai ngirng dung thudc.
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Néu mirc transaminase tang rd rét hodc c6 sot va noi ban, phai ngirng dung thudc va tién hanh cac bién

phap diéu tri thich hop.

Qui li¢u va céch xir tri: \
Chua c6 thong tin nao khi sir dung qua liéu. Nén diéu tri tridéu ching khi qua lidu. Tich cuc theo
doi dé c6 bién phdp xir tri kip thoi.

Piéu kién bao quén:
Bao quan & nhiét do khong qua 30°C.

Han dung:

36 thang ké tir ngay san xuat.

Tiéu chuin: TCCS.
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Nha san xuat:

SPK:

KOREA ARLICO PHARM CO., LTD.
21, Yongso 2-gil, Gwanghyewon-myeon, Jincheon-gun, Chungcheongbuk-do — Han Qudc

Ngay xem xét sira ddi, cAp nhit lai ndi dung huwéng din sir dung thude:

p TRUING PHONC

Pham Thi Vin Hanh




