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10 blisters x 10 fim-coated tablets

DIMETUS TABLET
(Rebamipide 100mg)

Manufactured by A JU PHARM. Co., Ltd.
23, Sandan-t0 121beon-gi, Pyeongtask-s, Gyeongghdo, Repubic of Korea
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COMPOSITION. Ezch fim- coated table contans:
Rebamipde . ... .. ... 100mg KEEP OUT OF REACH OF CHILDREN
INDICATION DOSAGE AND ADMINISTRATION/ CAREFULLY READ THE INSTRUCTION
CONTRA-INDICATION' SIDE EFFECTS/ PRECAUTION BEFORE USE
OTHER INFORMATIONS: . .
Please read the instruction inside S6L6 SXI Lot No. :
O b~ o STORAGE: Store in fight container. at dry and cool place, NSX/ Mig Date
o o o attemperature below 30°C. protectfrom sunlight HD/ Exp. Date
- % SHELF LIFE: 35 months from the manufacturing date. SBK/ Visa No.:
w2 S s PACKING: Box of 10 bisers x 10 fim-coated tabets
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Sén sk ta Han Qudc 03T A J) PHARM. Co., Ltd.
23, Sandan1o 121beon-gh, Pyeongias-s, Gyecnggido, Han Qube -

THANH PHAN: MG vién nén bao phim chira: .
Rebamipide ... - 100mg DANG BAO CHE: Vién nén bao phim
CHIBINH L]EU LUQNG & CACH DUNG! DNNK:

CHONG CHi DINH/ TAC DUNG PHUILUPU Y/

CAC THONG TIN KHAC:

Xin oc huong dan sir dung bén trong. .

BAO QUAN: Béo quén trong bao bi kin, noi knd réo, DE THUOC TRANH XA TAM TAY TREEM

thoang mét, rénh &nh sang, & nhiét 6 durci 30°C, DOCKY HUONG DAN SU DUNG TRUGC KHI DUNG

HAN DUNG: 36 thang ké tr ngay san xudt CAC THONG TIN KHAC DE NGH XEM
TRONG TO' HUONG DAN SU' DUNG KEM THEQ.

DONG GOI: Hap 10 vix 10 vién nén bzo phim
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Rx: Thudc niy chi ding theo don thuée

DIMETUS TABLET
(Rebamipid)
Doc k hudng din sik dung trude khi ding
Néu cdn thém thang tin xin héi § kién bdc sp, dwge sp.

Thanh Ehﬁn:
M&i vién chira:

Hoat chdt: Rebamipid.... ..100,0 mg
Td duge: Cellulose vi tmh thé acld 51hc|c khan nht;, hydroxypropylcellulose ty trong thép,
hydroxypropylcellulose, crospovidon , magnesi stearat, talc, opadry white 03B28796, sép

carnauba.
Dang bao ché: Vién nén bao phim
Chi dinh:
= Loét da day va viém da day
Liéu dimg va céich ding:

Ngudi 16n: 1 vién/1dn x 3 14n /ngay (sang, tdi va truéc khi di ngy)
Thudc nay chi dwgc ding theo don cia bdc sj.

Chéng chi dinh: ,4
Qué mén cam véi céc thanh phéin cua thube. 4
Cinh bdo va thin trong khi ding thubc: é
1. Sir dyng cho ngudi cao tudi: Cin chi y dic biét ddi v6i nhimg bénh nhan cao tudi dé o
giam thiéu nguy co rdi loan da day-rudt, vi v& mit sinh ly hoc, bénh nhén cao tudi thudmg i
nhay cdm hon véi thubc ndy so véi bénh nhan tré tudi. 1

2. Sir dung cho tré em: Chua x4c dinh dugc d6 an toan cia thubc ndy & tré sinh nhe cén, tré
so sinh, tré con bl va tré em (Chua du kinh nghiém 1am sang).

3. Thin trong khi ding

Chi din sir dung cho bénh nhén.

Cn chi din bénh nhéin khong duge nubt bit ky phin ndo ciia vi nén (PTP) (P4 ¢6 bio céo 13
nhimg g& séc cua vi thubc c6 thé cit hodc xuyén qua niém mac thyc quan néu vé y nubt phai,
din dén viém trung thit hoic nhitng bién chimg nghiém trgng khac).

4. Phy nif c6 thai va cho con bi

(1) Rebamipid chi nén dugc ding cho phy nit ¢6 thai hoic c6 kha ning s& c6 thai néu fch lgi
cua viée didu trj dy tinh duoc cho 12 cao hon bét k¥ nguy co nao cé thé c6 (Chua xé4c dinh
duge d6 an toan cua thubc ndy ¢ phy nif c6 thai).

(2) Nhimg phu nir dang cho con bi phai ngimg cho bi truéc khi ding rebamipid (Nhimg
nghién ciru trén chuft cho thdy rebamipid c6 thai qua sira).

5. Tac dyng khi 14i xe va vin hianh méy mée: Chua cé nghién ciru duge kiém sodt vé tic
dung cia vién nén rebamipide 100 mg khi l4i xe. D& ghi nhén mot s& bénh nhan bj chéng mit
hogc budn ngu khi dang diing vién nén rebamipide 100 mg, nhing bénh nhén nhu thé cn
thin trong khi li xe hoic vdn hanh méy méc.
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Twong tic va twon bc:
Chua cé tuong téc thudc ndo duge ghi nhén.

Téc dung khdng mong mudn:

Céc phan (mg phy, ké ca cdc ddu hiéu bit thudng qua xét nghiém, da dugc ghi nhén & 54
bénh nhén (0,54%) trong s 10047 bénh nhén dugc diéu trj. Trong s& 3035 bénh nhan trén 65
tudi, cdc phan @ng phy di dugc ghi nhin & 18 bénh nhin (0,59%). Bén chét va ty 16 xay ra
_chc phan (mg phy khong c6 sy khéc biét gilra bénh nhén cao tudi va bénh nhin tré tudi.
(1) Cdc phan img phu c6 y nghia ldm sang

1) Soc va phan tmg phan v§ (chua 13 ty 18*): Séc va phan img phan vé c6 thé xay ra. Cin
theo ddi bénh nhén chit ché. Néu c6 ddu hiéu bit thuong, phai ngimg ding thubc va tién
hanh céc bién phap diéu trj thich hop.

2) Giam bach cdu (ty 1é < 0,1%) va giam tiéu cdu (chua o ty 1é*): Giam bach clu va giam
tidu cdu c6 thé xdy ra. CAn theo doi bénh nhan chat ché. Néu c6 déu hiéu bét thuong, phai
ngimg ding thudc va tién hanh céc bién phép didu trj thich hop.

3) Réi loan chirc ning gan (ty 18 < 0,1%) va vang da (chua rd ty 13*): Réi loan chérc néng gan
va vang da, dugc biéu thj bing ting mic AST (GOT), ALT (GPT), y-GTP va phosphatase
kiém, d4 dugc ghi nhén & nhimg bénh nhén dang ding vién nén rebamipid 100 mg. Cén theo
ddi bénh nhén chit ché. Néu c6 cac dau higu bit thudmg qua xét nghiém, phai ngimg ding
thubc va tién hanh céc bién phép diéu trj thich hop.

4) Nhitng bénh nhan sir dung rebamipid 1au dai nén duge gidm sat mot cdch dinh ky bat cir
dAu hiéu hay triéu chimg men gan cao, gidm lugng bach ciu va/hosc lirgng tidu clu.

(2) Cde phén img phu khdc

H¢ thoug trong co thé/ <0,1% Chura rd tin suft *
tin suft
Quamincam (lwuy 1) | Ban, ngira, eczema giong phat | N6i mé day

ban do thude, céc triéu chimg qua
m&n cadm khéc

Thén kinh — tim than
loan vj gidc

Té, chéng mat, budn ngy, |

Da day — rudt Téo bén, cam gi4c chudng bung, | Khd miéng, chudng byng
tiéu chay, budn nbn, ndn, ¢ néng,
dau bung, ¢ hoi, bit thudng vj

. gidc...

Gan (lvu y 2) Téng mic AST (GOT), ALT | Roi loan chirc ning gan
' (GPT), y-GPT, phosphatase kiém

Huyét hoc

Giam bach cdu, giam bach céu
hat...

Giam tiéu céu

Phan {mg phu khéc

ROi loan kinh nguyét, ting muc
nito ure mau (BUN), phi, cam
gidc ¢6 vat la & hong.

Vi sung dau, cam Ung tiet
sira do ching vi to & dan
ong, danh tréng ngyec, sbt, d6
mit, t& ludi, ho, suy hd hép
clp, ryng léng téc, khat, phi
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I | | mat, ban d6 ngira
Luu ¥ 1) Néu ¢6 cée triéu chimg qui min cim, phai ngimg ding thudc.
Luu ¥ 2) Néu mirc transaminase ting r& rét hofic ¢6 st va ndi ban, phai ngimg ding thubc va
tién hanh c4c bién phép didu trj thich hop.
* Chua r ty 1@ xay ra cua ¢éc phan img phy d4 dugc bdo cdotyr y.
Théng bdo cho bdc sT nhitng tdc dung khéng mong mudn gip phdi khi sir dung ﬂch
Qus lidu va cfch xir tri:
Chura c6 thong tin ndo khi sir dung qud lidu, Nén didu trj triéu ching khi qué lidu.
Dic tinh dwoe lue hoc:
Mi ATC: A02BX
Nhém duge 1y: Thubc dudng tiéu hoa
(1) Téc dyng phdng ngira ho#ic chita lanh trong mé hinh loét da day
Rebamipid ngin chin sy tdn thuong niém mac da day trong cdc md hinh loét thye nghiém
khéc nhau & chuft, ké ca loét duge tao ra do stress khi bj ngam trong nuéc, do aspirin,
indomethacin, histamine, serotonin va thit mén vj. Thudc con bao vé& niém mac khoi bj ton
thuong gdy ra do céc didu kién gay loét khéc ma c6 12 1am phét sinh phan (mg cua céc gbe
oxy, bao gdm sy téi cung cAp mau cho niém mac bj thiéu mau cyc bg, sir dung yéu tb hoat
héa tiéu cAu (PAF) hoic diethyldithiocarbamate (DDC) va sir dyng indomethacin trong céc
tinh trang bj stress.
Trong mdt md hinh loét dugc tao ra do acid acetic & chudt, thube thic ddy lam lanh cdc vét
loét da day va ngan chiin sir tdi phat loét sau khi gly loét 120-140 ngay.
(2) Téc dyng phong ngira hoc chira 1anh trong mé hinh viém da day
Rebamipid ngin chin sy phét trién cia acid taurocholic (mét trong nhing thanh phén chinh
cia acid mét) - gly ra viém niém mac va thic ddy 1am lanh viém niém mac két hop v6i da
day & chuft thye nghig¢m.
(3) Téc dyng 1am téng prostaglandin
Rcbamif:id lam ting hinh thanh prostaglandin E; (PGE;) trong niém mac da day & chuft.
Thubc con 1am ting ham lugng PGE,, 15-keto-13,14-dihydro-PGE; (12 mot chét chuyén héa
cua PGE,) va prostaglandin I (PGIy) trong dich da day.
& nhimg nam gi6i khoe manh, thubc ciing cho thiy tic dung lam ting ham lugng PGE; &
B niém mac da day va bao vé niém mac da day khoi bj tdn thuong géy ra do ding ethanol.
(4) Téc dyng bao vé t€ bao
Rebamipid cho thiy tic dung bao vé té bao da day, Gc ché sy tdn thuong niém mac gly ra
bdi ethanol, acid manh hoc base manh & chudt. Trong céc nghién ciru in vitro, thube con
bao v& c4c té bao bidu mo da day Iy tir bao thai thé nudi cly chéng lai ton thuong duge giy
ra do aspirin - hojc acid taurocholic (mét trong nhimg thanh phin chinh cia acid mét)
& nhttng nam gi6i khoe manh, thuéc ngin chin sy tdn thuong niém mac da day duge tao ra
do dung aspirin, ethanol hofic HCl-ethanol.
(5) Téc dung 1am ting dich nhiy
Rebamipid thiic ddy hoat ddng ciia enzym da day dé tdng hop céc glycoprotein c6 trong
lugng phén tir cao, 1m day 16p dich nhdy trén bé mat cua niém mac da day va lam ting
luong dich nhiy hoa tan trong da day & chudt. Prostaglandin (PG) ndi sinh khong lién quan
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gi trong sy tiing dich nhdy hoa tan.
(6) Téc dyng 1am ting luu lugng méu vao niém mac

Rebamipid lam ting lvu lugng méu vao niém mac da ddy va céi thién huyét ddng hoc bj suy
giam sau khi chudt bj mét méu.

(7) T4c dyng trén hang rao niém mac

Rebamipid thudmg khéng anh huéng 1én sy khéc biét c6 thé c6 vé viée truyén qua niém mac
da day & chudt nhung né ngiin can viéc gim khéc biét ¢6 thé c6 do ethanol.

(8) T4c dyng lén sy tiét kidm & da day

Rebaminid thiic dy sy tiét kiém & da day chuét.

(9) Téc dyung Ién s lugng té bao niém mac

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

(10) T4c dyng 1&n sy phyc hdi niém mac da day

Rebamipid phyc hdi sy chdm lanh vét thwong nhén tao géy ra do acid mét ho#ic hydrogen
peroxide & té bao biéu mé da diy thé dugc nudi cdy.

(11) T4c dyng 1én sy tiét cia da day

Rebamipid khong 1am thay ddi syr tiét base cua dich da day hoc sy tiét acid duge kich thich
bdi chit loi tiét,

(12) Tée dyung 18n cdc gbc oxy

Rebamipid loai cdc gbc hydroxyl mét céch tryc tiép va ngan chin sy san xuét superoxide do
céc bach ciu hat. Thubc ngin chiin sy tdn thuong t& bao niém mac da day giy ra do phén img
céc gbc oxy dugc phéng thich tir céc bach clu trung tinh duge kich thich bai Helicobacter
pylori in vitro. Thubc 1am gidm him lugng peroxide trong lipid & niém mac da day chuft
dugc cho udng indomethacin trong tinh trang bj stress va ngin chan sy tdn thuong niém mac
da day,

(13) T4c dyng I&n sy thAm nhim té bao viém & niém mac da day

Rebamipid ngén chin sy thim nhiém té bao viém trong m6 hinh viém da ddy & chudt dugc
ta0 ra do acid taurocholic (mét trong nhimg thanh phén chinh cua acid mét) va tén thuong
niém mac da day duge tgo ra do cdc thube khang viém khdng steroid (NSAID) hodc do syt téi
cung cip méu trong thiéu méu cyc bd.

(14) T4c dyng 1én sy phdng thich cytokine (interleukin-8) gdy viém & niém mac da day
Rebamipid, ding dudng uéng, ngin chin sy ting sin xuit interleukin-8 & niém mac da day
ciia c4c bénh nhan bj nhiém Helicobacter pylori. Thubc con e ché sy hoat hoa yéu tb kappa-
B (NF-xB) ciia nhin, sy bidu hién cua interleukin-8 mRNA va sy san xuft interleukin-8 & t€
bao biéu m6 dugc nudi cly cing vi Helicobacter pylori.

Dic tin n :

(1) Nong dp trong huyét nrong:

Bang sau chi ra c4c thong s6 dugc dong hoc cda rebamipid sau khi uéng mét lidu don 100mg
& 27 bénh nhan nam khée manh nhin an.

Céc théng sb dugc dong hoc ciia Rebamipid:

A_,rﬁl’f
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TEDILOD Tonax (i) Cunax (meg/L) | Tup (gid) AUCa4,
TABLET (meg/L.gid)
2,4+12 216 +79 1,9 40,7 874 209

Gia trj trung binh £SD, n=27, t;, dugc tinh t&i 12 gid.

Téc d6 hép thu rebamipid c6 xu huéng cham khi thude dugc ding dudng udng & lidu 150 mg
cho 6 ngudi khoe manh sau bira #n so véi toc do hdp thu néu udng trude khi an. Tuy nhién,
thirc an khong anh huéng dén sinh kha dung ciia thudc & nguoi.

Céc thoéng sé duge dong hoc ghi dugc tir cac bénh nhan bj suy than sau khi uéng mét liéu
don 100 mg rebamipid cho thiy néng dé trong huyét tvong cao hon va thoi gian ban huy lau
hon so v6i & nhitng ngudi khde manh. O trang thai 6n dinh, ndng do rebamipid trong huyét
twong quan sat dugc & cdc bénh nhan thdm phan than sau khi dung lidu lap lai rit giéng voi
céc trj sd khi ding liéu don. Vi véy, thubc duge xem la khong tich liiy.

(2) Chuyén héa: Sau khi cho nhitng nam gi6i ngudi 16n khée manh dung liéu don 600 mg,
rebamipid chu yéu duoc bai tiét trong nudc tiéu dudi dang thube khong dbi. Mot chét chuyén
hoa c6 1 nhom hydroxyl & vi tri thir 8 da dugce tim thdy trong nuéc tiéu. Tuy nhién, su bai tiét
chit chuyén héa nay chi 1a 0,03% ctia liéu da ding. Enzym lién quan dén sy hinh thanh chat
chuyén héa nay 12 cytochrome P450 3A4 (CYP3A4).

(Luu ¥) Lidu thudng ding & ngudi 16n 12 100 mg, 3 1dn/ngay.

(3) Thai trir: Khi cho nhimg ngudi nam khoe manh ding mét liéu don rebamipid 100 mg,
khoang 10% liéu da ding dugc thai trir qua nudc tidu.

(4) Lién kér véi protein: Rebamipid & lidu 0,05-5 meg/mL duge dua vao huyét twong
ngudi in vitro, va 98,4%-98,6% thuéc nay da lién két véi protein huyét tuong.

Quy céich déng gbi: Hop 10 vi x 10 vién.
Bio quin: Bao quan trong bao bi kin, noi khd rdo, thodng mat, tranh 4nh sang, ¢ nhiét do

dudi 30°C.
Han ding: 36 thang ké tir ngay san xuét.
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Nha san xuat ) Cf)r
AJU PHARM. Co., Ltd {- :

Tiéu chufn chit lwgng: JP 17
23, Sandan-ro 121beon-gil, Pyeongtack-si, Gyeonggi-do, Han Quéc.

PE THUOC TRANH XA TAM TAY TRE EM.
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