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TEDILOD tablet

(Rebamipide 100 mg)

Sén xudt tal Han Qubc béi

INIST BIO PHARMACEUTICAL CO., LTD.

34-40, Jeyakgongdan-2 gil, Hyangnam-
Hwaseong-si, Gyeonggi-do, Han Quéc

[Thanh phan] M vign nén bao phim chia:
Rebamipide. e 100 Mg

[Chi dinh, Lieu lwomg vé Céch ding, Chang chi
dinh, Tac dung khéng mong muon, cac thong tin
khac]: Xin doc 1e hudmg dan st dung

[Tiéu chudn chat liegng]  Nha sdn xudt

[Dang bao ché] Vign nén bao phim

191981 007103

(B ppy apidiwegey)

TEDILOD

(Rebamipide 100 mg)

Manufactured by, . e
INIST BIO PHARMACEUTICAL CO,, LTD.
34-40, Jeyakgongdan-2 gil, Hyangnam-sup,

Hwaseong-si, Gyeonggi-do, Republic of Kg

{Compesition] Each film coated table! confains
Rebaminide w100 Mg

[Indications, Dosage and Administration,

Contra-ind|cation, Side affects, other Information)
FPlzase see the inser paper

[Quality specification]
Manufacturer's standard

[Dosage form) Film coated lablet

[Bao qudn] Bao quan trong bao bi kin, noi kho
rao, thoang mat, tranh anh séng, & nhiét 48
dudi 30°C

(D XA TAM TAY TREEM
KEEP OUT OF REACH OF CHILDREN )
BOC KT HUGONG DAN U7 DUNG TRUGG KHI DONG
READ INSERT PAPER CAREFULLY BEFORE USE

i

TEDILOD tablet

s

P, Ly

(Rebamipide 100 mg)

10 blisters x 10 film coated tablets

tablet

[Storage] Store in a tight contaner, dry and cool
place, temperature below 20°C, protected frem
light.

SDK/ Visa No.:
S616 SX/ Lot No.:
NSX/ Mfg. Date:
HDY Exp. Date:
DNNK:
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Rx: Thuéc nay chi ding theo dom thubce

TEDILOD TABLET
Doc kf huwdng déin sir dung triede khi dimg
Dé thudc trdnh xa tim tay tré em.
Thanh phén: M3i vién chia ;
Hoat chdt: REDAMIPIA..........eveeereeeresrroosesooooooooooo 100,0 mg
Td duge: cellulose vi tinh thé, hydroxypropylcellulose ty trong thép, hydroxypropylcellulose,
crospovidon, magnesi stearat, talc, opadry white 03B28796,

Dang bio ché: Vién nén bao phim.

Chi_dinh:

- Loét da day.
Két hop véi cée thude irc ché yéu b tn cong (cdc chit te ché bom proton, anticholinergic, thube
- Viém da day.

Liéu lwgng va ciach ding:

- Loét da day: C6 két hop véi cée thube e ché yéu t6 thn cong: 1 vién x 3 1dn /ngdy (séng, ti va
trude khi di ngu)
- Viém da day: ngudi Iém: 1 vién x 3 lan/ngay

Chéng chi dinh:
Qué mén cam véi cdc thanh phén cia thubc,

Cinh bdo va thén trong khi ding thuc;

L. Sir dyng cho ngwoi cao tudi: Cin chu y dic biét dbi véi nhimg bénh nhan cao tudi dé giam
thiéu nguy co r6i loan da day-ruft, vi v& mit sinh Iy hoc, bénh nhan cao tudi thuomg nhay cam hon
véi thube ndy so v6i bénh nhén tré tudi,

2. Sir dung cho tré em: Chua x4c djnh duge d9 an toan cia thube nay & tré sinh nhe cén, tré so
sinh, tré con bd va tré em (Chwa da kinh nghiém 1am sang).

3. Thén trgng khi diing

Chi dan sir dung cho bénh nhan.

Cn chi d4n bénh nhin khong dugc nuét bét ky phdn ndo cua vi nén (PTP) (P& c6 bdo cdo la
nhimg g& séic cia vi thude c6 thé cit hosic xuyén qua niém mac thyre quan néu vé ¥ nudt phai, din
dén viém trung thit hoac nhitng bién chimg nghiém trong khdc).

Sir dung cho phu nit cé thai;
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Rebamipid chi nén duge ding cho phy nir ¢6 thai hodc cé kha ning s& ¢6 thai néu ich loi ctia vide
diéu tri dy tinh dugc cho 14 cao hon bét ky nguy co nao c6 thé c¢6 (Chua x4c dinh dugc dé an toan
cia thube ndy & phy nir c6 thai).

Sw dung cho phu ni¥ cho con bii:
Nhitng phy nir dang cho con bu phai ngimg cho ba trude khi dung rebamipid (Nhitng nghién ctru
trén chudt cho thdy rebamipid co thai qua sira)

St dung cho ngudi dang 1di xe va vign hanh mdy méc
Dé ghi nhin mét s bénh nhén bj chong mit hogc budn ngi khi dang ding rebamipid, nhimg bénh
nhan nhur thé cén thén trong khi 14i xe hogc vén hanh may méc.

Twong tic va trong Ky cia thude:

Chua cé twong tic thude nio duge ghi nhén.

Tédc dung khing mong mudn;
Cdc phén img phy, ke ca céc ddu hi¢u bét thudng qua xét nghiém, da dugc ghi nhan & 54 bénh

nhén (0,54%) trong 56 10047 bénh nhan dugc didu trj. Trong sé 3035 bénh nhan trén 65 tudi, céc

phan {mg phu d3 dugc ghi nhin & 18 b¢nh nhén (0,59%). Ban chét va ty I¢ xay ra cdc phan g

phu khong c6 sy khac biét gifra bénh nhén cao tudi va bénh nhan tré tudi. (1) Cde Pphan eng phu ¢é

Y nghia lam sdng

1) Séc va phén tmg phan vé (chua 13 1y 16*): Séc va phan Ung phan vé c6 thé xay ra. Cin theo dsi

bénh nhan chiit che. Néu 6 déu higu bét thudng, phai ngimg ding thuéc va tién hanh céc bién

phap diéu trj thich hop.

2) Gidm bach cdu (ty 1¢ < 0,1%) va gidm tiéu cu (chua 13 ty 18*): Gidm bach cdu va giam tiéu ciu

c6 thé xdy ra. Can theo ddi bénh nhdn chit ch&. Néu c6 déu hi¢u bt thudng, phai ngimg ding

thudc va tién hanh céc bign phép didu trj thich hop.

3) Réi loan chire nang gan (ty 1¢ < 0,1%) va vang da (chua o ty 16*): Réi loan chirc ning gan va

vang da, duge biéu thj bing ting mwc AST (GOT), ALT (GPT), y-GTP va phosphatase kiém, da

dugc ghi nhan & nhimg bénh nhan dang dung vién nén rebamipid 100 mg. Cén theo d&i bénh nhan

chat ché. Néu c6 c4c déu higu bt thutmg qua xét nghiém, phai ngimg ding thudc va tién hanh cac

bién phap diéu trj thich hop.

4) Nhimg bénh nhén sir dung rebamipid lau dai nén duge gism sit mot céch dinh ky bt cir ddu

hi¢u hay tri¢u chimg men gan cao, giam lugng bach ciu vi/hoiic lugng tiéu clu.

(2) Cde phan g phu khdc

HE¢ thong trong co' the/ <0,1% Chura rd tan sufit *
tin suét

Qudmincam (ruy 1) | Ban, ngira, eczema gibng phat | N&i mé day

ban do thudc, c4c trigu ching qua

mén cam khac

Than kinh — tim thin Té, chéng mit, budn ngy, loan

_ vj gidc

Da day — rudt Téo bén, cam gide chudng byng, | Khd mié¢ng, chudng bung
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tiéu chay, budn nén, nén, ¢ néng,
dau byng, ¢ hoi, bt thuong vj
giac...

Gan (luu y 2)

Tang muc AST (GOT), ALT
(GPT), y-GPT, phosphatase kiém

R6i loan chirc ning gan

Huyét hoc

Giam bach cdu, gidm bach cdu
hat...

Giam tiéu cau

Phan tmg phy khac

Réi logn kinh nguyét, ting murc
nito ure mau (BUN), ph, cam
giac ¢6 vat la & hong.

Vi sung dau, cam mg tiét sira
do chimg vii to & dan dng, danh
tréng ngue, sét, dé mit, t& ludi,

ho, suy hé hép cép, rung long
| téc, khat, phit mat, ban dé ngira

Luu y 1) Néu e6 cée trigu chimg qua min cam, phai ngimg dung thuéc,

Luu y 2) Néu mirc transaminase ting rd rét hodic co sdt va ndi ban, phéi ngimg dung thudc va tién
hanh céc bién phép diéu trj thich hep.

* Chua 3 ty 1§ xay ra cila cdc phan tmg phu d4 dugc béo cdo tuy.

Thong bdo cho bdc si nhitng tic dung khéng mong mudn 8dp phdi khi sir dung thubc.

r gad . - - i
Qua lieu va cdch xir tri:

Chua c6 thong tin ndo khi sir dung qua liéu. Nén diéu trj tri¢u chimg khi qua liéu.

Dic tinh dwge lue hoc:
M3 ATC: A02BX

i TaY )
Nhém duge 1y: Thuc duéng tiéu héa ﬁjnﬁ Py
(1) Tac dyng phong ngira hogc chira lanh trong md hinh loét da day “\3{73 AN
Rebamipid ngin chin sy tén thuong niém mac da day trong cac mé hinh 1o&t thyc nghiém khac
nhau & chudt, ké ca loét duoc tao ra do stress khi bj ngdm trong nudce, do aspirin, indomethacin,
histamine, serotonin va thét mén vi. Thubc con béo vé niém mac khoi bi tdn thuong gay ra do cac
diéu ki¢n gay loét khdc ma c6 18 lam phat sinh phan émg ciia cac gbc oxy, bao gdm sy téi cung cip
méu cho niém mac bj thifu mau cyc b, st dung yéu t6 hoat héa tidu ciu (PAF) hoic
diethyldithiocarbamate (DDC) va sir dyng indomethacin trong cac tinh trang bj stress.
Trong mét mé hinh loét dugre tao ra do acid acetic & chudt, thude thuc ddy 1am lanh cac vét loét da
day va ngin chiin sy tai phat loét sau khi gdy loét 120-140 ngay.
(2) Tac dyng phong ngira hodc chita lanh trong mé hinh viém da day
Rebamipid ngan chin sy phét trién cia acid taurocholic (mét trong nhimg thanh phén chinh cia
acid m3t) - gdy ra viém niém mac va thiic ddy lam lanh viém niém mac két hop vai da day & chudt
thuc nghiém.
(3) Tac dung 1am tang prostaglandin
Rebamipid lam tang hinh thanh prostaglandin E, (PGE,) trong niém mac da day & chut. Thube
con lam ting ham lugng PGEy, 15-keto-13,14-dihydro-PGE; (12 mét chit chuyén héa cia PGEj)
va prostaglandin I (PGL) trong djch da day.
O nhing nam gi6i khoe manh, thude ciing cho thdy téc dyng 1am ting ham luong PGE; & niém
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mac da day va bao v¢ niém mac da day khoi bj ton thwong gy ra do ding ethanol.

(4) T4c dung bao vé té bao

Rebamipid cho thdy tic dung bao vé té bao da day, tc ché sy ton thuong niém mac géy ra boi
ethanol, acid manh ho#ic base manh & chugt. Trong cac nghién ctru in vitro, thube con bao vé céc té
bo biéu mo da day 14y tir bao thai thé nudi cdy chéng lai tdn thuong duoc gay ra do aspirin - hoiic
acid taurocholic (m@t trong nhimg thanh phén chinh cia acid mat).

O nhimg nam gi6i khoe manh, thubc ngin chan sy tdn thwong niém mac da day duogc tao ra do
dung aspirin, ethanol hoZic HCl-ethanol.

(5) Tac dung lam ting djch nhay

Rebamipid thic ddy hoat dong cia enzym da day ¢é tdng hop céc glycoprotein cé trong lugng
phén tir cao, 1dm day 16p djch nhiy trén b mit clia niém mac da day va l1am tang luong dich nhiy
hoa tan trong da day & chuft. Prostaglandin (PG) ndi sinh khong lién quan gi trong sy ting dich
nhéy hoa tan.

(6) Tac dung lam tang luu lugng méu vao niém mac

Rebamipid 1am tang lvu lugng mau vao niém mac da day va céi thién huyét dong hoc bj suy giam
sau khi chudt bi méit mau.

(7) Tac dung trén hang rao niém mac

Rebamipid thuémg khéng anh hudng lén su khic biét ¢6 thé c6 vé viée truyén qua niém mac da
day & chudt nhung né ngéin can viée giam khac biét c6 thé c6 do ethanol.
(8) T4c dyng 1én sy tiét kiém & da day

Rebamipid thic day sy tiét kiém & da day chudt.

(9) Tac dung 1én s6 luong té bao niém mac

Rebamipid hoat héa sy ting sinh té bao niém mac da day va 1am ting sb té bao bidu md phu niém
mac ¢ chudt.

(10) Tac dung 1én sy phuc hdi niém mac da day

Rebannpld phuc hdi sir chdm lanh vét thu:cmg nhén tao gay ra do acid mét ho#ic hydrogen peroxide
& té bao biéu mé da day tho duge nudi cdy.

(11) Téc dung lén sy tiét cha da day

Rebamipid khéng l1am thay ddi sy tiét base cia dich da day hoic sy tiét acid dugc kich thich bai
chét loi tiét.

(12) Téc dyng lén céc géc OXy

Rebamlpld logi cac goc hydroxyl mot cach t:ruc tiép va ngin chin sy san xuft superoxide do céc
bach céu hat, Thude ngén chin sy ton thuong té bao niém mac da day gy ra do phén tmg céc goc
oxy duoc phong thich tir cie bach clu trung tinh dwoce kich thich boi Helicobacter pylori in vitro,

Thubc lam gidm ham lwong peroxide trong lipid & niém mac da diy chudt duge cho udng
indomethacin trong tinh trang bj stress va ngan chin sy tén thwong niém mac da day.

(13) Téc dung lén syr tham nhiém té bao viém & niém mac da day

Rebamipid ngan chiin sy thAm nhiém té bao viém trong mé hinh viém da day & chudt duge tao ra
do acid taurocholic (mdt trong nhimg thanh phin chinh ctia acid mét) va tdn thuong niém mac da
day dugce tgo ra do céc thube khang viém khong steroid (NSAID) ho#ic do sy tai cung cdp mau
trong thiéu mau cyc bd.

(14) Téc dung lén sy phéng thich cytokine (interleukin-8) gdy viém & niém mac da day

Rebamipid, ding dudng uéng, ngin chiin sy ting san xuit interleukin-8 & niém mac da day cia céc
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bénh nhan bj nhiém Helicobacter pylori. Thuc con te ché sy hoat héa yéu té kappa-B (NF-xB)
cta nhén, sy biéu hién cia interleukin-8 mRNA va su san xuét interleukin-8 & t& bao bidu md duoc
nudi cly cing véi Helicobacter pylori.

Duoe ding hoc:
(1) Néng dg trong huyét twong:
Bing sau chi ra céc théng sé duge dong hoc ctia rebamipid sau khi ubng mét lidu don 100mg & 27

bénh nhén nam khoe manh nhin #n.
Céc théng sb duge dong hoc ciia Rebamipid:
TEDILOD Tmax (gi0) Crnax (mcg/L) Tiz (gi0) AUCzan
TABLET (meg/L.gid)
24+1,2 216 £ 79 1,9+ 0,7 874 £209

Gia trj trung binh £SD, n=27, t;» dugc tinh tai 12 gio.

Téc 4§ hép thu rebamipid €6 xu huéng cham khi thubc duoc ding duéng udng & lidu 150 mg cho
6 ngudi khoe manh sau bifa &n so v6i toe dj hap thu néu ubng truée khi 4n. Tuy nhién, thic 4n
khdng anh hudng dén sinh kha dung ctia thube & ngudi.

Céc thong sb duge dong hoe ghi dugc tir cée bénh nhén bj suy thin sau khi udng mot liéu don 100
mg rebamipid cho thiy ndng d trong huyét tuong cao hon va thai gian ban huy 14u hon so véi &
nhiing nguti khée manh. O trang théi én dinh, ndng do rebamipid trong huyét twong quan sat duoe
¢ céc bgnh nhan thim phan than sau khi ding liéu 13p lai rét giéng véi céc trj s khi dung liéu don.
Vi véy, thube duge xem 14 khéng tich lity.

(2) Chuyén héa: Sau khi cho nhimg nam giéi ngudi 16n khdée manh ding lidu don 600 mg,
rebamipid chii yéu dugc bai tiét trong nudc tidu duéi dang thube khong ddi. Mot chit chuyén héa
¢6 1 nhém hydroxyl & vi tri thir 8 da dugc tim thdy trong nuéc tiéu. Tuy nhién, sy bai tiét chét
chuyén hoéa ndy chi 12 0,03% cia lidu da ding. Enzym lién quan dén sy hinh thanh chét chuyén
hoa nay 1a cytochrome P450 3A4 (CYP3A4).

(Luu ) Liéu thuong diing & ngudi 16m 13 100 mg, 3 ln/ngdy. |
(3) Thai trir: Khi cho nhimg ngudi nam khée manh ding mét lidu don rebamipid 100 mg, khoéng
10% liéu da ding dugc thai trir qua nudc tidu, ¥
(4) Lién két véi protein: Rebamipid ¢ lidu 0,05-5 meg/mL duge dua vio huyét twong ngudi in
vitro, va 98,4%-98,6% thudc ndy da lién két voi protein huyét tuong.

Quy cich déng géi: Hop 10 vi x 10 vién

Bio qudn: Bao quén trong bao bi kin, noi khé rdo, thodng mét, tranh 4nh sdng, & nhiét do duoi
30°C.

Han diing: 36 thang ké tir ngay san xuét,

Tiéu chudn san phim: Nha san xuét

Nha san xuét
INIST BIO PHARMACEUTICAL CO., LTD
34-40, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do, Han Quéc
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