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Dofamcic

Rebamipide 100mg

Dofamcic

Rebamipide 100mg

Box of 3 blisters x 10 film-coated tablets

EACH TABLET CONTAINS:

Dofamcic

Rek 100 mg
Exciplent gs. per | tablet
Indication, dosage, instruction and contra-indication:
e GH
Specitication: in - house. 8Mg3s5085"538914

Store in a dry place, below 30¢C, protect from light.
Read lsaflet carefully before use
Keep out of reach of children
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. DOFAMCIC /05 TYNGA
Dé xa tim tay tré enf SPHAN

Doc ky huémg din sir dung truée khitdigloe MAl)
Thude nay chi dung theo d '\43'&11{1%{‘?9 PHAN /3

~d - A VO
m"? COPHAN \%,
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THANH PHAN CONG TH('C THUOC : \% DONG NAM, (=
M@di vién nén bao phim chira: AN TRVE
Thanh phan hoat cht -

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

Thanh phff;n ta chroe
Lactose monohydrat, Microcrystalline cellulose (Avicel) 102, Natri lauryl sulfat, Povidone (PVP) K30.
Talc, Primellose, Magnesi stearat, Vivacoat.
DANG BAO CHE :
Vién nén tron bao phim mau rréng, hai mat trom.
CHI DINH :
Loét da dav
Diéu tri cée thiong ton niém mac da day {&n mon, chay mau, do va phii né) trong céc tinh trang sau day:
viém da day cdp va dot cap cua viém da day man,
CACH DUNG, LIEU DUNG :
Cach dung: Dung duéng udng,
Liéu dung:
- Loét da day: Liéu thuomg ding cho ngudi lén 1a 100 mg/lén, 3 lan/ngay. udng vao budi sang, budi tdi
va trude khi di nga.
- Diéu trj cic thuong tén niém mac da day (an mon, chay mau, do va phu né) trong cic tinh trang
sau ddy: viém da day cip va dot cp cua viém da day man: Liéu thuong ding cho ngudi I6m 12 100
mg/lan, 3 lAn/ngay.,
Khéng co nghién ctru ndo vé dé an toan va higu qua v&i tre em vi vdy khong ding cho tré em.
CHONG CHI PINH :
Bénh nhén c6 tién s qua man cam véi bt kv thanh phan nao cua thude
CANH BAO VA THAN TRONG KHI DUNG THUOC :
Cén chi d&n bénh nhan khéng duge nudt bit ky phan nao ctia vi nén (PTP) (D;@&_m/céo la nhimg oo
sdc ctia vi thude co thé cit hodc xuyén qua niém mac thue quan néu vo ¥ nuét pheti, ddn dén viém trung
that hoge nhimg bién chimg nghiém trong khac),
Sir dung cho nguwoi cao tuéi: Can chi v dac biét dbi voi nhimg bénh nhan cao tudi dé giam thiéu nguy co
roi loan da day - rudt, vi vé mat sinh Iy hoe, bénh nhén cao tudi thudng nhay cam hon so vé&i bénh nhan
tre tudi.
Sir dung cho iré em: Chua xde dinh dwoc d0 an toan cua thude nay ¢ tré sinh nhe cén, tré so sinh, tré con
bu va tre em (Chua du kinh nghiém Idm sang). A
San phim nay €6 chita lactose monohydrat: Bénh nhan ¢6 cdc van dé vé di truyén khong dung nap
galactose. thiéu hut Lapp-lactase hodc mat kha nang hap thu glucose-galactose khong nén dung thude nay.
SUDUNG THUOC CHO PHU NU €O THAI VA CHO CON BU :
Phu nix o thai:
Rebamipid chi nén duge ding cho phu nit ¢ thai hodc ¢6 kha ndng s& c6 thai néu ich loi clia viée didu tri
du tinh duge cho 14 cao hon bét k¥ nguy co nao cé thé ¢o (chua xédc dinh dugce do an toan cua thude nay o
phy nir co thai).
Phu nit cho con bii:
Nhimg phu nir dang cho con bd phai ngimg cho bu trude khi dung rebamipid (nhitng nghién ctru trén
chudt cho thiy rebamipid ¢6 thai qua sira).
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC :
Chua ¢6 nghién ciru nao duge kiém sodt vé tic dung cua rebamipid 100 mg khi lai xe. Pa ghi nhin mét s
bénh nhén bi chong mat hodc budn ngn khi dang dung rebamipid 100 mg. nhitng bénh nhan nhur thé cén
than trong khi lai xe ho@c van hanh may méc.
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~ TUONG TAC, TUONG KY CUA THUOC :
Qhua o tuong tac thude nao duge ghi nhan. ) o] .

TAC DUNG KHONG MONG MUON CUA THUOC : ( 3

Cdc phan img phu c6 ¥ nghia ldm sang A .

- 50¢ va phan img phan vé : S¢ va phan ung phén v¢ cé thé xay ra. C%\;&%tﬁgﬁ

¢0 dau hiéu bat thuémg, phai ngimg dung thude va tién hanh cdc bién ph p @icrtr thich hop.

|\
A

- Giam bach cau (v 1& < 0,1%) va giam tiéu cdu : Giam bact

1 cau va giam tiéu cdu o thé xay ra. Can theo

doi bénh nhan chat ché. Néu ¢6 dau hiéu bét thuomg

, phai ngimg dung thuée va tién hanh cac bién phap

diét{ tri thich hop.
- Réi loan chire nang gan (ty 18 < 0,1%) va vang da :
bang ting muc AST (GOT), ALT (GPT), v-GTP va p

Réi loan chire nang gan va vang da, duogc biéu thi
hosphatase kiém, da duoc ghi nhdn ¢ nhitng bénh

nhdn dang ding rebamipid 100 mg. Can theo d3i bénh nhan chat ché. Néu ¢6 cde ddu hiéu bét thuome qua
| xétnghiém. phai ngimg ding thude v tién hanh cac bign phdp diéu tri thich hop.
- Nhing b¢nh nhan st dung rebamipid [au dai nén duge gidm sit mt cich dinh ky bét cir ddu hiéu hay
tri¢u chimg men gan cao, giam luong bach cau va/hogc luong tidu ciu.
Céc phan ing phu khdc
Hé co quan trong co the/ |
‘ Tdn sudt ] !
| Qué man cam | Ban. ngira. eczema gidng | Noi me day
] | phat ban do thuée, cée tridu | |
. chimg qua man khéc
| Than kinh/ tam thin i T&, chéng mat, buon ngu. rdi |
i ‘ loan vi giac :
| | Da day - rugt J Tdao bon, cam gidc chudng | Khd miéng. chudng bung
' bung. tiéu chay. budn non,
non. ¢ nong, dau bung, ¢ |
hori, bat thuémg vi gidc...
Tang mic AST (GOT),
ALT  (GPT).  y-GTP,
phosphatase kiém
Giam bach cau, giam bach |
cau hat

< 01% Chuea rd tin sudt

Rdi loan chite ndng gan 5

' Huyét hoc Giam tiéu cau

' ROI loan kinh nguyét, tang
mitc nito uré mau (BUN),
phl, cam gidc ¢ vat la ¢

. Phan tmg phu khac

Vi sung va dau, cam (g tiét |
sita do chimg vii to & dan éng. |
danh trong ngue, sot, do bimg

.S |
mat, € ludi, ho, suy hd hap
| | cap. rung long toc, phit mat. |
] | ban d6 ngira i

hong

QUA LIEU VA CACH XU TR :
Chua co thong tin ndo khi sir dung qud lidu. Nén didu tri tri¢u chimg khi quayieu.

DAC TINH DUQC LU'C HOC :
Nhom duge ly: Thude khang acid, chng trao ngwoc va chéng loét.
M3 ATC: AD2BX
ldc dung phong ngia hodc chita lanh trong mé hinh loét dg dey
Rebamipid ngin chn sy ton thuong niém mac da day trong cdc md hinh loét thie nghiém khac nhau o
chudt, ké cd loét duoc tao ra do stress khi bi ngim trong nuée, do aspirin, indomethacin, histamin,
serotonin va that mén vi. Thuéc con bao v¢ niém mac khoi bi ton thuong gdy ra do cac diéu kién gay loét
khdc ma c6 I& lam phat sinh phan (ng cia cde gbe oxy, bao gdm su taj cung cap mau cho niém mac bj
thidu mau cuc b, sir dung yéu té hoat hda tiéu cdu (PAF) hodc diethyldithiocarbamat (DDC) va sir dung
indomethacin trong cdc tinh trang bi stress.
Trong mt md hinh loét duge tao ra do acid acetic & chudt, thude thic déy lam lanh cac vét loét da day va
ngan chiin sur tai phat loét sau khi gdy loét 120-140 ngay.
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Tdc dung phong ngira hodc chira lanh trong md hinh viém da day

Rebamipid ngan chan su phit trién cta acid taurocholic (mot trong nhitng thanh phan chinh ctia acid mat) -
ady ra viém niém mac va thic day lam lanh viém niém mac két hop véi da day & chudt thue nghiém.

Tac dung lam tang prostaglandin '
Rebamipid lam tang hinh thanh prostaglandin E2 (PGE2) trong niém mac dyﬂ”zﬂﬁ ‘éhx@} Thudc con lam
tang ham [wong PGE2, 15-keto-13.14-dihydro-PGE2 (13 mét chit chuyén jff'ﬁé‘,c"ua)ﬁﬁr}ig)\?a prostaglandin

2 (PGI2) trong dich da day. -;r?f, COPHAN \'
O nhimg nam gidi khoe manh, thuoc ciing cho thay tac dung lam tang har{‘n*h.r?fiﬁ%ﬁ’ﬁ@ﬁ"iﬂém mac da day
va bdo vé niém mac da day khoi bi ton thuong gdy ra do ding ethanol. ' BUNG NN‘} /¢

Tdc dung bao vé 1€ bao

Rebamipide cho thiy tdc dung bao vé té bao da day, tre ché sy ton thuong me\ﬁi ﬁ?z{d gﬁy ra bcn ethanol, acid
manh hodc base manh & chudt. Trong cde nghién clu in vitro, thude con bao vé cdc té bao biéu mé da day
ldy tit bao thai tho nudi cdy chéng lai ton thuomg duoc gay ra do aspirin - hodic acid taurocholic (mot trong
nhimg thanh phan chinh cua acid mt),

O nhimg nam gi&i khoe manh, thude ngan chan sy tén thurong niém mac da day duoc tao ra do ding aspirin,
ethanol hodc HCI - ethanol.

Tac dung lam tang dich nhcfm

Rebamipid thic dav hoat dong cua enzym dg day dé tong hop céc glycoprotein ¢6 trong lwong phan tr cao,
lam day 16p dich nhdy trén bé mat ctia niém mac da day va lam ting lugng dich nhay hoa tan trong da day &
chudt. Prostaglandin (PG) ndi sinh khéng lién quan gi trong sy ting dich nhav hoa tan.

Tdc dung lam tang heu licong mau vao niém mac

Rebamipid lam tang luu ligng méu véo niém mac da day va cai thién huyét ddng hoc bi suy giam sau khi
chudt bi mat mau.

Tac dung trén hang rao niém mac

Rebamipid thuomg khéng anh huomg 1én sy khéc bigt ¢6 thé ¢6 vé viée truyén qua niém mac da day & chudt
nhung n6 ngdn can vigc giam khac biét co thé c6 do ethanol.

Tac dung lén sur tiét kiém o da dav

Rebamipid thic day su tié[ kiém & da day chudt.

Tac dung lén 50 liong té béo niém mac

Rebamipid hoat hoa sur tang sinh té bao niém mac da day va lam tang s6 t& bao biéu md phu niém mac &
chudt.

Tdc dyng lén su phuc hoi niém mac da deay

Rebamipid phuc hdi su cham lanh vét thiromg nhén tao ¢dy ra do acid mat hoac hydrogen peroxid & té bao
bi€u mo da day tho dugce nudi cdy.

Tdc dyng lén su tiét cua da day

Rebamipid khéng lam thay déi sy tiét base cua dich da day hogc su tiét acid duwoc kich thich béi chat loi
tiét,

Téic dung lén cde géc oxy

Rebamipid loai cac goe hydroxyl mét cach true tiép va ngan chin sy san xuat supgroxid do cac bach cdu
hat. Thuée ngan chan sy ton thuong t¢ bao niém mac da day gdy ra do phan Lrﬂ‘%ch goc oxy duge phong
thich tir cdc bach cdu trung tinh duoc kich thich boi Helicobacter pyloriin viiro. Thude lam giam ham
lugng peroxid trong lipid & niém mac da day chudt duge cho uéng indomethacin trong tinh trang bj stress
va ngan chan su tdn thuong niém mac da day.

Tdc dung lén s tham nhiém té bdao viém & niém mac da day

Rebamipid ngin chin sy thim nhiém (€ bao viém trong mé hinh viém da day & chudt duge tao ra do acid
taurocholic (mét trong nhitng thanh phan chinh cua acid mat) va ton thuong niém mac da day dugc tao ra
do cac thude khing viém khong steroid (NSAID) hodc do su tai cung cAp méu trong thiéu méau cuc bd,

Tdc dung lén su phong thich cytokin (interleukin-8) gdy viém ¢ niém mac da day

Rebamipid, ding duwdng uong, ngin chdn su ting san Xuit mterleukm 8 0 niém mac da day cua cac bénh
nhan bi nhiém Helicobacter pylori. Thude con i che sit hoat héa yeu to kappa-B (NF-xkB) ctia nhén, su
bi¢u hi¢n cta interleukin-8 mRNA va sy san xudt interleukin-8 ¢ & biao biéu mo dugc nuéi cay cling
van Helicobacter pylori.
bAC TINH DU OC DONG HOC :

‘wcmn do trong huy el {ItOng:

Béang sau chi ra céc thdng sb duge déng hoe cia rebamipid sau khi ubng mot lidu don rebamipid 100mg &
27 bénh nhan nam khoe manh nhin an.

lad

‘. AN NG e,
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Cac thong so duge dong hoc cua rebamipid

[ ! tmax ' Coe | ty, AUC,yy
| L @) | (el | (gid) | (ug/L.gid)
| Rebamipid 100mg [ 24212 | 216279 | 19207 874 + 209

Gid trj trung binh =£SD, n=27. ti2 duge tinh téi 12 gid.
Téc @6 hp thu rebamipid ¢6 xu huéng chdm khi thude duge ding dueng udng & lidu 150 mg cho 6 ngui
khoe manh sau bira an so véi tée dg hap thu néu udng trude khi an., Tuy nhién, thirc an khdng anh hwong dén
sinh kha dung cta thude & ngudi.
Cac thong sd duge dong hoc ghi duoe tir cac bénh nhan bi suy thin sau khi uéng mét lidu don 100 mg
rebamipid cho thay néng.dé trong huyét tuong cao hon va th&i gian ban huy lau hon so véi ¢ nhimg nguoi
khoe manh. O trang thai 6n dinh, nong o rebamipid trong huyét twong quan st dugc & cic bénh nhan thim
phan than sau khi dung liéu Iap lai rat giong vai cée tri s6 khi dung liéu don. Vi véy, thudc dirge xem la
khéng tich liy.
Chuyén héa: Sau khi cho nhimg nam gidi ngudi lom khoe manh ding lieu don 600 mg. rebamipid chu yéu
duge bai tiét trong nude tidu dudi dang thude khéng doi, Mot chat chuyén héa ¢6 1 nhém hydroxyl & vi tri
thir 8 da duoc tim thiy trong nude tiéu. Tuy nhién, su bai tiét chit chuyén héa nay chi 13 0.03% cua lidu d3
dung. Enzym lién quan dén su hinh thanh chit chuyén hoa nay la cytochrom P450 3A4 (CYP3A4).
(Luu ¥) Lidu thudng dung & ngudi lom 1a 100 mg, 3 lan/ngay. )
Thai rrie: Khi cho nhimg ngudi nam khoe manh ding mot liéu don rebamipid 100 mg, khoang 10% 1iéu da
dung duoc thai trir qua nurée tiéu.
Lién két voi protein; Rebamipid ¢ lidu 0.05-5 meg/mL duoe dua vio huyét twong ngudi in vitro, va 98.4 -
98.6% thudc nay da licn két voi protein huyét tuong.
QUY CACH PONG GOI ;
Vi 10 vién, hop 3 vi. hop 6 viva hap 10 vi.
Chai 20 vién. Chai 60 vién va Chai 100 vién )

BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUONG CUA THUOC :

Diéu kién bao quan: Noi kho, nhiét do dudi 30°C, tréanh anh sang.

Han ding: 36 thdng ké tir ngay san xuat.

Thube sin x__tu‘itﬁtheo TCCS _ )
TEN, BIA CHI CUA CO SO SAN XUAT THUOC :

CONG TY CO PHAN SX - TM DUJC PHAM BONG NAM
L5 24, Dudng 1A - KON T4n Tac. P Tan Tao A.Q. Binnk Tan - TR HOM
ET:08) 37241745, (08) 37541745 FAX: (D8) 37541750
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