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Boc ki huwdng din siv dung thuéc trude khi ding

I. THANH PHAN CONG THU'C THUOC.

Hoat chat: BBLBITHPI ovssccsoussuinisissinipississmmmmssmmnsommmemessssepsemssis SRS 100 mg
Ta duge: Saccarose, acid citric khan, huong cam, crospovidon, aerosil .............. vd

2. DANG BAO CHE.,

Thube cdm

M6 ta: Coém thube mau tring dén tring nga dbng nhit, kho Loi, mui cam.

3. CHI PINH,
- Loét da day
- Diéu trj cc dn thuong niém mac da day (an mon, chéy mau, do va phi né)
trong cdc tinh trang sau ddy: viém da day cap va dot cz’ip cua viém da day man
tinh.
4. CACH DUNG, LIEU DUNG.

Cdch dimng:

Dung dudng udng: uéng thude vao budi sing, budi téi va truée khi di nga, c6 thé ung
thude trong hodc ngoai bira an.

Liéu dung:

Loét da day: liéu thuong dung cho ngudi 16m 13 100 mg (1 géi) x 3 Iz"mfngéy.

Céc thwong tén niém mac da day do viém da day cdp va dot cép cua viém da day man
tinh: liéu thuong diing cho ngudi 16n 1a 100 mg (1 goi) x 3 lan/ngay.

5. CHONG CHI DINH.

Bénh nhén co tién sir qua mén véi bét ky thanh phin nao cta thude,

6. CANH BAO VA THAN TRONG KHI DUNG THUOC.

St dung cho ngudi cao tubi: Cin chi y dic biét ddi voi nhitng bénh nhén cao tudi dé
giam nguy co roi loan da day-rudt, vi bénh nhan cao tubi thwong nhay cam hon so véi
bénh nhan tré tudi.

Sir dung cho tré em: Chua xéc dinh dugc mic do an toan cia thube nay & tré sinh
nhe ¢én, tré so sinh, tré con bl va tré em (chwra du kinh nghiém 1am sang).

1/6



https://trungtamthuoc.com/

San pham cé chiva saccarose: Bénh nhén bi roi loan di truyén hiém géip nhu khong
dung nap fructose, kém hap thu glucose- galactose hofic thiéu hut enzym sucrase-
isomaltase khong nén ding thude nay

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU.
Phuy nit co thai

Chua xdc dinh duge do an toan cua thude nay ¢ phu nit cé thai. Rebamipid chi nén
duge dung cho phu nit ¢é thai hodc du kién mang thai néu loi ich cua viée diéu trj dy
tinh duge cho 12 cao hon bat ky nguy co nio ¢ thé xay ra.

Phuy nit cho con bu

Nhitng nghién ciru trén chudt cho thay rebamipid ¢ thai qua sita. Nhitng phu nir dang
cho con bu phai ngirng cho bu trude khi ding rebamipid.

8, ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC.

Khéng l4i xe hay vn hinh may méc vi ¢6 thé c6 tac dung chéng mit (Xem phin Téc
dung khong mong mudn)

9. TUONG TAC, TUONG KY CUA THUOC.
Khoéng co dir ligu.
10. TAC DUNG KHONG MONG MUON CUA THUOC.

Céc tac dung khong mong muén ké ca cdc ddu hidu bét thudmg qua xét nghiém da
duoe ghi nhan & 54 bénh nhan (0,54%) trong s 10047 bénh nhén duge diéu tri bing
rebamipid. Trong sb 3035 bénh nhan trén 65 tudi, cac tic dung khong mong mudn da
duge ghi nhin ¢ 18 bénh nhan (0,59%). Ban chit va tin suit xay ra cic tic dung
khong mong mudn khong c6 sy khéc bidt gitta bénh nhén cao tudi va tré tudi.

Cic tdc dung khong mong mubn cé y nghia lim sang

- Séc va phan (mg phan vé (chua 13 tin sudt*): Séc va phan (ng phan vé ¢o thé
xay ra. Cin theo doi bénh nhan chit ché. Néu co ddu higu bit thuong, phai
ngitng ding thude va tién hanh céc bién phap diéu tri thich hop.

- Giam bach cdu (< 0,1%) va giam tiéu cAu (chua rd *): Gidm bach cdu va giam
tiéu cAu c6 thé xay ra. Cin theo ddi bénh nhan chit ché. Néu c6 diu higu bét
thudng, phai ngimg ding thudc va tién hanh cac bién phdp diéu trj thich hop.

- Rdi loan chitc ning gan (<0,1%) va vang da (chua r5*): Ri loan chirc ndng gan
va vang da, duoc biéu thi bing ting AST/SGOT, ting ALT /SGPT, ting y-GTP
va phosphatase kiém. Can theo d&i bénh nhén chit ché. Néu cé céc ddu hidu bét
thuong qua xét nghiém, phai ngimg diing thuée va tién hanh céc bién phap diéu
tri thich hop.

Tdc dung khong mong mubn khdic

Tan sudt <0,1% Chiea ré tan sudt
H¢ co quan
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Qué man cam
(Luuy 1)

Phédt ban, ngla, eczema
giéng ban do thuée, cic
triéu chimg qud min cam
khac.

Thén kinh — TAm than

Té cing, chong mat,
budn ngu.

Da day - Rudt

Téao bon. déy bung, tiéu
chay, non, budn nén, o
nong, ¢ hoi, dau bung,
roi loan vi gidc.

Khé miéng.

Tang AST/SGOT, ting

(G]jlll;u ¥2) ALT/SGPT, ting '}!-GTP
va phosphatase klf:m
Miu Giam bach cau, giam | Giam tiéu cau.
" bach céu hat.
K héc Rdi loan kinh nguyét, | Vi sung va dau, nit hoa

ting muc nitro ure mau,
pht, cam giac c6 vt la &

tuyén vl ¢ nam gidi,
danh tréng ngue, sot, do

hong. bimg mit, t& ludi, ho,
suy hé hép, rung tdc.

Luwu § 1) Néu co cdc triéu chimg qud man cam, phai ngimg ding thuoc.
Luu y 2) Néu e transaminase ting rd rét hodc ¢d sot va noi ban, phai ngimg diing thuoc
vd tién hanh cde bién phdp diéu tri thich hop.

11.QUA LIEU VA CACH XU TRI.
Khéng cé dit lidu.

12.PAC TINH DUQC LUC HQC.
Ma ATC: A02BX 14

Nhom duge ly: Cac loai thude khdc cho bénh loét da day t4 trang va bénh trio nguge
da day-thue quan (GORD)

Co ché tic dung
Hi¢u qud trong irc ché loét da day va tde dong lam lanh vét loét:

Rebamipid ngin chin sy ton thuong niém mac da day trong nghién ciru cdc mé hinh
loét khac nhau & chudt, ké ca loét duoc tao ra do stress khi bi ngdm trong nudc, do
aspirin, indomethacin, histamine, serotonine va thit mén vi. Thude con bao vé niém
mac khoi bj tén thwong gdy ra do cac diéu kién gy loét khdc ma c6 thé lam phat sinh
phan ng cua cac goc tur do, bao gom tai cung cip méau cho niém mac bj thidu mau

cuc b, sur dung yéu t6 hoat héa tidu ciu hodc diethyldithiocarbamat va st dung
indomethacin trong céc tinh trang bi stress. Trong mdt md hinh loét dugc tao ra do
acid acetic & chudt, thudc thic diy lam lanh céc vét loét da day va ngin chin su tai
phat loét sau khi gay loét 120 -140 ngay.
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Tde dung phong ngira hodc chira lanh trong mé hinh viéem da day:

Rebamipid ngin chin sy phét trién cta acid taurocholic (mét trong nhing thanh phan
chinh cua acid mat) 12 acid gy ra viém niém mac. Do d6, rebamipid thic day lam lanh
viém niém mac da day ¢ chugt.

Tac dung lam tang prostaglandin (PG):

Rebamipid lam téng hinh thanh prostaglandin Ez (PGE2) trong niém mac da day &
chuét. Thude con lam ting ham lugng PGEz, 15-keto-13,14-dihydro-PGE: (la mdt chat
chuyén héa ciia PGE2) va prostaglandin [ (PGL) trong dich da day.

Rebamipid lam ting liu lugng mau vao niém mac da day va cai thién huy¢t dong hoc
bi suy giam sau khi chudt bi mat mau.

Bao vé hang rao niém mac:

Uc ché ton thuong niém mac da day do ethanol, acid manh va kiém manh gdy ra &
chudt. No ciing ngin chin tén thuong té bao gy ra bdi aspirin va acid taurocholic
(mét trong nhitng thanh phin chinh cia acid mat) trong céc t& bao biéu mé niém mac
da day duge nudi cdy co ngudn gée tir bao thai tho. Uc ché tdn thuong niém mac da
day do tai aspirin, etanol & nam gidi truong thanh khoe manh.

Téing heong chat nhay & da déay:

Téang hoat tinh cua enzym sinh tdng hop chit nhay chia dai phdn (r glycoprotein va
ting lugng chat nhiy bao phu niém mac da day va chat nhay hoa tan & chudt.
Prostaglandin ngi tai khéng tham gia vao qua trinh hoa tan chat nhay.

Ting lwu lwgng mdu niém mac da day:

Tang luu luong mau niém mac da day & chudt va cai thién suy giam huyét dong do
mét mau.

Tdc dung lén hang rao niém mac da day

[t anh huong dén khac biét tiém nang niém mac da day & chudt, nhung ngiin chin sy
giam khac biét tiém nang niém mac da day do ethanol.

Téing tiét kiém niem mac da déay:
Ting tiét kiém dich vi & chudt.
Hiéu iing kich hoat véng quay ciia té bao niém mac da day:

Kich hoat tan sinh té bao niém mac da day va ting sé lugng t& bao biéu md bao phu &
chudt.

Phuc héi niém mac da day bi tén thirong

Trong mé hinh phuc hdi vét thuong bing cach sir dung té bao biéu mé niém mac da
day thé duge nudi cdy, thude lam binh thudmg héa qua trinh sira chita bi tri hodn boi
acid mat va hydrogen peroxid.

Tde dong lén s tiét acid da day
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ft anh hudmg dén sur tiét dich vi co ban & chudt va khong cé tic dung tre ché kich thich
tict acid da day
Tdc dung cde gic ti do

Rebamipid loai cac gdc hydroxyl mét cach tryc tiép va ngin can sy san xuat
superoxyd do céc bach ciu hat. Thube ngan chin sir tén thuong va bao vé niém mac da
day gay ra do phan (mg cic goc oxy duoc phong thich tir cac bach cau trung tinh dugce
kich thich boi Helicobacter pylori in vitro. Thude lam giam lugng peroxyd trong lipid
& niém mac da day chudt va duge cho udng indomethacin trong tinh trang b stress va
ngin chin sy tén thuong niém mac da day.

Tdc dung lén sir thdm nhiém té bao viém ¢ niém mac da day:

Rebamipid ngin chin sy thim nhidm té bao viém trong md hinh viém da day & chuét
duge tao ra do acid taurocholic va tén thuong niém mac da day duge tao ra do
NSAIDs hodc do sy tai twdi mau trong thiéu méau cuc bo.

Tadc dung lén sir phong thich cytokine (interleukin-8) gdy viém & niém mac da day:
Rebamipid ngin chiin sy ting san xuat interleukin-8 & niém mac da day cua cdc bénh
nhin bi nhiém Helicobacter pylori. Thude com (re ché su hoat héa yéu t6 kappa-B, tc
dong cua interleukin-8 mRNA va su san xuat interleukin-8 ¢ t¢ bao biéu moé dwgc nudi
cdy cung vai Helicobacter pylori.

13.DAC TINH DUQC PONG HOC.

Hf‘fp thu

Bang sau chi ra cac thong sé duge dong hoc ctia rebamipid sau khi uéug lidu don
rebamipid 100 mg & 27 bénh nhan nam khée manh khi doi:

{max (gl(\)') Crnax (mgfl) Tin (giij) AUC24n (p.gﬂ.gl(‘)‘)

2,5+ 1,1 242+ 118 2,0+0,7 013 £ 337

Gia tri trung binh + SD, n=27, ti» dugc tinh dén 12 gio.

0 6 ngudi khoe manh, khi dung licu 150 mg dudng udng sau bita in, tée do hap thu
rebamipid ¢6 xu huéng chim hon so voi tde do hdp thu néu udng trude khi dn. Tuy
nhién, thirc n khéng anh hudng dén sinh kha dung thude & nguoi.

Bént nhdn suy than

Cac thong sé duge dong hoc ghi nhdn tir cdc bénh nhin suy than sau khi udng lidu don
100 mg rebamipid cho thiy ndng do trong huyét tuong cao hon va thoi gian ban thai
dai hon so véi ngudi khée manh. O trang thai 6n dinh, ndng d6 rebamipid trong huyét
twong quan sat duge ¢ nhirng bénh nhan thim phén sau khi ding liéu lap lai gidng voi
cdc tri s6 khi diing lidu don. Vi vay, thude duge xem la khéng tich liy.

Lién két vdi protein
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Rebamipid ndng d¢ 0,05 — 5 pg/ml duge dua vao huyét twong in vitro, va khoang
98,4% - 98,6% lién két véi protein huyét tuong.

Chuyén héa

O nhitng ngudi nam gidgi khée manh sau khi dung liéu don 600 mg, rebamipid chu yéu
duge bai tiét vao nude tiéu dudi dang khong doi. Chat chuyén héa ¢ 1 nhdém hydroxyl
& vi trf thir 8 da duoc tim thay trong nude tidqu. Tuy nhién, sur bai tiét chit chuyén hoa
nay chi chiém 0,03% liéu dd ding. Enzyme lién quan dén su hinh thanh chit chuyén
héa nay la eytochrome P450 3A4.

Thai trir

Nam gidi khoe manh ding liéu don rebamipid 100 mg, khoang 10% liéu ding duge
thai trir qua nudc tiéu.

14.QUY CACH PONG GOL

Hop 15/21/30/42 géi + | 1 hudng dan st dung.

15, PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC.

Bao quan: Bé ¢ nhiét do dudi 30°C, tranh 4m va anh séang.

Han ding: 36 théang ké tir ngay san xuat.

Tiéu chuiin chit lwgng: Tiéu chudn co s,

16. TEN, PIA CHI CUA CO SO SAN XUAT,
CONG TY CO PHAN DUGC ENLIE.

Pudng NA6, khu coéng nghiép My Phudc 2, phuong My Phudc, thi xd Bén Cat, tinh
Binh Duong.
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