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3. Thanh phiin céng thive thude: M3i vién nén bao phim chira:

\FH '!u

L] A ‘
cdo khi diing thuoe:

v n A A .

Chanh phan dwge chit Ham lwong
Rebamipid 100 mg
Ta duge vira du | vién

Thanh phﬁn ta dwoe: Crospovidon, natri croscarmellose, lactose, microcrystallin cellulose,
colloidal silicon dioxid, magnesi stearat, opadry white (bao gdm cée thinh phén:
hypromellose, titanium dioxid, ethylcellulose 10cp, triacetin), povidon K30.

4, Dang bao ché: Vién nén bac phim (Vien nén bao phim hinh tru, mau teing, mat vién nhin,
thanh canh vién lanh lin).

S Ui dind

Dicéu (ri loét da day.

Didu tri cée (On thuong nidm mae da day Gin mon, chay mau, do va phi né) trong cic tinh ,,
trang sau day: vi(:-m. da day cﬁp va dot l;flp cua viem da day man, f!’*nf
0. Cach dung va licu ding: |
Udng véao budi sang, budi 16i va trude khi di ngu,

Ngeavi ldm:

Loét da day: Liéu thuémg dung cho ngudi 1én 1a 100 me/lén x 3 lan/ngay.

Piéu tri cac ton thuong niém mac da day (dn mon, chay mdu, do va phii né) trong cic tinh
trang viém da day cfip va dot cip cia viém da day man: Lidu thuong dung cho nguoi lon la
I ) mg/lin x 3 lan/ngay.

Tre em:

Chura ¢6 di di lidu vé an todn va hi¢u qua ctia thude & tré em va ngudd dudgi 18 tudi. khong
str dung thude cho doi twong nay.

Nguroi cao tudi:

Lidu gidng nhu sir dung cho ngudi 1én 100 mg/lan x 3 lan/ngay. Can chii y theo doi ddi vdi
nhirg bé¢nh nhan nay.

Bénh nhdn roi loan chire néng gan:

Liéu giéng nhu sir dung cho ngudi lén 100 mg/lan x 3 Je’inﬂngﬁy. Can theo doi bénh nhan chat
ché.

boah nhdn suy thdn:

Liéu giéng nhu sir dung cho ngudi 16n 100 mg/lin x 3 1an/ngay. Cin theo doi bénh nhén chit
ché.

7. Chéing chi dinh:

Min cam v6i rebamipid holic vai bt cir thanh phén nao cia thude,

8. Cianh bao va than trong khi diing thube:

Thudc c6 chira lactose nén cin than trong véi bénh nhan c6 vén dé dung nap galactose di
truyén (hiém gip), thiéu hut men Lapp-lactase hodc kém hép thu glucose-galactose khong
nén ding thube nay.

CAn thén trong v6i phu nir ¢6 thai. Khong nén sitr dung trong thai gian cho con bu.

1¢é sinh nhe céin, tré so sinh, (ré con bl va tré em: d6 an toan chua duge xem xét day du.
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Ngudi cao tudi: Cén chi v diic biét ddi voi nhitng bénh nhin cao tudi dé giam thiéu nguy co
rbi loan da day — rudt, vi v& mit sinh Iy hoe, bénh nhan cao tudi thuong nhay cam vai thude
hon so voi bénh nhén tré woi hon,
Bénh nhin rdi loan chire niing gan: Cén theo doi bénh nhan chit ché. Néu ¢6 cde ddu hidu bét
thwong qua xét nghi¢m, phai ngirg ding thude va tién hanh céc bién phap diéu trj thich hop.
9. Sir dung thube cho phy nir ¢6 thai va cho con bii:
- Sir dung thude cho phu niv ¢d thai: Rebamipid chi nén ding cho phy nit ¢o thai néu lgi ich
etia viée diéu i dy tinh duge cho 14 cao hon bt ky nguy co nao cé thé ¢d (Chira xdc dinh
duroe do an toan diy du cua thude nay & phy nir ¢6 thai),
- St dyng thude cho phy niv dang cho con ba: Nhimg phu nir dang cho con bi phai
ngimg ding rebamipid.
10. Anh hwong cia thude 1én khi niing 1&i xe, viin hanh may moe:
[24 ghi nhan mot s& bénh nhan bj chong mit hodc budn ngt khi dang diang rebamipid 100 mg,
nén can thin trong khi str dung cho bénh nhan 14i xe va vin hanh may moc.

[1. Tuong tic voi thude khice, cae dang twong tie khic:
Chra ¢6 trong, tae thude nao durgre ghi nhan.
[2. Tae dyng khong mong mudn cia thude (ADR):
+ Sbc va phan (g phan vé (chwa 1o (¥ 18): S6¢ va phan tmg phan v¢ ¢6 the xay ra. Can theo
doi bénh nhén chit ché, Néu ¢ dau hidu bit thuang, phai ngimg dung thude va tién hanh cac
bién phip dicu trq thich hop.
+ Giam bach cau (tv [¢ < 0,1%) va piam Hén can (chura ré ty [¢): Giam bach ciu va glam tidu
ciu cd thé xay ra. Can theo doi bénh nhan chat ché. Néu co déu hi¢u bit thuang, phéi ngimg
doug thudc va tién hanh cdc bién phédp d idu tri thich hop.
+ Réi loan chire nang gan (ty 1¢ < 0,1%) va vang da (chua ro ty 1&): Roi loan chirc nang gan
va vang da, duge bidu thi bing ting mirc AST (GOT), ALT (GPT), y-GTP va phosphatasc
kiém. da duge ghi nhan & nhimg bénh nhan dang ding rebamipid 100 mg. Can theo doi bénh
nhan chit ché. Néu c6 cde dau hiéu bit thudng qua xét nghiém, phai ngimg ding thude va
tién hanh cac bién phap didu trj thich hop.
+ Nhirng bénh nhén stir dyng rebamipid ldu dai nén duge giam sat mdt cach dinh ky bit cir
déu hiéu hay tri¢u chirng men gan cao, giam lugng bach cdu vi‘hoic lwgng tiéu cau,
+ Céc tac dung khdng mong mudn khéc:

iy thung it <0,1% Chwa rd tan suat*
’ the.‘T an suat
Qua man cam Ban, ngua, eczema gidng phat ban do No: mé day

thude, cac trigu chirng qua man cam khac

Thén kinh-tam than Té, chéng mat, budn ngu,

loan vj giac

Tao bén, cam giac chudng bung, tiéu chdy, | Khé mi¢ng, chudng bung
budn nén, nén, ¢ néng dau bung. ¢ hoi.
bat thuong Vi glac A

Da day-ruét

Gan Tang mire AST (GOT), ALT fGPT) Réi loan chirc nang gan
y-GTP, phosphatase kiém
Huyét hoc Giam bach cau, giam bach ciu hat, v.v... Giam tidu cau

Phén rng phu khéac Réi logn kinh nguyét, tdng mtrc nite uré VU sung va dau, cam ung
mau (BUN), phli, cam giac co vat la ¢ hong | tiét stra do chirng va to & dan
éng, danh trong nguc, sot, d6
blirng mal, té ludi, ho, suy hd
hap cap, rung Iong toc, khat,
phu mat, ban dé ngua
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- Huéng dén each xiv tri ADR:
Thong bao cho bac si nhimg tic dung khéng mong mudn gp phai khi sie dung thudc,
Néu ¢6 céc triéu chime mam cam. phai ngtimg ding thude.
Néu mire transaminase tang o rét hoiic co sdt va ndi ban, phéi ngimg ding thude v tién hanh
cac bién phap diéu trj thich hop.
Vai cic tac dung khong mong muédn nhe, thuwong chi cin ngimg thude. Trirdmg hop mén cam
ndng hodic phan tmg dj (mg, cin tién hanh diéu 1] hd tro (giir thodng khi va ding epinephrin,
thar oxygen, dimg khéang histamin, corticoid...).
13, Qud lidu va xir tri:
Chvra c6 thong tin ndo khi st dung qua lidu. Nén diéu wi triéu ching khi qua liéu.
14, Dac tinh duge hye hoe:
Nhom duge ly: Thude bio vé niém mae da day.
Ma ATC: A02BX 14
(1) Tdc dung phong ngtia hode chite lanl trong loér da day; Rebamipid ngian chan su (On
throng niém mac da diy trong cdc md hinh loét thire nghiém khac nhau ¢ chudt, ké o loét
duge tgo ra do stress, khi br ngam trong nuae, do aspirin, indomethacin, histamin, scrotonin
va thit mén vi. Thude con bao vé niém mac khoi b! (on thuong fcl} ra do cac (ilLu ki¢n gay
loét khae ma co 1€ lam phat sinh phan (mg cua cac g,m. OXY, bao gom sur tai cung cip mau cho
niém mac bi thiéu mau cuc by, sir dung yéu to hoat héa ticu cdu (PAL) hoac
d. thyldithiocarbamat (DDC) va sur dyng indomethacin trong cic tinh trang bj stress,
(2) Tae dung phong ngira hoae chiva lanh trong viem da day: Rebamipid ngan chan su phat

trién clia acid taurocholic (mot trong nhimg thanh phan chinh ctia acid mat) - gy ra viém IJ”””'f
niém mac va thic dy lam lanh viém niém mac da day. HACO
(3) tac dung lam tang prostaglandin: Rebamipid lam tang hinh thanh prostaglandin E» - \\
(PGE;) trong niém mac da day & chudt. Thude con lam ting ham hrong PGEa, 15-keto-13, =
14-dihydro-PGE> (la mdt chét chuyén héa ctia PGEy) va prostaglandin [, (PGly) trong dich da

day.

(4) Tdc dung bao vé 1é hao da day: Rebamipid cho thiy tac dung bao vé té bao da day, trc ché

sir ton thuong niém mac gy ra boi ethanol, acid manh hodc base manh, thude con bao vé cac

te oo bidu mé da day

(5) Tde dung lam ting dich n!rrfy: Rebamipid thae day hoat dong cua enzym da day dé tong

hop céc glycoprotein cd trong lugng phin G cao, lam day 16p dich 1111:?1}' trén bé mit cia niém

mac da day va lam tiang lwong dich nh?ty hoa tan (rong da day.

(6) Tdc dung lam tiang liew hegng mau vao niém mge: Rebamipid lam ting luu lwong méu vao

niém mac da day va cai thién huyét déng hoc bi suy giam sau khi mét mau.

(7) Tac dzmg rén hang rao niém mae: Rebamipid thuong khong dnh hudng 1én sy khac biét

c6 thé 6 vé viée truyen qua niém mac da day.

(8) Tde dung lén s tiét kiém & da déy: Rebamipid thic diy su tiét kiém & da day.

(0) Tdc dung lén 56 heong (¢ bao niem mac: Rebamipid hoat héa sy ting sinh té bao niém

mac da day va [am ting sé t& bao biéu md ph.

(10) Tdc dung lén su phuc hoi niém mac da day: Rebamlppd phuc hdi si chdm lanh vét thwong

nhén tao gay ra do acid mét hoac hydrogen peroxid ¢ (¢ bao biéu mo da dd}

(11) Tac dung lén sir tiét cua da day: Rebamlpld khong lam thay doi sur tiét kiém cta dich da

day hodc sy tiét acid dquc kich thich boi chit loi tiét.

(12) Tde dung lén cdc goc oxy: Rehamlpid loai céc goc hydroxyl mét cdch trire lle va ngin

chiin sy san xuét superoxid do céc bach cau hat. Thude ngin chin sy tén thuong té bao niém
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mac da ddy gdy ra do phan tmg céc gbe oxy duge phong thich tir cac bach ciu trung tinh dugre
kich thich boi Helicobacter pylori in vitro.

(13) Tdac dung lén su thdam nhiém té bao viém o niém mac da day: Rebamipid ngin chiin sy
tham nhiém (¢ bao viém (rong mo hinh viém dg day & chudt duge tao ra do acid taurocholic
(mot trong nhimg thanh phan chinh cia acid mat) va tén thuong niém mac da day duge tao
ra do cac thude khang viém khong steroid (NSAID) hoiic do sir (i cung c?lp méu trong thiéu
m. 1 cye bo.

(14) Tdc dung lén s phong thich cytokin (interleukin-8) gay viem ¢ niem mae da day:
Rebamipid, dung duong uong. ngian chan sir tang san xuat interleukin-8 o niém mac da day
ctia cace bénh nhéan bi nhi¢m Helicobaeter pylori. Thuoe con te ché sy hoat hoa yéu 16 kappa-
B cua nhan, sur '\(lIE:l[ hién cua interleukin-8 mRNA va sy san xuat interleukin-8 o 1 bio bicu
md duge nudi ey eting v&i Helicobacter pylori,

15, Diic tinh dwge djng hgc:

| Hf?}) thu: Cac thong 56 duge dong hoc cha rebamipid sau ll("nng-_: lidu don 100mg: thax = 2.4
pidr 1 Coe= 216 meg/l 2 The do hip thu rebamipid c6 xu hudng chim khi thude duge ding
duong uong, o hieu 150 mg cho 6 nguor khoe manh sau bua an so voi toc do iieip thu néu uong
truge khi dn. Tuy nhién, thue an khong anh huéng dén sinh kha dung cua thube & nguoi,

+ Phdn bo: RL,IhII'IIi]!i(I & lidu 0,05-5 meg/ml. duge dua vao huyél wong ngudi in vitro, va
98.4% - 98,6% thude nay da lién két voi protein huyét trong,

b (mecm héa: Mot chit chuyén hoa co 1 nhom hydroxyl o vi i thir 8 do duge tim (hay (rong
nirare ticu, Tuy nhién, s bai tidt ehat chuyén hoa nay chi la 0,03 % cua licu da ding. Enzyim
lién quan dén sy hinh thanh chdt chuyén hoa ndy 1a eytochrom P450 3A4 (CYP3A4),

v Thai trir: Chi yéu duge bai tiét trong nréc tiéu dudi dang thude khong déi. Khi cho nhirng
ngudi nam khoe manh ding mot lieu don rebamipid 100 mg, khodang 10% liéu da ding duge
thai trir qua nuée tidu, thoi gian ban thai cia thude 12 1,9 gio

Dirge déng hoc 6 mof wﬁ' déi egng lam sang déc biét

Suy than: Cac thong so duge dong hoc thu duge tix nlnrng bénh nhén bi suy giam chirc nang
than sau khi udng liéu don 100 mg rebamipid cho thiy nong do huycl tuong cao hon va thoi
glan ban thai dai hon so vdi nhitng nguoi khoe manh. O trang thai dn dinh, nong do trong
huyet trong cua lcball'llpld duogc quan sat & nhung bénh nhan bénh than dang tham phan sau
khi ubng lidu lap lai giong voi trwong hop udng lidu don. Vi vdy, thude khong duge xem 1a

co tich liy.

16. Qui cach dong goi:

Hop 3 vi (nhém-PVC) x 10 vién nén bao phim.

Hop 6 vi (nhdm-PVC) x 10 vién nén bao phim.

Hap 10 vi (nhém-PVC) x 10 vién nén bao phlm

17. Piéu kién biao quén, han ding, tiéu chuiin chat lwgng ciia thube:

- Piéu kién bdo quan: Noi kho, nhi¢t do dudi 30°C.

- Han dung: 24 thang tinh tir ngay san Xuét,

- Tiéu chuén chit lwgng: TCCS. 2
18. Tén va dia chi co' s6 san Xuit:

CONG TY TNHH MTV 120 ARMEPHACO

Pia chi: $6 118 Vii Xuén Thiéu, Phuomg Phic Lgi, Quan Long Bién, TP. Ha Noi. Vi¢t Nam.
Pién thoai: 024.36740019  S6 fax: 024.36740054




