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Vién nén bao phim REMUCOS

1. Dang bao ché: Vién nén bao phim
2. Cong thire: Cho 1 vién nén bao phim

Rebarnipide 100mg
T durxe( Tinh bot sén, tale, lactose, PVP, ethanol 957,
pharmacoat 615, pharmacoat 606, PEG 6000, titan dioxyd,
nude tinh khiét, magnesi stearat)  vin di | vién
3. Chi dinh:
- Loét da day
- Diéu tri céc thuomg t6n niém mac da dity (in mon, chay mdu,
dd vit phid né) trong cédc tinh trang sau day: viém da day cdp v
don cip clia viém da dy man
4. Cich ding va liéu ding
Loet da day:
Liéu Remucos thutmg ding cho i I6m 14 | viér/ 1 ln, 3
Iin/ ngay bing dtmg uding vao budi séng, budi 161 va trude khi
dingu
Diéu tri cdc thuemg 16n niém mac da day (dn méy
do va phit né) trong cde tinh trang sau ddy: vi
dot ciip cla viem da diy man lidu thidmg diing §
3 lan/ ngay bang dutmg udng '
5. Chong chi dinh:

- Phu nir dang cho con bi

6. ‘Tdc dung khéng mong mudn cia thuée:
Céc phian img phu, k€ cd cic diu hitu bat thubmg qua xét

nghiém, di duoc ghi nhan & khoang 0,54% bénh nhan duge

diéu i bao gbm:

- Shock va phan tng phin vé (chis 16 tdn suft): Shock va phin

img phin vé o6 thé xiy ra. Néu c6 bit ki dilu hiéu ndo ciia cdc

phin timg phu nay, phai ngimg ding thuGe v tién hinh cdc bién

phdp diéu tri thich hop

- Gidm bach cfu, gidm tiéu cdu: gidm bach cdu va gidm tiéu

cdiu o6 thé xiy ra. Vi vty bénh nhin cfin duce theo doi sit. Néu

o6 dau hiéu bl thudng, phiti ngimg ding thudc va tién hinh cic

bi¢n phdp diéu tri thich hop

- Réi loan chifc niing gan va vang da: r6i loan chic ning gan v

ving da, duck biéu thi bing ting mide AST (glutamic

oxaloacetic transaminase (GOT), ALT (glutamic pyruvic

ransamninase (GPT)), y-glutamyl transpeptidase (GTP) v

phosphatase kiém, da duge ghi nhin & nhimg bénh nhan

dang diing rebamipide. N&u ¢6 diu hitu bit thuimg chum

qua xét nghiém phai ngimg diing thudc va tién hanh cic

bién phép diéu tri thich hop.

- Ciic phitn ting phy khdc:

+ Qud min cim: ban, ngiia, eczema gidng phat ban do thudc,

cdc triéu chimg qud min cam khdc

+ Phin iimg trén he thn kinh —tam than: &, chéng mit, buén

ngu

+gﬁﬁnmigueﬂh¢d:;dhy-ru¢t:lﬂubﬁn.cimgiﬁcchtmg

bung, tiéu chiy, budn ndn, ndn, ¢ néng, dau bung, ¢ hai, bt

thutmg vi gidc, kho miéng...

+mm§ﬁnmhumhw:@nmhcmgammcﬁu

g 06 nghién e duce kiém sodt vé tic dung ciia rebamipide

fa s | kil 1 xe. DA ghi nhin mot s§ beah han bj chéng mat hogc

~=4"cho 12 cao hom biit ki nguy co nio c6 thé 6. Chia xéic dinh

0
+ Cic phan img phu khdc: r6i loan ki yeL, ting mic nito
uré méu, phit, cam gide o6 vt la & hong, cam (mg titt

sita do chimg vii to & din &ng, ddnh tréng ngy do mat, &

lui, ho, suy hd hip cip...

Thing bao cho bdc sy tdac dung khong mong m%ﬂppﬁ:ﬁ
khi sit dung %

7. Than trong :

- Sir dyng cho nguii cao tudi : Cln chii § dac bigt A5 v nh

bénh nhén cao wéi 8¢ Iam gidm nguy co rdi loan da day — rudt.

vi vé mit sinh 1§ hoe, bénh nhan cao tuéi thubng nhay cim hon

véi thudic nay so vdi bénh nhan tré

- Sir dung cho tré em : Chuma xédc dinh duoc dd an 1odn clia

thudic niy & tré ¢6 cin ning khi sinh thdp, wé so sinh, wé con bi

Vi tré em

8. Tuong tic thude:

- Chuma ¢6 twong e thude nao duge ghi nhin
.9, Sur dung cho nguii vin hinh may méc, tiu xe:

- budn ngd khi dang ding rebamipide, nhilg bénh nhin nhu the
| cén'than trong khi l4i xe hodc van hinh mdy méc
Hlll,‘gﬁdl;ngchupht_l nir cd thai vé cho con bii:
;é%&ﬁpideciﬁmdlmdhngdmm!;nﬂcéﬂlﬂ hodic ¢6

“khi ning s& c6 thai néu loi fch ciia viee diu trj dir tinh dusge

e d0 an todn cita thubc nay & phy nit c6 thai
- Rebamipide di duge ghi nhan 1A di qua sa ciia chuot dang
cho con bi. Nhimg phu nit dang cho con ba phii ngimg cho ba

trutc khi diing rebamipide 7Y
W

11. Cée dae tinh duoe lue hoe:
Cae thir nghiém sir dung mé hinh ding vat

- Tdic dung phong ngia hodc chita lanh trong md hinh loét da

ddy

Rebamipide ngan chin sy tdn thuomg niém mac da diy trong

céic mo hinh loét thue nghiem khéc nhau & chuot, ké ca loét

duoc a0 ra do stress khi bj ngdm trong mudc, do. aspirin,

indomethacin, histamine, serotonin vi that mon vi. Thude.con

béo vé niém mac khoi bi t6n thuong giy ra do cde didue

ghy loét khic ma c6 1€ lam phit sinh cic goc oxy ty do, bao

g6m sur tii cung cip mdu cho niém mac bi thifu mdu cuc i

dung yfu 16 hoat héa tiéu cdu (PAF) hod

diethyldithiocarbamate (DDC) va sir dung indomethacin

ciic finh trang bi stress .

Trong md hinh loét duce 1o ra do acid acetic O, thudc

thiic ddy lam lanh cdc vét loét da diy va ngin chan sy ti phat

Joét sau khi gay loét 120 — 140 ngiy

- Tdc dung phong ngita hode chita lanh trong mo hinh viém da

day

Rebamipide ngin chin viém niém mac va thiic ddy lam linh

viém da day & chudt diroe tao ra do acid taurocholic

-Tdc dung lam tang prostaglandin:

Rebamipide lam tang hinh thanh prostaglandin E, (PGE;)
wong niém mac da diy & chudt. Thudc con lam ting ham
lumg PGE,, 15-keto-13, 14-dihydro-PGE; (1a mot chit chuyén
ha ciia PGE,) va prostaglandin 1, (PGL,) trong dich da day
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hat...
O nhilng ngudi nam khoe manh, thuéc ciing cho thiy tic dung
lam ting ham lwong PGE, & niém mac da day va bdo vé niém
mac da diy khdi bj t6n thuong gay ra do ding ethanol

- Tdic dung bdo vé 1é bdo.

Rebamipide cho thiy tic dung bdo vé 1& bio da dity, ngén chiin
51 10n thuomg niém mac duge 1o r do ethanol, acid manh hode
base manh & chut. Trong cc nghién ciu in vitro, thusc cdn
hamtcﬂntéb&ob@éumduﬂyliyﬁ:bhumﬂwnumcﬁy
chang lai tén thumg duee tao ra do aspirin hodic acid
taurocholic

O nhimg ngus nam khée manh, thudc ngin chin su 16n thuong
niém mac da day dice tao m do dimg aspirin, ethanol hodc
HCl-ethanol

- Tée dung tdng dich nhdy:
Rebamipide thiic ddy hoat dong ciia enzym da day dé 16
cic glycoprotein o6 trong lirgng phén 6 cao, lam diy" 18y di
nhdy trén bé mat ciia miém mac da day va lam ting s
nhdy hoa tan trong da day & chudt, Prostaglandin (P8
khong lién quan gi trong sy tang dich nhy hoa tan |
- Téc dung lam tang la liomg man vao niém mac:
Rebamipide 1Am ting lin luong mdu vio niem mac dit

cili ﬂﬂmhu}ﬁmnghqcb;suygwmsaummumbmﬁ

- Tde dung trén hdng rdo niém mac:
Rebumipide thutmg khong anh hikmg 1én s khic biét c6 thé ¢b
v vidc truyénqmmhnmdadhy&chu@mhmg né ngin can'
viéc gidm khdc bigt ¢6 thé c6 do ethanol
- Tdic dung lén sue tiét kidm o da diy:
Rebamipide thic ddy su tiét kiém & da diy chudt
- Tac dung lén s& hamg 1¢ bdo niém mac:
Rebamipide hoat hda sif ting sinh & bio niém mac da day va
lam ting & t& bao bifu mo phi niém mac & chudt
- Tdc dung lén sy phuc héi niém mac da dy:
Rebamipide phuc héi sit chim linh vét thuong nhén wo gy ra
do acid mat hodc hydrogen peroxide & t& bio bifu mo da day
thd duoe nudi cly
- Tdic dung lén su tiét cia da day:
Rebamipide khong 1am thay ddi sir it base cia dich da day
hodc s tiét acid duce kich thich boi chat Joi tiét
Teie: chung leny cde goe oxy e do:
Rebamipide loai cac g6 hydroxyl mot cdch tne tiép vi ngan
chin su sdn xudt superoxide do cdc bach cdu hat. Thube ngin
chin sif tén thuong 1€ bio niém mac da day gy m do cic gée
oxy tr do duge phéng thich tir cdc bach cdu trung tinh duge
kich thich béi Helicobacter pylori in vitro. Thudc am gidm
him lugng peroxide trong lipid & niém mac da dy chudt duge
cho ufing indomethacin trong tinh trang bi stress v ngiin chin
su tén thuomg niém mac da diy
- Tdic dung lén sue phdng thich cytokine (interleukin-8) gay viém
& niém mac da dey:
Rebﬂnupdedmgdlﬁngu&mngmmﬂnwﬁngsinxuﬁt
interleukin-8 & niém mac da dity cta ¢dc bénh nhan b nhifm
Helicobacter pylori. Thubc cdn iic ché sy hoat ha yéu 16 =
kappa-B clia nhin, si biéu hién cla interleukin-8 mRNA va

“f“‘E' I"-r""‘-

vii Helicobacter pylon.
12. Cic diic tinh dioe dong hoc: %
- Nong do trong huyét namg:
Sau khi cho 12 ngudi khoe manh u6ng mot lidu
néng dd Rebamipide trong huyét nemg dat dén &
ng/ml) sau 2 gi¢r. Thoi gian bdn hily trong huyé twong
1,5 gidy, Clic nghién cifu diing liéu 13p lai cho thiy thusc
tich t & nguin
&;hﬁpmuﬂemﬁpidemxuhmemmmmmdm
dutmg udng & liéu 150mg cho ngudi khée manh sau bia an.
Tuy nhién, thic &n khong anh huémg dén sinh kha dung ciia
thudc & nguin.
Cic théng s6 duge dong hoc ghi duge tir cdc bénh nhin bi suy
hin sau khi uSng mot liéu don 100mg Rebamipide cho thiy
0 trong huyét tong cao hon v théd gian bin hity lau
‘ammmmdmgmmmﬂh
Rebamipide trong huyét nromg quan sdt duoe & céc
thim phan than sau khi dimg liéu lap lai it gitng
sdkmdﬁnghammwuy.mmugmxmm

00 mg,
(210

¥ hoa:
i cho nhimg nguti nam khoe manh ding lidu don
Gmmg Rebmmpuiechuy!udmmhﬁlh&umgmﬁcufumuh
dang thuoc khong d6i. Mot chat chuyén héa c6 1 nhom
hydroxyl & vi trf thir 8 dii duce tim thdy trong nude tiéu. Tuy
nhién, sy bai tiét chat chuyén hoa niy chi li 0,03% cia liéu da
ding. Enzym lién quan dén sur hinh thanh chét chuyén héa niy
la cytocrom P4503A4 (CYP3A4)

- Bdi tiéi:

Khi cho nhimg ngudi nam khde manh ding mot lifu dom
Rebamipide 100mg, khoing 10% liéu di dimg dugc bai tit
trong nude tiéu

- Kéi hop vdi protein:

Rebamipide & lidu 0,05 — 5 pg/m! duge dim vio huyét g
ngws in vitro, vi 98,4% - 98.6% thudc ny di gin véi protein
huyét nomg

13. Bo quan: Noi kho, nhiét 46 dudi 30°C, trénh 4nh séng
14. Han ding: 36 thing k€ tirngdy sin xuft.
1S. Dong g6i: hop 10vi x 10 vien nén bao phim
16. Titu chudn dp dung: TOCS
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POC KY HUONG DAN SUDUNG TRUGC KHI DUNG
DE XA TAM TAY TRE EM
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
THUBC NAY CHI DUNG THEO DON CUA BAC SY

e
{1’ cONG TY €O PHAN DUGC PHAM HA NOI
Truschinh: 170 dutmg La Thinh-Déng Da-Ha Noi

Tek: 043.5113357 - Fax: 043.8511280
Co sér san xuiit:
L6 15, KON Quang Minh -Mé Linh - Hi Noi
Tel: 043.5250736
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