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ro HUdNc o,N stl oqtNe rnadc
Vi6n n6n bao phim PALRISTAT

'Rx Thuic b,in theo ilon
Od xa dm toy crta fiC em

Dgc k! huhng ddn st dgng trrfuc khi ding
Thdng bdo ngay cho bttc s! hofic drgc s! nhtttg tttc dgng khilng mong mudn g{p phdi khi sth dqng thudc

,t. ruUdr,tc o,N srJ oaye rruudc cno trctldt
BENH

THANH PHAN, UAwT lUgrrc cOA THUOc
Epalrestat.... ..............50 mg

T6 dugc vira t1t.......... .................... I vi6n

(Manitol, natri croscarmelose, hydroxypropylcelulose,

magnesi stearate, silic dioryd keo, hypromelose 606,

polyethylene glycol 6000, talc, titan dioxyd, sunset yellow

lake).

tvr6 rA sAxpuAm
Vi6n ndn trdn, bao phim miu .u*, hui ,n6t khum, tron, canh vi
thinh vi6n lenh hn.

QUY cACHD6NG c6t: u6p 3 vi x lo vi6n.

THUoC DUNG CHO BPNH Gi:
Dugc sri dung tli6u tri c6c 6i6n chrmg thAn kinh do tl6i th6o

tludmg: cdi thiQn c5c triQu chfmg chrl quan (cim gi6c t6 bi, dau

bu69, r6i loan cim gi6c rung, thay d6i bdt thunrng nhip tim (khi

c6 fi si5 glycohemoglbin cao).

x6x nuNc rrruOc NAy Nr{tI rrm xAo vA nDu
LLIQI,IG:

Cdch dilng:

Dtng clu&ng u5ng. Thuiic tlugc uiing trudrc khi In.

Liiu trryng:

Nguoi ldn

Li6u th6ng thudng: U5ng 50mg/tAn, I lAn/ngiy, u6ng tru&c khi

[n.

LiAu luqng c6 th6 dugc di6u chinh tuy thuQc tinh fi4ng bQnh tQt,

tu6i tac.

Thoi gian diAu tri tOi ttridu d6 tt4t ttuqc hipu qui cta epalrestat

le 12 tuAn.

BQnh nhin suy gan ho{c suy th$n

An toin vd hiQu qui chua tluqc thi6t pp d nh6m bQnh nhin niy.

Tuy nhi€n, n6ng tlQ enzym gan t6ng vd gia t[ng n6ng tlQ

creatinin huy6t thanh vd ure huy6t dI dugc ghi nh6n.

St dgng d tr6 em vA thanh thi6u ni6n

Kh6ng n€n dtng cho nh6m b€nh nhin ndy.

Krrr NAo raroNc xtx ntrxc rnuoc xAv:

Qu6 m6n cim v6i epalrestat ho{c b6t ky thenh phAn nio cria

thu6c.

Trd em vi ttranh thiiSu ni0n.

TAC DqNG KHONG MONG MUON

Cic tfuc dgng phlr nghiOm treng bao g6m: Giim ti6u cAu; vi€m

gan, r5i loen chrlc ning gan, vdng da, suy gan.

Cdctic dgng php khdc:

Phin rtng qu6 m6n: phdt ban, ngrla, hting ban, b6ng nudc.

Gan: tlng enzym gan, tlng bilirubin.

Da ddy - ruQt: dau bgng, bu6n n6n, n6n, ti6u chdy, ch6n in, dAy

hoi, t6o b6n, g n6ng.

Thfln: ting nito ur€ m6u, t?lng creatinin, thiilu niQu, ti6u rit.
HuyiSt hgc: thi6u m6u, gi6m b4ch ciu.

Kh6c: kh6 chiu, bu6n ngri, nhric dAu, co cimg, ilau tu chi, hdi

hQp, phtr, n6ng btmg, t€, ryng t6c, ban xu6t huytit, tAng creatin

kinase, siit.

Niiu Sdp tric clqng phq nghi\m tpng, nAn ngung thuiic vd th6ng

bdo ngay voi bdc sl diiu tri.

mEx rnAmr DUNc NHLNc rHUOc HoAc rril/c a.
PHAM Gi rail DANc srlDUNG rHUOc NAY

Chua c6 tuong t6c thu6c dugc b6o c6o.

cAx lAu ci xsr MQr LAN euEN KHONG DtrNc

THU6C -. *>-'

N6u qu6n thu5c, cAn phdi u6ng ngay l*ri nh6 ra, cing sdm cing -'j
t6t va ti6p ec lai lich u6ng thutic binh thulng. N6u nhd ru [6u U
dung tla qu6n t4i thdi tli6m li6u ki5 ti6p thi b6 qua li6u da qu6n vd

thuc hiQn theo dring lich u5ng thutic tlang c6. Kh6ng du-o. c

hai [6u tai mQt thdi di6m.

cAx nAo euAN rHUOc NAY NHUTHE NAo

Noi kh6, nhiet d0 kh6ng qu6 30 oC, tenh 6nh srlng.

DAU HIpU vA TRITU CHT.NG KHI DUNG THU6C

L$U
Kh6ng c6 dt'liQu v6 qu6li€u.

cArv prilr lAwr ci KHI DtING rHUOc euA Lmu
xrrwfx cAo
Trong trudmg hqrp qud li6u, nguli b€nh can th6ng b6o ngay cho

b6c si hofc dugc si.

rrryr0Nc DIiu cAN THAN TRQNc KHI DrING THUOc

NAY

Khi srl dgng thuiic nu6c ti6u cO th6 bi6n mdu thtrnh ndu vdng

ho{c d6, tuy nhi€n khdng anh huong t6i stic khde.

HiQu qut cria thu6c chua duo. c thi6t l6p d nhtrng bQnh nhdn c6

bi6n chrmg thAn kinh ngo4i vi kh6ng h6i phsc do tl6i th6o

ttudmg, do vfy nhtlng benh nhan ndy cAn dugc theo d6i trong

qu6 trinh srl dung thu6c, c6 th6 thay th6 phuong ph6p tti6u tri

litr6c thich hgrp hon n6u hiQu quA tli6u tri chua tluqc ghi nhen

sau khi st dgng thui5c 12 tuin.

ViQc st dgng epalrestat d benh nhdn suy gan ho{c th{n chua

tlugc tl6nh gi6 dAy dri. Tuy nhi6n, n6ng dQ enzym gan t6ng va
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gia t6ng n6ng tlQ creatinin huy6t thanh vi ure huy6t ild iluqc ghi
nhfln.

Trudng hgp cd thai

Chi n6n sri dpng epalrestat cho phu nit c6 thai khi lgi ich itiAu
tri vuqt frQi hon nguy co rui ro <I6i v6i thai nhi.

Trudng hgp cho con brt

CAn r6nh cho con bri khi st dpng thu6c.

Tdc ttfng cfia thudc khi ldi xe vd vQn hdnh mdy mdc

Epalrestat c6 thd gdy ch6ng m{t, bu6n ngt, ilau nhr?c ch6n

tay,... didu ndy c6 thd anh huong tt6n khn ntrng l6i xe vi vfln

hAnh m6y m6c.

KHr NAo cAx rstvr vAx rAc sy, DUgc sy
Ngudi bQnh c6 ti6n st m6n cdm v6i bdt k! thu6c ndo.

Nguei bQnh srl dgng thu6c kh6c khi tlang diAu riv6i epalrestar.

C6 c6c benh ly kdm theo (tim m4ch, gan, than...).

Trd em.

Phg nil mang thai ho{c c6 k6 ho4ch mang thai.

Phg nt cho con bt.

Ndu cdn thAm fi6ng tin xtn hdt ! kidn bdc sj ho{c drqc s!.

HAN DIJNG CUI fffUOC: 36 th6ng k6 tir ngny san xu6t.

Sin xudt tgi:
/d*%tu#,

CTYCO PHANDUOC PHAM SAVI

(S.vrpham J.S.C)

LO Z.0l-02-03a Khu cdng nghiQp tong Khu ch6 xu6t fan
Thu{n, P. Tin Thufn D6ng, qu{n 7, TP.HCM

EiQn thofi: (84.8) 377001 42-143-144

Fax: (84.8) 37700145

NGAv xEM xEr st/.c, o6r, cAp NHAr LAr Ner DUNG

Hr/6Nc DAN sU DUNG THU6G:

n. ruUdrve o,N stl oaue rurudc cno oiv aO y
rE
Dr/qc Luc HQC

Co ch6 tdc dgng

Epalrestat h ch6t ttc ch6 thufn nghich, kh6ng c4nh tranh vdi

enrq aldose reductase, mQt errzq tham gia vdo ti6n trinh

polyol. Trong tliAu kiQn binh thudng, hAu hiit glucose t6 bao

tlugc phosphoryl h6a thdnh glucose-6-phosphat bdi enzym

hexokinase. Khodng 3o/o lugng glucose kh6ng phosphoryl h6a

tlugc chuyiin h6a theo ti6n trinh polyol thinh sorbitol bsi

enzym aldose reductase vdi sg c6 mft cta nicotinamid

adenosine dinucleotid phosphat (NADPH). Sorbitol sau d6

dugc chuy6n thdnh fructose bdi enzym sorbitol dehydrogenase

v6i sg tham gia d6ng th&i cta dpg oxy h6a cria nicotinamid

adenin dinucleotid (NAD+). Trong di6u kiQn n6ng ttQ glucose

cao, ti6n tinh polyol tluqc gia ting vd chi6m tdi tr€n 30% qua

trinh chuy6n h6a glucose.

C6c nghiOn crtu cho thAy viQc ttrng cudng hont tinh ti6n trinh
polyol gdy ra mQt chudi c6c m6t cAn bing chuydn h6a c6 th6

lim tdng c6c bi6n chftng vi m4ch k6o ddi do tt6i thrio tludmg

nhu bpnh lf thAn kinh, mit vi thfln, ciing nhu c6c bi6n ch{mg

m4ch l6n bao g6m nhdi mau co tim vd dgt quy. Ttnh tang t6ng
glucose vd tilng ho4t tinh enzym aldose reductase g6y ra qu6

trinh tfch liiy sorbitol va tang tinh thdm tii bao, g6y thiiiu myo-
inositol; tu d6 ldm gidm hoat tinh Na*/I(* adenosin

triphosphatase vA ldm thay tl6i chuy6n h6a t6 bdo vd cdu trfc
mdng. Sg m6t cen bang oxy h6a-khri xiry ra do tang f! lQ

NADPIVNAD+ c6 thd hm ho4t h6a protein kinase C vi hinh

thAnh c6c g5c oxy ho4t tinh vd c6c san phAm saccharid h6a. Sg

ho4t h6a protein kinase C gia tlng bi6u hi6n b6 m6t cta c6c

ph6n hr gin t<6t nQi m4c, adn a6n gin k6t b4ch ciu-tii bio nQi

m4c, tir cl6 c6 th6 gia tiing qu6 tinh xo viia ctQng mach.

ViQc ric ch6 en4rm aldose reductase c6 ttr6 ttric phyc c6c ri5i

lo4n chuyi5n h6a li6n quan tliin ti6n trinh polyol vd c6c bi6n

chimg do d6i th6o tludmg.

Drrgc DQNG HQc )
Epalrestat tl4t n6ng dO dinh trong huyiSt tuong ld 3,9pgful '\i

,1

khoing I gid sau li6u uiing 50mg d ngudi kh6e mqnh tru6c khi I I
ln, diQn tich tludmg cong n6ng dQ theo thdi gian (AUCg*) h ;'',,.
6,4 ltg.giblml. Chuydn h6a cria epalrestat x6y ra d gan theo c6c - ,.rJ

phdn r?ng pha I vd pha 2. Trong qu6 hinh chuy6n h6a pha l,-y'
epalrestat duo. c chuy6n h6a b&i qu6 hinh hydroxyl h6a thdnh '23i

hai sin phdm chuy6n h6a ld c6c hgp ch6t dSng monohydroxy- IG T

vd dihydroxy-. Cdc enzym tham gia vdo qu6 trinh chuy6n 66n PHA

pha I chua clugc x6c dinh 16. C6c ch6t chuyiin h6a pha f sau aO 1j!
dugc chuyiin h6a bdi c6c phan fmg trong pnaZ tao.a ca" aang \V
li€n hqrp vdi acid glucuronic vd sulfat. Epalrestat nguyCn darg g
kh6ng chuy€n h6a dugc bai ti6t vdo nudc ti6u cirng vdi d4ng -
li€n hgp sulfat'cia 2 sin phAm chuyiSn h6a. Epalrestat c6 f! IQ

[€n kiSt protein cao (90,1%).

Chua c6 nghiCn cr?u v€ duo. c tlQng hgc cria epalrestat tr€n b€nh

nhdn suy gan ho[c suy than, tr6n bQnh nhdn d6i th6o dudng

hoic bQnh nh6n cao tu6i. Chua c6 tuong t6c thu6c nio vcri

epalrestat duo. c b6o c6o.

cHi DINH DrtU TRI
Epalrestat dugc chi tlinh di6u tri c6c bi6n chung thAn kinh do

tl6i th6o dudmg: cii thiQn c6c tripu chirng chri quan (cdm gi6c tE

bi, tlau bu5t), r6i lo4n cdm gi6c rung, thay <t6i U6t ttruong nhip

tim fthi c6 tri s6 glycohemoglbin cao).

Lmu Lr/ENG vA cAcH DUNc

Ctlch ding
Dtrng tludng u6ng. Thu6c dugc u5ng tuoc icni an.

Lilu lrqng

Ngudi l6n v
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LiAu thdng thulng: U5ng 50mg/lAn, 3 lin/ngiy, udng trudc khi

trn.

Li6u luqng c6 thd dugc tti6u chinh tuy thu6c tlnh tr4ng benh tat,

tu6i tac.

Thdi gian di6u tri t6i ttri6u tl6 d4t tlugc hiQu qui cta epalrestat

la 12 tuAn.

BQnh nhin suy gan ho{c suy th$n

An toin vi hiQu qui chua tlugc thi6t lflp d nh6m b€nh nh6n nny.

Tuy nhi6n, ndng dQ enzym gan ting vd gia tlng n6ng dg

creatinin huyi5t thanh vi ure huy6t dd duo. c ghi nhan.

Sri dgng & tr6 em vi thanh thi6u ni6n

An todn vi hiQu qui cta epalrestat chua ilugc thi6t Ep d nhiing

benh nhan td em vd thanh thi6u ni6n. Do vfy, kh6ng n6n dtng

cho nh6m bQnh nhdn niy.

cHONG cni opvu

QuA min cim voi epalrestat holc bdt ky thenh phAn nio cria

thu6c.

Trd em vi thanh thi6u ni6n.

cANn nAo vA rrr.,lN TR9NG KHr STJDUNG

Khi sri dgng thu5c nu6c titiu cO ttrd bi6n miu thinh n6u ving

ho{c tl6, tuy nhi6n kh6ng inh huong tdi srlc khde.

HiQu qui cria thuSc chua dugc thii5t l$p & nhfing bQnh nh6n c6

bi6n chung thAn kinh ngo4i vi khdng h6i phgc do tl6i th6o

ilu0mg, do vfy nhilng benh nhan niy cAn dugc theo d6i trong

qu6 trtnh sri dgng thu6c, c6 th6 thay th6 phuong phep di6u fi
ktr6c thich hgrp hon n6u hiQu qui didu tri chua tluqc ghi nhan

saukhi sridpngthu5c 12 tuAn.

ViQc sti dgng epalrestat d benh nhtn suy gan ho[c thin chua

tlugc tl6nh gi6 dAy dri. Tuy nhi€n, n6ng rlQ enzym gan tlng vi
gia ttrng ndng tIQ creatinin truy6t Aa*r vd ure huy6t dI tluqc ghi

nhfln.

Trrdng hqp cd thai

Epalrestat khdng nim trong.danh mpc thu5c ch6ng chi dinh cho

php nil mang thai. Tuy nhi6n, chi n€n sri dgng epalrestat cho

php nil c6 thai khi lqi ich di6u fi wst trQi hon nguy co rui ro

a6i vsi thai nhi.

Trrdng hqp cho con bfi
Nghi6n cr?u tr6n ttQng vit (chuQt ciSng) cho thdy thu6c di vdo

sita mg. Vi vfly, cin con bri khi sri dpng thu5c.

Itdnh mdy mdc

Epalrestht c6 th6 giy ch6ng m[t, budn ngri, dau nhric chdn

tay,... tti6u niy c6 th6 anh huong di5n khi n[ng l6i xe vir vfn

hdnh m6y m6c.

TITONG TAc THU6C

Chua c6 tuong t6c thu6c dugc b6o c6o.

TAC DUNG IaIONG MoNG MU6N
Cic tAc dr$g kh6ng mong mu6n dtr tluo. c b6o c6o d 149 (1,4%)

trong t6ng sti g+gg bQnh nhdn. C6c trieu chrlng dugc b6o c6o cg

th6 bao g6m: R5i lo4n chtc n[ng gan nhu ttrng AST (aspartate

aminotansferase), ALT (alanine aminotransferase) (0,4%), dau

bpng (0,1%), budn n6n (O,lyo),kh6 chlu (0,07%)

C6c ADR nghiOm trgng bao gdm: Giim ti6u cAu (chua rO tAn

su6t); vi6m gan (chua 16 tAn su6t), r5i lo4n chrtc nrng gan

(0,04%),ving da(chua 16 tAn su6t), suy gan (chua 16 tin su6t).

C6c ADR kh6c k6 dudi

Hndng ddn cdch xttr{ADR
N6u gflp t6c dUng phg nghiCm trgng, n€n ngung

b6o ngay voi b6c si di6u ti.
euA LItu vA cAcs xrl rni
Kh6ng c6 dil li€u vC qud lidu.

vd th6ng

thang ndm20
Gi6m D5c
Ddc (KH-CN) ;'

.)
r.lRU

t

N
(/

LY

ft uo.cuc TRUONG
HONG

q, (t

Tin sudt

xudt nien

>0rlo/o vA

<0,soh

<0rlo/o Chua rd

Phdn ung

qu6 mdn

Ph6t ban, ngfa,

h6ng ban, b6ng

nudc

Gan Tlng AST,

ALT
T[ng bilirubin

Ndn, ti6u ch6y,

chrin f,r1, dAy

hoi. t6o b6n

Q n6ngddvDa

ru0t

Dau bpng,

Duon non

Thfln Tlng nito ur6

m6u, tf,ng

creatinin ,\*

Thi6u

ti6u rit

Huy6t hgc -' ',(
I nleu mau,

gidm bach ciu
Iit

Kh6c I(h6 chiu, bu6n

ngt, nhrlc tliu,
co cimg, dau tu

chi, kh6 chiu d

nggc, h6i h6p,

phir, n6ng btrng

CK, s{
A

TC,

ban

t6c,
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!
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rr
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* DrJgc PH
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Tdc itQng cfia
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