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Saokim Pharms 28 vién nén bao phim
Thinh phin: Epalrestat 50mg 1twde tinh Lrang binh 131, 1wt ke, Thix gian difu tn 1 IN€u a8 dat
1 duge itz g, 1viéin duic higy qua 8 12 wdn.
Chi djnh: Céc thiing tn khic: Xin xem ¥ huing ddn s dung.

| Phdng ngisa va difu tri cac bifn ching thin kinh do 1ifu duting. Bdo quin: Not khd mat dudi 30T, rénh dinh sing.

| Cling chl djoh: Titu chugn chal yng: TCCS.

| Cnding chi dish cho bénh nhan g mdn cim vl Epairestat,

| Lillu lwgeg vi cheh disng: Lidu thing thudng vk ngub lon 50 mg/1dn, DE XA TAM TAY TRE EM.

| 2ln/ngay uang infdc khi dn. Lidulugng c6 1hE dusc difu chinh tiry BOC K HUONG DAN SiJ DUNG TRUBC KHI DUNG.
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| HUGNG DAN SUDUNG THUGC
R¢ Thuéc ban theo ddn

- EPALREST somg

Epalrestat 50mg

at hém.aénr@ich'kmngca_rhlrammkh&aldm.rnoln-enﬂ'lamgiavaohén
g diéw kisn dueng binh thudng, hu hét glucose 1§ bao duge phosphoryl héa thanh
38 hdi enzyme hexokinase. Khodng 3% luong glucose khéng phosphoryl héa
ko, tiéh tinh polyol thanh sorbitol bd men khil aldose véi sy cb mal cia
sie dinucleotide phosphate (NADPH). Sorbitol sau db dugc chuyén thanh fructose
eS¢ ,-‘ rlahydiogamse véi sy tham gia déng thoi cla dang oxy hoa clia nicotinamide
cjed fide (NAD').Trong diéu kién dudng cao, lién trinh polyol dugc gia tang va chiém
n 30% samBham chuyén hbaglucose.
Ca nghiéncLirud'lnIhéyvi&cténgcuﬁr@hnatirhtiénmwlydgaylﬁnnﬂmﬂcacﬁimbém
chuyén hoa cb thé lam ting cac biéncthimchk&dﬁmﬁudmwMﬁﬁnm.nﬂv&
I Mn,c&gnhue&cbi&ndﬁmmchhnbaogémntaﬁwﬂwmﬂd@tm.ﬁmmﬁngmva
tang hoat tinh khir aldose gy ra qué trinh tich 10y sorbitol va ting finh thim 1€ bao, gay thiu myo-
inosital, Tur 36 [m gidm hoat tinh sodium-potassium adenosine triphosphate va fam thay ddi chuyén
hbaﬁbﬂovacéummng,S\Imﬁwanbéngmyhéa-kmﬁymdowmgwwmfcbﬁ
| iarnhnalhéapmteinkinaseréﬁnhmamcécgécoxﬂnalﬁrhva:&sénphSmsawﬂhﬁa_thua_t
| haapminkinasecyatangbiéumanbématcuacacmnm;énuétmim.mooomégiam
qué trinh xavta ddng mach.
Vi (rc ché men khil aldose cb thd khiic phuc céc réiloan chuyén hoa lién quan dén tién trinh polyol va
| bénh hoc ¢iia céc bién chiing do idu duang.
DUGC BONG HOC
Thmcéctailieummnqdénwdungduqccépphépcmepwesmrﬂgdat&damm&m:a
3.9ug}n‘id@tﬁugckrnéngigiasaukhiuérlgiiéuﬁﬂn\gsaukﬁinﬁngm'krﬁem,&nﬁd\dm
congnﬁmdb-&ﬂigian{hucwm5.4pghourfnﬂ.&1w§nrﬁaaiawﬁcéyméganmﬁcplﬁl
ng pha 1 va pha 2. Trungqu&ﬁnhchuyénhéapmtwalmslalduu:dménmb('aquérinh
hydmxylhéamanhESinphSmchuyénmalacéchwdélﬂ@ngnwohrdmyvadﬂydm:y.cac
enzyme tham gia vao qua trinh chuyén héa pha 1 chua duoc xéc dinh 1. Céc chit chuyén héa pha 1
sau db dugc chuyén hoa bﬁcacphénimgtrongpmznomcacdargliénhélghwmnﬂevasulaa
Epalrestat nguyén dang Mgmwénmdmwiﬂmwﬁumwdﬂmmma
clia 2 sn phdm chuyén hoa. Epalrestal cd 1 1@ lién két proten cao (2 90.1%. Chua cb nghién clu vé
dmcdgnghpccaaepa:reatawénnanhnénbenhnrﬁnwganmétm,mbemmﬁudm
hodc bénh nhan cao tudi. Chita ¢6 fuong thc thudc ndoval epairestat duoc B30 cio
CHIBINH
[ Phéng ngia vA diéu tr cAc bién chimg thén kinh do tiéu dudng: C4i thign cAc triéu ching chil quan di
kém cAc t8n thuang thn kinh ngoai vi(cam giac 1 bi, dau busst), rdiloan cam giac rung.
LIEU LUGNG VA CACHDUNG

E£PALREST duoc ding dusng udng, lisu thong thueng véi ngudi ln 50 mgilan, 3 Bningay, udng trutc
khidn.

Liu luong c6 thé dudc diéu chinh Wy thubc inh trang bénh tat, tudi tic. Thai gian digu tr téi thidu 4é dat
duoc higu qua clia epalrestatia 12 udn.

CHONG CHIBINH

Clﬂ\gcl'l’dinhchobénh ha q o [ ¥ "‘Ep iraetat

LUUY/ THAN TRONG KHI SUDYNG

| Hibu qua clia thudc chua duge {higt 1dp & nhiing bénh nhan biéin chung thin kinh ngoai vi do tiéu dudng

| Kkhong cb kha niing héi phuc, do db nhing banh nhan ndy cin duoe theo dbi trong qud trinh s dung

| thuse, cb thé thay thé phuong phap didu tr khic thich hop hon néu iéu qud diéu 1 chua duce ghi nhdn W
sau khi sirdung thutc trong 12 tudn,

Vidc st dung epalrestat & bnh nhan suy gan hofic thiin chua duoc danh gid ddy dd, tuy nhién néng d&
men gan tang c6 thé gla ting néng @ creatinin huyét thanh va ure huyét
Khi it dung thude nude 16u co thé bién mau thanh ndu vang hodc 86, tuy nhién khang gy dnh hudng
i sic khde,

TUONG TAC THUGC

Chusa cb tuong tAc thufic duoe béocéo.

PHUY NUMANG THAI VA CHO CONBU

Epalrestat khng néim trong danh muc thubc chéng et/ dinh cho phu nd mang thai, tuy nhién cn can
nhéc s dung thude khi Ieh fch didu tr vugt bl hon nguy ca il ro cb thé %3y ra di voi thai do viéc sUf
dyng thube. Cén trénh st dung thudic khi dang choconbu
TAC DYNG KHI DIEU KHIEN XE VA VAN HANH MAY:

. Khdnig cb ta igu béo céo,
| TAG DYNG KHONG MONG MUON

Céc thc dung khong mong mubn da dugc bdo cho & 129 (2.5%) trong t3ng s6 5249 bénh nhan. Cac
tridu chimg duge bdo cho cu hé bao gbm: 81 loan chuc nang gan (23 2%), budn nén vahodc ndn
{10.6%), da day knd chiu {7.7%). ndi ban & da (4.9%), 18 loan chic nang than 2 8%), 1€ bi {4 2%}, phis
(4.9%), tiéu chiy (5.6%), cAc triu ching khdng déc higu khac (51%) Khang cé tniong hap ndo xdy @
dmicdondng,
AtEU VA XU TR
Khéng cb tai iéu bao co

Théng bio cho bic s1 nhing tic dung phy g2p phal trong qué trinh sif dyng thude.

BA0 QUAN: Bio quanthusc ncikno mél, anh &nh séng, tiét dd dudi 30°C
HAN DUNG: 36 thang ké ti ngay sin xudl
TIEU CHUAN: TCCS

THUGC cHi DUNG THEO DON CUA BAC 5Y
DE XA TAM TAY TRE EM
| aocx?mﬂmniﬂsﬂwmmuac KHI DUNG
NEU CAN THEM THONG TIN HOI ¥ KIEN cUA BAC 5V, DUGC 8Y
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