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Hép 30 vién Alu/Alu

Hop 3 vix 10 vién nén bao phim

SIMVERAL

EPALRESTAT 50 mg

Epalrestat <
TR ool wvira i 1 vién nén bao phim
Chi djnh, céch ding, chéng chi dinh va céc thong tin
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TO HUONG DAN SU DUNG THUOC

RXSIMVERAL

Dé xa tam tay tré em
Poc kj hieéng dan sir dung trude khi ding
Thudc nay chi ding theo don thudc

Thanh phin cong thirc cho 1 vién

Thanh phan hoat chét: Epalrestat 50 mg

Thanh phan t4 dugc: Mannitol, croscarmellose sodium, hydroxypropyl cellulose,
magneasi stearat, aerosil, hypromellose, PEG 6000, titan dioxid, talc, sunset yellow
lake.

Dang bao ché

Vién nén bao phim.
Mo ta dang bao ché: Vién nén bao phim mau cam, hinh tru tron, duong kinh 7 mm,
thanh va canh vién lanh lan.

Chi dinh

Cai thién céc triéu chimg chi quan (cam giac té bi, dau), rdi loan cam giac rung, thay
ddi nhip tim bét thuong lién quan dén bénh than kinh ngoai bién do tiéu duong (khi chi
s6 hemoglobin glycated & mirc cao).

Liéu dung, cach diung

Liéu diing

Nguoi lon

Liéu thong thuong: Udng 50 mg/lan, 3 1an/ngay.

C6 thé chinh liéu theo tudi va tinh trang cua bénh.

Bénh nhdn suy gan, suy thdn

An toan va hiéu qua cta thudc chua duge thiét 14p & nhom bénh nhéan nay. Tuy nhién,
nong do enzym gan ting va gia ting ndng do creatinin huyét thanh va ure huyét da
dugc ghi nhan.

Tré em va thanh thiéu nién
An toan va hiéu qua cua thudc chua duoc thiét lap ¢ tré em va thanh thiéu nién. Do
véy, khong nén dung thude cho nhém bénh nhan nay.

Cach dung
Dung dudng udng. Ubng thude trude khi an.
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Chéng chi dinh

Qué min véi epalrestat hodc bt ky thanh phan nao cua thude.
Tré em va thanh thiéu nién.

Canh bo va than trong khi dung thudc

Can nhéc ap dung cho bénh nhan cé chi sé hemoglobin glycated cao ngay céa sau khi
didu tri bing liéu phap an kiéng, liéu phap tap thé duc, ubng thudc ha duong huyét,
insulin, ... ddy la nhitng diéu co ban trong diéu tri bénh tiéu duong.

Chi s6 hemoglobin glycated & bénh nhéan sir dung thubc nay phai la HbAlc (gia tri
NGSP) tir 7,0% trd 1€n (gia tri JIDS 6,6% trd 1€n).

Hi¢u qua ctua thude chua duge thiét l1ap & nhitng bénh nhan méc bénh than kinh ngoai
bién do tiéu duong khong hdi phuc.

Bénh nhan nén dugc theo doi can than trong qué trinh diéu tri, néu khong thdy hiéu
qué sau 12 tudn sir dung, hay chuyén sang phuong phap diéu trj thich hop khéc.

Str dung thude nay co6 thé lam cho nude ti€u chuyén sang mau nau vang hodc do, co6
theé anh huong dén xét nghiém bilirubin va ceton trong nudce ticu.

Canh bao ta duwoc
Thudc chira sunset yellow, c6 thé gy cac phan tmg di tng.

Sir dung thudc cho phu nit c6 thai va cho con bu

Phu nir ¢6 thai hodc phu nit c6 thé mang thai chi nén str dung thudc khi loi ich diéu tri
vuot troi hon nguy co rui ro cho thai nhi.

Nghién ctru trén d(f)ng vat (chuot céng) cho théy thudc di vao sita me. Do do, khong
cho con bu trong thoi gian dung thudc.

Anh hwéng ciia thuoc 1én kha niing lai xe, van hanh may méc

Epalrestat c6 thé gdy chong mat, budn ngu, dau nhirc chén tay, ... diéu nay c6 thé anh
hudng dén kha ning lai xe va van hanh may moc.

Twong tac, twong ky ciia thudc

Chua c6 trong tac thudc nao vai epalrestat dugc bao cdo.
Khong c6 cac nghién ctru vé tinh twong ky cuia thude, khdng tron 1an thude nay véi cac
thudce khac.

Tac dung khéng mong mudn (ADR) ciia thube

Trong cac nghién ciru 1am sang, cac tic dung khong mong muén da duoc bao cdo &
149 (1,4%) trong téng sb 8498 bénh nhén. Cac triéu chirng dugc bao cdo bao gém: R6i
loan chtrc nang gan nhu ting AST, ALT (0,4%), dau bung (0,1%), budn nodn (0,1%) va
kho chiu (0,07%).
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Cac tac dung khong mong mubn nghiém trong: Gidm tiu cdu (chua ro tan suat); co
thé xay ra viém gan toi cdp (chua rd tan suét), roi loan chirc ning gan kém theo ting
dang ké AST/ALT (dudi 0,1%), vang da (chua 1 tan sudt), suy gan (chua rd tan sudt).

Céc tac dung khong mong mudn khac:

ADR 2 0,1% ADR <0,1% Chua rd tan
va < 0,5% suat
Phan Ung Phat ban, ngtra, ban d6, mun nudec...
qua man
Gan Tang AST, | Tang bilirubin
ALT, y-GTP...
Hé tiéu | Pau bung, budn | Nén, tiéu chay, chén an, day bung, | O nong
hoa nodn tdo bon
Than Tang nito-ure mau, tdng creatinin Tiéu it, tiéu rat
Mau Thiéu mau, giam bach cau
Khéc M¢t moi, chong mat, nhirc dau, cung | Té, rung toc,
khdp, suy nhugc, dau nhirc chén tay, | ban xudt huyét,
kho chiu & ngue, hdi hop, phu, nong | ting creatine
birng kinase, sot

Huéng dan cdch xir tri ADR
Néu xay ra tac dung khong mong mudn nghiém trong, nén ngimg thudc va thong bao
ngay cho béc si diéu tri.

Théng bdo ngay cho bdc sy hodc dwoc sy nhitng tac dung khong mong muon gap
phdi sau khi sir dung thuoc

Qua liéu va cach xir tri

Qué lidu: Khong c6 dir liéu vé st dung thude qua liéu, khong dung qua liéu chi dinh
ctia thude.
Céch xir tri: Tich cuc theo doi dé co bién phép xtr Iy Kip thoi.

Duwoec luc hoc

Co ché hoat dong: Thudc e ché aldose reductase va ngan chin su tich tu cta sorbitol
trong té bao than kinh, do d6 cai thién cac triéu chimg chti quan va rbi loan chirc niang
than kinh lién quan dén bénh ly than kinh ngoai bién do tiéu duong.

Dwgc dong hoc

Sau khi 10 ngudi 16n°khée manh uéng mot lidu duy nhat 50 mg epalrestat trudc dn 30
phut, ndng do dinh trong huyét trong dat 3,9 pg/ml sau 1 gio. Thoi gian bén thai trong
huyét trong 1a 1,8 gid va ndng do trong huyét twong dat 0,37 pg/ml sau 4 gio.

Céc chat chuyén hoa chinh trong nudc tiéu 1a dang lién hop sulfat ciia monohydroxylat
va dihydroxylat khi vong benzen cta ching bi hydroxyl hoa.
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Ty 16 lién két protein huyét thanh & ngudi 1a 90,1% (in vitro, cin bang thim tach).
Qui cach dong goi

Hop 3 vi, 5 vi, 10 vi x 10 vién, vi PVC/nhom.
Hop 3 vi x 10 vién, vi nhdm/nhom.

Piéu kién bao quén: Noi kho, tranh anh sang, nhiét do dudi 30°C
Han diing: 36 thang ké tir ngay san xuét.

Tiéu chuén chét lwgng: Tiéu chuan co s&

Tén, dia chi ciia co sé san xuét

Cong ty C6 phan Duge Trung Uong Mediplantex

Tru sé: S6 358 duong Giai Phong, phuong Phuong Liét, quan Thanh Xuén, thanh phd
Ha Noi

San xuét tai: Nha may dugc phidm sb 2: thén Trung Hau, xa Tién Phong, huyén Mé
Linh, thanh ph Ha Noi
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