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KIRESTAB
Vién nén bao phim Epalrestat 50 mg
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BQWH&H sur dung truede khi dimg

Dé xa tam tay tré em

Théng bdo ngay cho bdc st hodc dirge sTnhimg tdac dung khéng mong muon gap phai khi sir dung thuoc

THANH PHAN VA HAM LUQNG

MBOi vién nén bao phim cé chira:

Hoat chiit:

Epalrestat. ... ... 50 mg.

Td dwgc viva dii: Lactose monohydrat 200, cellulose vi tinh thé 101, povidon K30, natri
croscarmellose, silic keo khan, magnesi stearat, Vivacoat PA-1P-000 (thanh phan: talc,
titan dioxid, hypromellose 6, polyethylen glycol 3350, polydextrose), lake of sunset
yellow.

DANG BAO CHE

Vién nén bao phim mau cam, bong lang, khong bong hay dinh chit, hinh tron, hai mét
khum, mdt mat duge dap chim chir “HBP”, mgt mat tron lang, canh va thanh v1en lanh lan.
CHI PINH

Piéu trj cac bién chimg than kinh ngoai bién do dai thao duong:

- Cai thién cdc tri€u chirng chu quan (cam gidc té bi, dau budt)

- Réi loan cam giac rung

- Thay d6i bat thuong nhip tim (khi ¢6 tri s6 glycohemoglobin cao).

LIEU DUNG VA CACH DUNG

Cach dung

Ding duong udng. Udng trudc bira in.

Liéu ding

Ngueoi lon:

Lidu thong thudng 1 50 mg epalrestat x 3 lan/ngay.

Liéu ¢6 thé diéu chinh theo tudi va triéu chimg.

Tré em va thanh thiéu nién:

An toan cho tré so sinh nhe cén, tré so sinh, tré em hodc thanh thiéu nién chua duoc thiét
lap.

CHONG CHI PINH

- Qua mén cam v&i hoat chit hoic véi bat ky ta duoce nao co trong thanh phan cuia thude.
- Tré em va thanh thiéu nién.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Can nhic khi ding cho nhitng bénh nhin c6 ndng do glycohemoglobin cao sau khi d
diéu tri biang ché d6 #n kiéng, tip thé duc, thubc ha duong huyét duong uéng, insulin.. .,
d6 1a co sé cha diéu tri bénh dai thao duong.

- HbAlc (gia tri NGSP) 7,0% hodc cao hon (gia tri JDS 6,6% hodc cao hon) nén dugc sur
dung nhu mdt huéng dan cho glycohemoglobin & bénh nhan dung thudc nay.
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- Hiéu qua chua dugc thiét 1ap ¢ nhitng bénh nhan ¢6 bién ching than kinh ngoai bién
khong hoi phuc do dai théao duong.

- Theo d&i can than trong qué trinh sir dung thudc va chuyén sang phuong phép diéu tri
khac thich hgp hon néu khong thiy hiéu qua sau khi dung thude 12 tuan.

- Duing epalrestat ¢6 thé lam nudce tiéu chuyén sang mau vang niu hodc do do tac dung cia
thude va chét chuyén héa cia no.

- C6 thé anh hudong két qua xét nghiém dinh tinh bilirubin va ketone trong nudc tiéu.

Ta diroc:

San pham nay co chira lactose, do d6 khong nén ding cho bénh nhén ¢6 vén dé di truyén
hiém gap khong dung nap galactose, thiéu hut Lapp lactase hodc kém hép thu glucose-
galactose.

Sunset yellow c6 thé giy phan img di tng.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thoi ky co thai

Phu nir c6 thai hodc phu nir ¢6 kha niang mang thai chi nén str dung epalrestat khi lgi ich
diéu tri cao hon nguy co. Chua thiét l4p an toan lién quan dén dung thudc trong khi mang
thai.

Thoi ky cho con b

Tranh cho con bt trong khi dung epalrestat. Da c6 bao cédo epalrestat di vao sira trong mat
thir nghiém trén dong vat (chuot)

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC o0
Epalrestat c6 thé gay chéng mat, budn ngu, dau nhire chén tay,... didu nay c6 thé anh hudéng T
dén kha ning lai xe va van hanh may moc. ’\f‘? -f
TUONG TAC, TUONG KY CUA THUOC U[gé*:,
Tuwong tac: , : Eﬁ |
Chua c6 tuong tac thuoc dugce bao céo. —
Tuwong ky: ===
Khéng co.

TAC DUNG KHONG MONG MUON CUA THUOC

Epalrestat chia dwge nghién ctru dé xdc dinh tan suét xudt hién tac dung khéng mong
mudn.

Nghiém trong (chira ré tin sui):

Gidm tiéu cau:

Vi giam tiéu cau c6 thé xay ra, nging sir dung epalrestat néu xuat hién cac triéu chimg.
Viém gan dc tinh, roi loan chitc ning gan, vang da, suy gan:

Viém gan 4c tinh, rdi loan chirc ning gan véi su gia ting ro rét ciia AST (GOT) va ALT
(GPT), vang da va suy gan ¢6 thé xay ra. Do d6 can theo dai day di va nén ngung sir dung
thudc trong nhitng trudng hop nhu vay. Nén thue hién cac bién phap phit hop.

Khac:

Qua mén: Phat ban, ngtra, ban do, mun nudc ... Néu xuét hién qua man, thuc hién cac bién
phép thich hop nhu ngung sir dung thude.

Gan: Tang AST (GOT), ALT (GPT), gamma-GTP va tiang bilirubin ...

Tiéu héa: Dau bung, budn nodn, non, tiéu chay, chén an, déy hoi, tdo bon, ¢ nong.

Than: Tang nito ure mau, tang creatinin, giam lugng nudce tiéu, di tiéu thuong xuyén.
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Méu: Thiéu mau, giam bach cau.
Khdc: Mét moi, chong mat, dau dau, ctimg khép, yéu co, dau chan tay, khé chiu & ngue,
danh trong ngue, phii né, bbc hoéa, té bi, rung toc, ban xuat huyét, ting creatinin kinase
(creatinin phosphokmase) sét.

QUA LIEU VA CACH XU TRi

Khong ¢6 dir liéu vé qué liéu epalrestat.

PAC TINH DUQC LUC HQOC

Nhém dige Iy: Chat tre ché men khir aldose.

Mda ATC: Khong co.

Co ché tic dung:

Epalrestat trc ché enzym khir aldose chiu trach nhiém chuyén glucose thanh sorbitol va trc
ché su tich lity ndi bao ctia sorbitol do tang duong huyét. Diéu nay gitip cai thién tinh trang
té va dau & chan tay lién quan dén bénh than kinh ngoai bién do dai thdo duong.

PAC TINH DUQC PONG HQC

Epalrestat dat nong do dinh trong huyét twong 1a 3,9 pg/ml khoang 1 gid sau liéu udng 50
mg & ngudi khde manh trude khi an, dién tich dudng cong ndng dd theo thoi gian (AUC.
») 1a 6,4 pg.gio/ml. Chuyén hoa ciia epalrestat xay ra & gan theo cac phan tng pha 1 va
pha 2. Trong qua trinh chuyén hoa pha 1, epasrestat duoc chuyén hoa béi quéd trinh
hydroxyl hoa thanh hai san phim chuyén héa la cic hop chit dang monohydroxy- va
dihydroxy-. Céc enzym tham gia vao qué trinh chuyén hoa pha 1 chua duge xéc dinh rd.
Céc chét chuyén hoa pha 1 sau d6 duoce chuyén hoa bai cac phan tmg trong pha2 tao ra
cac dang lién hop vai acid glucuronic va sulfat. Epalrestat nguyén dang khéng chgy 3
duoc bai tiét vao nude tiéu cing véi dang lién hop sulfat ctia 2 san phiam chﬁ’?f:i
Epa]restat co ty le llen két protem cao (90 1%). o

trén bénh nhan dai thao ducmg hoac bénh nhén cao tudi. Chtra c6 tuong tac thuoc #0 v&i
epalrestat dugc bao céo.

QUY CACH PONG GOI

Hop 03 vi x 10 vién.

PIEU KIEN BAO QUAN

Béo quan noi kho rdo, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQNG

Nha san xuat.

HAN DUNG:

36 thang ké tir ngy san xuat.

S6 16 san xuat (Batch No.), ngay san xudt (Mfg. date), han dimg (Exp. date): xin xem trén
nhan bao bi.

Sén xudt tai:

Cong ty TNHH Sinh Dwoc phim HERA

L6 A17 Khu céng nghiép Tir Ha, phwong Tir Ha, thi xa Hirong Tra, tinh Thira Thién Hué,
Viét Nam.
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