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1. NhEn truc ti6p
- Vf 10 vi6n n6n.

2. Nhdn trung gian:
- HQp 3 vix 10 vi6n n6n.
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Td r{rIoNG DAN srl otrxc rnu6c
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ARBOSNEW 50

ThuSc niry chi dtng theo tlon thu6c
Dqc W hu6rrg din sfr dBng trurfc khi dtng
D6 xa tAm tay trd em

Thirnh phfln c6ng thfc cho I vi6n:
Thenh ph6n ho4t ch6t:

M5i vien ARBOSNEW 50 chria 50 mg Acarbose

Thanh phan ta dugc:

Lactose monohydrat, Microcrystallin cellulose 101, Povidon K30, Croscarmellose natri
Magnesi stearat.

D?ng biro ch6: Vi€n n6n mdu tr5ng, mQt mflt ton, mQt m4t c6 vach ngang be d6i dugc, duong kfnh 7 mm.

Chi ilinh: Thui5c ndy chta acarbose dtng:
- Eon tri liQu: Nhu mQt thu6c phg trg ctrti A9 dn vd tfp luyQn aC OiAu tri d6i thrio ituong typ 2

(kh6ng phr,r thuQc insulin) o nguoi ting glucose m6u (dac biqt tang glucose m6u sau khi dn)
kh6ng ki6m so6t ducr. c chi bang ch6 dO en vi t{p luyQn.

- C6 thC phOi hgp voi c6c nh6m thu6c kh6c (sulfonylur0 hoflc biguanid ho{c insulin) voi chti dQ

[n vd t4p luyQn AC aat dugc mqc ti6u tli6u tri d6i th6o duong Wp 2.

C6ch dtng,Iidu dtng:
Cich dtng:
- UQng acarbose vdo dAu bta [n d0 giam n6ng tlQ glucose m6u sau an. Li€u phai do thAy thudc

diOu chinh cho pht hqp trng trudrng hgp, vi hiQu qud vi dung n4p thay aOi tuy ttmg nguoi
benh. Vi€n thu6c phii nhai cirng voi mi6ng An dAu ti€n ho{c nu6t ca vi€n cirng voi it nudc
ngay tru6c khi en.

- MUc ti6u di0u tri ld ginm glucose m5u sau khi dn vi hemoglobin glycosylat vd mric binh
thudmg hoac gdn binh thudmg.

- Trong qu6 trinh diAu tri ban dAu vd t1i6u chinh li6u ph6i dinh luqng glucose mQt gio sau khi 5n

di5 x6c dinh sU it6p ung tli6u tri vd hAu tOi tfridu c6 thc dpng cria acarbose. Sau d6, theo d6i
hemoglobin glycosylat, kho6ng 3 thrlng mQt ldn (thoi gian s6ng cria h6ng cAu) aC Arintr gia
ki6m so6t glucose m6u ddi h4n.

Lidu dtng:
Li0u dung ph6i duo. c b6c s! di6u chinh dC phu hqp voi tung bQnh nhan, vi hiQu qua vd ttQ dung

a . .A
n4p cira thu6c o c6c bQnh nh6n kh6ng gi6ng nhau.

Trt khi dugc k0 toa theo c6ch kh6c, li6u thuong dring cho ngucri lon nhu sau:

Li6u khoi dAu du.gc {<huytin c6o.li 50 mg/lan x 3 l6n/ngdy, nhtmg d6.giam b& c6c triQu chimg vA

ti€u h6a c6 th6 Uat aAu 50 mgl16n, ui5ng I ho{c2lAnlngdy rOi tang aan ti6u cho toi 50 mg/l6n x 3
lAr/ngdy ni5u dung n4p dugc.

N6u sau 6 d6n S tuen diOu tri, nguoi bQnh chua c6 d6p tmg lAm sang thich hqrp, lieu c6 thiS tdng
l6n 100 mgflan x 3 ldr:/ngdy. DOi khi c6n phdi tdng liCu l6n d6n 200 mg/lAn x 3 l6n/ngdy.

Ni5u gAp bitin chimg kh6 chiu do ph6i tu6n thir nghiOm ng4t chti dO An ki€ng thi kh6ng n6n tdng
li6u hon n[a, md khi c6n c6 th6 phdi giAm li6u theo mrlc d0 nghiOm trgng ctra c6c phan ung phU

vd sy drinh gi6l6m sang cria b6c s! di€u tri.
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Vi nguoi co can n4ng co lguy co bi
li6u cao tr6n

thanh, n6n chi nhtng nguoi
benh tr0n 60 kg mCIl nen dung

Khi glucose huySt sau [n ho{c hemoglobin glycosylat k*r6ng gi6m thOm nta, khi da dung 1i0u 200

mgflan x 3 16n/ngdy, nOn tinh tl6n gi6m 1i6u. Phai duy ti tAu c6 hiQu qui vd dung n4p duo. c.

Arbosnew dugc dtng cho di6u tri ddi hqn li0n tuc.

Nhimg aiii tugnrg tl{c biQt

Ngudi cao tu6i
Kh6ng cdn phii iliOu chinh che Aq h6u dung binh thudrng cira ngucri lcm.

N4ttdi stry thQn

Kh6ng dtng acarbose cho benh nhen c6 d0 thanh thii creatinir<25 ml/phrit 11,73 m2.
Tr€ em vd thanh thiilu niAn

HiQu qui vd sg an todur cta acarbose d tr6 em vd thanh thi6u ni6n chua duo. c thi6t lfp. Khuytin
c6o kh6ng duqc dtng acarbose cho bQnh nhAn duoi t A tuOi.

MQt s5 luu y tlic biQt vd xrfr ly thu5c trufc vi sau khi sfr d+ng thudc:

Kh6ng c6 y6u cAu dac biQt ve xrl l1i thu6c sau khi sri dpng.

ChSng chi tlinh:
- Qu,i m6n voi acarbose ho{c voi cric thanh phan khac cira thulSc.

- Vi6m nhiSm ducrng ruQt, d{c biet ket hqrp voi 1o6t.

- BOnh nh6n tic ruQt ban phdn ho6c c6 nguy co tic ruQt.

- Do thu6c c6 khA n5ng t4o hoi trong ruQt, kh6ng n6n dtrng cho
t1ngdp lgc 6 bgng (tho6t vi).

- Nhirng trucrng hgrp suy gan, ting enzym gan.

- Benh nhdn c6 dO thanh thai creatinin<25 ml/phirt /1,73 m2.

- D6i th6o dudmg nhiSm toan thti ceton.

- Nguoi mang thai hoac dang cho con bf.

Cinh b6o vi thfn trgng khi dtng thu6c:

nhfing nguoi dA bi benh ly do

- Vi c6 ntrirng trucmg hqrp tAng enzym gan n0n cin theo ddi transaminase gan trong qu6 trinh
iliAu trf bing acarbose.

- C6 th6 xhy ra ha glucose m6u khi dtng acarbose ddng thcvi vcvi mQt thu6c ch6ng d6i thSo
dudrng sulfonylurO va./ho{c insulin. Khi <1i6u tri ha glucose m6u, phii dtrng glucose ut5rrg

(dextrose) mi khdng dtng sucrose vi h6p thu glucose kh6ng bi ric ch6 boi acarbose.
* Acarbose kh6ng c6 tdc dung khi dung dcrn dQc o nhirng ngudi benh d6i th6o duong c6 bi6n

r .i
ch(mg nhi6m toan, ting ceton ho{c h6n m6; ho{c khi bi mQt stress (nhu s6t cao, chdn
thuong, phSu thuQt...), 6 nhthrg trudng hW rley, ph6i dung.insulin.

- Thudc ndy chria lactose: Benh nhan c6 v6n 0e Ai truyAn hi6m gap vC kh6ng dung n4p
galactose, thi6u enzym Lapp lactase ho{c k6m h6p thu glucose-galactose kh6ng n6n dtng
thu6c niy.

Sfr dgng thu6c cho phg nfr c6 thai vir cho con brt:

Thdi kj,c6 thai:
Kh6ng n6n dirng acarbose trong thoi kj, mang thai vi kh6ng c6 th6ng tin tir c6c nghiCn cr?u l6m
sang vO viQc srl dpng thu6c ndy 0 php nt c6 thai.

Phg nfr c6 kh6 ndng mang thai hoflc dang sri dung c6c biOn phSp tr6nh thai n6n tham kh6o f ki6n
b6c s! can tnan tru6c khi diAu tri voi thutSc niy.
Chua c6 th6ng tin vC <IQc tinh cira thu6c tr6n thai nhi.

fhdi W cho con bil:
thul5c obiiit acarbose c6 bdi til5t sfra v1 nOn tnffi
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php nt dang cho con bri.

Anh huong cfra thu6c lOn khi ning l6i xe, vfn hirnh miy m6c:

Chua c6 bAng chimg vC antr huong cua thu6c l6n khi nlng l6i xe, vfn hanh m6y m6c.

Tuong t6c, tuong lry cria thuSc:

Tuolrg tic cria thu6c vtfi c6c thu6c khic vir crflc lo4i tuong tic khfc:
Trong khi di6u tri bAng acarbose, thric 5n chria dulng sacharose (dudng tring) thulng gAy kh6
chfu & bung ho{c c6 khi ti€u ch6y, vi hydrat carbon tdng l6n men d d4i trang.

Acarbose c6 th6 can trO h6p thu hoflc chuyiSn h6a sit.
Vi co ch6 t6c dgng cria acarbose vd cria c6c thuiSc ch6ng d6i th6o dulng nh6m sulfonylurO
ho{c biguanid kh6c nhau, n6n tdc dgng cria chring eOi vOi ki6m so6t glucose m6u c6 tinh ch6t
cQng khi dung phdi hqrp.

CAn tr6nh dung ddng thoi voi crlc thu6c khang acid, c6c ch6t h6p phu o ruQt vi ciic enzym ti6u
h6a, vi c6 th6 ldm giam t6c dr,lng cta acarbose.

Neomycin lem tAng tiic dgng gi6m glucose huy6t cta acarbose.

Acarbose ldm ginm trlc dgng cira digoxin do ric chO h6p thu digoxin.
Colestyramin:

-4.Dret ool vol
V19c su dung it6ng thoi colestyramin co the lem tdng titc dung cua acarbose oac

vl9c lem giam insulin sau bta an.

colestyramin. Trong trucrng hqrp hitim ca acarbose va
ph6i chdm soc can thAn vl hi0n tugI€ trOi ung oa
insulin d nhirng nguoi

Tuong ky cria thu6c:

kh6ng mac benh ti€u duong. D

Do kh6ng c6 cfucnghi0n criu vd tinh tucrng ky cira thu6c, kh6ng trQn ffin thu6c niy voi c6c

kh6c.

Tic dgng kh6ng mong mu6n:
Da s6 cfuc t6c dgng kh6ng mong mu6, ld vA ti6u h6a nhu tiOu chiy, dau bgng, dAy hoi, tang
enzym gan, viOm gan. D6 c6 b6o c6o v€ t6c dpng phU g6y phtr, ban d6, vdng da, ngfta, mdy
day.

C6c phan img c6 h4r dugc phdn nh6m theo tin srlit: R6t thuong gflp (ADR > 1/10), thuong gap

(1/10b < ADR < 1/10), it g6p (1/1.000 

= 
ADR < 1/100),4,5* gAp (1/10.000 S AD\ < 1/1.000), r6t

hii5m gflp (ADR < l/10.00b;,; ru,Ong th6 udc luqng tdn su6t dugc liQt kO "Chua r5 tAn su6t".

Thuong gfip
Ti6u h6a: DAy bgng, phdn n6t, ti6u chiy, bu6n n6n, bpng trucrng vd dau.

h sdp
Gan: Test chrlc ndng gan b6t thuong.

Da: Ngria, ngo4i ban.

Hiilm Sqp
Gan: Vang da, vi6m gan.

Mach mriu: Phtr m4ch.

Chua rd tdn suiit
Mriu vi h0 bach huytit: Giem ti6u cAu.

HQ miSn dich: Tdng nh4y cim thui5c vi phan rmg di rmg (ph6t ban, ban d6, n6i ban, n6i mey

dav).

Da vi m6 duoi da: HQi chimg ngo4i ban mgn mri toan thdn c6p tinh (AGEP).

Ti6u h6a: Vi6m ru0t/t6c ruQt, tnrong khi nang ruQt.
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Gan m4t: Vi6m gan.

Sau khi dua thu5c ra thf trudrng, c6c trudng hqp r6i loqn chric nlng gan, chrlc nlng gan b6t
thuong vi t6n thuong gan d6 duo. c brlo c6o. Cdc trudrng hqrp bung phrit viOm gan dua d6n trl vong
cfing dE tlugc b6o c6o, d{c biet le fi Nhat Ban.

Hu6mg din cich xfr tri ADR
Tric dgng kh6ng mong mu5n vA ti6u h6a c6 th6 giam khi v5n tii5p tgc tli6u tri vd.chi.cdn gi6m
lugng <luong An (duong mia). DO gi6m thi6u cfuc tdc dgng phg ve tieu h6a, n6n bit dAu <li€u tri
bing-liAu th6p nhAt vd tlng dAn cho tdi khi d4t ttugc k6t qud mong mu5n.

Kh6ng dtng c6c thu6c khang acid <16 <tiAu tri cfuc tdc dUrrg phU vA tiOu h6a, do thu6c c6 thti it
c6 hiQu qui itiOu trf.
T6n thuong gan, kdm vdng da, tlng aminotransferase huyi5t thanh thuong h6t sau khi ngtmg
thu6c.

Qui lidu vir cich xrfr tri:
Quri liiu:Qu6li6u acarbose c6 thO gdy tdng truong bUng, ti6u chiy, dau bgng, nhung c6c triQu

rfrurg thudng triSt ntrantr ch6ng. Kh6ng gi6ng nhu sulfonylur6 ho{c insulin, qu6 li6u acarbose
kh6ng g6y ha glucose huytit.

X* tri:Trong trudng hqp qu61i6u, khdng n6n cho nguoi bQnh dtng <16 udng hoflc thric [n chria
nhi6u hydrat carbon (polysacharid, oligosacharid vi disacharid) trong 4 - 6 gio.

DSc tinh duqc lgc hgc:

Nh6m dugc lf: Thu6c h4 glucose m6u - chdng it6i th6o duong (ric chiS alpha-glucosidase)

Mfl ATC: A10BF0I
Acarbose ld mQt tetrasaccharid c6 t6c dgng ldm h4 glucose m6u. Acarbose ric chti c6 tinh ch6t
c4nh tranh vd hdi phpc voi cdc eruym alpha-amylase o tpy vd enzym alpha-glucosidase o t6
bdo bdn chAi cria ruQt dac biet le sucrase, lAm chtm ti6u h6a vd h6p thu carbohydrat. K6t qui ld
glucose m6u t6ng cham hon sau khi en, giAm nguy co tdng glucose m6u sau [n, vd ndng dQ

glucose mriu b,an ngdy dao <lQng it hon. Khi.dirng acarbose duy ntr6t ae diAu tri <16i th6o duong
typ 2 cirng cn6 AO in, acarbose lim gi6m n6ng dQ trung binh ctra hemoglobin glycosylat (vdo
kho6ng 0,6 d6n 1%). Giam hemoglobin glycosylat tuong quan voi giAm nguy co bi6n chimg vi
m4ch O nguoi d6i th6o tludng. Acarbose kh6ng ric chl5 lactase vd kh6ng gdy m6rt dung n4p
lactose.

Tr6i v6i c6c thu6c h4 glucose m5u nh6m sulfonylurC, acarbose kh6ng lim tlng tii5t insulin.
Acarbose cfing kh6ng gey gi6m glucose m6u hic d6i khi dung don tri liQu & nguoi. Vi co chi5

t6c dyng cta acarbose vd cria thu6c ha glucose mrlu thuQc nh6m sulfonylurO, nh6m biguanid
kh6c nhau, chirng c6 t6c dgng cQng hqp kni dung ph6i hqrp. Tuy nhiOn, vi acarbose chri ytiu ldm
chAm hon li ng6n cin h6p thu glucose, thui5c kh6ng ldm m6t nhiAu calo trong lAm sdng vd

46"g gdy sgt cdn d,c6 nguoi binh thuong vd nguoi tt6i th6o dudng. Acarbose c6 thO th6m vdo
i16 girip cai thien ki6m so6t glucose m6u o ngudi b6nh tliOu tri it k0t qu6 b[ng crlc liQu ph6p
thdng thucrng.

Dic tinh duqc tlQng hgc:

Hrip thu: Sau khi u6ng, pnan ton acarbose luu l4i trong 6ng ti6u h6a ilO dugc ciic enzym ti€u
h6a vd chir yi5u vi khuAn chi & ruQt chuy6n h6a d6 acarbose ph6t huy t6c dung duoc lf. Du6i
2o/o lidu u6ng dugc h6p thu duoi {ang thg6c c6 ho4t tfnh; trong khi d6, khoang 35% li6u u6ng
duo. c h6p thu chfm ducri d4ng ch6t chuytin h6a dugc t4o thdnh trong tlulng ti6u h6a. NOng d[
dinh cua acarbose trong huyiit tuong: Khoing I gio. N6ng dO dinh cdc chilt chuy6n h6a tiong
huytit tuong: Tir 14 - 24 giir sau khi ,6ng.
ChuyAn h6a: Acarbose dugc chuy6n h6a hodn todn & dudrng ti6u h6a, cht y6u do vi khu.in chf
tluong ruQt vd mQt lugng it hon do enzym ti0u h6a. it ntr6t 13 ch6t chuy6n h6a dd ttugc x6c dfnh.
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Ddo thdi:Nria doi thai tru acarbose ho4t tinh trong
c6 hiQn tugng tfch lfiy thu.Sc khi u6ng 3 lan m5i ngdy.
Khoing 5l% lidu u6ng ddo thii qua ph6n duoi dang acarbose kh6ng h6p thu, trong vdng 96

gio. KhoAn g 34% liOu u6ng ddo thii qua thfn du6i d4ng cdc chdt chuy6n h6a h6p thu. Du6i
2 % lidu u6ng ttdo thii qua nu6c ti6u ducri d4ng acarbose vd ch6t chuytin h6a ho4t dQng.

Quy cdch d6ng g6i: HQp 3 vi x 10 vi6n n6n.

Didu ki$n bio quin, h4n dtng, tiOu chuAn chAt tuq,ng cia thu6c:
Didu kiQn bio quin: pe O nfriet dO duoi 300C, trrinh Am vd rffi s6ng.

H4n dtng cria thudc: 36 thdng k€ tu ngdy sdn xu6t.

Ti6u chuin ch6t luqng: TCCS.

TGn, dia chi cria co sO sin xu6t thuSc:

C0*g ty CP l!ry phlmAglmerphrm
27 Nguytn Thii Hqc, P. M! Bin[ TP. Long Xuydt. An Giang
Sin xuit tei: Chl Fhlnh C6ng ty CP Dngc phlm Agimerphrrm
Nhl mly rln rult Drgc phlrr Aglocxphtro
Du&ng Vfi Trgng Phqry, Kh6m Thgnh An,
P. Mt Th6i, TP. Long Xuy&n, An 6img
'lbL 0296 385?300 Fax: 0296 3857301
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