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BAO QUAN : Mol kné, Tiéu chufin 1 TCCS
nhiét o khong qué 30°C.
Tranh dnh sdng. SBK / Reg. No.
Sdn xudt g
BE XA TAM TAY CUA TRE EN WMuu
8.6)
mmﬂm L& 2.01-07-0% KCN tung KCX Tan Thedin,

Q.7, Tp.Hé Chi Minh
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DOSAGE - ADMINISTRATION -
PRECAUTIONS - BIDE EFFECTS :

Acarbose 25 mg
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STORABE : Keep in a dry place,
do not store above 30°C.
Protect tom light

KEEP DUT OF REACH OF CHILDREN

READ CAREFULLY THE LEAFLET
BEFORE USE

SPECIFICATION : Manufacturer's
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TO HUONG DAN SU'D UNG THUOC

Rx Thude bén theo don
Vién nén bao phim SaVi Acarbose 25
CONG THUC
Acarbose ... .25 mg

Ta dugc vira du . ..1vién
(Tinh bét bién rm}r 1500 celuiose vi rmh thé 102,
magnesi stearat, silic dioxyd keo, hypromelose
6CPS, hypromelose 15CPS, polyethylen glycol 6000,
titan dioxyd, talc, FD&C blue 1)

DANG BAO CHE
Vién nén bao phim.

DUQC LY VA CO CHE TAC DUNG

Acarbose la mét tetrasacharid c¢é tic dung lam ha
glucose huyét, ¢ ché enzym alpha-amylase & tuy va
enzym alpha- glu0031dase rudt dac biét 1a sucrase, lam
chdm tiéu héa va hip thu carbohydrat. Két qua la
glucose huyét lang ch@m hon sau khi an, giam nguy co
ting glucose huyét, va ndng dé glucose huyét ban
ngdy dao dong it hon. Khi dung liéu phdp mot thubc,
acarbose lam giam ndng d0 trung binh ciia hemoglobin
glycosylat (vao khoang 06% dén 1%). Giam
hemoglobin glycosylat twong quan véi giam nguy co
bién chimg vi mach & ngudi déi thdo duomg. Acarbose
khong trc ché men lactase va khong gdy mat dung nap
lactose.

Trai v6i cac thubc chéng dai thio dudng sulfonyluré,
acarbose khong lam ting tiét insulin. Acarbose ciing
khong gay giam glucose huyét lic déi khi dung don trj
liéu & ngudi. Vi co ché tic dung ciia acarbose va clia
thudc chong dai thao duong nhém sulfonyluré, nhém
biguanid khdc nhau, ching cé tdc dung cdng hop khi
dung phdi hop; acarbose ciing lam giam tdc dung tang
cdn va giam tdc dung hudng dén insulin cua
sulfonyluré. Tuy nhién, vi acarbose chi yéu lam chdm
hon la ngan can hép thu glucose, thudc khong lam mét
nhidu calo va khong gdy sut cdn & ca ngudi binh
thudng va ngudi déi thdo dudmg. Acarbose c6 thé
thém vao dé gitp cai thién kiém soét glucose huyét &
nguoi bénh diéu tri it két qua bing céc lidu phap thong
thuong.

DUQC PONG HQC

Hép thu: Sau khi ubng, phan 16n acarbose luu lai trong
dng tiéu hoa dé dlro'c cac enzym tiéu héa va vi khuin
chi duomg rudt chuyén héa. Dudi 2% liéu udng dugc
hép thu duéi dang thubc ¢6 hoat tinh; trong khi do,
khodng 35% liéu ubng dugc hip thu chim dudi dang
chét chuyén héa dugc tao thanh trong dudng tiéu héa.
Nbng d6 dinh trong huyét twong cta acarbose dat duge
trong khoang 1 gio va cua céc chét chuyén héa dat
duge tir 14 - 24 gitr sau khi udng.

Chuyén hoa: Acarbose duoc chuyen héa hoan toan ¢
dudmg tiéu hoa, chil yéu do vi khuan chi dudng rudt va
mdt lugng it hon do enzym ti€u héa. it nhit 13 chit
chuyén hoa di dugc xac dinh.

Thai trir: thoi gian ban thai acarbose hoat tinh trong
huyét twong khoing 2 gid; nhu vdy, khéng c6 hién
twong tich Iiiy thubc khi ubng 3 1in mdi ngay. Khoang

51% liéu ubng thai trir qua phan duéi dang acarbose
khéng hép thu trong vong 96 gio. Khoang 34% lidu
udng thai trir qua thin du{n dang cac chat chuyén héa
hép thu. Duéi 2% liéu uong thai trir qua nuéc tiéu
dudi dang acarbose va chit chuyén héa hoat dong.

CHI PINH

Thudc dugc chi dinh dé didu trj ddi thdo duong khong
phu thudc insulin (dai thao dudng typ 2) & bénh nhén
khong kiém soat duqc bang ché d6 an don déc hoic
ché do an két hop thube diéu trj dai thao duong dudng
udng.

LIEU LUQONG VA CACH DUNG

Thuéc nay chi diing theo si ké don ciia béc si
Cach ding:
Dung dudng ubng. Ubng acarbose vao déu bira in dé
glam nbng do glucose huyet sau an.
Liéu phai do thdy thuéc didu chinh cho phit hop timg
truémg hop, vi higu qua va dung nap thay ddi tuy timg
ngudi bénh.
Vién thubc phai nhai cling véi miéng an ddu tién hoic
nudt ca vién cung vdi it nude ngay trude khi an.
Muc tiéu diéu tri 1a giam glucose huyét sau khi an va
hemoglobin glycosylat vé mirc binh thuimg hozc gin
binh thudng vdi liu acarbose thip nhat, hoac ding mot
minh hodc phdi hop vm thuﬁc chong dai thao duc’m

chinh lidu pha: dinh lugng glucose mot gn‘f sau khi an-
dé x4c dinh sy ddp g diéu trj va liéu tbi thidu c6 téo:\ o
dung cua acarbose. Sau d6, theo dai hemoglobm\c-
glycosylat khoang 3 thing mét lan (thai gian song cla \">

hong cau) dé danh gia kiém soat glucose huyét dai han.
Liéu hegng:

Liéu ban diu thudng ding cho ngudi 1én: 25 mg/lin, 3
lﬁnfngé,y. Dé giam bét cac trigu chimg vé tidu héa, c6
thé bat diu 25 mg ubng mot 1in mdi ngay rdi ting din
lidu cho t&i 25 mg/lan, ubng 3 lin/ngay, néu dung nap
dugc.

Liéu duy tri: Khi da dat duoc lidu 25 mg/lan, ngay
ubng 3 l4n thi cir cach 4 - 8 tudn lai diéu chinh lidu
dira theo ndng d¢ glucose huyét 1 gid sau bira in va
kha nang dung nap thudc. Lidu lrgng c6 thé ting tir 25
mg/lan, ngay ubng 3 lan cho t&i 50 mg/lan, ngay uéng
3 lan (néu can nang cia nguoi bénh < 60 kg) hoac 100
mg/l4n, 3 1in mdi ngay (néu can ning clia ngudi bénh
trén 60 kg). Liu duy tri thuong dao déng tir 50 - 100
mg/l4n, ngay ubng 3 lan.

Truomg hop glucose huyét sau in hoic hemoglobin
glycosylat khong giam thém nira khi da dung lidu 200
mg/lén, ngay ubng 3 1an, nén can nhic giam liéu. Phai
duy tri lidu ¢6 hiéu qua va dung nap duogc,

Nguwoi gia: Dung nhu lidu clia ngudi 16n, khéng cin
chinh liéu.

Tré em: Higu qua va an toan ciia thubc & tré em va
thanh thiéu nién chua dugc thiét lép, khéng diung
thude cho bénh nhan dudi 18 tudi.
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CHONG CHI PINH

Qué mén voi acarbose hay bat ky thinh phin nao cua
thude

Nguoi déi thio dudng typ 2 duéi 18 tudi.

Ngudi mang thai hojc dang cho con bi.

Viém nhiém duodng rudt, dic biét két hop véi loét.

Do thudc c6 kha ning tao hoi trong rudt, khﬁng nén
dung cho nhimg nguoi d& bj bénh ly do ting ap luc 6
bung (thoat vi).

Bénh nhin ¢6 bénh du(’.mg rudt man tinh (réi loan tiéu
héa hofic hép thu), ban tic ruét hoic d& co nguy co tic
rudt.

Bénh nhén suy thén, c6 do thanh thai creatinin < 25
ml/phit.

Nhitng trudmg hop suy gan, tdng enzym gan.

Ha dudmg huyét.

Déi thdo dudng nhiém toan ceton.

THAN TRONG KHI DUNG THUOC

Acarbose khdng c6 tic dung khi ding don doc &
nhﬂ'ng ngudi bénh dai théo dudng c6 bién chimg
nhiém toan, tdng ceton hodc hon mé; & nhiing truong
hop nay, phai ding insulin.

Acarbose khong géy tut glucose huyét truéc va sau an
khi ding don ddc. Tut glucose huyét khéng xay ra &
bénh nhan dung metformin don dgc liéu thong thudng.
Acarbose két hop metformin khong lam ting kha ning
gdyra hlf;n trong tut glucose huyét.

Khi didu tr1 tut glucose huyét (nhe hay trung binh), ding
glucose uong (dextrose), khong dung sucrose (dudmg
mia) vi hép thu glucose khong bi trc ché boi acarbose.
Tut glucose huyét ning phai truyén glucose tinh mach
hodc tiém glucagon.

Khi bénh nhan tiéu duong bi stress nhu sét, chin
thwong, nhiém tring hoc phiu thuit, mit kha ning
kiém soat glucose huyét tam thoi c6 thé xay ra. Trong
trudng hop nay, nén dung insulin.

Pap img diéu tri véi acarbose nén dugc theo ddi bing
xét nghiém ndng dd glucose huyét dinh ky. Giam sét sy
kidm soét glucose huyét lau dai nén theo doi bing do
ndng d6 hemoglobin glycosylat. _
Acarbose lidu cao (I6n hon 50 mg, 3 lin/ngdy) c6 thé
lam tfmg transaminase huyét Lhanh va ting bilirubin
mau (hiém gap). Nén kiém tra ndng d¢ transaminase
huyét thanh ba thang mdt 14n trong nim dAu tién diéu tri
véi acarbose va kiém tra theo dinh ky cic nam sau. Néu
ndng d transaminase huyét thanh cao thi nén giam liéu
hoic ngung diéu tri véi acarbose, dic biét trong trudmg
hop ndng d§ transaminase huyét thanh cao kéo dai.

O ngudi tinh nguyén thir 1am sang c6 bénh suy than,
ndng do trong huyét twong ciia acarbose tang theo mirc
dd suy than. Chua c6 thir nghiém lam sang & ngudi
suy thdn co néng d¢ creatinin > 2,0 mg/dl, vi véy
khéng chi dinh acarbose cho nhitng ngudi bénh nay.
Sulfonyluré hogic insulin c6 thé gay tut glucose huyét
Két hop acarbose véi sulfonyluré hogc insulin cé thé
lam giam manh glucose huyét va ting kha ning tut
glucose huyét. Néu tut glucose huyét xay ra thi nén
didu chinh liéu cta cac thubc. Rat hiém nhung da c6
trudmg hop séc tut glucose huyét & ngudi bénh dai
thao dudng didu tri k&t hop acarbose véi sulfonyluré
va/hodc insulin.

TUONG TAC VOI CAC THUOC KHAC, CAC
DANG TUONG TAC KHAC

Trong khi diéu trj béng acarbose, sucrose (dudng mia)
va thirc dn chira sucrose thuong gy khé chju ¢ bung
hofic ¢6 khi tiéu chay, vi carbohydrat ting lén men &
dai trang.

Acarbose c6 thé can try hép thu hosc chuyén héa sit.
Co ché tic dung ciia acarbose va ciia cic thube chéng
déi thdo duong sulfonyluré hoic blguamd khéc nhau,
nén tac dung cta ching dbi véi kiém soat glucose
huyét ¢6 tinh chit cong huéng khi dung phdi hop. Do
dé co thé gdy tut glucose huyét.

Mot s6 thubc c6 thé 1am ting glucose huyét gy mat
kiém soat glucose huyét. Nhimg thuéc nay bao gbm
thubc loi tidu thiazid va cac thubc loi tleu khéc,
corticosteroid, phenothiazin, hormon tuyén giap,
estrogen, {huéo ngua thai, phenytoin, acid nicotinic,
thude kich thich thin kinh giao cam, chen kénh canxi
va isomand Khi chi dinh nhimg thudc trén cho bénh
nhﬁn tiéu dudng dang diéu trj v6i acarbose, bénh nhan
cén dugc theo ddi chit che. Khi nglng s dung cac
thuéc trén & bénh nhan tiéu dudmg dang diéu trj voi
acarbose két hop v&i sulfonyluré hoZc insulin, bénh
nhin cin duoc theo doi chidt ché hién twong tut
glucose huyet

Céc chét hip phu & rudt (than hoat) va céc ché phim
chira enzym tiéu hoa chira enzym cét carbohydrat (nhu
amylase, pancreatin) c6 thé lam giam tic dung cia
acarbose, khong nén sir dung dong thoi.

Acarbose c6 the anh hudmg dén sinh kha dung cia
digoxin do do cin phai chinh lidu dlgnxm

Dung dong thdi acarbose véi neomycin c6 thé giy ha
glucose huyét sau &n va tang kha nang, muc do
nghiém trong ctia céc tdc dung phu trén duodng tiéu
héa. Néu cdc tac dung phu nghiém trong, giam lidu
acarbose.

Colestyramin c6 thé lam ting tic dung ha glucose
huyét ctia acarbose, dic biét 1a ha glucose huyot sau
an, vi viy khong nén sir dung ddng thoi hai thude.

SU DUNG CHO PHU NU CO THAI VA CHO CON
BU
Thei ky mang thai

Tinh an toan cia thudc acarbose & phy nit mang thai
chua dugc thiét 1ap. Cac nghién ciru trén chudt, véi lidu
480 mg/kg (ghp 9 14n lidu & nguei, dyra trén lugng thube
trong mau), cho lhéy thudc khéng anh hudng dé;l kha
ndng sinh san va gdy quai thai. Trén thd, cac ket qua
cho thiy trong luong cta thé me giam va ting nhe sé
lugng phoi mat. Trong lugng cla thd me giam coé thé do
hoat ddng duoc luc ctia acarbose lidu cao. Tuy nhién,
thuc khong giy doc phdi thai tho & lidu 160 mg/kg
acarbose (twong (mg gip 10 l4n liéu & ngudi, dya trén
dién tich bé mit co thé) va khong gdy quai thai & lidu
gﬁp 32 lan lidu & ngudi (dua trén dién tich bé mit co
thé). Tuy nhién, chua c6 nghién ciru dy du va c6 kiém
soat clia acarbose ¢ phu nit mang thai. Cac nghién ciru
trén dong vét khong luén tién dodn duoc hét cic tic
dung trén ngudi, do dé thube nay chi ding cho phu nir
c6 thai khi that cin thiét. Cac bing chimg cho thiy ring
ndng 6 glucose huyét bit thuong khi mang thai lam
ting ty 1é cac di tit bAm sinh va ting ty 18 mic bénh, tir
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vong ¢ tré so sinh. Cic chuyén g:a khuyén sir dung
insulin trong thai ky aé duy tri ndng d6 glucose huyét
cang gén binh thuomg cng tot.
Thoi ky cho con bi

Mot lrong nho phéng xa da duge tim thﬁy trong sira clia
chudt me sau khi udng acarbose dénh diu phéng xa.
Khéng biét' thmfoc c6 tiet vao sira me hay khéng. Do c6
mot so thudc tiét vao sira me, nén chdng chi dinh thudc
cho nguoi dang cho con bu.

Théng bdo cho Bdc si nhitng tdc dung khéng
mong mubn gdp phii khi sir dung thudc.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)
Pa s cac tac dung khéng mong mudn la vé tiéu héa.
Rt theong gdp, ADR > 1/10
Tiéu héa: Pay bung.
Thuong gép, 1/100 < ADR < 1/10
Tiéu héa: Phan ndt, tiéu chay, budn nén, bung truéng
va dau.
It gdp, 1/1000 < ADR < 1/100
Gan: Tang enzym gan.
Da: Ngira, ngoai ban.
Tiéu héa: Budn nén, ndn, khoé tiéu.
Hiém gdp, 1/10000 < ADR < 1/1000
Gan: Vang da.
Réi loan mach mau: phi né.
Khac: ;
Maéu va hé bach huyét: Giam tiéu ciu.
Hé mién dich: Man cam véi thude, phat ban, ban do,
may day.
Tiéu héa: Tc rudt, v& nang khi thanh ruét.
Gan: Viém gan.
Da: Hoi chimng ngoai ban mun mi toan thén cip tinh
(AGEP — Acute Generalized Exanthematous
Pustulosis).

Hudng dén cdch xir tri ADR

Téc dung khong mong mubn vé tleu héa c6 thé giam
khi van tiép tuc diéu tri va chi cin giam luong duong
an (dudng mia).

pé giam thidu cac tac dung phy v& tidu héa, nén bit
d4u diéu tri bing liéu thip nhﬁt va ting din cho t6i khi
dat dugc két qua mong mudn.

Khéng ding thuéc chéng acid dé diéu trj céc tac dung
phu vé tiéu hoa nay.

TAC PONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC

Chua c6 bao céo vé anh huéng ctia thubc 1én kha ning
vén hanh mdy méc, l4i tau xe, nguoi lam viéc trén cao
va céc trudong hop khéc.

QUA LIEU VA XU TRi

Céc triéu chimg qua lidu thuomg biéu hién trén hé tiéu hoa.
Diéu tri triéu ching céc rbi loan tiéu héa (tiéu chay).
Tranh ding thic udng hay thic #n c6 chira
carbohydrat trong 4 dén 6 gir sau khi qua liéu.

PONG GOI:

Hop 10 vix 10 vién.

BAO QUAN:

Bao quan & noi khd, nhiét d khong qua 30 °C. Tranh
dnh sang.

TIEU CHUAN AP DUNG:

Tiéu chuan co so.

HAN DUNG: 36 thang ké tir ngdy san xuét

Pé xa tzim tay cia tré em.
Doc kj hwong dan sir dung trwde khi diing.
Néu cin thém théng tin, xin héi y kién Bc si.

TRACH NHIEM TRON VEN

San xuat tai:

CONG TY CO PHAN DUQC PHAM SAVI
(Sawvipharm j 5 () :
L6 Z.01-02-03a Khu Céng nghiép trong Khu Chd
Tén Thuin, Phudng Tan Thudn Pong, Q.7, TP.HCM
PT: +84 8 37700 142-144

Fax: +84 8 37700 145

Tp. H6 Chi Minh, ngay /7 thang 4 nim 204+
Tong Glam dbe
el




