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SaVi Acarbose 25

Rx Thuéc ban theo don
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Acarbose 25

Acarbose 25 mg

TRACH NHIEM TRON VEN

THANH PHAN : M3i vién chia BAO QUAN : Noi kho,
Acarbose ................ 25mg nhiét dé6 khdng qua 30°C.
Té dugc vira @ ...... 1 vién Trénh dnh séang.
%mm-c!mainw- BE XA TAM TAY COA TRE EM
THAN TRONG - TAC DUNG PHY m"mmﬂm
Xin doc trong 10 TRUGC KHI DUNG

hudng ddn sd dung.

Rx Prescription only medicine

Acarbose 25C>

Acarbose 25 mg

Box of 10 hlisters
x 10 film-coated tablets

SOCIAL RESPONSIBILITIES

COMPOSITION : Each tablet contains
Acarbose ...................... 25 mg  do not store above 30°C.
Protect from light.

BEFORE USE

See enclosed leaflet

Hop 10 vi

x 10 vién nén bao phim

Tiéu chuén :TCCS
SDK / Reg. No.

Sén xuét tai:

CONG TY CP DUUC PHAM SAVI
( J.8.C)

L6 2.01-02-03a KCN trong KCX Tan Thudn,
.7, Tp.HG Chi Minh
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STORAGE : Keep in a dry place,

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE LEAFLET

SPECIFICATION : Manufacturer's

Manufactured by:

SAVI PHARMACEUTICAL J.8.Co.

( J.8.0)

Lot No. Z.01-02-03a, Tan Thuan 1Z
located in EPZ, Dist. 7, Ho Chi Minh City

I Illligiiiil |

TP. Hd Chi Minh, ngay 23 thang ./1.. nim 204{
KT. Tong Gidm déc
Phé Tong Giam dbc (KH

, ﬁ},gg%rmp up
1

<N~




514109

TO HUONG DAN SU'D UNG THUOC

Rx Thudc ban theo don
Vién nén bao phim SaVi Acarbose 25
CONG THU'C
ACArbOSE ... 25 mg
Ta duoc vira du..........coovevereee 1 vién

(Tinh bot bién tinh 1500, celulose vi tinh 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 1a mét tetrasacharid c6 tic dung lam ha
glucose huyét, uc ché enzym alpha-amylase ¢ tuy va
enzym alpha- g1u0051dase rudt dic biét 1a sucrase, lam
cham tiéu héa va hip thu carbohydrat. Két qua la
glucose huyét tang chdm hon sau khi an, giam nguy co
tang glucose huyét, va néng do glucose huyét ban
ngay dao dong it hon. Khi dung li¢u phap mot thudc,
acarbose lam giam ndng do trung binh cia hemoglobin
glycosylat (vao khodng 0,6% dén 1%). Giam
hemoglobin glycosylat tuong quan véi giam nguy co
bién ching vi mach & ngudi dai thao duong. Acarbose
khéng trc ché men lactase va khong gdy mét dung nap
lactose.

Trai v6i cac thubc chdng dai thdo dudng sulfonyluré,
acarbose khong lam tang tiét insulin. Acarbose ciing
khong gay giam glucose huyét luc d6i khi dung don tr
liéu & ngudi. Vi co ché tac dung cua acarbose va ciia
thuéc chdng dai thio duong nhém sulfonyluré, nhoém
biguanid khac nhau, chiing c6 tac dung cong hop khi
dung phéi hop; acarbose ciing lam giam tic dung ting
cin va giam tic dung huéng dén insulin cua
sulfonyluré. Tuy nhién, vi acarbose chi yéu lam chim
hon 1 ngan can hép thu glucose, thuéc khong lam mat
nhiéu calo va khoéng gdy sut cin & ca nguoi binh
thudng va ngudi dai thao dudng. Acarbose c6 thé
thém vao dé giup cai thién kiém soat glucose huyét &
ngudi bénh diéu tri it két qua bing cac liéu phap thong
thuong.

DUQC PONG HQC

Hip thu: Sau khi uéng, phan 16n acarbose lru lai trong
ng tidu héa dé dugc cac enzym tiéu héa va vi khuén
chi dudng rudt chuyén héa. Duéi 2% lidu udng dugc
hép thu duéi dang thuoc c6 hoat tinh; trong khi do,
khoang 35% lidu ubng dugc hdp thu cham dudi dang
chit chuyén héa dugc tao thanh trong dudng tiéu héa.
Nbng d6 dinh trong huyét twong ctia acarbose dat dugc
trong khoang 1 gid va cua cac chét chuyén hoéa dat
dugc tir 14 - 24 gids sau khi ubng.

Chuyén hoéa: Acarbose dugc chuyén héa hoan toan &
dudng tiéu hoa, chii yéu do vi khuén chi dudng rudt va
mdt lugng it hon do enzym tiéu héa. it nhat 13 chit
chuyén héa da dugc xac dinh.

Thai trir: thoi gian ban thai acarbose hoat tinh trong
huyét twong khoang 2 gid; nhu vay, khong c6 hién
twong tich lity thuéc khi udng 3 14n mdi ngay. Khoang

51% liéu udng thai trir qua phéan dudi dang acarbose
khong hép thu trong vong 96 gio. Khoang 34% liéu
ubng thai trir qua than dudi dang cac chit chuyén héa
hép thu. Dus6i 2% lidu uong thai trr qua nuéc tiéu
dudi dang acarbose va chat chuyén héa hoat dong.

CHI PINH

Thuéc dugc chi dinh dé didu tri ddi thdo duong khong
phu thudc insulin (d4i thao dudng typ 2) & bénh nhén
khéng kiém soat dwoc béng ché d6 an don doc hodc
che d6 an két hop thubc diéu tri d4i théo duong duong
udng.

LIEU LUQNG VA CACH DUNG

Thudc nay chi ding theo su ké don ciia bdc st
Cdch dung:
Dung dudng uéng. Udng acarbose vao d4u bira an dé
glam nong do glucose huyet sau an.
Liéu phai do thdy thuéc diéu chinh cho phu hop timg
trudng hop, vi hiéu qua va dung nap thay ddi tuy timg
ngudi bénh.
Vién thudc phai nhai cling véi miéng #n dau tién hoic
nudt ca vién cung vdi it nude ngay truéce khi an.
Muc tiéu diéu trj 1a giam glucose huyét sau khi 4n va
hemoglobin glycosylat vé muc binh thudong hodc gin o
binh thudng véi lidu acarbose thap nhét, hoic ding mo% -
minh hozc phdi hop véi thubc chong dai thao duodng/s
sulfonyluré. Trong qua trinh diéu tri ban dau va dleiyw
chinh liéu phai dinh luong glucose mét gid sau khi én-—
dé xac dinh sy dap tung diéu tri va liéu tbi thiéu c6 tac\é
dung cta acarbose. Sau d6, theo ddi hemoglobm\\ 3
glycosylat khoang 3 thang mét 14n (thoi gian song cla \\
hdng cau) dé danh gi4 kiém soat glucose huyét dai han.

Liéu heong:

L‘iéu ban détg thuong ding cho ngudi 16n: 25 mg/lan, 3 -
lan/ngay. D€ giam bét céc triéu chimg ve tiéu hda, c6 80
thé bat dau 25 mg uong mot 1an moi ngay roi ting dan <
lidu cho téi 25 mg/lan, ubng 3 ldn/ngay, néu dung nap

duoc.

Liéu duy tri: Khi da dat dugc liéu 25 mg/lan, ngay
ubng 3 li‘xn‘thi cir cach 4 - 8 n,l?m lai diéu chinh lidu =
dua theo nong dd glucose huyét 1 gid sau bita dn va -
kha ning dung nap thudc. Liéu lugng c6 thé tang tir 25
mg/ln, ngay udng 3 14n cho t&i 50 mg/lan, ngay udng
3 1an (néu cin ning cta ngudi bénh < 60 kg) hoc 100
mg/lan, 3 1dn mdi ngay (néu c4n ning ctia ngudi bénh
trén 60 kg). Liéu duy tri thuong dao dong tir S50 - 100
mg/lan, ngay ubng 3 lan.

Truong hop glucose huyét sau an hogc hemoglobin
glycosylat khong giam thém nira khi da dung lidu 200
mg/lan, ngay uodng 3 1in, nén c4n nhéc giam liéu. Phai
duy tri liéu c¢6 hiéu qua va dung nap duoc. i
Nguoi gia: Dung nhu liéu cia ngudi 16n, khong cin
chinh lidu.

Tré em: Hiéu qua va an toan cia thudc & tré em va
thanh thiéu nién chua dugc thiét lap, khong dung
thudc cho bénh nhan dudi 18 tudi.
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CHONG CHI PINH

Qué mén véi acarbose hay bt ky thanh phén nao cia
thuc

Nguoi dai thdo dudng typ 2 dudi 18 tudi.

Nguoi mang thai hodc dang cho con bi.

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

Do thubc c6 kha ning tao hoi trong rudt, khéng nén
dung cho nhirng ngudi dé bi bénh 1y do tang ap luc 6
bung (thoat vi).

Bénh nhén c6 bénh duong ruét man tinh (rdi loan tiéu
héa hogc hdp thu), ban tic rut hoic dé cé nguy co tic
rudt.

Bénh nhén suy thin, c6 d¢ thanh thai creatinin < 25
ml/phit.

Nhiing truong hop suy gan, ting enzym gan.

Ha dudng huyét.

bai théo dudng nhiém toan ceton.

THAN TRONG KHI DUNG THUOC

Acarbose khong c6 tic dung khi dung don doc &
nhing ngudi bénh dai thdo dudng c6 bién ching
nhiém toan, ting ceton hoic hon mé; & nhifng trudng
hop nay, phai dung insulin.

Acarbose khong gdy tut glucose huyét trude va sau an
khi dung don doc. Tut glucose huyét khong xay ra &
bénh nhén dung metformin don doc liéu théng thudng.
Acarbose két hop metformin khong lam téng khéa nang
gdy ra hién tuong tut glucose huyét.

Khi diéu tri tut glucose huyét (nhe hay trung binh), dung
glucose uong (dextrose), khong dung sucrose (dudng
mia) vi hép thu glucose khong bi tc ché bai acarbose.
Tut glucose huyét ning phai truyén glucose tinh mach
hodc tiém glucagon.

Khi bénh nhédn tiéu dudng bi stress nhu sbt, chédn
thuong, nhim tring hoic phiu thuat, mit kha ning
kiém so4t glucose huyét tam thoi c6 thé xay ra. Trong
trudng hop nay, nén dung insulin.

Dép tng dleu tri voi acarbose nén dugc theo ddi bing
xét nghiém ndng do glucose huyét dinh ky. Giam sat su
kiém soat glucose huyét lau dai nén theo doi bing do
ndng d6 hemoglobin glycosylat. )
Acarbose liéu cao (I6n hon 50 mg, 3 1in/ngay) c6 thé
lam ting transaminase huyet thanh va tang bilirubin
méu (hiém gip). Nén kiém tra ndng do transaminase
huyét thanh ba thang mot 1an trong nam dau tién diéu tri
v6i acarbose va kiém tra theo dinh ky c4c nim sau. Néu
ndng d6 transaminase huyét thanh cao thi nén giam liéu
hodc ngung didu tri v6i acarbose, dic biét trong trudng
hop nong d6 transaminase huyét thanh cao kéo dai.

O ngudi tinh nguyén thir 1Jdm sang c6 bénh suy thén,
ndng do trong huyét tuong clia acarbose ting theo mirc
d6 suy than. Chua c6 thir nghiém lam sang & ngudi
suy than c6 ndng do creatinin > 2,0 mg/dl, vi vdy
khong chi dinh acarbose cho nhing nguoi bénh nay.
Sulfonyluré hogc insulin c6 thé gy tut glucose huyet
Két hop acarbose véi sulfonyluré hoéc insulin ¢6 thé
lam giam manh glucose huyét va ting kha ning tut
glucose huyét. Néu tut glucose huyét xay ra thi nén
didu chinh lidu cua cac thubc. Rét hiém nhung d3 c6
truong hop séc tut glucose huyét & ngudi bénh dai
thdo dudng didu tri két hop acarbose v6i sulfonyluré
va/hodc insulin.

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

Trong khi diéu trj bang acarbose, sucrose (dudng mia)
va thirc dn chira sucrose thudng gy khé chiu & bung
hodc c6 khi tiéu chay, vi carbohydrat ting Ién men &
dai trang.

Acarbose c6 thé can trg hép thu hozc chuyén hoéa sit.
Co ché tac dung ctia acarbose va cta céc thudc chéng
dai thdo duodng sulfonyluré hoic biguanid khac nhau,
nén tic dung cta ching déi véi kiém soat glucose
huyét c6 tinh chit cong hudng khi dung phdi hop. Do
dé co the gdy tut glucose huyét.

Mbt s thube c6 thé lam tdng glucose huyét gdy mat
kiém soat glucose huyét. Nhimg thude nay bao gbm
thudc loi tiéu thiazid va cac thubc loi tleu khéc,
corticosteroid, phenothiazin, hormon tuyén giap,
estrogen, thude nglra thai, phenytoin, acid nicotinic,
thuéc kich thich thin kinh giao cam, chen kénh canxi
va 1son1azxd Khi chi dinh nhimng thuoc trén cho bénh
nhan tidu duong dang diéu trj v6i acarbose, bénh nhan
cin dugc theo ddi chat cheé. Khi ngimg sir dung cac
thudc trén & bénh nhan tiéu dudng dang diéu tri véi
acarbose két hop véi sulfonyluré hoZc insulin, bénh
nhan cin dugc theo ddi chit ché hién tugng tut
glucose huyet

Céc chét hdp phu & rudt (than hoat) va céc ché phim
chira enzym ti€u héa chira enzym cit carbohydrat (nhu
amylase, pancreatin) c¢6 thé lam giam tic dung cua
acarbose, khong nén sir dung deng thoi.

Acarbose co the anh huéng dén sinh kha dung cua
digoxin do d6 can phai chinh liéu digoxin.

Dung ddng thoi acarbose véi neomycin c6 thé gdy ha
glucose huyét sau #n va ting kha ning, muc do
nghiém trong cua céc tic dung phu trén duﬁmg tiéu
héa. Néu céc tic dung phu nghiém trong, giam lidu
acarbose.

Colestyramin c6 thé lam ting tac dung ha glucose
huyét ctua acarbose, didc biét la ha glucose huyét sau
an, vi vay khong nén sir dung ddng thoi hai thude.

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

Tinh an toan cia thudc acarbose & phu nir mang thai
chwa dugc thiét 1ap. Cac nghién ctru trén chudt, véi lidu
480 mg/kg (gip 9 1an lidu & ngudi, dua trén lugng thudc
trong mau), cho thdy thuc khong anh huéng dén kha
ning sinh san va gdy quai thai. Trén tho, cac két qua
cho thdy trong lugng ciia thd me giam va ting nhe so
lwong phdi mat. Trong lugng cia thé me giam c6 thé do
hoat dong dugc luc ctia acarbose lidu cao. Tuy nhién,
thubc khong giy doc phdi thai tho & lidu 160 mg/kg
acarbose (twong tng gap 10 14n lidu & ngudi, dva trén
dién tich bé mit co thé) va khong gdy quai thai & lidu
gAp 32 lan lidu & nguoi (dwa trén dién tich bé mit co
thé). Tuy nhién, chua cé nghién ciru ddy du va c6 kiém
soat cua acarbose ¢ phu nit mang.thai. Cac nghién ciru
trén dong vat khong ludn tién dodn duogc hét cac tac
dung trén ngudi, do d6 thubc nay chi dung cho phy nir
c6 thai khi that cin thiét. Cac bing chimg cho thdy ring
ndng do glucose huyét bt thuong khi mang thai lam
tang ty 18 cac di tat bAm sinh va tang ty 1& méc bénh, tir
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vong & tré so sinh. Cac chuyén gia khuyén sir dung
insulin trong thai ky aé duy tri ndng @6 glucose huyét
cang gin binh thudng cang tbt.
Thoi ky cho con bu

Mot lwong nhé phéng xa da duge tim thiy trong sira clia
chudt me sau khi udng acarbose danh dau phéng xa.
Khong biét thudc c6 tiét vao sira me hay khong. Do c6
mot sé thudc tiét vao sita me, nén chéng chi dinh thudc
cho ngudi dang cho con bu.

Thong bdo cho Bdc si nhitng tic dung khong
mong mudén gdap phai khi sir dung thudc.

TAC DUNG KHONG MONG MUON CUA THUOC
(ADR)
Da s0 cac tac dung khong mong mubn 14 vé tiéu hoa.
Rt thuong gdp, ADR > 1/10
Tiéu hoa: Pay bung.
Thuong gap, 1/100 < ADR < 1/10
Tiéu héa: Phén nét, tiéu chay, budn non, bung truéng
va dau.
It gép, 1/1000 < ADR < 1/100
Gan: Tang enzym gan.
Da: Ngira, ngoai ban.
Tiéu héa: Budn nén, nén, kho tiéu.
Hiém gdp, 1/10000 < ADR < 1/1000
Gan: Vang da.
Réi loan mach méu: phu né.
Khac: i
Mau va hé bach huyét: Giam tiéu cau.
Hé mién dich: Min cam véi thudc, phat ban, ban do,
may day.
Tiéu héa: TAc rudt, v& nang khi thanh ruft.
Gan: Viém gan.
Da: Hoi chimg ngoai ban mun mu toan thén cAp tinh
(AGEP — Acute Generalized Exanthematous
Pustulosis).

Huwéng déin cdch xir tri ADR

Téac dung khong mong mudn vé tiéu héa co thé giam
khi van tiép tuc diéu tri va chi can giam luong dudng
an (duong mia).
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pé giam thidu céc tac dung phu vé tiéu hoa, nén bt
dAu diéu trj bing lidu thip nhat va ting dan cho t6i khi
dat duoc két qua mong mudn. o
Khong dung thubc chdng acid dé diéu trj cac tac dung
phu vé tiéu héa nay.
TAC PONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC
Chua c6 béo cdo v& anh hudng cia thude 1én kha ning
van hanh mdy moc, ldi tau xe, nguoi lam viéc trén cao
va céc truong hop khac.
QUA LIEU VA XU TRI ,
Céf: triéu chimg qua liéu th’ufmg bi€u hién trén hé tiéu hoéa.
bicu trj triéu ching cac roi loan tiéu héa (ti€u chay).
Tranh dung thic ubng hay thic &n_c6 chua
carbohydrat trong 4 dén 6 git sau khi quéd lieu.
PONG GOI:
Hop 10 vi x 10 vién.
BAO QUAN:
Bao quan & noi kho, nhiét d6 khong qué 30 °C. Tranh
anh sang.
TIEU CHUAN AP DUNG:
Tiéu chuan co sé.
HAN DUNG: 36 thang k& tir ngay san xuét

Dé xa tim tay ciia tré em.

Doc ky hwong din sir dung truéc khi ding.
Néu cin thém théng tin, xin héi y kién Bic st.

TRACH NHIEM TRON VEN

Séan xuét tai:

CONG TY CO PHAN DUGC PHAM SAVI
(Salnpharm J.S.C) ‘
L6 Z.01-02-03a Khu Cong nghiép trong Khu Ché
Tan Thuan, Phudong Téan Thuan Pong, Q.7, TP.
DT: +84 8 37700 142-144

Fax: +84 8 37700 145

Tp. HS Chi Minh, ngay /7 thang 4 nam20/+
Tong Glam déc






