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Glucobay* 100

Acarbose 100 mg - tx-Glucosidase inhibitor

Bayer (South East Asia) Pte Ltd

On prescription only. 8S724W1)

Take as directed by the doctor. 63 Chu“a Street

ltable; contains 100 mg acarbose.

Read the pack insert carefully! OCBC Centre Ea‘St’ 14th Floor
Keep medicament out of reach of children. Slngapore 049514

]mwblets (10 blisters x 10 tablets)

Glucobay 100
Mtablets

Not to be stored above 30°C - 86-F
For oral administration only
Read pack insert for further information

Made by:
Bayer Pharma AG D-5'368 Leverkusen Germany
Made in Germany Bayer

Glucobay* 100

Acarhose 100 mg - chét &c ché a-Glucosidase

M&i vién chtra 100mg acarbose
Chi dinh, cach dung, chdng chi dinh, cac thong tin khac dé
nghi xem trong t& huéng dan st dung kém theo
. - R B D
bé xa tam tay tré em
Poc k§y hwéng dan st dung trwdc khi dung

100 vién (10 vi x 10 vien nén)
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[T Glucobay®

3 , Singapore 049514
(BAYBKI " chat tic ché men a-Glucosidase Vien nén 50mg;100 mg
Bayer Pharma AG
Thanh phan
Hoat chat:
Vién thudc Giucobav 50mg: 1vién chira 50mg acarbose M.
Vién thu6c Glucobav I00mg: 1vién chira IOOMg acarbose J

Téa duoc: Microcrystallin cellulose, Silicon dioxyd c¢é tinh phan tan cao, magnesi stearat, bot ngo.

M0 ta san pham

Vién 50 mg: Vién tron mau trang nga vang nhat, 2 mat I6i 1én vai dudng kich di qua I6i 1a 7 mm
va duong kinh theo mat 16i 1a 10 mm. Mot mat vién thubc co in chir “G” va s6 “50”, mét kia la 2
chir “BAYER” bat chéo nhau.

Vién 100 mg: Vién nén tron mau trang nga vang nhat, 2 mat I6i 1én voi dudng kich di qua I6i 14 9
mm va duong kinh theo mat 16i 1a 15 mm. M6t mat vién thudc c6 in chir “G”, “mot duong khia” &
gilta va s0 “100”, mat kia la 2 chi? “BAYER” bét chéo nhau.

Chi dinh
Diéu tri két hop voi ché do an kiéng cho bénh nhan dai thao duwong

Liéu lwgng va cach dung

Liéu dung diéu tri thong thuong két hop véi ché dd an kiéng cho bénh nhan dai thao dudng.

Liéu dung phai dwoc bac sT diéu chinh dé phu hop véi tirng bénh nhan, vi hiéu qua va dé dung nap
clia thu6e thay doi tir nguoi nay sang nguoi khac.

Liéu dung

Trir khi dwoc ké toa theo cach khac, liéu dung nhw sau:

Khéi dau: 1vién Glucobay 50mg/ lan, ngay 3 lan hay M vién Glucobay I00mg/lan, ngay 3 lan

Tiép theo: 2 vién Glucobay 50mg/ lan, ngay 3 lan hay 1vién Glucobay 100mg/ lan, ngay 3 lan
Cling cd khi can tang liéu hon nira, téi 200mg Glucobay/Ian, ngay 3 lan.

NEu ngudi bénh chua co dap (hng 1am sang thich dang trong liéu trinh diéu tri trwdc do, thi co thé
tang liéu sau 4 dén 8 tuan. Néu gdp than phién kiét sirc mac du da tuan thd nghiém ngat ché do an
kiéng thi khdng nén tang liéu hon nira, ma cd thé can phai gidm liéu. Liéu trung binh la 300mg
Glucobay/ngay (twong (ng voi 2 vién nén Glucobay 50mg/lan hodc 1 vién nén Glucobay
100mg/lan, ngay 3 lan).

Liéu lugng va Cach dung trong diéu tri Phong ngira dai thao duong type 2 & bénh nhan Réi
loan Dung nap duong:

Liéu khuyén cao: 100 mg/lan, ngay 3 lan

Nén khéi dau diéu tri v6i lieu 50 mg mot lan ngay va tang dan dén 100 mg/ lan, ngay 3 lan trong
vong 3 thang.

Céch dung thudc

Thudc Glucobay chi ¢d hiéu luc khi dwoc nubt nguyén vién thudc véi mét it nuéc ngay trudc bita
an hay nhai cung véi mét it thirc an ngay trong nhitng miéng thirc an dau tién cla bira an.
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Nhirng doi twong dac biét

Tré em va thanh thiéu nién

Xem “phan Canh béo va Than trong”

Nguoi gia (trén 65 tudi)

Khong can chinh liéu hodc thoi gian st dung thudc theo tudi ctia bénh nhan

Bénh nhén bi suy gan

Khong can diéu chinh liéu trén nhitng bénh nhan da cé suy chic nang gan tlr trwdc
Suy than: Xin doc phan chéng chi dinh.

Khdng c6 nhan dinh vé viéc han ché thoi gian si dung vién acarbose.

Chdng chi dinh

Tinh trang qua man cam voi arcabose va/hoic cac thanh khac clia thudc.

Bénh ly duwong tiéu héa man tinh voi cac bi€u hién rdi loan vé tiéu hoa va hap thu.

Cac tinh trang bénh ly va c6 thé dién bién x&u hon do su tang sinh hoi trong rudt (nhw hdi chiing
Roemheld, thoat vi, tac rubt va loét dudng tiéu hoa).

Glucobay chéng chi dinh & nhitng bénh nhan suy than nang (d6 thanh thai < 25ml/phat)

Cénh bao va than trong

O’ moét s trwong hop, ting enzym gan khdng cé triéu chitng 1am sang co thé xay ra. Vi vay, can
theo dGi enzym gan trong 6 dén 12 thang dau diéu tri. Trong nhitng treong hop c6 thé danh gia
duoc, nhitng thay doi trén cé thé phuc hdi khi ngung st dung Glucobay.

Su an toan va hiéu qua clia Glucobay d6i véi bénh nhan dudi 18 tudi chua dwoc chirng minh.

Can chdm soc dic biét trén nhitng bénh nhan dai thao dwong nhiém toan ceton.

Tang néng dd cac transaminase trong huyét thanh.

Trong mot nghién ctru dai han (dén 12 thang, bao gdbm céc liéu vién nén Acarbose Ién t¢i 300 mg,
3 lan/ngay) duogc thuc hién tai Hoa Ky, su gia tadng cac transaminase huyét thanh (AST va/hodc
ALT) trong thoi gian diéu tri & trén mic gidi han tran cla binh thudng (ULN), gap 1,8 lan mic
gi6¢i han tran; va gap 3 lan mic gidi han tran xay ra lan lwot vai ti 16 14%, 6% va 3% trén nhom
bénh nhan dugc diéu tri voi Acarbose so sanh vai ti 1€ twong tng 7%, 2% va 1% trén nhém bénh
nhan dugc diéu tri véi gid duge. Mac du si khac nhau gitra cac nhém diéu tri la c6 y nghia théng
ké, nhung su gia tang nay khong co triéu chirng, c6 thé phuc h6i va ph6 bién hon & phu nit, va
nhin chung, khdng co6 di kém voi cac bang ching r6i loan chirc nang gan khac. Ngoai ra, sv gia
tang clia cac transaminase huyét thanh cd lién quan dén liéu. Trong nhitng nghién ctu tai Hoa Ky,
bao gbm ca liéu clia Acarbose duwoc tang lén dén mic t6i da dugc phé duyét la 100 mg dung 3
lan/ngay, thi sy gia tang trong thoi gian diéu tri cia AST va/hodac ALT & bat ky mirc do nghiém
trong nao déu twong ty gitra nhdm bénh nhan dugc diéu tri vai Acarbose va nhém bénh nhan duoc
diéu tri v6i gia dugc (p>0.496).

Trén nhitng bénh nhan str dung Glucobay liu hang ngay dwoc khuyén céo tir 150 dén 300 mg,
hiém c6 nhitng xét nghiém chirc nang gan bat thuong lién quan 1am sang dugc quan sat thdy (cao
hoai gap 3 lan mirc gigi han tran). Nhitng gia tri bat thudng c6 thé chi thodng qua trong thoi gian
diéu tri Glucobay.

Céc trvong hop riéng 1@ clia viém gan tdi cdp va tir vong duoc bao cdo tai Nhat. Mdi lién quan voi
Glucobay khong rd rang.

Cac xét nghiém can lam sang

Giucobay 50;100/CCDS 19/P1 VN04
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Nén theo dbi su dap ting diéu tri v&i vién nén Acarbose qua cac xét nghiém dudng huyét dinh ky.
Sy do lwong mitc dd hemoglobin dugc glycoslat héa dwoc khuyén cdo dé theo ddi kiém soat
dwong huyét dai han.

Vién nén acarbose, dac biét véi lieu vuot qua 50 mg 3 lan/ngay, c6 thé lam tang nong do cac
transaminase huyét thanh va, trong mdt vai treong hop hiém lam tang bilirubin mau. Néng do
transaminase huyét thanh dugc khuyén céo kiém tra civ 3 thang/lan trong 1 nam dau diéu tri véi
vién nén Acarbose va dinh ky sau dé. Néu quan sat thay cac transaminase tang lén, thi nén chi
dinh gidm liéu hodc ngung diéu tri, dac biét néu sv gia tang nay kéo dai.

Theo ddi kiém soét dudng huyét bang thir nghiém 1,5-AG khong duoc khuyén céo do viéc do 1,5-
AG khong dang tin cay trong danh gia kiém soat dwong huyét trén nhitng bénh nhan st dung
Acarbose. Str dung cac phuong phap thay thé khac dé theo ddi kiém soat duong huyét.

Tuwong tac voi cac thube khac va cac dang tmmg tac khac

Trong quéa trinh diéu tri bang Glucobay, duong sucrose (dwong mia) va cac loai thuc phdm co
chira sucrose thuong gay cam giac kho chiu & bung, tham chi gay tiéu chdy do tang su 1én men
carbohydrat & dai trang.

Acarbose c6 tac dung chdng tang dudng huyét, nhwng thudce lai khdng 1am ha dudng huyét.
Nhitng bénh nhan s dung sulfonylurea, insulin hodac metformin: Cac thu6c sulfonylurea, insulin
hodac metformin c6 thé gay ha duong huyét. Acarbose dwoc st dung két hop véi mot thudc
sulfonylurea, insulin hoac metformin cd thé lam giam thém duong huyét va co thé lam tang kha
nang cho ha dwong huyét. Néu ha duong huyét xay ra, nén hiéu chinh liéu thich hgp cho cac thuéc
nay. Co rat hiém cac truwong hop don 18 bi séc ha dudng huyét duoc bao co trén nhirng bénh nhan
duoc diéu tri bang acarbose phoi hop vai sulfonylurea, insulin va/hodc metformin.

Nén Iuu ¥ rang néu ha dwong huyét cdp xay ra trong qua trinh diéu tri bang Glucobay, thi qué trinh
thodi giang, dwong sucrose (duong mia) thanh fructose va glucose xdy ra cham hon. Do do ,
duong sucrose khong thich hop dé cai thién nhanh tinh trang ha duong huyét va thay vao d6 nén
dung glucose.

Glucobay duwoc nhan thdy ¢ lam thay doi sinh kha dung cua digoxin khi st dung dong thoi, nén
c6 thé can phai chinh liéu clia digoxin.

Céc chat hdp phu duong rudt (vi du than hoat) va cac ché phdm men tiéu héa cd chira cac enzym
phan cat carbohydrat (vi du, amylase, pancreatin) cé thé lam gidm hiéu qua clia Glucobay va
khong nén str dung dong thoi.Str dung dong thoi Glucobay véi neomycin dudng ung cé thé dan
dén gia tang su giam duong huyét sau an va tang tan xuat va tinh nghiém trong cla cac tac dung
ngoai y trén dudng tiéu héa. Néu cac triéu chirng nghiém trong can xem xét viéc giam tam thoi
liéu clia Glucobay.

Khong c6 tuong tac giia Glucobay voi dimeticon/simeticon.

MGt s6 thude am tang dudng huyét va co thé dan dén 1am mét kiém soéat dudng huyét. Cac

thudc nay bao gom céc thiazid va cac thudc loi tiéu khac, corticosteroid, phenothiazin, cac

thubc cho tuyén gidp trang, estrogen, thudc tranh thai dwong ubng, phenytoin, acid nicotinic,

cac thudc gidng giao cam, thudc chen kénh calci va isoniazid. Khi cac thudc nay duoc str dung
trén nhirng bénh nhan str dung Glucobay, bénh nhan phai dwoc theo ddi chat ché viéc mat kiém
soat duong huyét. Khi ngirng str dung cac thudc nay trén nhiing bénh nhan st dung phdi hop
Glucobay v6i sulfonylurea hoac insulin, bénh nhan phai dugc theo doi chat ché bat ky bang

chiing clia ha dudng huyét.

St dung & phu ni c6 thai va cho con bu

St dung & phu ni co thai

Khong dugc chi dinh Glucobay trong thoi gian thai nghén. Vi hién tai chua c6 thong tin nao vé
viéc dung thuéc cho phu nir mang thai.

Glucobay 50,100/CCDS 19/P1 VN04 3
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St dung & phu ni¥ cho con bu

Sau khi cho chudt dang nudi con dung arcabose c6 danh dau bang dong vi phong xa, mot lugng
nhd hoat chéat phong xa dugc tim thdy trong slta. van chua c6 cac ghi nhan twong (hng & ngudi. Vi
vay chua loai trir duoc cac anh hwdng clia arcabose gay ra trén tré nhd, néi chung, khong nén chi
dinh Glucobay trong thoi ky cho con bu.

Té&c dung trén kha nang lai xe va van hanh may mac
Hién chua c6 s6 liéu cho thdy acarbose lam anh hudng téi kha nang lai xe va van hanh may méc.

Tac dung ngoai y

Tan sudt cac tac dung ngoai y (ADRs) dugc bao cdo clia Glucobay duva trén nhiing nghién clru c6
kiém ching v6i gia duoc khi dung Glucobay theo phan loai CIOMS |11 vé tan sudt (s liéu co ban
clia cac nghién ctru cd kiém chirng voi gia dwoc trong thir nghiém lam sang: Glucobay N= 8.595;
placebo N=7.278, thoi diém: 10/2/2006) duoc tom tat dudi day:

Trong tan xuat xudt hién clia moi nhém, cac tac dung ngoai y duoc trinh bay theo thi tw gidm dan
mic do nghiém trong. Tan xuét rat hay gap la (> 1/10), hay gap la (> 1/100 dén < 1/10), it gap la
(>1/1,000 dn <2/1000 va hiém gip la (> 1/10,000 dén < 1/1,000).
Céc tac dung ngoai y dugc xac dinh trong cac nghién ciru hau méi (cho dén thoi diém 31 thang 12
nam 2005) khéng danh gia tan xuat xay ra va duoc liét ké dudi dang “chua biét”.

Hé co quan Rat binh Binh thuwong  Khong Hiém khi  Khong ro
(MedDRA) thuong binh
thuong
R6i loan mau va Giam tiéu cau
hé bach huyét
RGi loan hé mién Phan (ng di
dich tng (phéat ban.
ban dd, ngoai
ban, chiing
may day)
ROi loan hé mach Phu
RGi loan hé tiéu Pay hoi Tiéu chay, dau da Budn ndn, Viém rudt/ tic
ho& day-rudt va bung nén, chiing rudt
kho tiéu Truong  khi
nang rudt
(Pneumatosis
cystoidis
intestinalis)
RG6i loan hé gan- Tang vang da Viém gan
mat enzym gan
thoang qua

Thuat nglr MedDRA duoc dung dé md td mot phan ng nhat dinh v&i cac triéu chitng va tinh
trang co lién quan. ADR duwgc mo ta dwa theo MedDRA phién ban 11.1

“Cung v6i céc r6i loan va bét thuong vé chirc nang gan, gan day tai Nhat ban cling c¢é nhitng thdng
béo ddc biét vé ton thvong gan.”

Mot vai truong hop bénh viém gan bao phéat de doa tinh mang da dwoc bao céo tai Nhat Ban. Tuy
nhién nguyén nhan co lién quan t6i Glucobay hay khéng van chua ré rang.

Glucobay 50; 100/CCDS 19/PJ VN0O4 4
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NéEu khdng theo d6i ché do an kiéng dugc chi dinh cho bénh nhan dai thao dwong, tdc dung ngoai
y & rudt co thé tang thém. Néu co6 xuat hién cac rdi loan tram trong, mac du da tuan tha ding ché
dd an kiéng da chi dinh, phai di kham bénh ngay va phai gidm liéu cta thubc tam thdi hay lau dai.
& bénh nhan dung liéu hang ngay 150mg dén 300 mg Glucobay/ngay, hiém gdp bat thwong vé xét
nghiém chtic nang gan trén 1am sang (tkrc la tri s6 xét nghiém gép 3 lan ranh gidi t6i da cho phép).
Pay la nhitng anh hudng thoang qua khi dung liéu phap diéu tri Glucobay. (Xin doc thém & phan
Thén trong).

Théng bao cho bac sTnhitrng tadc dung khéng mong mudn gap phai khi sir dung thuéc. (V-j

Qua lieu va cach xtr ly

Khi udng vién Glucobay qué liéu véi nwéc va/hodc thirc an chira carbonhydrat (cac polysaccharid,
cac Oligosaccharid hodc cac disaccharid) thi ¢ thé dan t&i chudng bung, day hoi va tiéu chay.
Trong truong hgp qua liéu bénh nhan khdéng nén dung thirc dan, do6 udng chira carbohydrat (cac
polysaccharid, cac Oligosaccharid hodc cac disaccharid) trong 4 dén 6 gio ti€p theo.

Pac diém duwoc ly hoc

Pac diém dwoc luc hoc

Hoat tinh cua acarbose biéu hién & Ong tiéu hod. Tac dung duwa vao co ché Gc ché men a-
glucosidase, day la mdt men & rudt, xic tac cho sy gidng hod disaccharid, Oligosaccharid va
polysaccharid.

Diéu nay dan t¢i mot sw 1am cham phu thudc lieu d6i véi s tieu hod cac carbonhydrat néu trén.
Quan trong nhat la glucose sinh ra tir carbonhydrat s& cham phong thich va cham hap thu vao mau
hon. Bang co ché nay, acarbose sé lam cham va lam giam su tang dudng mau sau an. Két qua la
Glucobay c6 tac dung lam can bang sw hdp thu glucose qua rudt, st dao dong cla glucose mau
trong ngay sé gidm bt va gidm gia tri trung binh clia glucose mau.

Pac diém dwoc dong hoc

Hap thu va sinh kha dung

Sinh kha dung chi trong khoang tlr 1-2%. Ti I€ nay hoan toan thép dura trén cac chét (ic ché da co
san, bdi vi acarbose chi hoat dong bén trong rudt. Do do sinh kha dung thdp khdng anh huéng toi
cac tac dung diéu tri.

Phan bo

Thé tich phan bo tuong d6i la 0,32 1/kg trong lugng co thé duoc tinh trén nhirng nguoi tinh nguyén
khoé manh tlr ndng do thudc trong huyét tong (lieu tinh mach la 0,4mg/kg trong lvong co thé)
Chuyén hoa va thai tri

Thoi gian ban thai huyét twong cla chét (e ché la 3,7+ 2,7 git cho giai doan phan b va 9,6 + 4,4
gio cho giai doan thai trir

Ti 1é chéat (rc ché duogc thai trong nude tiéu la 1,7% liéu dung, 51% hoat tinh dugc thai trong vong
96 gi0 theo duong phén

Tinh twong ky
Khong

Han dung
36 thang
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biéu kién bao quan
Khong dé thubc & nhiét do trén 30°c.

Quy cach doéng goi
Hop thudc bao gdbm 10 vi X 10 vién

Huwdng dan st dung/bao quan

V6i nhiét do thap hon 25°c va do am dudi 60%, vién thudc da duoc boc tir vi co thé bdo quan
trong thoi gian khodng 2 tuan, o nhiét do va do am cao hon, vién thuéc néu da bdc tlr vi c6 thé bi
bién mau. Do dd nén lay vién thudc tlr vi thubc hodc chai thubc vao duing thoi diém dung thudce.

Dé xa tdm tay tré em

DPoc kj hwdng dan st dung trwde khi ding
NéEu can thém thdng tin, xin hdéiy kién bac sT

San xuat boi: Bayer Pharma AG - 51368 Leverkusen, CHLB Blc

Ngay duyét ndi dung tom tat san pham:
Glucobay 50;100/CCDS 19/P1 VNO4

Ui-
TUQ. CUC TRUONG
P.TRUONG PHONG
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