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Tai ligu thong tin thudc
Thubc ké don

S Glucobay’

50mg, 100mg

#5775 7%

THANH PHAN: 1 vién chifa 50mg hodc 100mg acarbose. CHI DINH: iéu tri ket hp vdi ché do an kiéng cho bénh nhin déi théo dudng. LIEU
LUONG VA CACH DUNG: Lieu dung djéu tri thong thuong két hop véi ché dé an kiéng cho bénh nhan dai thag dudng: Trur khi dudc ké toa theo
cach khc, lieu dung nhu sau: Khai dau: 1 vién Glucobay 50mg/ 1an, ngay 3 1an hay % vién Glucobay 100mg/Ian, ngay 3 lan. Tiép theo; 2 vién
qucobﬁrvA,SOmg/. an, ngay 3 an hay 1 vién Glucobay 100mg/ lan, ngay 3 lan. Ciing c6 khi can tang liéu hon niia, t6i 200mg Glucobay/Ian, ngay
3 1an. Neu nguoi bénh chua ¢ dap ting ldm sang thich dpng}rong lieu trinh diéu tr trudc do, thi co thé tang,lieu sau 4 dén & tuan. Neu gap than
Fhlen kiét stic mac du da tudn thu nghiém ngdt ché do an kiéng thi khong nén ting liéu hon nifa, ma cé the can phai giam ligu. Liéu trung binh
a 300mg Glucobay/ngay (tuong (ng vai 2 vién nén Glucobay 50mg/lan hodc 1 vién nén Glucobay 100mg/lan, ngay 3 ian). Liéu dung pha duigc
bac sT diéu chinh dé phu hop vGi tiing bénh nhén, vi hiéu qué va do dung nap cla thudc thay dor tif ngudi nay sang ngudi khac. Liéu dung trong
dieu tri Phong ngua dai thao duong type 2 6 bénh nhén RoI loan Dung nap duong: Liéu khuyén cao: T00 mg/lan, ngay 3 Ian. Nén khoi dau diéu
tri vGi lieu 50 mg mot Ianpg}aﬁy va tang dan den 100 mg/ lan, ngay 3 Ian tron? ypnc};(B thdng. Lieu dung trén nhing doi tyong ddc biét: Tré em
va thanh thiéu nién: Xem “phan Canh béo va Than trong”. 7NﬁUQ|‘g|a (trén 65 tudi): Khong can chinh liéu hodc thdi gian st dung thudc theo tuoi
cua bénh nhén. Bénh nhén bi sux gan: Khong can dieu chinh liéu trén qhﬁp%.bénh nhan da co suy chdc nang %an, tlr tru6c. Benh nhan bi suy
than: Xin doc phan chong chi dinh.” Cach dung thudc: Thude Glycobay chi cd hiéu luc khi dugc nuSt nguyén vién thudc vai mot it nudc ngay truec
biia an hay nhai cung vl mot it thic &n ng%y trong nhiing mjéng thiic an dau tién cua bifa dn. Khong cg nhan dinh vé viec han ché thai gian
sU dung vien acarbose. GHONG CHI DINH; Tinh trang qua mdn cam vGi arcabose va/hodc cac thanh phan khdc cla thudc. Bénh Iy dudng tiéu
héa man tinh véi cac biéu hién roi loan ve tiéu hod va hap thu. Cac tinh trang bénh |y va c6 thé dién bién xau hon do sy tang sinh hoi tronﬁ
rudt (nhu hoi ching Roemheld, thodt vi, tac rudt v3 loét dugng tiéu hoa). Glucobay chong chi dinh & nhiing bénh nhan suy than ndng (do than
thdi < 25ml/phut). CANH BAO VA THAN TRONG; 0 mot s6 truong hgp, tang enzym gan khong co triéu chiing &m sang,cé thé xé%/ ra. Vi vay,
can theo doi enzym ?an trong 6 dén 12 thdng dau diéu tri. Trong nhiing truong hop co the danh gia dugc, nhiing thay di trén cd thé phuc hoi
khi ngung st dung Glucobay. Si an toan v hiéu qué cla Glucobay ddi voi bénh nhan dudi 18 tudi chua dugc ching minh. Can cham soc dac bit
trén nhiing bénh nhan daj thao dudng nhiém toan ceton. Tang nong do cac transaminase trong huyét thanh: Trong mét nghién cliu dai han (dén
12 tharjg, )20 gom cdc lieu vién nén Acarbose I8n t6i 300 mg, 3 lan/ngay) dugc thuc hién tai Hoa Ke/ sU gia tang cac transaminase huyét thanh
(AST va/hoac ALT) trong t,h.dlvqlnan diéu tri 0 trén mic giGi han tran cua binh thudng (ULN)_,Eép 1,8 [an muc gidi han tréan; va gap 3 1an mic %idi
han tran xag/Ara lan luot voi ti 18 14%, 6% va 3% trén nhom bénh nhén duoc diéu tri véi Acarbose so sanh véi tf 18 tuong Gng 7%, 2% va 1%
trén nhom bénh nhan dudc diéu tri voi gia dygc. Mac du su khac nhau gilia cac nhom diéu tri |a c6 y nghia thong ke, nhung su gia tang nay
khong co triéu chiing, co thé phuc hoi va pho bién hon 6 phu nii, va nhin chung, khong c6 di kém véi cac bdng chting rdi loan chic pang gan
khac. Ngoai ra, su gia tdng cua cag transaminase huyét thanh co lién quan dén lieu. Trong nhiing nghién clu tai Hoa Ky, bao gom ca lieu cla
Acarbose dugc tang 1€n dén mic t0i da dugc phé duyét la 100 mg dung 3 lan/ngay, thi su gia tang trong thdi gian diéu tri cia AST va/hodc ALT
G bat ky mdic do nghiém trong nao déu tuanq tu %lu’a nhom bénh nhan dugc diéu fri vai Acarbose va nhom bénh nhén dugc diéu tri véi gia dugc
(p=0.4¢ 6?}. Trén nhting bénh nhan st dung Glucobay jéu han% ngay dudc khuyén cdo tir 150 dén 300 mg, hiém co nhiing xét nghiém chtc ndng
gan bat thuong lién quan lam sang dugc quan sat thay ﬁgaq on gap 3 lan mac giéi han tran). Nhiing gia tri bat thuong c6 thé chi thodng qua
trong thoi gian diéu tri Glucobay. Gac trudng hop riéng le_cua viém gan tQi cap va tu vong dugc bdo cao tai Nhat. Mor lién quan vdi, Glucobay
khong ro rang. Cac xét nghiém can lam sanP: én theo doi sy dap (ing diéu tri vai,vien nén Acarbose qua cac xét nghiém dung huyét dinh ky.
Sy do ludng muc do hemoglobin dudc glycoslat héa dugc khuyén cao dé theo doi kigm soat duding huyét dai han. Vien nén acarbose, dac biét voi
lieu vudt qua 50 mg 3 lan/ngay, co the lam tang nong do cac transaminase huyét thanh va, trong mot vai trudng hop hiém lam tang bilirubin
mau. Nong do transaminase huyét thanh dugc khuyén céo kiém tra cd 3 thang/lan trong 1 ndm dau diéu tri vgi vién nén Acarbose va dinh ky sau
do, Néu guan sat thay cdc transaminase tang I&n, thi nén chi dinh giam lieu hoac ngung diéu tri, dac biét néu su gia tang nay kéq dai. Theo doi
kiem sodt dubng huyet bang thir nghiém 1,5-AG klj(‘)ng dugc khuyén cao do viéc do_1,5-AG khong dqngi(fq,n cdy trong danh gia kiém soat, dudn,
huyét trérl.nhfmg bénh nhan su dung Acarbose. SU dung cac p[nrqngf_l phap thay thé khac deé theo doi kiem sodt dudng huyet. TUONG TAC V|
CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC: Trong qué trinh diéu tri bang Glucobay, dutng sucrose (dudng mia) va cac loai thuc pham
co chia sucrose thudng géy cam gidc kho chiu 6 bung, tham chi gay tiéu chay do tang su Ién men carbohydrat ¢ dai trang. Acarbose c6 tdc dung
chong tang duong huyet, nhung thudc lai khong lam ha duong huyét. Acarbose dugc su dung, ket hgp vGi mot thudc sulfonylurea, insulin hogc
metformin ¢o thé lam giam thém dudng huyét va co thé lam tang kha nang cho ha duong huyet. Neu ha duon huget xay ra, nén hiéu chinh ligu
thich hgp cho céc thuc ndy. Nén luu y rang néu ha dudng huyét cap xay ra trong qua trinh diéu tri bang Glucgbay, thi qua trinh thoai giang,
dudng sucrose (dutng mia) thanh fructose va glucose xay ra cham hon. Do do , duong spycrose khong thich hgp dé cai thien nhanh tinh trang ha
dubing, huyét va thay vao do nén dung glucose. Glucoba duoc‘nhan\t'haY c6 lam thay doi sinh kha dung cua digoxin khi st dung dong thoi, nén
cd the can phai chinh liéu glia digoxin. Khong nén su_ un%qﬁn({; thoi Glucobay vai cac chat hap phu dudng rudt va cac ché pham men tiéu hoa
co chla cac enzym phan cat carbohydrat. St dung dong thai Glucobay véi neomycin duong uong co thé dan dén g|amtan(i; su giam duong huyét
sau dn va tang tan xudt va tinh nghiém trong clia céc tac dung ngoai y trén dutng tiéu hoa. Neu cac triéu chiing nghiém trong can xem xét viéc
giam tam thof lidu cla Glucobay. Khong co tuong tac gilia Glucobay véi dimeticon/simeticon. Theo ddi chat che viec mat kiem sodt dubng huyet
cua bénh nhan khi st dung dong thai Glucobay véi céc thiazid va cac thudc loi tieu khac, cortjcosteroid, phenothiazin, cac thudc cho tuyén giap
trang, estrogen, thudc trén?l thai dudng udng, phenytoin, acid nicotinic, cac thuoc giong giao cam, thudc chen kénh calgi va isoniazid, Khi ngung
s dung cac thuoc nay trén nhiing bénh nhan su JunlglLPhQJ hap Glucobay véi sulfonylurea hodc insulin, b&nh nhén phai dugc theo doi chat che
bat ky bang chiing ctia ha dutng huyét. SU DUNG 0 PHU NU CO THAI VA'CHO CON BU: Sk dung 6 phu nii ¢o thai: Khong dugc chi dinh Glucobay
trong thoi gian thai nghén. Vi hién tai chua co thong tip nao vé viéc dung thudc cho phu nit mang thai. S dung G phu nii chg con ba: Sau khi
cho chudt dang nudi con dung arcabose c6 danh dau bang dong vi phong xa, mot lugng nho hoat chat phang xa dugc tim thay trong sifa. Van
chua co cac g%i nhé&n tuong Uing 6 ngudi. Vi Vé{) chua loai try dugc cac anh hung cla arcabose géy ra trén fré nhg, ndi chung, khong nén chi
dinh Glucobay trong thai ky cho con bi, TAC DUNG NGOAI Y: Rat ha%,gap (=1/10): Day hoi; Hay gap (=1/100 dén <3/10): Tieu chay, dau da
day-rudt va bung; Tt gap (=1/1,000 dén <1/100): Budn, ndn, ndn, chung kho tiéu, tang enzym gan thoang qua; Hiém gap (=1/10,000 dén
<171,000): Pht, vang da; Khong ro (<1/10,000): Gidam tiéu cau, Phan (ng di Urhg (phat ban, ban do, ngoai ban, chiing may daye),,wem [udt/ tac
rugt, Trudng khi nang rudt (Pneumatosis cystoidis intestinalis), Viem gan. NHA SAN XUAT: Bayer Pharma AG, 51368 Leverkusen, biic. NHA DANG
KY: Bayer South East Asia Pte., Ltd. TAI'LIEU THAM KHAO: (1) Thong tin san pham dudc BO Y Té chap thudn.
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