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Curbose 100 mg
(Vién nén khong bao Acarbose 100 mg)

Cic dau hiéu luu ¥ va khuyén cdo:
Poc k§ hieong dan sir dung trieoe khi dimg.

Dé xa tam tay tré em.

Thong bdo ngay cho bdc st hode dirge st nhitmg tdc dung khong mong muon gdp phai khi st
dung thuéc.
Thuée nay chi dimg theo don thuéc

1. Thanh phin cdng thirc thudc:

MBbi vién nén khéng bao chia:

Thanh phin hoat chit: Acarbose 100 mg.

Thanh ph;‘in td dwgce: Maize starch (Unipure-F), microcrylstalline cellulose (Avicel PH 112),
silica colloidal anhydrous (Aerosil 200 pharma), magnesium stearate (VEG 1.00663).

2. Dang bao ché:

Dang bao ché: Vién nén khong bao.

M0 ta diic diém thudce: Vién nén tron, hai mat 181, mau tring dén tring nga dén vang nhat, mot
miit in chit "EM" va s6 "50" duoc phan tich bing vach ké, phing & miit con lai.

3. Chi dinh

Piéu tri két hop véi ché do iAn kiéng cho bénh nhan dai thio dudng.

4. Liéu dung, cich ding:

Liéu ding diéu tri thong thwong két hop véi ché @6 in kiéng cho bénh nhin ddi thso
duwong.

Liéu dung nén dugc béc si hiéu chinh phil hop véi timg bénh nhan, vi hiéu qua va dé dung nap
cua thudc thay doéi tir ngudi niy sang ngudi khac.

Liéu ding

Trir khi duwoc ké toa theo cach khac, liéu ding nhu sau:

Khéi dau: 1 vién acarbose S0mg x 3 lan/ngay hay %4 vién acarbose 100mg x 3 lan/ngay.

Tiép theo: 2 vién acarbose 50mg x 3 1dn/ngdy hay 1 vién acarbose 100mg x 3 lin/ngay.

Ciing c6 khi cin ting liéu hon nita, acarbose 200mg x 3 1an/ngay.

Néu nguoi bénh chwa c6 dap tng 1dm sang thich ding trong lidu trinh diéu tri trudc dé, thi 6 thé
ting lidu sau 4 dén 8 tuAn. Néu gip than phién kiét sirc mic du di tuan thu nghiém ngit ché do
An kiéng thi khong nén ting liéu hon nita, ma c6 thé cAn phai giam liéu. Lidu trung binh 13
acarbose 300mg/ngdy (twong g véi 2 vién nén acarbose S0mg/lan hodc 1 vién nén acarbose
100mg/lan, ngay 3 lan).

Liéu dung va Cach dung trong diéu tri phong ngira dii thio duong tuyp 2 & bénh nhin Réi
loan dung nap dwong:

Liéu khuyén cdo: 100mg x 3 lan/ngay

Nén khoi dau diéu tri véi lidu 50 mg x 1 1dn/ngdy va ting din dén 100mg x 3 ldn/ngay trong
vong 3 thdng.

Cich dung thude

Vién nén acarbose chi ¢6 hiéu lyc khi dugc nudt nguyén vién thudc véi méot it nwde ngay trude
bita dn hay nhai cung vdi mot it thic An ngay trong nhitg miéng thirc dn dau tién cua bira an.
Nhiing doi twong diic biét

Tré em va thanh thiéu nién

Xem "Canh bao va than trong khi dung thudc".
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Khong can chinh liéu hoic thoi gian st dung thube theo tudi ciia bénh nhan. (
Bénh nhan suy gan ' w
Khong can diéu chinh lidu trén nhitng bénh nhan di ¢ suy giam chitc ning gan tir tI'lI(')’fo'l\
Bénh nhdn suy thdn: N
Xem "Chéng chi dinh".
Khong c6 nhan dinh vé viéc han ché thdi gian sit dung vién acarbose.
5. Chéng chi dinh:
- Tinh trang qua man v&i acarbose vi/hodc cac thanh phin t4 duoc khic.
- Bénh 1y duong tiéu hod man tinh v&i cic biéu hién r6i loan vé tiéu hoa va hap thu.
- Céc tinh trang bénh Iy va c6 thé dién bién x4u hon do sy ting sinh hoi trong rudt (nhr hoi

chirng Roembheld, thoat vi, tdc rudt va loét duong tiéu hod).

- Acarbose chdng chi dinh & nhitng bénh nhan suy than ning (dd thanh thai <25ml/phat)
6. Canh bdo va thin trong khi dung thudc:
O mot s6 trudng hep, ting enzym gan khong c6 tri¢u chirng 14m sang c6 thé xdy ra. Vi vay, can
theo ddi enzym gan trong 6 dén 12 thang dau diéu tri. Trong nhiing truong hop co thé danh gid
duogc, nhitng thay dbi trén co thé phyc hdi khi ngung sir dung acarbose.
Sy an toan va hiéu qua cia acarbose dbi v&i bénh nhan dudi 18 tudi chwra dugc chirng minh,
Cén chiim soc dic biét trén nhirng bénh nhan dai thao dudng nhiém toan ceton.
Ting nong df cic transaminase trong huyét thanh,
Trong mdt nghién ciru dai han (dén 12 thang, bao gdm cac lidu vién nén acarbose 1&n t¢i 300 mg
x 3 lan/ngdy) duoc thyc hién tai Hoa Ky, sy gia ting cac transaminase huyét thanh (AST va/hoic
ALT) trong thdi gian diéu tri & trén mic gidi han tran cia binh thwong (ULN), gap 1,8 lin mirc
gi¢i han trin; va gép 3 lan mic gidi han tran xay ra lan hrot voi ti 18 14%, 6% va 3% trén nhém
bénh nhin duoc diéu tri véi acarbose so sanh véi ti 16 twong tng 7%, 2% va 1% trén nhém b¢nh
nhan duoc diéu tri v6i gia duge. Mic di sy khiac nhau giira cac nhém diéu tri 13 c6 ¥ nghia théng
ké, nhung su gia ting ndy khong co triéu ching, co thé phuc hdi va phd bién hon ¢ phy nit, va
nhin chung, khong c6 di kém véi cac bang chimg rdi loan chirc ning gan khac. Ngoai ra, sy gia
ting cua cac transaminase huyét thanh c6 lién quan dén liéu. Trong nhitng nghién ciru tai Hoa
Ky, bao gom ca liéu cua acarbose dugc ting 1én dén mitc tdi da duoc phé duyét 13 100 mg x 3
1an/ngay, thi sy gia ting trong thdi gian diéu tri cua AST va/hoic ALT & bat ky mirc do nghiém
trong nao trong ty gitta nhom bénh nhin dwoc diéu tri véi va nhom bénh nhan duoc diéu tri v&i
gia duoc (p>0.496).
Trén nhitng bénh nhan st dung acarbose liéu hang ngay dwoc khuyén cdo tir 150 dén 300 mg,
hiém c6 nhitng xét nghiém chirc ning gan bat thudng lién quan 1am sang dugc quan sat thiy (cao
hon gap 3 1an mitc giGi han trin). Nhitng gid tri bat thuong cé thé chi thoang qua trong thoi gian
diéu tri acarbose.
Céc truong hop riéng 1¢é cua viém gan t6i cAp va tir vong dugc bao cdo tai Nhat. Mai lién quan
v0i1 acarbose khong 0 rang.
Cic xét nghiém cin lim sang
Nén theo di si dap (g diéu tri vdi vién nén acarbose qua cic xét nghiém dudng huyét dinh ky.
Sur do lwdng mitc d6 hemoglobin dugce glycoslat héa dwoc khuyén cio dé theo doi kiém sodt
duong huyét dai han.
Vién nén acarbose, diic biét véi lidu vuot qua 50mg x 3 14n/ngdy, cé thé 1am ting nong do cic
transaminase huyét thanh va, trong mot vai trudong hop hiém 1am ting bilirubin mau. Nong do
transaminase huyét thanh dugc khuyén cdo kiém tra cir 3 thang/14n trong 1 nim diu diéu tri véi
vién nén acarbose va dinh ky sau d6. Néu quan sat thiy cac transaminase ting 1&n, thi nén chi
dinh giam liéu hoic ngung diéu tri, dic biét néu su gia ting nay kéo dai.
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1,5- AG khong dang tin cdy trong danh gia kiém soat dudng huyét trén nhitng bénhy/ rhan ‘
dung Acarbose. Sr dung c4c phuong phép thay thé khac dé theo dai kiém soét dudng hi yew '
7. St dung thudc cho phu nit ¢6 thai va cho con bu:
Sw dung thudc cho phu nir ¢6 thai: \ 50 /
Khéng nén dung acarbose trong thdi ki mang thai vi khéng c6 théng tin tir cac nghién ciru lam
sang vé viéc sir dung n6 & phu nit mang thai.

Sir dung thudc cho phu nir cho con bi:

Sau khi sit dung acarbose dwgc danh dau phéng xa cho chudt dang ba, mot hrong nhd chat
phéng xa di dugc tim thiy trong sita. Cho dén nay khong cé phat hién twong tir & ngudi.

Tuy nhién, vi khong thé loai trn kha ning tic dung khong mong mudn cua thudc dbi véi tré bu
me, nén khong khuyén c4o ké don acarbose trong thdi gian cho con bil.

8. Anh huéng cia thude 1én kha niing 14i xe, vin hanh may méc:
Khéng c6 nghién ciru nio cho thiy sy thay d6i kha niing 1ai xe hodc st dung may moc khi didu

tri bing acarbose.
9. Tuong tic, twong Ky caa thude:
Twong tac

Trong qué trinh diéu tri bing acarbose, dudong sucrose (dudng mia) va cic loai thyc pham c6
chira sucrose thudng gay cam giac kho chiu ¢ bung, thim chi giy ti¢u chay do ting sy 1én men
carbohydrat ¢ dai trang,

Acarbose ¢é tac dung chbng ting dudng huyét, nhung thude lai khong 1am ha dwong huyét.
Nhitng bénh nhén sir dung sulfonylurea, insulin hoic metformin: Cac thudc sulfonylurea, insulin
hodic metformin c6 thé gay ha dwdng huyét. Acarbose dugc sit dung két hop véi mot thude
sulfonylurea, insulin hodic metformin cé thé 1am giam thém dudng huyét va c6 thé lam ting kha
ning cho ha dudng huyét. Néu ha dudong huyét xay ra, nén hiéu chinh liéu thich hop cho céac
thudc nay. Co rit hiém cac truong hop don 1¢ bi séc ha dudng huyét dwoc bao cao trén nhimg
bénh nhan dugc diéu tri bﬁng Acarbose phéi hop voi sulfonylurea, insulin va/hodc metformin.
Nén lvu v ring néu ha duong huyét cip xay ra trong qua trinh diéu tri bing acarbose, thi qua
trinh thodi giang, dudng sucrose (duong mia) thanh fructose va glucose xay ra chim hon. Do do,
duong sucrose khong thich hop dé cai thién nhanh tinh trang ha dudng huyét va thay vao do nén
dung glucose.

Acarbose dugc nhan thiy c6 lam thay doi sinh kha dung cua digoxin khi sit dung dong thoi, nén
c6 thé cin phai chinh liéu ctia digoxin.

Céc chat hip phu duong rudt (vi du than hoat) va cac ché phidm men tiéu hoa cé chira cic enzym
phan cat carbohydrat (vi dy, amylase, pancreatin) c¢ thé lam giam hi¢u qua cta acarbose va
khong nén st dung dong thoi. St dung dong thoi acarbose v&i neomycin dudng uéng cé thé dan
dén gia ting sy giam duong huyét sau in va ting tAn xuAt va tinh nghiém trong cua cac tac dung
ngoai v trén duong tiéu hoa. Néu cac tridu ching nghiém trong cin xem xét viéc giam tam thoi
liéu ciia acarbose.

Khong c6 twong tac gilia acarbose vé1 dimeticon/simeticon.

Mot s6 thudc 1am ting duong huyét va cé thé dan dén 1am mat kiém soat duong huyét. Cc thude
nay bao gom céc thiazid va cac thudc loi tiéu khéc, corticosteroid, phenothiazin, cic thudc cho
tuyén giap trang, estrogen, thuoc tranh thai dudng udng, phenytoin, acid nicotinic, cdc thudc
giong giao cam, thuéc chen kénh calci va isoniazid. Khi cac thuoéc nay dugc sir dung trén nhiing
bénh nhan sit dung acarbose, bénh nhan phai duoc theo ddi chiit ché viéc mat kiém sodt dudng
huyét. Khi ngimg st dung cic thudc niy trén nhitng bénh nhan sit dung phoi hop acarbose véi
sulfonylurea hodic insulin, bénh nhin phai duwoc theo d&i chit ché bat ky bang chimg cia ha
dudng huyét.
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Do khéng ¢6 céc nghién cim vé tinh tuong ki cia thube, khong tron 14n thude niy véi «(a /thn

khic.

10. Tic dung khéng mong mudn cia thudc:
Téan suat cia cAc phdn fmg cé hai cia thuéc (ADR) duoc bdo cdo véi acarbose, dira tm‘ gidc,
nghién ciru ¢6 doi chimg véi gia duoc (acarbose: N = 8 395; gia dwoc: N = 7 278; tinh trang)
duoc tém tit trong bang dudi day.

Trong mdi nhém tin suét, cic tic dung khong mong muon duoc trinh bay theo niic dé nghiém
trong giam dan. Tan suat duogc xic dinh 13 rat thudng gip (>1/10); thudng gip (>1/100 dén
<1/10); it gip (>1/1.000 dén <1/100); hiém gip (>1/10.000 dén <1/1.000); rit hiém gip
(<1/10.000).

C4c ADR chi dugc x4c dinh trong qua trinh giam sat sau khi dwa thudc ra thi trudmg (tinh trang:
ngdy 31 thang 12 nim 2005) va khong thé wdc tinh tAn sudt xdy ra, duoc liét ké trong phin

“khdng xac dinh”,
Phin nhém co | Rit thudng | Thwong | It gip Hiém gip | Rat hiém gip
quan gap gap
R6i loan mdu va Giam tiéu ciu
hé bach huyét
R6i loan hé mién Qud man voi thudc
dich (n6i mAn do, ban do,
ngoai ban, ndi mé
day)
R6i loan mach Phu
mau
Roi loan tiéu hoa | Pay hoi Tiéu Budn  nén,
chdy va | nén mura, 16i
dau bung | loan da day
Ro6i loan gan mat Ting enzym | Vangda | Viém gan
gan
R6i loan da va Héi chirng ngoai ban
mé dudi da mun mu toan thin
cap tinh (AGEP)

Sau khi dwa thudc ra thi trudng, cdc trudng hop 1oi loan chic ning gan, chirc ning gan bt
thuong va ton thuong gan di dugc bao cdo. Cac trudng hop ca nhan bi viém gan tdi cip dan dén
tr vong ciing da dugc bao cdo, dic bict 1a tir Nhat Ban.

O nhitng bénh nhan dung liéu khuyén cdo hang ngay tir 150 mg dén 300 mg acarbose, hiém khi
quan sat thiy cac xét nghiém chirc ning gan bat thuong c6 lién quan dén 1am sang (gip ba lan
gi¢i han trén cua mic binh thudng). Cac gia tri bat thuong cd thé thoang qua khi diéu tri bang
Acarbose dang dién ra (xem phén 6).

Néu ché do an kiéng theo quy dinh danh cho bénh nhén dai thdo duong khong duoc tun thii, cac
tac dung khong mong mudn dudng rudt cé thé ting 1én. Néu cac triéu chimg khé chiu nghiém
trong phat trién mic di tuan thu ché do #n udng danh cho bénh nhan dai thiao duong dugc chi
dinh, bac si phai dwgc tir van va giam liéu tam thoi hoic vinh vién.

Bio c4o cic phan ¢ng bat 1oi nghi ngd

Bao cdo cac phan tng bat lgi nghi ngd sau khi cip phép san pham thudc 13 rat quan trong. N6
cho phép tiép tuc theo dbi can bing loi ich/nguy co cia san phim thudc. Cac chuyén gia chim
soc stre khoe duge véu cau bao cdo bat ky phan tng bét loi ndo bi nghi ngo thong qua Chuong
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11. Qui liéu va cdch xir tri: ( £l
Triéu ching \ |
Khi ubng vién Curbose véi dd ubng va/hoic bita #n c6 chira carbohydrat (polys
oligosacarid hodc disacarid), qua liéu c6 thé giy day hoi, day hoi va tiéu chay. Néu vick ien
Curbose duoc udng doc 1ap véi thirc in, khong can du dodn cac triéu chirng dudmg rudt qua mirc.
Xur tri
Khong c6 thubc giai doc dic hidu cho vién nén chita Acarbose dugc biét dén.

Nén tranh dn cic bita dn hodc do udng c6 chira carbohydrat trong 4-6 gid. Tiéu chay nén duoc
diéu tri bing cac bién phap bao thu tiéu chuin.

12. Pac tinh dwge lyce hoc:

Nhém dwoge 1y: Thubc ha dudng huyét, khong bao gém insulin. Tac dung trc ché enzym alpha-

glucosidase
Ma ATC: A10BFO1
Co ché hoat djng:
Trong tat ca cac loai dwoc thir nghiém, Acarbose hoat dong trong dudng rudt. Hoat dong cua
Acarbose dura trén sy frc ché canh tranh cua cac enzym dudng rudt (alpha-glucosidase), lién quan
dén sy phan huy cua disacarid, oligosacarid va polysacarid, Piéu ndy din dén sy cham tré phy
thudc vao lidu lwgng trong qud trinh tidu héa cic carbohydrat ndy. Glucose ¢ ngudn gbe tir cc
carbohydrat ndy s& duoc giai phong va dwa vao mau chim hon. Bing cich ndy, Acarbose lam
giam sy gia ting dudng huyét sau bita dn, do d6 1am giam sy dao dong ndng dd cua dudng
huyét.
13. Pac tinh dwgc dong hoc:
Sau khi uéng, chi 1-2% chét tic ché ¢cé hoat tinh dwoc ha"ip thu.
Duoc dong hoc cua Acarbose di duge nghién ctru sau khi cho nhitng ngu¢i tinh nguyén khoe
manh uéng chit duge danh dau 14C (200mg). Trung binh, 35% tong lugng phong xa (tong cua
chit e ché va bat ky san pham thoai héa nao) duoc bai tiét qua than trong vong 96 gio. Ty 16
chit tre ché bai tiét qua nudce tiéu 1a 1,7% lidu dung. 50% hoat dong di duoc loai bo trong vong
96 giv trong phan. Qua trinh tong ndng do phong xa trong huyét twong bao gdbm hai dinh. Pinh
dau tién, vdi ndng do twong duong Acarbose trung binh 13 52,2 + 15,7pg/l sau 1,1 £ 0.3 gio, phu
hop véi dit liéu twong g cho qua trinh tip trung cua chit tic ché (49,5 + 26,9ug/l sau 2,1 + 1,6
£i0). Dinh thr hai trung binh 1a 586.3 + 282, 7ug/1 va dat dugc sau 20,7 = 5,2 gi¢. Pinh thir hai,
cao hon 1a do su hz"ip thu cac san phﬁm thoai héa cua vi kKhuan tr cac ph@m xa cua rudt. Trai
nguoc voi tong hoat do phong xa, nong do t6i da trong huyét twong cua chat trc ché thip hon
theo hé s6 10-20. Thoi gian ban hity trong huyét tuong cta chat tic ché 1a 3,7 + 2.7 gio doi véi
giai doan phan phodi va 9.6 £ 4.4 git ddi v6i giai doan loai bo.
Thé tich phin bd tuong ddi 1a 0,32 kg thé trong, di dugc tinh todn & nhitng ngudi tinh nguyén
khoe manh tir qua trinh tap trung trong huyét trong.
14. Quy cach dong goi: Hop 10 vi x 10 vién.
15. Didu kién bio quin, han ding, tiéu chuin chit lwgng ciia thudc:

- Piéu kién bio quin: Bao quan & noi khé rdo dudi 30°C, tranh anh sang.

- Han dung: 24 thiang ké tir ngay san xuAt.

- Tiéu chuin chit lrong cia thudc: TCCS.
16. Tén, dia chi co s san xuit thudc:
EMCURE PHARMACEUTICALS LTD.
bia chi: Plot No. Pl and P2, L.T.B.T, Park Phase-II, M.I.D.C. Hinjawadi Pune 411057
Maharashtra State, An Do.
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