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Rx

Curbose 50 mg

(Vién nén khdng bao Acarbose 50 mg)

Cic dau hiéu luu ¥ va khuyén cao:
Doc k§ hieomg dan sir dung triece khi dimg.
Pé xa tam tay tré em.

Théng bdo ngay cho bdc st hogc dioc st nhimg tdc dung khong mong muon gdip phai khi st

dung thuéc.
Thuéc nay chi dimg theo dom thudc

1. Thanh phin cong thirc thuoc:

MBOi vién nén khéng bao chita:

Thinh phin hoat chit: Acarbose 50 mg.

Thanh phz"in ta dwge: 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.

M ta diic diém thude: Vién nén tron, hai mit 181, mau tring dén tring nga dén vang nhat, mot
mit in chir "EM" va s6 "49" dugc phan tach bing vach ké, phing & mét con lai.

3. Chi dinh

Diéu tri két hop vi ché do 4n kiéng cho bénh nhan dai thao dudng.

4. Liéu dung, cich dung:

Liéu dung diéu tri thong thuwong két hop véi ché d in kiéng cho bénh nhin ddi thao
dwoing.

Liéu dung nén dugc bac si hidu chinh phi hgp véi ting bénh nhan, vi hidu qua va do dung nap
cuia thude thay doi tir ngudi ndy sang ngudi khac.

Liéu dung

Trir khi duoc ké toa theo cach khac, liéu dung nhu sau:

Khéi dau: 1 vién acarbose S0mg x 3 lan/ngay hay %2 vién acarbose 100mg x 3 lan/ngay.

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

Ciing co khi can ting lidu hon nita, acarbose 200mg x 3 lan/ngay.

Néu nguoi bénh chwa co dap tng 1am sang thich dang trong liéu trinh diéu tri trudc do, thi co thé
ting liéu sau 4 dén 8 tuan. Néu gip than phién kiét sitc mic du dd tuin thi nghiém ngit ché do
an kiéng thi khong nén ting liéu hon nita, ma co thé can phai giam lidu. Liéu trung binh 1a
acarbose 300mg/ngay (tuong wng vdi 2 vién nén acarbose 50mg/lan hodc 1 vién nén acarbose
100mg/lan, ngay 3 lan).

Liéu ding va Cich dung trong diéu tri phong ngira dai thio dwdong tup 2 ¢ bénh nhin Roi
loan dung nap dwong:

Liéu khuyén céo: 100mg x 3 1an/ngay

Nén khéi dau diéu tri v6i liéu 50 mg x 1 1an/ngay va ting dan dén 100mg x 3 1an/ngay trong
vong 3 thang.

Cich diing thude

Vién nén acarbose chi co hiéu lyc khi duoc nudt nguyén vién thudc véi mot it nudc ngay trudc
bita #n hay nhai ciing v&i mot it thitc dn ngay trong nhitng miéng thirc in diu tién cia bita in.
Nhiing doi twong diic biét

Tré em va thanh thiéu nién

Xem "Canh bao va thin trong khi dung thude".
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Ngueoi 1om tuéi (trén 65 tudi)
Khong cén chinh lidu hoic thoi gian st dung thude theo tudi cia bénh nhan,
Bénh nhan suy gan

LR
\
\

Khong cin diéu chinh lidu trén nhitng bénh nhan di c6 suy giam chirc niing gan tir trude.
Bénh nhan suy than: |
Xem "Chéng chi dinh".
Khong c6 nhian dinh vé viée han ché thoi gian str dung vién acarbose.
5. Chéng chi dinh:

- Tinh trang qua man véi acarbose v/hoic cac thanh phan t4 dwoc khic.

- Bénh ly dwong tiéu hoa man tinh v&i cac biéu hién 161 loan vé tiéu hoa va hip thu.

- Céc tinh trang bénh Iy va c¢6 thé dién bién xAu hon do sy ting sinh hoi trong rudt (nhwr hoi

chirng Roembheld, thoat vi, tic rudt va loét duong ticu hoa).

- Acarbose chéng chi dinh ¢ nhitng bénh nhan suy thin ning (d¢ thanh thai <25ml/phat)
6. Canh bio va thin trong khi dung thudc:
O mdt sb trudng hop, ting enzym gan khong co triéu chirmg 14m sang c6 thé xay ra. Vi vy, can
theo ddi enzym gan trong 6 dén 12 thang dau diéu tri. Trong nhiing truong hop co thé danh gia
duoc, nhitng thay doi trén cé thé phuc hdi khi ngung sir dung acarbose.

Sw an toan va hiéu qué cia acarbose ddi voi bénh nhan dudi 18 i chua dugc chimg minh.

Can chiam soc diic biét trén nhitng bénh nhan dai thao dudng nhiém toan ceton.

Ting ndng dd cic transaminase trong huyét thanh.
Trong mot nghién ctru dai han (dén 12 thing, bao gom cac lidu vién nén acarbose 1én t6i 300 mg
X 3 lﬁn/ngély) dugc thyc hién tai Hoa Ky, sy gia ting cic transaminase huyét thanh (AST va/hodc
ALT) trong thoi gian diéu tri & trén miic gidi han trdn cua binh thuong (ULN), gip 1.8 1an mitc
gidi han tran; va gap 3 1an miic gi¢i han tran xay ra lan Tugt vai ti 18 14%, 6% va 3% trén nhom
bénh nhin duoc diéu tri véi acarbose so sanh vdi ti 16 twong ung 7%, 2% va 1% tr€n nhém bénh
nhan dugc diéu tri véi gia dugc. Miic du sir khac nhau giita cac nhém diéu tri 1a cé ¥ nghia thong
ké. nhung su gia ting ndy khong cé triéu chimg, c6 thé phuc hdi va phd bién hon & phy nit, va
nhin chung, khong cé di kém véi cac bing chimg 16i loan chirc ning gan khic. Ngodi ra, sy gia
ting cua cac transaminase huyét thanh c6 lién quan dén liéu. Trong nhitng nghién ciru tai Hoa
Ky, bao gdm ca liéu cua acarbose duoc ting 1én dén mirc tdi da duoc phé duyét 1a 100 mg x 3
lan/ngay, thi su gia ting trong thdi gian diéu tri cua AST va‘hodc ALT ¢ bat ky mirc dd nghiém
trong nao trong ty gitra nhém bénh nhan duoc diéu tri véi va nhom bénh nhan duoc diéu tri vdi
gia duoc (p>0.496).
Trén nhitng bénh nhan sir dung acarbose liéu hing ngiy duge khuyén cio tir 150 dén 300 mg,
hiém c6 nhitng xét nghiém chirc ning gan bt thudmg lién quan 1dm sang dugc quan sat thiy (cao
hon gap 3 14n mitc gidi han trin). Nhitng gi tri bat thudng c6 thé chi thoang qua trong thdi gian
diéu tri acarbose.
CAc trudng hop riéng 1¢ clia viém gan toi cAp va tir vong duoc bdo cdo tai Nhat. Moi lién quan
vo1 acarbose khong rd rang.
Cac xét nghiém cin lim sang
Nén theo ddi su dap g diéu tri vdi vién nén acarbose qua cac xét nghiém dudng huyét dinh k.
St do lwong mitc d6 hemoglobin dugce glycoslat héa dwoc khuyén cio dé theo doi kiém sodt
duong huyét dai han.
Vién nén acarbose, dic biét véi lidu vugt qua S0mg x 3 14n/ngdy, cé thé 1am ting ndng dd cac
transaminase huyét thanh va, trong mot vai trwong hop hiém lam ting bilirubin mau. Nong do
transaminase huyét thanh duoc khuyén cdo kiém tra cir 3 thang/1an trong 1 nim dau 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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Theo doi kiém soat duong huyét bang thir nghiém 1,5-AG khong duge khuyén cao do viée do
1,5- AG khong dang tin ciy trong danh gia kiém soat dudng huyét trén nhitng bénh nhAi 5t Al

I
A

dung Acarbose. Sir dung cic phuong phap thay thé khic dé theo dai kiém soat dudng hlZf

7.  Sir dung thudc cho phu nit ¢6 thai va cho con ba:
St dung thudc cho phu nit ¢6 thai: \
Khéng nén diing acarbose trong thoi ky mang thai vi khong c6 thong tin tir cac nghiéﬂ‘@ fis
sang vé viéc st dung no & phy nit mang thai. Ny
St dung thubc cho phu nit cho con bi: '
Sau khi stt dung acarbose dwgc danh dau phong xa cho chudt dang b, mot lwgng nho chat
phong xa dd dugc tim thiy trong sita. Cho dén nay khong co phat hién twong ty ¢ ngudi.
Tuy nhién, vi khong thé loai trir kha niing tac dung khong mong mudn cua thudc dbi véi tré bu
me, nén khong khuyén céo ké don acarbose trong thoi gian cho con bil.
8. Anh huong cia thudc 1én kha niing lii xe, vin hinh miy méc:
Khéng c¢6 nghién ctru ndo cho thiy su thay doi kha ning 1ai xe hodc sir dung may moéc khi didu
tri bﬁmg acarbose.
9. Tuwong tic, twong ky cia thudc:
Twong tac
Trong qua trinh diéu tri bing acarbose, duong sucrose (dwong mia) va cic loai thic pham c6
chira sucrose thuomg gay cam giac kho chiu ¢ bung, tham chi gay ti€u chay do ting sy 1én men
carbohydrat ¢ dai trang,.
Acarbose co tac dung chong ting duong huyét, nhung thube lai khong 1am ha duong huyét.
Nhitng bénh nhan st dyung sulfonylurea, insulin hoic metformin: Cac thudc sulfonylurea, insulin
hodic metformin c6 thé gay ha dudong huyét. Acarbose dugc st dung két hop véi mot thude
sulfonylurea, insulin hogic metformin cé thé 1am giam thém dudng huyét va co thé 1am ting kha
ning cho ha duong huyét. Néu ha duong huyét xay ra, nén hiéu chinh lidu thich hop cho cic
thudc nay. Co6 rit hiém cac truong hop don 1é bj séc ha duong huyét dugce bao cio trén nhiing
bénh nhin duoc diéu tri bﬁmg Acarbose phéi hop véi sulfonylurea, insulin va/hodc metformin.
Nén hru v ring néu ha dudng huyét cAp xay ra trong qua trinh diéu tri biang acarbose, thi qua
trinh thoai giang, duong sucrose (duong mia) thanh fructose va glucose xay ra cham hon. Do do,
duong sucrose khong thich hop dé cai thién nhanh tinh trang ha duong huyét va thay vao d nén
dung glucose.
Acarbose dugc nhin thy cé lam thay doi sinh kha dyung ciia digoxin khi sir dung dong thoi, nén
¢6 thé ciAn phai chinh liéu cia digoxin.
CAc chit hap phu dudng rudt (vi du than hoat) va cic ché pham men tiéu hoa cé chira cic enzym
phan cit carbohydrat (vi du, amylase, pancreatin) cé thé lam giam hiéu qua cda acarbose va
khong nén sir dung dong thdi. S dung dong thdi acarbose véi neomycin dudng uong cé thé din
dén gia ting sy giam dudng huyét sau in va ting tan xuat va tinh nghiém trong cia cac tic dung
ngoai ¥ trén duong tiéu héa. Néu céc triéu chirng nghiém trong can xem xét viéc giam tam thoi
liéu cua acarbose.
Khdng c6 twrong tic gitia acarbose vdi dimeticon/simeticon.
Mot s6 thudc 1am ting duong huyét va c6 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, thudc trdnh thai dwdng udng, phenytoin, acid nicotinic, cdc thude
gidng giao cam, thudc chen kénh calci va isoniazid. Khi cac thuéc nay duge sur dung trén nhiing
bénh nhin sir dung acarbose, bénh nhan phai dwoc theo ddi chit chd viée mat kiém sodt dudng
huyét. Khi ngirng sir dung cc thude nay trén nhirng bénh nhan si dung phdi hop acarbose véi
sulfonylurea hodc insulin, bénh nhin phai dwoc theo di chit ché bat ky bang chimg cua ha
dudng huyét.
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Twong ky:
Do khéng ¢6 cdc nghién ciru vé tinh twong ki cia thude, khong tron 1an thude ndy véi [
khac. \ o
10. Tic dung khong mong mudn cia thude:
Téan sudt cua cdc phan ng c6 hai cua thudc (ADR) dugc bdo cdo véi acarbose, dua treh A
nghién ciru ¢ déi chimg véi gia dugc (acarbose: N = 8 595; gia dwoc: N = 7 278; tinh trang)
duoc tom tit trong bang dudi day.
Trong moi nhom tan suét, cac tac dung khong mong mudn dugce trinh bay theo mirc do nghiém
trong giam dan. Tan suit dugc xac dinh 13 rat thudng gip 1/10); thudong gip (1/100 dén
<1/10); it gip (>1/1.000 dén <1/100); hiém gip (>1/10.000 dén <1/1.000); rat hiém gip
(<1/10.000).
Cac ADR chi dugc x4c dinh trong qua trinh giam sat sau khi dwa thudc ra thi trudng (tinh trang;
ngay 31 thang 12 nim 20035) va khong thé wdc tinh tAn suit xay ra, dugc liét ké trong phan

“khong xac dinh”.
Phin nhém co | Rat thudng | Thuwong | It gip Hiém gip | Rat hiém gip
quan gap gap
Rbi loan mau va Giam tiéu cau
hé bach huyét
R6i loan hé mién Qu4 man voi thudc
dich (ndi man do, ban do,
ngoai ban, ndi mé
day)
R6i loan mach Phu
mau
R6i loan tiéu hoa | Pay hoi Tiéu Buon  non,
chiy va | nén mira, 16i
dau bung | loan da day
Roi loan gan mét Ting enzym | Vangda | Viém gan
gan
R6i loan da va Héi chitng ngoai ban
md dudi da muyn mu toan thin
cip tinh (AGEP)

Sau khi dua thudc ra thi truong, cic truong hop oi loan chitc ning gan, chirc ning gan bat
thudng va ton thuong gan di dugc bao cdo. Cac truedng hop ca nhan bi viém gan toi cip dan dén
tr vong ciing da dugc bao cao, dic biét 1a tir Nhit Ban.

O nhitng bénh nhan ding liéu khuyén cdo hang ngay tir 150 mg dén 300 mg acarbose, hiém khi
quan sat thdy cic xét nghiém chirc ning gan bat thuong co6 lién quan dén 1am sang (gap ba lan
gi¢i han trén ciia mirc binh thudng). Cac gid tri bat thudmg cd thé thoang qua khi diéu tri bing
Acarbose dang dién ra (xem phén 6).

Néu ché do an kiéng theo quy dinh danh cho bénh nhén di thdo duong khoéng duoc tudn thil, cic
tic dung khong mong mudn dudng rudt co thé ting 1én. Néu cic triéu chimg khé chiu nghiém
trong phat trién mic du tuan thi ché dd An uéng dinh cho bénh nhin dai thao dudng duoc chi
dinh, bac si phai dugc tr van va giam liéu tam thoi hoic vinh vién.

Bio cio cic phan ing bat loi nghi ngdy

Béo cdo cic phan tng bat 1oi nghi ngd sau khi cip phép san phim thudc 13 rit quan trong. N6
cho phép tiép tuc theo ddi can bing loi ich/nguy co clia san pham thuéc. Cac chuyén gia chim
soc stic khoe duoc véu ciu bdo cdo bat ky phan tng bat 1oi ndo bi nghi ngd thdng qua Chuong
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trinh The vang tai: www.mhra.gov uk/yellowcard.
11. Qua lidu va cdch xik tri:
Tri¢u ching \
Khi ubng vién Curbose véi d0 udng va/hoic bita dn c¢6 chira carbohydrat (pél¥sscarid,
oligosacarid hodic disacarid), qua lidu c6 thé giy diy hoi, diy hoi va tiéu chay. Néu vidtenbn—"
Curbose duoc udng doc 1ap vdi thie dn, khong can du doan cac triéu ching dudng rudt qua mic.
Xir tri
Khong c6 thude giai doc dic hidu cho vién nén chira Acarbose dugc biét dén.
Nén tranh dn cac bira dn hodc dd udng c6 chia carbohydrat trong 4-6 gid. Tiéu chay nén duoc
diéu tri bing cac bién phap bao thu tiéu chuan.
12. Djc tinh dwgc luc hoc:
Nhém dwge 1y: Thubc ha dudng huyét, khong bao gom insulin. Tac dung tc ché enzym alpha-
glucosidase
Ma ATC: A10BFO1
Co ché hoat djng:
Trong tit ca cac loai dwgc thir nghiém, Acarbose hoat dong trong dudong rudt. Hoat dong cua
Acarbose dira trén sy ic ché canh tranh cia cac enzym duong rudt (alpha-glucosidase), lién quan
dén sy phan huy cia disacarid, oligosacarid va polysacarid. Diéu nay dan dén sy chim tré phy
thudc vao liéu lugng trong qua trinh tiéu hda cic carbohydrat niy. Glucose ¢ ngudn goc tir cic
carbohydrat nay s& dwoc giai phong va dwa vao mau chim hon. Bing cach ndy, Acarbose lam
giam sy gia ting duong huyét sau bita dn, do dé lam giam sy dao dong nong do cua duong
huyét.
13. Pac tinh dwoe dong hoc:
Sau khi uéng, chi 1-2% chat tic ché c6 hoat tinh dwoc hip thu.
Dugc dong hoc ctia Acarbose di dugc nghién ciru sau khi cho nhiing ngud¢i tinh nguyén khoe
manh udng chat dugc danh dau 14C (200mg). Trung binh, 35% téng lwgng phéng xa (1ong cua
chit tic ché va bat ky san phiam thodi héa nao) duoc bai tiét qua thin trong vong 96 gio. Ty 1&
chit trc ché bai tiét qua nudc tiéu 1a 1,7% liéu dung. 50% hoat dong di dwoc loai bo trong vong
96 gio trong phan. Qua trinh tong ndng do phong xa trong huyét tuong bao gdm hai dinh. Pinh
dau tién, v6i ndng do twong duong Acarbose trung binh 13 52,2 + 15, 7pg/l sau 1,1 £ 0,3 gié, phu
hop véi dit liéu twong mg cho qué trinh tip trung cua cht tic ché (49,5 + 26.9ug/l sau 2,1 + 1,6
gi0). Pinh thir hai trung binh 13 586.,3 + 282,7ug/1 va dat duoc sau 20,7 + 5,2 gio. Dinh thir hai,
cao hon 1a do sy hip thu cic san pham thoai héa cia vi khuan tir cac phin xa cua rudt. Trai
nguoc véi tong hoat dd phong xa, nong do tdi da trong huyét twong ctia chét wrc ché thap hon
theo hé s6 10-20. Thoi gian ban hiy trong huyét twong cua chat e ché 14 3.7 + 2,7 gid doi véi
giai doan phan phdi va 9.6 + 4.4 gidr d6i vé6i giai doan loai bo.
Thé tich phin bd twong dbi 1a 0,32 1/kg thé trong, di duoc tinh todn ¢ nhitng ngudi tinh nguyén
khoe manh tir qua trinh tip trung trong huyét trong.
14. Quy cach déng goi: Hop 10 vi x 10 vien.
15. Piéu kién bao quan, han ding, tiéu chuin chat lwgng cia thudc:

- Pidu kién bao quin: Bao quan & noi kho rdo dudi 30°C, tranh 4nh sang.

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

- Tiéu chuin chit hrgng caa thude: TCCS.
16. Tén, dia chi co s¢ san xuit thudc:
EMCURE PHARMACEUTICALS LTD.
bia chi: Plot No. P1 and P2, L. T.B.T, Park Phase-1I, M.I.D.C. Hinjawadi Pune 411057
Maharashtra State, An P9.
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