 52429(n)

1. Nhan tryc tiép:
- Vi 10 vién nén.

2. Nhan trung gian:
- Hop 3 vi x 10 vién nén.

SDK/ Reg. No.: XX-XXXX-XX
S6 16 SX/ Batch No.: XXXXXX

Ngay SX/ Mfg. Date: XX/XX/XX
HD/ Exp. Date: XX/XX/XX
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ARBOSNEW 50

Acarbose 50mg

Hép 3 vi x 10 vién nén
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Nha may san xuét Dwoc phadm Agimexpharm

Budng Vi Trong Phung, K. Thanh An, P. My Théi, TP. Long Xuyén, An Giang

ARBOSNEW'50

Agimexpharm Pharmaceutical Joint Stock Company

27 Nguyen Thai Hoc Street, My Binh Ward

Long Xuyen City, An Giang Province, Vietnam

Manufactured by: Branch of Agimexpharm Pharmaceutical JSC.

Agimexpharm Pharmaceutical Factory
Vu Trong Phung Street, Thanh An Hamlet, My Thoi Ward
Long Xuyen City, An Giang Province, Vietnam
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TO HUONG DAN SU DUNG THUOC

Rx ®
ARBOSNEW 50

Thudc nay chi dung theo don thude
Doc k§ hwéng din sir dung trwée khi dung
Pé xa tim tay tré em

Thanh phén céng thirc cho 1 vién:
Thanh phan hoat chét:
MB&i vién ARBOSNEW 50 chira 50 mg Acarbose
Thanh phén ta dugc:

Lactose monohydrat, Microcrystallin cellulose 101, Povidon K30, Croscarmellose natri,
Magnesi stearat.

Dang bao ché: Vién nén mau trdng, mOt mét tron, mot mit c6 vach ngang bé doi duoc, dudng kinh 7 mm.
Chi dinh: Thubc nay chira acarbose dung:
- Pon trj liéu: Nhu mot thude phu trg ché do an va tap luyén dé diéu trj dai thdo dudng typ 2
(khong phy thudc insulin) & nguoi tang glucose mdu (ddc biét ting glucose mau sau khi &n)
khong kiém soat duoc chi bang ché do an va tap luyén.

- C6 thé phdi hop véi cac nhém thube khac (sulfonyluré hodc biguanid hodc insulin) v&i ché do
an va tap luyén dé dat dugc muc tiéu diéu trj dai thao dwong typ 2.

Cich dung, liéu dung:
Cach dung:
~ Uong acarbose vao dau bita an dé giam ndng dd glucose méau sau an. Liéu phai do thay thude
diéu chinh cho ‘phu hop ting truorng hop, vi hiéu qua va dung nap thay doi tay tu'ng ngudi
bénh. Vién thubc phai nhai cing véi miéng an dAu tién hodc nubt ca vién cing véi it nude
ngay trudc khi an.
~ Muc tiéu didu trj 13 giam glucose mau sau khi n va hemoglobin glycosylat vé mirc binh
thuong hodc gan binh thuong.
~ Trong qué trinh diéu tri ban dau va diéu chinh liéu phai dinh luong glucose mot gitr sau khi an
dé xac dinh su dap tmg diéu tri va lidu t6i thiéu c6 tic dung cua acarbose. Sau do, theo doi
hemoglobin glycosylat, khoang 3 thang mét 14n (thdi gian sbng cua hdng cau) d& danh gia
kiém soat glucose méu dai han.
Li¢u dung:
Liéu ding phai dugc bac sy diéu chinh de phu hgp véi timg bénh nhan, vi hiéu qua va d¢ dung
nap cua thudc & cac bénh nhan khéng giéng nhau.
Trir khi dugc ké toa theo cach khac, liéu thuorng dung cho ngudi 16n nhu sau:
Liéu khoi dau duoc khuyen céo la 50 mg/lan x 3 lan/ngay, nhung aé _giam bt cac tri€u chung vé
ti€u hoa co thé bt du 50 mg/lan, udng 1 hodc 2 14n/ngay rdi ting dan liéu cho téi 50 mg/lan x 3
lan/ngay néu dung nap dugc.
Néu sau 6 dén 8 tudn diéu tri, ngudi bénh chua c6 dap Gng 14m sang thich hop, liéu c6 thé ting
1én 100 mg/lan x 3 1an/ngay. Dodi khi cin phai ting liéu 1én dén 200 mg/lan x 3 1an/ngay.
Néu gap bién chimg kho chiu do phai tuén thiu nghiém ngat ché do an kiéng thi khong nén ting
liéu hon nita, ma khi can c6 thé phai giam liéu theo mirc 49 nghiém trong ctia cac phan tmg phu
va su d4nh gia 14m sang ciia bac sy diéu tri.
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Vi nguoi c6 can nang thap c6 nguy co bj ting transaminase huyét thanh, nén chi nhiing ngudi
bénh trén 60 kg m&i nén ding liéu cao trén 50 mg/lan x 3 lan/ngay.

Khi glucose huyet sau &n hodc hemoglobin glycosylat khong giam thém nira, khi 44 dung liéu 200
mg/lan x 3 14n/ngay, nén tinh dén giam lidu. Phai duy tri lidu c6 hiéu qua va dung nap dugc.
Arbosnew dugc dung cho diéu tri dai han lién tuc.

Nhirng ddi twong dic biét

Nguoi cao tuoi

Khong cén phai didu chinh ché d9 lidu dung binh thudng ctia ngudi 16m.

Ngueoi suy thin

Khong dung acarbose cho bénh nhén ¢6 do thanh thai creatinin < 25 ml/phut /1,73 m a

Tré em va thanh thiéu nién

Hiéu qua va sy an toan cua acarbose & tré em va thanh th1eu nién chua dugce thiét 1ap. Khuyén
cdo khong dugc dung acarbose cho bénh nhén duéi 18 tudi.

Mt s6 lwu y diic biét vé xit Iy thudc trwée va sau khi sir dung thudc:

Khéng c6 yéu cau dic biét vé xtr 1y thude sau khi sir dung.

Chéng chi dinh:
- Qu4 min véi acarbose hodc véi cac thanh phin khac cia thudc.
- Viém nhiém dudng rudt, diic biét két hop vai loét.
- Bénh nhan tic rudt ban phﬁn hodc c¢6 nguy co tic rudt. ~
- Do thu6c ¢6 kha nidng tao hoi trong rudt, khong nén dung cho nhitng ngudi dé bi bénh ly do
tang ap luc 6 bung (thoat vi).
- Nhitng trudng hop suy gan, téng enzym gan.
- Bénh nhén c6 d) thanh thai creatinin < 25 ml/phit /1,73 m’.
Pai thao dudng nhiém toan thé ceton.
- Ngudi mang thai hodc dang cho con bu.

Cénh bao va thén trong khi dung thude:

- Vi ¢6 nhimg truong hop tang enzym gan nén can theo ddi transaminase gan trong qué trinh
diéu tri bang acarbose.

- C6 thé xay ra ha glucose méau khi dung acarbose ddng thdi véi mot thude chéng dai thao
duong sulfonyluré va/hoic insulin. Khi diéu tri ha glucose mau, phai dung glucose ubng
(dextrose) ma khong ding sucrose vi hap thu glucose khong bi trc ché bai acarbose.

- Acarbose khong c6 tac dung khi dung don doc & nhitng ngudi bénh dai thio dudng c6 bié:n
ching nhi€m toan, ting ceton hoic hdon mé; hoac khi bi médt stress (nhu sot cao, chan
thuong, phau thuit...), & nhitng truong hop nay, phai dung insulin.

- Thudc nay chira lactose: Bénh nhan c6 vin @& di truyén hiém gip vé khong dung nap
galactose, thiéu enzym Lapp lactase hodc kém hép thu glucose-galactose khong nén dung

thudc nay.
St dung thudc cho phu ni¥ cé thai va cho con bii:
Thoi ky co thai:
Khoéng nén dung acarbose trong thoi ky mang thai vi khdng c6 thong tin tir cac nghién ctru 14m
sang vé viéc sir dung thudc nay & phu nit c6 thai.

Phy nit ¢6 kha ndng mang thai hodc dang sir dung cac bi¢n phap tranh thai nén tham khao y kién
bac s§ cAn than tru'orc khi diéu tri véi thudc nay.

Chua c6 thong tin vé ddc tinh ciia thudc trén thai nhi.
Thoi ky cho con bu:

Khong biét liéu acarbose c6 bai tiét trong sita me hay khong vi vAy nén tranh dung thubc nay &
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phu nit dang cho con bu.
Anh hwéng ciia thudc 1én kha ning ldi xe, vin hanh may méc:

Chua c6 bang chimg vé anh huéng cua thudce 1én kha ning l4i xe, vAn hanh may méc.
Twong tic, twong ky cia thudc:

Twong tic ciia thude véi cic thude khac va cic loai twong tac khac:

Trong khi diéu tri bing acarbose, thirc #n chira dudng sacharose (dudng tring) thuong gay kho
chiu & bung hodc c6 khi ti€u chay, vi hydrat carbon tang 1én men & dai trang.

Acarbose c6 the can tr¢ hap thu hodc chuyén hoa sit.

Vi co ché tac dung cua acarbose va cua céc thudc chdng déi thdo dudng nhém sulfonyluré
hodc biguanid khac nhau, nén tic dung cta ching doi v6i kiém soét glucose mau c6 tinh chat
cong khi dung phoi hop.

Céan tranh dung ddng thoi véi céc thude khang acid, cdc chat hip phu & rudt va cdc enzym tiéu
hoéa, vi c6 thé lam giam tac dung ctia acarbose.

Neomycin 1am ting tac dung giam glucose huyét cia acarbose.

Acarbose lam giam tac dung cua digoxin do trc ché hap thu digoxin.

Colestyramm Viéc st dung ddng thoi colestyramin c6 thé 1am ting tac dung cua acarbose, ddc

biét d6i voi viéc lam giam insulin sau bita &n. Nén tranh dung ddng thoi acarbose W
colestyramin. Trong truong hop hiém ca acarbose va colestyramin déu duoc ngung cuing lic, cajl/
phéi cham s6c cén thén vi hién tuong h01 img da dugc quan sat thdy c6 lién quan dén mug)
insulin & nhitng ngudi khong méc bénh tiéu dudng. )1

Twong ky, ciia thudc: \GI]
Do khdng c6 cac nghién ciru vé tinh twong ky cua thube, khong tron 13n thubc nay véi cac thué}g\
khac. X

Téc dung khong mong muon:
Pa s cac tac dung khong mong muén 12 vé tiéu hoa nhu tiéu chay, dau bung, day hoi, ting

enzym gan, viém gan. Pa c6 bao céo vé tac dung phu giy phu, ban dd, vang da, ngira, may |

day.

Céc phan ung c6 hai duge phan nhém theo tin suét: R4t thuong gép (ADR > 1/10), thuong gép
(1/100 < ADR < 1/10), it gip (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), rét
hiém giip (ADR < 1/10.000); khong thé u6c lwong tan suét dugc liét ké "Chua rd tin suét".
Thuong gap

Tiéu héa: DAy bung, phan nat, tiéu chay, budn non, bung truéng va dau.

It gap

Gan: Test chirc ning gan bét thudng.

Da: Ngura, ngoai ban.

Hiém gap

Gan: Vang da, viém gan.

Mach mau: Phu mach.

Chuea rd tan sudt

Mau va hé bach huyét: Giam tiéu cau.

Hé mién dich: Ting nhay cam thudc va phan ung di tng (phat ban, ban do, nbi ban, nbi may
day).

Da va md dudi da: Hoi chimg ngoai ban mun mu toan than cap tinh (AGEP).

Tiéu hoéa: Viém rudt/tic rudt, truéng khi nang rudt.
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Gan mat: Viém gan.

Sau khi dwa thubc ra thi trudmg, céc trudong hop rdi loan chirc ning gan, chirc nang gan bat
thudng va ton thuong gan da duge béo cdo. Cac truong hgp bung phat viém gan dua dén tir vong
cling da dugc bao cdo, dac biét 1a tir Nhat Ban.

Huwéng din cach xir tri ADR

Téc dung khong mong mudn vé tiéu héa cé thé giam khi vin t1ep tuc diéu tri va chi can giam
luong duong an (duo'ng mia). Pé giam thiéu cac tac dung phu ve ti€u hoa, nén bét dau diéu tri
bang lidu thap nhat va tang dan cho téi khi dat dugc két qua mong mudn.

Khéng dung céc thudc khang acid dé diéu tri cac tac dung phu vé tiéu hoa, do thube c6 thé it
c6 hiéu qua diéu tri.

Tén, thuong gan, kém vang da, ting aminotransferase huyét thanh thuong hét sau khi ngimg
thuoc.

7 geA by ” - r
Qua lieu va cach xir tri:

Qud liéu: Qué liéu acarbose c6 thé gy tang trudng bung, ti€u chay, dau bung, nhung céc triéu
ching thudomg hét nhanh chéng. Khong giong nhu sulfonyluré hodc insulin, qua lidu acarbose
khong gay ha glucose huyét.

Xt tri: Trong trudmg hop qué lidu, khong nén cho ngudi bénh ding db udng hodc thirc an chira
nhiéu hydrat carbon (polysacharid, oligosacharid va disacharid) trong 4 - 6 gio.

Pic tinh dwgce luwc hoe: (
Nhém duoe 1y: Thude ha glucose méu - chéng dai thao duong (irc ché alpha-glucosidase). \

Ma ATC: A10BF01

Acarbose 1a mot tetrasaccharid c6 tdc dung lam ha glucose mau. Acarbose urc ché c6 tinh chét
canh tranh va hdi phuc véi cac enzym alpha-amylase & tuy va enzym alpha-glucosidase & té
bao ban chai cua rudt dac biét 1a sucrase, lam cham tiéu hoa va hép thu carbohydrat. Két qua la
glucose mau tang chdm hon sau khi n, giam nguy co ting glucose mau sau an, va nong d6
glucose mau ban ngdy dao dong it hon. Khi dung acarbose duy nhat dé diéu tri d4i thao duong
typ 2 cung ché d9 an, acarbose 1am giam ndng do trung binh cta hemoglobin glycosylat (vao
khoang 0,6 dén 1%). Giam hemoglobin glycosylat tuong quan v6i giam nguy co blen chung vi
mach & ngudi d4i thdo duomg. Acarbose khong trc ché lactase va khong giy mat dung nap
lactose.

Trai véi cac thubc ha glucose méu nhém sulfonyluré, acarbose khong l1am tang tiét insulin.
Acarbose cling khong gdy giam glucose mau lac déi khi dung don tri liéu & nguodi. Vi co ché
tac dung cua acarbose va cua thudc ha glucose mau thuoc nhém sulfonyluré, nhém biguanid
khac nhau, ching c6 tac dung cong hop khi ding phdi hop. Tuy nhién, vi acarbose chi yéu lam
chdm hon 14 ngin can hép thu glucose, thudc khong l1am mét nhiéu calo trong 1am sang va
khong gdy sut can & ca nguoi binh thuong va ngum d4i thao duong. Acarbose c6 thé thém vao
dé gitip cai thién kiém soat glucose méu & ngudi bénh diéu tri it két qua bing c4c liéu phap
thong thuong.

Pic tinh dwgce dong hqc

Hip thu: Sau khi uong, phan 16n acarbose luu lai trong bng tidu hoa dé dugc cac enzym tiéu
hoéa va chu yéu vi khuén chi & rudt chuyen hoa dé acarbose phat huy tac dung dugc ly. Duéi
2% liéu udng dugc hip thu dudi dang thubc cé hoat tinh; trong khi d6, khoang 35% liéu udng
dugc hap thu chdm duéi dang chét chuyén héa duge tao thanh trong dudng tiéu hoa. Nong do
dinh cuia acarbose trong huyét tuong: ‘Khoang 1 gio. Nong d6 dinh céc chit chuyén hoa trong
huyet tuong: T 14 - 24 gi¢ sau khi uong

Chuyén héa: Acarbose dugc chuyén hoa hoan toan & dudng tiéu héa, chu yéu do vi khuén chi
dudmg rudt va mot lugng it hon do enzym tiéu hoa. ft nhét 13 chét chuyén hoa da duge x4c dinh.

/7 g
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Dao thai: Nua doi thai trir acarbose hoat tinh trong huyét trong khoang 2 gidy, nhu vay, khong
¢6 hién tugng tich liiy thudc khi uong 3 1an moi ngay.
Khoang 51% lidu udng dio thai qua phan dudi dang acarbose khong hip thu, trong vong 96
gid. Khoang 34% liéu udng dao thai qua than du6i dang céc chit chuyén hoa hip thu. Duéi
2 % liéu ubng dao thai qua nude tidu dudi dang acarbose va chét chuyén hoa hoat dong.

Quy ciach déng géi: Hop 3 vi x 10 vién nén.

Diéu kién bao quén, han dung, tiéu chuin chét lwgng ciia thudc:
Ditu kién bio quan: P& & nhiét 6 dudi 30°C, tranh 4m va 4nh sang.
Han dung ciia thudc: 36 thang ké tir ngay san xuét.
Tiéu chuén chit hrong: TCCS.

a i - Frh K X
Tén, dia chi ciia co s& sian xuat thuoc:

Cong ty CP Duge phim Agimexpharm
A 27 Nguyen Thii Hoc, P. My Binh, TP. Long Xu gén, An Giang
San xuat tai: Chi nhinh Cong ty CP Dugc phiam Agimexpharm
AGMEXPHARM  Nhid miy sin xu it Duge phim Agimexpharm
GMP-WHO Pudng Vii Trong Phyng, Khém Thanh An,
P. My Théi, TP. Long Xuyén, An Giang
Tel: 0296 3857300  Fax: 0296 3857301

TUQ.CUC TRUGNG 3 M\*
pTRUGNG PHONG 3% )

Npayin Ngpo Sk o/
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