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Rx Thudc ban theo don

ARBOSNEW 100

GMP-WHO

Thanh phén: M&i vién nén bao phim chira:

-Acarboss IR RSl IRNOE I0SROMS .0l VL Al 100mg

*TAANIC M it ssnmasnairititbrrns asasnssnnsansssssinsnsnsibithin 1 vién.
(Lactose, Microcrystallin cellulose, Povidon, Croscarmellose
natri, Titan dioxid, Talc, Magnesi stearat, Hydroxypropyl
methylcellulose, Polyethylen glycol 6000, Polysorbat 80).

Quy cach déng goéi: Hop 3 vi x 10 vién nén bao phim.,
Cac dac tinh dwec Iyc hoc:

- Acarbose la mét tetrasacharid chéng dai thao duéng, lrc ché
men alpha - glucosidase rudt dac biét la sucrase, lam cham tiéu
héa va hap thu carbohydrat.

-Kétqua la glucose mau tang cham hon sau khi an, giam nguy co
tang glucose mau, va nbng d glucose mau ban ngay dao déng
ithon.

- Khi duing liéu phap mét thudc, acarbose lam gidm nong @6 trung
binh ctia hemoglobin glycosylat (vao khoang 0,6 dén 1%). Giam
hemoglobin glycosylat tvong quan véi gidm nguy co bién chirng
vimach & ngu¢i dai thao duong.

- Acarbose khéng trc ché men lactase va khong gay méat dung nap
lactose.

- Trai véi cac thude chéng dai thao dweng sulfonyluré, acarbose
khéng lam taing tiét insulin.

- Acarbose cling khéng gay giam glucose mau lic déi khidung don
trilieu & l"légué‘l

-Vi co ché tac dung cla acarbose va ctia thubc chéng dai thdo
duworng sulfonyluré khac nhau, ching cé tac dung cdng hop khi
dung phéi hgp; acarbose cing lam giam tac dung tang cén va
gidm tac dung hwéng dén insulin ctia sulfonyluré.

-Tuy nhién, vi acarbose chtl yéu lam cham hon Ia ngén can héap
thu glucose, thubc khéng lam mét nhidu calo trong 1am sang va
khéng gay syt can & ca ngudi binh thudng va ngudi dai thao
dwdng. Acarbose c6 thé thém vao dé gitp cai thién kiém soat
glucose mau & ngudi bénh didu tri it két qua bang cac liéu phap
thong thurdrng.

Cac dac tinh dwoc dong hoc:
Théng thudng, thudc hap thu kém & dwéng tiéu hoa; kha dung
sinh hoc < 1 - 2%. Thudc giédng vi & rudt do vi khuan dudng rudt va
dao thai qua phan.

Chidinh:

- Don tri ligu: Nhw mot thube phu tror ché dé an va tap luyén dé didu
tri dai thao dwdng typ 2 (khdng phu thudc insulin) & ngudi tang
glucose mau (dac biét tang glucose méau sau khi an) khong kiém
soat dworc chibing ché dé an vatap luyén.

- Phéi hep voi sulfonyluré nhu 1 thubc phuy tre ché do &n va tap
luyén dé didu tri dai thao dudng typ 2 & ngudi bénh tang glucose
mau khéng kiém soat dwgc bang acarbose hoac sulfonyluré
diung don doc.

Liéu dung va cach dung:

»Céch dung:

-Ubng acarbose vao dau bira &n dé giam ndng do glucose mau
sau an. Lidu phai do thay thubc didu chinh cho phu hop tirng
trrng hop, vi hiéu qua va dung nap thay ddi tuy tlrng ngudi
bénh. Vién thubc phai nhai cling voi miéng &n d4u tién hodc nubt
ca vién cung vai it nwac ngay trwére khi an.

- Muyc tiéu digu tri la giam glucose mau sau khi &n va hemoglobin
glycosylat vé mirc binh thwéng hodc gan binh thuéng véi liéu
acarbose thdp nhét, hoac dung mdt minh hoac phéi hop voi
thuéc chéng dai thao dwérng sulfonyluré.

- Trong qua trinh diéu trj ban d4u va diéu chinh liéu phai dinh lvgng
glucose mét giér sau khi &n dé xac dinh sy dap trng diéu tri va lidu
t6i thiéu co tac dung cla acarbose. Sau do, theo doi hemoglobin
glgoosylal, khoang 3 thang médt Ian (thei gian séng clia héng ciu)
dé danh gia kiém soat glucose mau dai han.

»Liéu luong:

Thudc nay diing cho ngudi Ié6n ké ca nguoi cao tudi, ludn ludn
dung thuée theo chi dinh cuia bac sy, liéu dung dugc bac sy diéu
chinh thy theo d6 dung nap va dap (*ng & tirng bénh nhan, lidu
thuwréng dung nhw sau:

- Liéu kh&i dau: Udng 1 vién/ 1an, mdt hodc hai lan/ ngay, sau do sé
tang liéu dén ba Ian/ ngay. Néu gap bién chirng kho chju do phai
tuan thi nghiém ngat ché do &n kiéng thi khéng nén tang liéu hon
nira, ma khi can co thé phai giam lidu.

- Lidu t6i dala 200 mg/ 14n x 3 1an/ ngay.

Thubc nay khéng diing cho tré em va thanh thiéu nién, ngudi suy
than co creatinin huyétthanh > 2 mg/dl.

Twong tac thudc:

Chéng chi dinh:

[
-Qua mén véi acarbose hodc cac thanh phan khac cia thube.
-Viém nhiém duwéng rudt, dac biét két hop voi loét.
-Do thubc ¢6 kha nang tao hoi trong rudt, khéng nén dung cho
nhirng nguw&i dé bj bénh ly doténg &p Iuc & bung (thoat vi).
-Nhirng trwedng hop suy gan, tdng enzym gan. |
-Ha dudng mau. !
-Dai thao duwéng nhiém toan thé ceton. - |
- Phy nir co thai va cho con ba. |

Than trong:

‘Vi co nhirng tredng hop tang enzym gan nén can theo doi
transaminase gan trong qua trinh diéu trj bang acarbose.

-C6 thé xay ra ha glucose mau khi dung acarbose déng thoi voi
mgt thudc chéng dai thao duéng sulfonyluré v c insulin. Khi
didu tri ha glucose mau, phai diing glucose uéng (dextrose) ma
khéng dung sucrose vi hap thu glucose khénp bj trc ché bdi
acarbose. |

- Acarbose khong co tac dung khi ding don doc & nhirng ngudi
bénh dai thao dudng c6 bién chirng nhiém toan, tang ceton hodc
hén mé; & nhirng trudng hop nay, phéi dung insulin.

|

-Trong khi didu tri bang acarbose, thirc &n chira dudng an
sacharose (duéng mia) thuéng gay kho chiju & bung hoac co khi
ia chay, vi carbohydratténg 1én men & daitrang. |

- Acarbose c6 thé can trér hap thu hodc chuyén hoa sét.

-Vii co ché tac dung clia acarbose va clia cac thuéc chdng daithao
dudng sulfonyluré hoéc biguanid khac nhau, nén tac dung cla
ching ddi véi kiém soat glucose mau cé tinh chét cong khi ding
phéihop.

+Vi c6 thé 1am giam tac dung cla acarbose, can tranh dung déng
thoi v&i cac thude chéng acid, cholestyramin, cac chét hdp phu &
rudt va cac enzym tiéu hoa.

-Dé tranh tuong tac gitra cac thubce, théng bao cho bac s§ hodc
duwgc s§ vé nhieng thube dang str dung. |

Strdung cho phu ni¥ c6 thai va cho con bu:

Khéng str dung thube cho phy ni ¢é thai va cho con b.

Tac dung ctia thudc khi lai xe va van hanh may méc:

Thubc khéng anh hudng dén kha nadng 14i xe va van hanh may
maoc.

Téac dung khéng mong muén:

Da sb cac tac dung khdng mong muén 12 vé tiéuhoa:

»Thwéng gap, ADR > 1/100 '

Tiéu héa: DAy bung, phan nat, ia chay, bubn nén, bung truéng
va dau.

»itgap, 171000 <ADR < 1/100

- Gan: Test chirc nang gan bét thudng.

- Da: Ngtra, ngoai ban.

»Hiém g&p, ADR < 1/1000 |
Gan:Vangda, viém gan.

»Hwéngdan cach xr tri ADR:

- Tac dung khong mong muén vé tiéu hoa co thé gidm khi van tiép
tyc diéu trj va chi can gidm lvgng duong &n (dudong mia). Dé
giam thiéu cac tac dung phy vé tiéu héa, nén bat dau diéu tri bang
Iiéuéthép nhét va tang dan cho t&i khi dat duoc két qua mong
muon. .

-Khéng duing thubc chdéng acid dé diéu tri cac tac dung phu vé tiéu
héa nay.

Théng bao cho bac sy nhirng tac dung khéng mong muén gép
phai khi str dung thudc.

Qua lidu va cach xirtri:

Khi ubng vidn Arbosnew véi nwéc valhodc thirc an chira
carbohydrat (disaccharid, oligosaccharid hoac polysaccharid) thi
qué liéu c6 thé dan téi chudng bung, day hoi va tiéu chay.

-Trong trwérng ho'p qua lidu, bénh nhan khéng nén dung thirc an,
dd udng chira carbohydrat (disaccharid, oligosaccharid hodc
polysaccharid) trong 4 dén 6 giér tiép sau.

; DE XA TAM TAY TRE EM ;
ngc KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

THUOC NAY CHI DUNG THEO DON CUA BAC SY

Bao quan: Nhiét do dudi 30°C, tranh &m va anh sang.
Han dung: 24 thang ké tir ngay san xuét.

Khéng dung thudc qua théi han sk dyng ghi|trén nhan.

27 Nguyén Thai Hoc, P. My Binh, TP. Long Xuyén, An Giang

: Céng ty CP Dwerc phdm Agimexpharm

Sén xuét tai: Chi nhanh Céng ty CP Dweec phdm Agimexpharm - Nha may san xuét Dwgc phdm Agimexpharm

‘ AGIMEXPHARM Buéng Vi Trong Phung, Khém Thanh An, P. My Théi, TP. Long Xuyén, An Giang
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Rx Prescription drug

ARBOSNEW 100

GMP-WHO

Composition: Each film-coated tablet contains
- Acarbose... IR T ILI TE ENET . WO O OB (7 7
Exclplems Fgesivamieis i st 1 tablet,
(Lactose, Microcrystalllne callu!osa Povidone, Sodium
Croscarmellose, Titanium dioxide, Talc, Magnesium stearate,
Hydroxypropyl methylcellulose, Polyethylene glycol 6000,
Polysorbate 80).

Presentation: Box of 3 blisters x 10 film-coated tablets.

Pharmacodynamic properties
- Acarbose is an antidiabetic tetrasaccharide which inhibits intestinal
alpha glucosidase enzymes, especially sucrase, slows the digestion
and carbohydrate absorption.

- This activity results in a smaller rise in blood glucose concentration
following meals, reducing the risk of increased blood glucose and
less diurnal blood sugar fluctuation was found.

-Where monotherapy is used, acarbose reduces the average
concentration of glycosylated hemoglobin (about 0.6 to 1%). The
reduction of glycosylated hemoglobin correlates with the reduction
of risk of microvascular complications in diabetic patients.

-Acarbose has no inhibitory activity against lactase and does not
induce lactose intolerance.

-In contrast to sulfonylurea antidiabetic agents, acarbose does not
enhance insulin secretion.

- As amonotherapy, acarbose does not cause the decrease of fasting
blood glucose levels.

- Due to the difference of mechanism of action between acarbose and
antidiabetic sulfonylureas, they have synergistic effect when used in
combination; acarbose reduces the insulinotropic and weight-
increasing effects of sulfonylureas.

- However, because acarbose mainly slows down rather than inhibits
the glucose absorption. It does not induce clinically important loss of
calories or weight loss in both normal and diabetic people. Acarbose
as add-on therapy helps improve blood glucose control in patients
treated with conventional therapies that are littie effective.,

Pharmacokinetic properties
Acarbose is poorly absorbed from the gastrointestinal tract;
bioavailability < 1 - 2%. Acarbose is metabolized in the intestine,
principally by intestinal bacteria and excreted in feces.

Indications
Monotherapy: Acarbose is used in conjunction with diet and
exercise for the treatment of type 2 diabetes (non-insulin-
dependent diabetes mellitus) in patient with high blood sugar
(especially rise in blood sugar after a meal) which is inadequately
controlled with diet and exercise alone.

- Acarbose can be combined with sulfonylureas in conjunction with
diet and exercise for treating the treatment of type 2 diabetes
mellitus in patient with high blood sugar which is not managed with
acarbose or sulfonylureas alone.

Dosage and administration

= Administration

- Acarbose is given orally at the start of meal to reduce the glucose
level after meal. Doses should be adjusted by the doctor to be best
suited for individual case. Arbosnew tablet must be chewed with the
first bite of each main meal or swallowed with a little of water right
before meal.

- The goal of treatment is to reduce blood glucose levels after meal
and glycosylated hemoglobin to normal or near-normal levels with
the lowest dose of acarbose which is used alone or combined with
sulfonylureas.

- During initial course of treatment and dose adjustment one-hour
postprandial plasma glucose level should be titrated to determine
the therapeutic response to Arbosnew and identify the lowest
effective dose for the patient. Thereafter, glycosylated hemoglobin
levels should be monitored, at intervals of approximately 3 months,
(red blood cell lifespan) to assess the long-term blood glucose
control.

»Dosage
This drug is used for adults including the elderly, always taken as
directed by your doctor, dosage must be individualized on the basis
of both response and tolerance, usual dosage is as follows:

- The starting dose: 1 film coated tablet, 1 - 2 times daily, and
thereafter, increased to 3 times daily. If patient suffers from
unpleasant complications due to strict adherence to a dietary
regimen, the dose should not be increased further, and if necessary
should be reduced.

- The maximum dose 200 mg/times x three times daily.

This drug is not recommended for children and adolescents, people
with impaired renal function and serum creatinine> 2 mg/ dl.

Contraindications

- Hypersensitivity to acarbose or any of the excipients.

- Inflammatory bowel disease, especially associated with ulcers.

-Because acarbose may cause gas formation in the intestine, it
should not be administered to patients easily suffering from
pathological state caused by increased intra-abdominal pressure
(hernias).

- Liverfailure, elevated liver enzymes.

- Hypoglycemia.

- Diabetic ketoacidosis.

- Pregnantwomen or breastfeeding mothers.

Precautions

-Since there are cases of increased liver enzymes, liver
transaminases should be monitored during the treatment with
acarbose.

- Low blood sugar can occur when acarbose is used concurrently
with sulfonylureas antidiabetic drugs and/or insulin. Oral glucose
(dextrose) must be used totreat hypoglycemia instead of sucrose,
thatis due to glucose absorption is not inhibited by acarbose.

-Acarbose is not effective in patients with diabetic acidosis,
increased ketones or comaiif it is used alone; in these cases, insulin
must be used.

Interactions

+ During the treatment with acarbose, foods containing sucrose (cane
sugar) ofen cause abdominal discomfort or even diarrhea due to
increased carbohydrate fermentation in the colon.

- Acarbose may interfere with iron absorption or metabolism.

- Because the mechanism of action of acarbose differs from that of
sulfonylurea antidiabetic drugs or other biguanide, their therapeutic
effects on controlling blood glucose are synergistic when they are
coadministered. '

-Concomitant administration of acarbose with antacids,
cholestyramine, intestinal adsorbents and digestive enzyme
preparations should be avoided because these drugs reduce the
effectof acarbose.

- To avoid the interactions, inform the doctor or pharmacist about all
the drugs you are currently taking.

Pregnancy and lactation

The use of acarbose is contra- indicated in pregnant women and in
nursing mothers.

Effects on ability to drive and use machines

Acarbose has no influence on ability to drive and use machines.

Undesirable effects

Gastrointestinal symptoms are the most common reactions to
acarbose:

»Common, ADR > 1/100
Gastrointestinal: Flatulence, broken up stools, diarrhea, bloating
and abdominal pain.

»Uncommon: 1/1000 <ADR <1/100

- Hepatic: Abnormal liver function tests.

- Skin: Pruritus, exanthema.

»Rare:ADR < 1/1000
Hepatic: Jaudice, hepatitis.

»Guidelines forADR management:

-Digestive side effects may reduce when continuing the treatment
and itis only necessary to decrease the sucrose intake. To minimize
the adverse effects on digestion, the treatment should be started
with the lowest dose and gradually increased until the desired
results are achieved.

- Avoid using antacids to treat these digestive side effects.

Inform your doctor about undesirable effects encountered when
taking this medication.

Overdosage and treatment

-When Arbosnew is taken with' water and / or foods containing
carbohydrates (disaccharides, oligosaccharides and
polysaccharides), the overdose can lead to bloating, flatulence and
diarrhea.

- In cases of overdosage the patient should not be given drinks or meals
containing carbohydrates (polysaccharides, oligosaccharides and
disaccharides)for the next4 - 6 hours.

KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTIONS BEFORE USE
FOR FURTHER INFORMATION, CONSULT YOUR PHYSICIAN
USE ONLY UNDER A PHYSICIAN'S PRESCRIPTION

Storage: Protect from humidity and light, below 30°C.
Shelf - life: 24 months from the manufacturing date.

Do not use the drug after the expiry date printed on the label.

Agimexpharm Pharmaceutical Joint Stock Company

27 Nguyen Thai Hoc Street, My Binh Ward, Long Xuyen City, An Giang Province, Vietnam
Manufactured by: Branch of Agimaxphm Pharmaceutical JSC.- Agimexpharm Pharmaceutical Factory
AGIMEXPHARM Vu Trong Phung Street, Thanh An Hamlet, My Thoi Ward, Long Xuyen City, An Giang Province, Vietnam
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