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Bao quan: Noi khd mat, & nhist 89 duoi 30T, tranh anh sang

Tléu chudn: Nha san xuét

Poéng goi: HOp 5 vi x 10 vién nén khdng bao

SDK: VN-
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DOC KY HUFONG DAN SU DUNG TRUO'C KHI DUNG.

i Manufacturer/ Nhi sdn xubt:
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Thanh phén; M&i\vién nén khéng bao c6 chira
Acarbose 100 mg, Y

Chi dinh, M dinh, lidu lrgng va céch
diing, tac dyng phy va cédc théng tin khédc:
Xem t& HDSD dinh kém
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Acarbose tablet 100mg

Ra-Prescription drug

BLUECOSE

Mfg date: dd/mm/yy
Exp date: dd/mm/yy

Lot No:

804123103

Il



O N
Q ! <=3- é
2| >
A I
L 3= .
FEE S
TR« 3
2, =
=
O R 5
Z
BLUECOSE BLUECOSE BLUECOSE
Acarboss 100mg tablet Acarboss 10dmg tablet Acarbase 100mg tablet
— indusn ©armaciutcs §A Pogs e Inchosing Farsachstion 34 ! Povugsl Inchastria Farmaches S.A/ Portugl
~___— bluepharma =~ bluepharma ~~ bluepharma
BLUECOSE BLUECOSE BLUECOSE
M“1mﬂhm.f Acarhona |.Illlm|uhlﬂ Acarl ;"'ﬂhhlﬂ
— b — Incumra Farmgedotics § A Foriga " e B 154/ Porge
=~ blugpharma =~ bluepharma =~ bl g arma
BLUECOSE BLUECOSE % BLUECOSE
| Acarboss 100mg tablet Acarbosa 100mg tabiat S’..{ Acarboss 100mg tabiet
i = Intirs Farmuchutes § A Poriogel e indumna Farmachalcs 5.4/ Fouge o - indusiie Farmpolotcs § A) Pakeg
| = bluepharma =~ bluepharma 3 £ = bluepharma
] | [l
BLUECOSE BLUECOSE ~ BLUECOSE
Acarbosa 100mg tablet Acarbose 100mg tablet Acarboss 100mg tablet
Inchanira Famaciuies A/ Portsgsl I Famackunc 5.4 Perkgal o e Famackiscs ) Porkgel
bluepharma =~ bluepharma =~ bluepharma

N

bluepharma’

Q

Industria Farmac#utica, S.A.




HUONG DAN SU DUNG CHO CANBQ Y TE

Tén thudec: BLUECOSE
Thanh phan: Mdi vién nén khéng bao chura:
Acarbose....100mg
Ta duge: Magnesi stearat, Cellulose vi tinh thé, Tinh bdt ngd, Colloidal anhydrous silica

M&b ta dang bao ché: Vién nén khong bao hinh tron mau tring dén vang nhat, 16i hai mit, c6

vach khic & mot mit
Duwgre lwe hoe:

Acarbose 12 mdt tetrasacharid, tc ché men alpha - glucosidase rudt ddc biét la sucrase, lam
cham tiéu héa va hip thu carbohydrat. Két qua 1a glucose mau tang cham hon sau in, giam
nguy co ting glucose mau va ndng dé glucose mau ban gry it dao dong hon. Dung liéu phap
mot thudc, acarbose 1am giam nong do trung binh hemogfobin glycosylat khoang 0,6 dén 1%.
Giam hemoglobin glycosylat twong quan véi giam nguy co bién chimg vi mach & ngudi dai

dudng. Acarbose khong irc ché men lactase va khéng gdy mat dung nap lactose.

Acarbose khong 1am tang tiét insulin, cling khong gdy giam glucose méu lic déi khi dung don tri
lidu. Vi co ché tac dung cia acarbose va cuia thudc chdng dai thao duong sulfonyluré khac nhau,

chiing tac dung cong hop khi ding phéi hop.

Acarbose lam giam tac dung ting cin va giam tac dung huéng dén insulin cta sulfonyluré. Tuy
nhién, vi acarbose chii yéu lam chdm hon la ngin can hép thu glucose, thudc khong 1am mat
nhiéu calo trong 1dm sang va khong gay sut cin & ngudi binh thuong va nguoi dai thao dudng.
Acarbose ¢6 thé ding thém vao dé kiém soat glucose mau & ngudi bénh dang diéu tri bing cac

li€u phép thong thuong.
Duwge dong hoc :

Hép thu kém & dudng tiéu héa, kha dung sinh hoc < 2%. Chuyén héa & ruét do vi khudn dudng
rudt va dao thai qua phén

Quy cach dong goi: hop 5 vi x 10 vién nén

Chi dinh :

N )
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Thudc phy tro ché o an va tap luyén dé diéu tri dai thao duong typ 2 (khéng phu thude insulin)
& ngudi tang glucose mau (dic biét ting glucose méu sau khi an) khong kiém soat dugc chi bing

ché d¢ an va tdp luyén.

Dung ciing sulfonyluré nhur 1 thude phu trg ché do an va tap luyén dé didu tri d4i thdo dudmg typ
2 & ngudi bénh ting glucose mau khadng kiém sodt duge bing acarbose hodc sulfonylure ding

don dbce.
Liéu lugng va cach diing
Cach dung

Ubng vao ddu bira an. Lidu do béac s§ didu chinh, hiéu qua va dung nap thay déi tily timg ngudi
bénh. Thudc phéai nhai cing v&i miéng dn diu tién hodc nudt ¢a vién clng voi nude ngay trude

khi &n.

Muc tiéu diéu trj 1a giam glucose mau sau an va hemoglobin glycosylat vé& mirc binh thudng
hoiic gin binh thudng véi lidu acarbose thip nhé& hodic ding mét minh hodic phdi hop véi thude
chéng ddi théo duong sulfonyluré. Trong qua tinh.dierrtri ban ddu va didu chinh liéu phai dinh
lugng glucose mot gir sau khi an dé xac dinh sy dép Gng diéu trj va lidu tbi thiéu 6 tdc dung coa
acarbose. Sau d6, theo d&i hemoglobin glycosylat, 3 thang mét lin dé danh gié kiém soat glucose

mdu dai han.
Liéu luong:

Lidu ban d4u nguoi [6n: 25 mg. Sau 4 - 8 tudn lai tang lidu cho dén khi dat duge ndng d¢ glucose
sau khi an 1 gir nhe mong muén (dudi 180 mg/decilit) hodc dat lidu tbi da 50 mg, 3 lin mdi

ngay (cho ngudi bénh ning <60 kg) hodc 100 mg, 3 IAn mbi ngay (cho nguoi bénh nang >60 kg).

Liéu duy tri: 50 - 100 mg, 3 14n trong ngay. Ding ligu 50 mg, 3 lan mdi ngay co the cb it tac

dung phy ma vin c6 hiéu qua nhu khi ding 1idu 100 mg, 3 1an mi ngay.

Tuy ndng dd glucose mau ¢6 thé ducc kiém soat sau vai ba ngay diéu chinh liéu lrgng nhung tac

dung diy di cia thubc phai cham t6i sau 2 tuan.
Chéng chi dinh

Mén cam vdéi acarbose.



Viém dudng rudt, dac biét két hop vdi loét.

Do tao hoi trong rudt, khong nén dung cho nhiing ngudi dé bi bénh ly do tang dp luc 6 bung

(thoat vi) do tao hoi dudng rudt.

Suy gan, ting enzym gan.

Mang thai hodc dang cho con bu.

Ha dudng mau.

Pai thao dudong.Nhiém toan thé ceton .

Than trong khi ding thude

Theo ddi transaminase gan trong qua trinh diéu trj bing acarbose.

C6 thé ha glucose méau khi dung acarbose fbng thoi véi mot thude chdng dai thao dudong
sulfonyluréhodc insulin. Khi diéu trj ha glueose ardl, phai ding glucose udng (dextrose) ma

khong diing sucrose vi hap thu glucose khéng bi trc ché béi acarbose.

Acarbose khdng c6 tac dung khi ding don doc & nhitng ngudi bénh dai thdo dudng cé bién

chirg nhiém toan, ting ceton hoic hén mé; & nhitng trudng hop nay phai ding insulin.
Twong tac thude

Trong khi diéu trj bing acarbose, diy bung hoic ia chay khi an thirc an chira duong an sacharose

(dudng tring) vi carbohydrat ting 1én men & dai trang.
C6 thé can tré hap thu hodc chuyén héa sit.

Vi co ché tic dung ciia acarbose va cia cic thudc chéng dai thao dudng sulfonyluré hoic
biguanid khac nhau, nén tic dung ctia ching ddi véi kiém sodt glucose mau cé tinh chat cong khi

diing phdi hop.

Vi ¢6 thé lam giam tac dung cla acarbose, can tranh ding dong thoi véi cac thude chdng acid,

cholestyramin, cac chit hip phu & rudt va cic enzym tiéu hoa.
Tac dung khéng mong mudn

Pa s6 cac tac dung khong mong mubn 1a vé hé tiéu hoa

b&::r},,,har =2
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Thuong gdp, ADR >1/100

E)éy bung, phén nat, ia chay, budn nén, bung truéng va dau.

It gap, 1/1000<ADR<1/100

Chire ning gan bét thudmg.

Ngra da, ngoai ban.

Hiém gap ADR<1/1000

Vang da, viém gan

Phu nit ¢o6 thai va dang cho con bi

Khoéng diing thué&ﬁéy v@i phu nif ¢d thai va dang cho con b
Khi lai xe hodc van hanh may moéc

Khéng bi 4nh hudng khi dung thude nay

Qua liéu va xir tri

Céc 1riéu chitng khi ding thube qué lidu thuong gip 1 rdi loan tiéu hoa (ia chay), xir tri bang
didu tri tridu ching

Bao quin

Bao quan thudc noi khd mat tranh 4nh sang, & nhiét d6 duéi 30°C.
Han diing: 36 thang ké tir ngay san xuét

Tén va dja chi nha san xvit:  Bluepharma- Indistria Farmacéutica, S.A.
Séo Martinho do Bispo 3045-016 Coimbra, B6 Pao Nha



HUONG DAN SU DUNG CHO BENH NHAN

Tén thuéc: BLUECOSE

Xin doc kj huomg ddn trudce khi sic dung. Dé thuoe xa tam
tay tré em

Thong bdo ngay cho bac sy hodc dugc sy nhitng tdc dung
khong mong muon gap phai khi sw dung thuoc

Thudc nay chi dimg theo don cuia bdc sy
Thanh phén, ham lwgng ciia thube: Mdi vién nén khong bao chira:
Acarbose....100mg

T dwge: Magnesi stearat, Cellulose vi tinh thé, Tinh bdt ngd,Colloidal anhydrous silica

Mb ta san phém: Vién nén khéng bao hinh tron mau tréng dén vang nhat, 16i hai mat, ¢o vach

khic & mot mat

Quy cach déng goi: hdp 5 vi x 10 vién nén
Thube dung cho bénh gi ?

Thudc ding phu trg ché do an va tap luyén dé aiéhiyéo dudmg typ 2 (khéng phu thude
7
insulin) & ngudi ting glucose méu (dic biét tang gludese mau sau khi an) khong kiém soat dugc

chi bing ché do an va tap luyén.

Dung cing sulfonyluré nhur 1 thude phu tro ché d6 an va tap luyén dé diéu tri dai thao duong typ
2 & ngudi bénh tang glucose mau khong kiém soat dugc bang acarbose hodc sulfonylure ding

don doc.
Nén ding thude nay nhw thé nao va liéu lwgng nhuw thé nao?
Cach dung

Ubng vao diu bita &n. Liéu do bac sy diéu chinh, hiéu qua va dung nap thay doi tly ting ngudi
bénh. Thubc phai nhai ciing véi miéng an dAu tién hodc nudt ci vién cling véi nudc ngay trude

khi an.

Muc tiéu diu trj la giam glucose mau sau an va hemoglobin glycosylat vé muc binh thudng

hodc gn binh thudng véi lidu acarbose thap nhit, hoac diing mot minh hodc phdi hop véi thude



chong dai thao dudng sulfonyluré. Trong qué trinh diéu tri ban ddu va didu chinh lidu phai dinh
luong glucose mot gitr sau khi an dé xac dinh sy dap img diéu tri va lidu tdi thiéu ¢6 tac dung caa
acarbose. Sau d9, theo doi hemoglobin glycosylat, 3 thang mét lan dé danh gia kiém soat glucose

mau dai han.
Liéu leong:

Liéu ban dau ngudi 1ém: 25 mg. Sau 4 - 8 tudn lai tang liéu cho dén khi dat duoc ndng dd glucose
sau khi an | gid nhu mong mubn (dudi 180 mg/ edilit) hode dat liéu t&i da 50 mg, 3 lan mdj

ngay (cho ngudi bénh ning <60 kg) hodc 100 mg, 3:15n'ﬁ1'55‘ng:‘1y {cho ngudi bénh nang >60 kg).

Lidu duy tri: 50 - 100 mg, 3 lan trong ngay. Dang lidu 50 mg, 3 lan mdi ngdy c6 thé c6 it tac

dung phu ma van ¢6 hiéu qua nhu khi ding lidu 100 mg, 3 lan mbi ngay.

Tuy nong dd glucose mau co the duge kiém soat sau vai ba ngay di€u chinh licu lugng nhung tac

dung day di ctia thube phai cham t&i sau 2 tudn,
Khi nao khéng nén ding thude nay ?

Khéng dung thude nay khi:

Man cam véi acarbose.

Viém dudmg rudt, dac bigt két hop véi loét.

Do tao hoi trong rudt, khéng nén ding cho nhirng ngudi dé bi bénh 1y do ting ap luc 6 bung

(thoat vi) do tao hoi dudng ruft.

Suy gan, ting enzym gan.

Mang thai hoac dang cho con bu.

Ha dudng mau.

Dai thao dudng.Nhifm toan thé ceton .

Tac dung khéng mong muén

Pa sb cac tac dung khéng mong muén la vé hé tiéu hoa

Thuong gap, ADR > 1/100



Déy bung, phén nat, ia chay, budn nén, bung truéng va dau.

It gap, 1/1000<ADR<1/100

Chirc ning gan bét thudng.

Ngura da, ngoai ban.

Hiém gap ADR<1/1000

Vang da, viém gan

Cén tham vén béc sy hodc dwoc sy khi gap phai cdc tdc dung khong mong muon néu trén
Nén tranh ding nhirng thudc hodc thye phim gi khi dang sir dung thudc nay?

Trong khi diéu tri bing acarbose, ddy bung hoic ia chay khi in thirc &n chira dudng &n sacharose

(dudng tring) vi carbohydrat ting lén men & dai trang.
C6 thé can trd hap thu hoiic chuyén hoa sit.

Vi co ché tac dung ctia acarbose va ciia cac thubc chéd ai thjo duong sulfonyluré hodc
? r
biguanid khac nhau, nén tac dung ctia chiing doi voi kieém sodtglucose mau ¢ tinh chat cong khi

diing phéi hop.

3 - A qa £a I3 - A - \ A 5 . re , A A .
Vi ¢6 thé 1am giam tac dung ctia acarbose, can tranh ding dong théi véi cac thudc chong acid,

cholestyramin, cac chit hdp phu & rudt va cc enzym tiéu héa. .\
Cin lam gi khi m{t 13n quén khong dung thude?
’

Can udng ngay khi vira nhé ra, khong tyu y tang gp doi liéu dé udng bu cho liéu da quén ma cén
tham van bac s§ hodc duoc s§.

Bio quén thudc nhir thé nao ?

Bao quan thudc noi khd mét tranh anh sang, & nhiét do duai 30°C.

Nhirng ddu hiéu va triéu chirng khi ding thude qua lidu:

Céc triéu chimg khi dung thude qua lidu thuong giip 14 rdi loan tiéu héa (ia chay).

Cin lam gi khi diing thudc qua liéu khuyén cdo ?

b : B2 ™ - _-_'-'.,. -~ mo ﬁ_a
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Khi gap phai triéu chimg vi dung thuéc qua liéu, bénh nhan cin tham vén bac sy hodc duoc sy dé

¢6 huéng diéu tri phi hop.
Nhiing diéu cin than trong khi dung thudc nay:
Theo dai transaminase gan trong qué trinh diéu tri bing acarbose.

C6 thé ha glucose mau khi ding acarbose dﬁnf thoi véi mot thude chdng dai thio duong
sulfonyluré,hodc insulin. Khi diéu tri ha glucosf)éu,’phéi dung glucose ubng (dextrose) ma

khong diing sucrose vi hap thu glucose khdng bi trc ché bai acarbose.

Acarbose khong c¢6 tic dung khi ding don doc & nhitng ngudi bénh déi thdo dudng cé bién

ching nhiém toan, tang ceton hodc hdn mé; & nhitng truong hop nay phai ding insulin.
Khuyén cdo véi phu nir c6 thai va dang cho con ba

Khéng dung thude nay véi phu nir ¢6 thai va dang cho con

Khong bi anh hudng khi diing thude nay

Khi nao can tham vin bac sy ,duoc s§: %__9,,
- Bénh nhan ¢6 cac dau hiéu vé tac dung khéng mong mudn nhu dé néu trén
' ‘ o Sl TUQ. CUC TRUONG
P.TRUONG PHONG
a g Y WS
'//Z'ﬂr;l&r';,-’(’}?- P')(HV S U ’d/Z

-Bénh nhan sir dung thudc qua liéu

Néu can thém thong tin xin hoi y kién bac sy hodc dugc sy

Han ding ciia thudc: 36 thang ké tir ngay san xut

Tén va dja chi nha san Xuit: Bluepharma- Indistria Farmacéutica, S:A.
Sdo Martinho do Bispo 3045-016 Coimbra, B6 Dao Nha
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