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SPECIFICATION: Manufacturer's. 

REG.NO.: .......-00000 

COMPOSITION: Each orally disintegrating tablet contains: 
Acarbose .... «50 mg 
Excipients q. 

INDICATIONS; ADMINISTRATION; CONTRAINDICATIONS AND 
OTHER INFORMATION: Please read the leaflet inside. 

STORAGE: Store in a dry place, avoid sunlight, at temperature not 

Acarbose 50 mg 

SOLBOSE 50 opt 

KEEP OUT OF REACH OF CHILDREN 

USE THIS MEDICINE WITH PRESCRIPTION ONLY. 

CAREFULLY READING THE INSTRUCTION 

BEFORE USING. 
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COMPOSITION: Each orally disintegrating tablet contains: ‘SPECIFICATION: Manufacturer's. 
ACAPDOSE ooo. sccstssscsessesseesseesees sess cessssnsssssaessuesseesssssvenveenes SO ITD BEG NOLS cccccssceeeee 
Excipients q.s 1 orally disintegrating tablet. 

INDICATIONS; ADMINISTRATION; CONTRAINDICATIONS AND KEEP OUT OF REACH OF CHILDREN 
OTHER INFORMATION: Please read the leaflet inside. USE THIS MEDICINE WITH PRESCRIPTION ONLY. 

| 
| STORAGE: Store in a dry place, avoid sunlight, at temperature not CAREFULLY READING THE INSTRUCTION 
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| COMPOSITION: Each orally disintegrating tablet contains: 
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Excipients q.s 1 orally disintegrating tablet. 
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RX tude KE DON 

Acarbose 50 mg 

SOLBOSE 50 opt 

SPECIFICATION: Manufacturer's. 

KEEP OUT OF REACH OF CHILDREN 

USE THIS MEDICINE WITH PRESCRIPTION ONLY. 

CAREFULLY READING THE INSTRUCTION 

BEFORE USING. 

HOP 10 Vi x 10 VIEN NEN 
PHAN TAN TRONG MIENG 

(Sdn xual béi: j 

CONG TY C6 PHAN S.RM 
| » J wwrw.spm.com.vn 

1 18.88 51, Khu Cong Nghiép Tan Tao, Budng sé 2, Phudng Tan Tao A, Guan Binh Tan, 

sP Thanh Ph Hé Ghi Minh, Viét Nam. - BT: (028) 37507496 - Fax: (028) 38771010 
Wha san xudt dat tiéu chudn: GMP - WHO / ISO 9001: 2015 

|
 

S
O
L
B
O
S
E
 

50 
op
t 

A
c
a
r
b
o
s
e
 

50
 

mg
 

R
x
 

mu
se
 

xe
 
ow

 

THANH PHAN: M6i vién nén phan tan trong miéng chia: 
ACRIDOSG ss cisinsssastsnceenn cicisnnrcuceniaiiecmicniciceennincedc DOAN 
Ta duge vila du 1 vién nén phan tan trong miéng. 

CHi BINH; CACH DUNG; CHONG CHI 8/NH VA CAC THONG TIN 
KHAC: Xem trong td hudng dan sii dung thudc kém theo. 

BAO QUAN: Bao quan noi khé rao, tranh Anh sang, nhiét dé khéng 

qua 30°C. 

TIEU CHUAN: TCCS 
SOK: «.. 

DE XA TAM TAY CUA TRE EM. 
THUGC NAY CHi DUNG THEO DON THUGC. 

BOC K¥ HUONG DAN SU DUNG 
TRUGC KHI DUNG: 

9102 71006 OS! / OHM - AWD ‘sereay)20 s.e:njoB;NUey 
Ol01zeee (82-p8+) :xeY - 96p2O9zE (8Z-PE+) “1e1 - “WeUNe1A ‘AUD YUIW 1UD OH WwW d s 

ISIC UB] WUig ‘BIEM VCR] UBL “ZIONS ueY FELNSNPU] OB VEL ‘1SON 207 ay 
Un'woo"uds ma LS) ] 

1 NOILWHOdHOS Wd'S 
| Ag panjoejnuew 

(M
fg
. 

da
te
):
 

(E
xp
. 

da
te
):
 

L
6
s
x
 

(B
at

ch
 

Ne
.)
: 

HD
 

N
S
X
 

M
A
 

-VACH 

SLITEVL ONILWHDALNISIC 
ATIWHO OF X SHSLSI1E OL JO XOE 

Bu 0g asoqieoy 

1d0 0S 3S0810S 
ONY NOL dIHOSSYd XY 



https://trungtamthuoc.com/ 

enay chi ding theo don thudc 

SOLBOSE 50 ODT 

“Dé xa tam tay cia tré em” 

“Doc ky huéng dan sir dung truéc khi ding” 

1. Thanh phan cong thie: 

M6Gi vién chita: 

Thanh phan diec chat: Acarbose 50 mg 

Thanh phan té dugc: Mannitol, Primellose, Sucralose, Natri starch glycolate, Natri 

stearyl fumarate, Pearlitol Flash, Avicel M101. 

2. Dang bao ché 

Vién nén phan tan trong miéng. 

M6 ta dang bao ché: Vién nén dai, mau trang dén hoi vang, canh va thanh vién lanh lan. 

3. Chi dinh 

Diéu tri dai thao duéng tuyp 2 (khéng phu thuéc insulin) 6 nhitng bénh nhan khong 

dugc kiém soat day du chi véi ché d6 an kiéng hoac dang an kiéng va ding thudc dai 

thao dudng dang uéng. 

4. Liéu ding-cach ding 

Liéu long 

Khong c6 ché dé liéu long cé dinh dé diéu tri dai thao durong voi Acarbose. Liéu ding 

-) nén dugc bac si diéu chinh tury theo dap img lam sang va kha nang dung nap cua ting 

nguoi bénh 

Neuoi lon 

- Liéu khuyén cdo 100mg/lan x 3 1an/ngay. 

- Tuy nhién, dé giam thiéu cdc tac dung khéng mong muén trén dudng tiéu héa, co thé 

bat ddu ding liéu 50mg/lan x 1 lan/ngay va tang dan lén 100mg/lan x 3 1an/ngay theo 

kha nang dung nap. 

Cach dang: 

Thudc ding dong uéng ngay truéc bia an. 

Dat thudc trén ludi, vién thudc sé tham nuéc bot va ra ngay tai migng, nuot hoac udng 

v6i mét it nudéc néu can. 

5. Ching chi dinh
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- Bénh nhan man cam véi Acarbose hoac voi bat cir thanh phan nao cia thudc. 

- Bénh nh4n bi dai thao duéng nhiém toan ceton nang, hén mé do dai thao dung hoac 

tién hon mé. 

- Bénh nhan bi nhiém tring nang, truéc va sau phau thuat hoac bi chan thuong nang. 

- Phu ni mang thai hoac phu nit co kha nang dang mang thai. 

6. Canh bao va than trong khi ding thudc 

Than trong lién quan dén tac dung ciia thuéc 

Thuéc chi nén duoc chi dinh cho nhimng bénh nhan dai thao duong da ap dung cac 

phuong phap diéu tri co ban (4n kiéng va tap thé duc) ma khéng kiém soat duge duong 

huyét, va co mirc dong huyét sau 4n 2 gid vuot qua nguéng 200m¢g/dL. 

D6i voi nhitng bénh nhan dang ding thuéc ha dudng huyét dang uéng hoac insulin cing 

voi ché dé an kiéng va tap luyén, thi chi nén str dung thudc nay khi mite duéng huyét 

luc doi 6 mirc 140meg/dL tré lén. 

Th4n trong lién quan dén liéu ding 

Déi voi ngwoi cao tuéi, ngudi cé nguy co cao gap tac dung phy do kha nang dung nap 

thuédc kém nén bat dau dung thudc voi liéu thap (50mg mdi lan). 

Than trong khac 

Giai thich day du cho bénh nhan vé cdc triéu chimg ha dudng huyét va cach xt tri. 

Viéc str dung thuédc nay cé thé gay ra cdc tac dung phy lién quan dén hé tiéu hoa nhu 

chuéng bung, day hoi, xi hoi,... Nhing tac dung phu nay thudng ty khdi theo thdi gian, 

nhung nén xem xét gidm liéu hodc sir dung két hop véi thuéc chéng day hoi tay thudc 

vao triéu chimg. Néu cdc triéu chimg nghiém trong va khong thé chiu dung dugce, hay 

ngimng str dung thudc. 

C6 thé xay ra réi loan chire nang gan nghiém trong nhu viém gan cap. Nhiing roi loan 

nay thuéng duge ghi nhan trong vong 6 thang dau sau khi bat dau sir dung thudc, vi vay 

hay kiém tra chic nang gan hang thang trong 6 thang dau sau khi bat dau str dung thuéc 

va dinh ky sau do. 

Trong khi str dung thudc nay, can kiém tra duong huyét dinh ky va theo doi chat ché 

tinh trang bénh nhan, luén chu y dén su can thiét phai tiép tuc str dung thudéc. Néu hiéu 

qua déi voi dudng huyét sau 4n khong di sau 2-3 thang sir dung thudc (vi du, duong 

huyét tinh mach sau an 2 gid khong thé kiém soat dugc 6 mttc dudéi 200 mg/dL), hay 

xem xét chuyén sang phuong phap diéu tri thich hop hon. 

Ngoai ra, néu dat durge mite kiém soat duong huyét sau 4n (néng 46 dudng huyét sau an 

2 gid trong huyét tuong tinh mach duéi 160mg/dL) va duge danh gid 1a chi can diéu tri 

bang liéu phdp an kiéng, liu phap van dong hoac két hop véi thudc ha duéng huyét 

duong uéng hoac insulin, thi nén ngimg str dung thuéc nay va theo déi tién trién. 

Than trong lién quan dén cac d6i twgng dic biét
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Bénh nhan cé bién chieng/tién sic bénh, vv. 

Bénh nhén cé tién sit phdu thudt bung hodc tién sit tac rudt 

Tac rudt c6 thé xuat hién do tang khi duong ruét, v.v. 

Bénh nhén cé tién str roi loan tiéu héa 

Viéc ding thuéc nay cé thé lam tang cac triéu chimg tiéu héa nhu day hoi, chuéng bung 

va tiéu chay 

Bénh nhdn mac héi ching Roemheld, thodt vi nang, hep/loét dai trang, v.v. 

CAc triéu chimg cé thé tré nén tram trong hon do tang san xuat khi dung rudt. 

Bénh nhan suy than 

o Bénh nhan suy than nang: G nhiing bénh nhan cé dO thanh thai creatinin duoi 
25mL/phut/1, 73m2, nong dé hoat chat trong mau (dang thudc khong chuyén hoa va chat 
chuyén héa cé hoat tinh) dug bao cdo 1a tang khoang 4-5 lan so véi ngudi cé chire nang 

than binh thuong. = 
{ 26. 

Bénh nhan suy giam chirc nang gan - 

Bénh nhan suy gan nang: Tinh trang chuyén hoa thuéc khéng 6n dinh, cé nguy co thay ae 
doi dang ké kha nang kiém soat dudng huyét. Chua cé thir nghiém 14m sang nao duoc ‘AR 
tién hanh trén nhimg bénh nhan bi suy giam chirc nang gan. os 

Tré em 

Hiéu qua va d6 an toan cua Acarbose 6 tré em va thanh thiéu nién van chura duge xac 
dinh. Vi vay khong khuyén cdo sir dung Acarbose 6 nhém déi tuong nay. 

Nguoi cao tuoi 

Cn than trong khi ding thudc, déng thoi quan sat ky lung dién tién cua bénh. 

Than trong lién quan ta dug 

Thudc nay c6 chtra Mannitol, c6 thé c6 tac dung nhuan trudng nhe. 

Thudc nay cé chita it hon 1 mmol (23 mg) natri trong mdi vién, vé co ban duge xem 

nhu “khong chtra natri”. 

7. Sir dung thuéc cho phu ni cé thai va cho con bu 

Siz dung thuéc cho phu nit co thai: 

Tinh an toan trong thdi ky mang thai chua duge xac dinh, do d6 khéng str dung thuéc 

nay cho phu nif co thai hoac phu nit c6 kha nang mang thai. 

3 
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Siw dung thuéc cho phu nit cho con bu: 

Can can nhac gitta loi ich diéu tri va loi ich cia viéc nudi con bang stra me dé quyét dinh 

tiép tuc hay ngimng cho con bu. Cac thi nghiém trén dong vat (chuét dang cho con bi) 

d& bao cao vé su bai tiét thudc qua stra. 

8. Anh huéng cia thuéc lén kha nang lai xe, vin hanh may moc: 

Thuédc cé thé gay ra cdc triéu ching ha duong huyét, vi vay can than trong khi sir dung 

cho bénh nhan lam viéc 6 noi cao hodac lai xe, van hanh may méc 

9. Twong tac, twong ky thudc 

Tuwong tac thuéc: 

Than trong khi siz dung dong thoi 

Tén thudc ding 

dong thoi 

Triéu chirng/bién phap lam sang Co ché/yéu té nguy co 

Sulfonylurea 

Sulfonamid 

Biguanide 

Cac ché pham 

insulin 

Thuéc ting nhay 

cam insulin 

Thuéc ha dudng 
huyét sau an tac 

dung nhanh 

Cé thé xay ra tinh trang ha dudng 

huyét. Khi str dung két hgp, hay bat 

dau véi liéu thdp hodc diéu chinh 

lidu luong cia cdc loai thuéc diéu 

tri tiéu duong khac. 

Khi ding déng thoi, cac 

thudc duge dé cap & bén sé 
lam tang cuong tac dung 

ha dudng huyét cta 

Arcabose. 

o Thuéc diéu tri tiéu 

duong noi trén va 

cac thudc lam tang 

tac dung ha duwong 

huyét cua no 

Thuéc chen beta 

(B-blockers) 

Thuéc salicylate 

Thu6dc wc ché 

monoamine 

oxidase, v.V. 

Can luu y¥ dén tuong tac thuéc da 

duoc ghi trong phan than trong khi 

su dung cua thuédc diéu tri tiéu 

duéng, déng thoi d&c biét than 
trong dén anh huéng do tac dung 

lam cham hap thu duéng cia thuéc 

nay gay ra. 

Thuéc dugc dé cap lam 
tang hiéu qua ha duong 

huyét ctia cdc thudc diéu 

tri tiéu dudng khac, déng 
thoi thuéc nay ciing cé tac 

dung lam cham qua trinh 

hap thu carbohydrate 

Thuoc diéu tri ti¢u 

duong néu trén va 

Can luu y dén tuong tac duge ghi 

trong phan than trong khi sir dung 

Thudc duge dé cap lam 
giam tac dung ha duong 
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cac thuéc lam giam 

tac dung ha duong 

huyét cla nd 

ctia thuéc diéu tri tiéu duong, dong 

thoi dic biét can trong trudc anh 
hudng do viéc bé sung tac dung 

lam cham hap thu duéng ctia thuéc 

huyét ctia cdc thuéc diéu 

tri tiéu duong khac, dong 

thoi thuéc nay ciing cé tac 

dung lam cham qua trinh 
Adrenaline Zi 
(Epinephrine) nay. hap thu carbohydrate. 

Hormone vo 

thuong than 

(Corticosteroid) 

Hormone tuyén 

giap, v.v. 

Digoxin Nong d6 digoxin trong mau cé thé | Chi tiét vé co ché tac dong 

giam. Ngoai ra, néng d6 thuéc | van chua duge biét 16. 

‘2 trong mau tang cao cting dugc quan 

sat thay 6 mt so it truéng hop. Néu 

nong d6 digoxin trong mau dao 

dong, can phai thuc hién cac bién 

phap thich hgp, chang han nhu diéu 

chinh liéu lugng digoxin. 

Lactulose Tac dung phu Jén duong tiéu hda cd | Do thuéc duge dé cap 6 

Lactitol Hydrat thé tang én. trén cung vdi  cac 

disaccharide chua tiéu héa 

khac do tac dung cua 

thuédc nay chuyén xuéng 

rudt gia va bi phan hiy béi 

vi khuan dong rudt, viéc 

stt dung déng thoi cé thé 

lam tang thém khi trong 

ruot, v.v. 

Ché pham enzyme C6 thé anh huéng dén hiéu qua cia Acarbose co tac dung te 

feu hoa ca hai loai thuéc. ché hoat tinh a-amylase, 

carbohydrate trong khi d6, ché pham 

: enzyme tiéu hoa 
Diastase, v.v. o . 

carbohydrate lai cé hoat 

tinh a-amylase. 

Twong ky thuoc: 

Do khéng cé cac nghién ciru vé tinh tuong ky cia thudc, khéng tron lan thuéc nay véi 

cac thudc khac 
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10. Tac dung khéng mong muén (ADR) 

Tac dung phu nghiém trong 

Ha dong huyét 

Viéc str dung thuéc nay két hop voi cac thudc tri tiéu dong khac co thé gay ha dudng 

huyét (tir 0,1% dén duéi 5%). Ngoai ra, ngay ca khi khong sir dung két hop voi cac 

thudc tri tiéu duong khac, cing di c6 bao cdo vé trudng hop ha dung huyét (dudi 

0,1%). Vi thuéc nay lam cham qua trinh tiéu héa va hap thu disaccharide. Néu thay c6 

triéu chtmg ha dudng huyét can thuc hién cac bién phap xt ly thich hop nhw ding 
glucose thay vi sucrose. 

Tic ruot e012 
x x 2 r ase 

CAc triéu ching nhu truéng bung/day hoi, day hoi, tang xi hoi cé thé xay ra, va tac rudt ‘ONG 

(dirdi 0,1%) c6 thé xay ra do tang khi trong rudt. Do do, nén ngimg ding thudc néu cdc TNH 

oO triéu chimg nhu dau bung kéo dai, nén mira xuat hién. )LPHA 

Réi loan chitc nang gan, vang da TRUNK 
>= — 

Cé thé xay ra réi loan chire nang gan nghiém trong kém theo nong d6 AST va ALT tang 

cao va vang da (duéi 0,1%). Ngoai ra con c6 bao cdo vé bénh viém gan cap (dudi 0,1%) 

Tang amoniac mau kém theo suy giam y thirc 6 bénh nhan xo gan nang (chia ré ty 

lé mac) 

Khi ding thuéc cho bénh nhan xo gan nang, da cé bao céo vé viéc bénh nhan bi tang 

amoniac mau nghiém trong, kém theo réi loan y thirc, do khéi phat tir téo bén. Do do, 

can theo doi ky tinh trang dai tién cula bénh nhan. 

Cac tac dung phu khac 

Tan suat ADR>5% <5% Khong 16 tan suat 

Duong tiéu hoa Chuéng bung/day 

hoi, tang lugng khi 

trong bung, phan 

long 

Tang nhu dong 

rudt, tiéu chay, dau 

bung, tao bén, buén 

non, non, chan 4n, 

tang cam giac thém 

an, kho tiéu 

Kho miéng, truéng 

khi nang rudt 

(Pneumatosis 

cystoides 

intestinalis) 

Di tng Phat ban, ngira 

Hé than kinh tam 

than 

Dau dau, nhite dau, 

chong mat, té bi 

Gan Tang AST, ALT, y- 

GTP, Al-P, LDH 
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Mau Giam bach cau, | Thiéu mau 

giam tiéu cau 

Khac Tuc nguc Phu né, boc héa, roi 

loan vi giac, tiéu rat 

Théng bdo ngay cho bdc sf hoc dugc si khi gap cdc tac dung khong mong muon 

nhu trén khi sit dung thuéc hodc bdo cdo cdc phan tng cé hai cua thudc vé Trung 

tam Théng tin thuéc va Theo déi phan tng cé hai cia thuéc (ADR) Quoc Gia 

11. Qua liéu va cach xi tri: 

Chua cé dir liéu vé sir dung thuéc qua liéu, khong diing qua liéu chi dinh cla thuéc. Néu 

su dung thudc qua liéu can tich cuc theo déi cc triéu chimg lam sang dé cé bién phap 

xt tri kip thoi va diéu tri triéu chimg bat loi xay ra. 

12. Dac tinh duoc luc hoc 

Nhom tac dung duge ly: Thuéc diéu tri dai thao dong, chat irc ché alpha - glucosidase 

Ma ATC: A1OBFO1 

Co ché tac dung: 

Acarbose tre ché phy thudc liéu dung voi cac men glucoamylase, sucrase va maltase c6 

trong mang vi nhung mao cua niém mac rudt non, déng thdi tc ché a-amylase trong 

dich tuy va nudc bot, tir dé ue ché dang ké sy tang dudéng huyét sau an. 

e Bang cach tre ché qua trinh thiy phan carbohydrate (tinh bét, maltose, sucrose, 

Vv. v.) thanh glucose va fructose bdi a-glucosidase, acarbose try tiép lam cham 

qua trinh hap thu dudng tai dudng tiéu hoa. 

e Acarbose cai thién tinh trang tang duong huyét sau 4n, déng thoi lam giam bién 

d6 dao déng dudng huyét trong ngay, gitp kiém soat dudng huyét tét hon. 

e Dot ché su tang dudng huyét sau an, acarbose ciing tre ché su tang insulin, do 

do khong gay ra tinh trang tang insulin mau. Ngoai ra, do acarbose khong cé tac 

dung tric tiép lén qua trinh tiét insulin nén n6 gitp giam ganh nang cho té bao B 

tuyén tuy. 

13. Dac tinh duoc déng hoc 

Vién nén phan tan trong miéng Acarbose OD 50mg (50 mg acarbose, c6é hodc khéng 

udng cing véi nuéc) va Vien nén Glucobay 50mg (50mg Acarbose, udng véi 150ml 

nuéc) duge dung mot liéu uéng cho nam giéi truéng thanh khée manh va do nong dé 

glucose trong mau 10 phut sau khi nap dudng Sucrose, ca hai dang bao ché déu cho thay 

kha nang tre ché su tang néng dé glucose trong mau dang ké so véi nhom ding gia dugc. 

Phan tich théng ké cdc théng sé dug déng hoc thu duge (AUC) da xac nhan tinh tuong 

durong sinh hoc ctia ca hai dang bao ché nay. 

Théng s6 duoc dong hoc khi uéng 1 vién: 

Sy 
—
 

<
 

Na
l 
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AUCo-120 phat 

(mg/phut/dL) 

TB+SD 

Uéng cing véi | Vién nén phan tan trong miéng Acarbose OD 13287+2010 

nudéc (n=14) 50mg 

Vién nén Glucobay 50mg 1273141277 

Gia duge 1449142025 

Khéng uéng Vién nén phan tan trong miéng Acarbose OD 1296041468 

cung véi nude | 50mg 

(n=14) 
Vién nén Glucobay 50mg (uéng voi nuéc) 12895+1129 

Gia duge 1451741646 

14. Quy cach dong goi: 

Ep vi Alu/Alu; H6p 3 vi x 10 vién, H6p 5 vi x 10 vién, Hop 10 vi x 10 vién. 

15. Diéu kién bao quan, han ding, tiéu chuan chat lwong thudc: 
Diéu kién bao quan: Bao quan noi khé rao, nhiét do khong qua 30°C, tranh anh sang 

Han ding: 36 thang ké tir ngay san xuat. 

Tiéu chudn chat lwgng: TCCS 

16. Tén, dia chi co sé san xuat: 

CONG TY CO PHAN S.P.M 

‘e Dia chi: L6 s6 51, Khu cong nghiép Tan Tao, Duong s6 2, Phuong Tan Tao A, Quan 

Binh Tan, Thanh ph6é H6 Chi Minh. 

DT: (028) 37507496 Fax: (028) 38771010 


