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1/ Mau nhan hép: 3 vi x 10 vién
Ghi Chu: L6 SX, NSX, HD dugc dap ndi trén vi thudc va in trén hop.
2/ Mau nhan vi:

[ COMPOSITION: Each orally disintegrating tablet contains: SPECIFICATION: Manufacturer's.
AGATDOSE cooviisnicnnsiiianiiiiins 50Mg  REG.NO.: ..ovrnes
Excipients g.s 1 orally disintegrating lablat.

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 lemperalure not CAREFULLY READING THE INSTRUCTION
exceeding 30°C. BEFORE USING.
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THANH PHAN: M3i vién nén phan tan trong miéng chia: TIEU CHUAN; TCCS
Acarbose 50mg  gpK:
T4 duge vida dd 1 vién nén phan tdn trong midng.
CHI BINH; CACH DUNG; CHONG CHI BINH VA CAC THONG TIN DE XA TAM TAY CUA TRE EM.
KHAC: Xem trong 1 hudng dén st dyng thusc kém theo. THUGC NAY CHI DUNG THEO BON THUGC.
BAO QUAN: Bao quin nol khé rdo, tranh dnh séng, nhiét do khéng BOC KY HUGNG DAN SU DUNG
qué 30°C. TRUGC KHI DUNG.
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1/ Mau nhan hop: 5 vi x 10 vién

OP PANG KY

Ghi Chu: L6 SX, NSX, HD dugc dap néi trén vi thudc va in trén hop.

2/ MAu nhan vi:
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COMPOSITION: Each orally disintegrating tablet contains:
Acarbose
Excipients q.s 1 orally disinlegraling lablel.

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

50 mg

us|

; STORAGE: Store in a dry place, avoid sunlight, al temperature not
| exceeding 30°C.

SPECIFICATION: Manufacturer's.
REG.NO.: .......c0n

KEEP OUT OF REACH OF CHILDREN
E THIS MEDICINE WITH PRESCRIPTION ONLY.
CAREFULLY READING THE INSTRUCTION
BEFORE USING.

RXTHUOG KE BON

SOLBOSE 50 opT

Acarbose 50 mg
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PHAN TAN TRONG MIENG
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Rx“ﬂkl&mﬂ
SOLBOSE 50 oot

hearbose 50 mg

THANH PHAN: M8 vién nén ph&n tan trong miéng chua:
Acarbose ....
T4 duigic vita dd 1 vién nén phan tdn trong migng.

CHI BINH; CACH DUNG; CHONG CHI BINH VA CAC THONG TIN
KHAC: Xem lrong & huéing dfin sif dung thufic kém theo.

BAO QUAN: Bao quan nol khé réo, tranh dnh séng, nhiét d& khéng
qué 30°C.

50 mg

SBK:

TIEU CHUAN: TCCS

BE XA TAM TAY CUA TRE EM.
THUGC NAY CHi DUNG THEO BON THUGC.
POC KY HUGNG DAN 5U DUNG
TRUGC KHI DUNG.
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1/ Mau nhan hép: 10 vi x 10 vién
Ghi Chu: L6 SX, NSX, HD dugc dap ndi trén vi thudc va in trén hop.
2/ Mau nhan vi:
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(Batch No.):
NSX

(Mig. dats}:
HD

(Exp. date):

L& SX

VACH

COMPOSITION: Each orally disintegrating tablet contains:
Acarbose
Excipients 9.8 1 orally disintegrating tabiet.

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

STORAGE: Store in a dry place, avoid sunlight, at temperature not
exceeding 30°C.

50 mg

SPECIFICATION: Manufacturer's.
REG.NO.: .............. ‘

KEEP OUT OF REACH OF CHILDREN |

USE THIS MEDICINE WITH PRESCRIPTION ONLY. [
CAREFULLY READING THE INSTRUCTION [
BEFORE USING. [
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SOLBOSE 50 opT

Acarbose 50 mg

THANH PHAN: M5i vign nén phén tan trong miéng chiia:
Acarbose
Téd duge vita di 1 vién nén phdn tén trong midng.

CHI BINH; CACH DUNG; CHONG CHI BINH VA CAC THONG TIN
KHAC: Xem trong & hudng din s dung thudc kém theo.

BAD QUAN: Bo quéin ndl khé réio, tranh dnh séng, nhidt db khiing
qué 30°C.

50 mg

TIEU GHUAN: TGCS
SPK:

pE XA TAM TAY cUA TRE EM.
THUBC NAY CHi DUNG THEO BON THUGC.
BOC K¥ HUGNG DAN SU DUNG |
TRUGC KHI DUNG. |
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1y chi ding theo don thude

SOLBOSE 50 ODT

“Pé xa tam tay ciia tré em”

“Poc ky huéng din sir dung truéce khi dung”
1. Thanh phén céng thirc:

MBOi vién chira:

Thanh phan dirge chat: Acarbose 50 mg

Thanh ph&n td dwoc: Mannitol, Primellose, Sucralose, Natri starch glycolate, Natri
stearyl fumarate, Pearlitol Flash, Avicel M101.

2. Dang bao ché

Vién nén phén tan trong miéng.

M ta dang bao ché: Vién nén dai, mau tring dén hoi vang, canh va thanh vién lanh lan.
3. Chi dinh

Diéu tri dai thao duong tuyp 2 (khong phu thude insulin) & nhimg bénh nhén khdong
duoc kiém soat ddy du chi véi ché d6 an kiéng hoidc dang an kiéng va dung thude dai
thao duong dang udng.

4. Liéu ding-cach ding
Liéu lwgng

Khong ¢6 ché do lidu lugng cb dinh dé diéu tri dai thao duong véi Acarbose. Liéu dung
. nén duoc bac si diéu chinh tily theo ddp mg 14m sang va kha nang dung nap ctia tirng
ngudoi bénh

Ngueoi lon
- Liéu khuyén c40 100mg/1an x 3 lan/ngay.

- Tuy nhién, dé giam thiéu céc tac dung khong mong mudn trén dudng tiéu hoa, co thé
bt dau dung liéu 50mg/lan x 1 lan/ngay va ting dén 1én 100mg/lan x 3 lan/ngay theo
kha nang dung nap.

Cdch dang:

Thude dung duong udng ngay trudce bira an.

Pt thudc trén ludi, vién thube s& thAm nudce bot va rd ngay tai miéng, nudt hodc ubng

véi mot it nude néu can.

5. Chéng chi dinh
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- Bénh nhan min cam véi Acarbose hodc voi bit cir thanh phan nao ciia thudc.

- Bénh nhan bj dai thao dudng nhiém toan ceton ning, hon mé do déi thdo duong hodc
tién hon mé.

- Bénh nhén bi nhiém tring ning, trudc va sau phau thuat hodc bi chén thuong ning.

- Phu nir mang thai hoac phu nit ¢6 kha nang dang mang thai.

6. Canh béo va than trong khi ding thudc

Thén trong lién quan dén tic dung ciia thude

Thudc chi nén duoc chi dinh cho nhimg bénh nhédn dai thio duong da ap dung cac
phuong phép didu tri co ban (3n kiéng va tap thé duc) ma khong kieém soat dugc duong
huyét, va c6 mirc dudng huyét sau an 2 gid vuot qua ngudng 200mg/dL.

Déi v6i nhirng bénh nhan dang diing thuée ha duong huyét dang udng hoic insulin ciing
véi ché do an kiéng va tap luyén, thi chi nén sir dung thudc nay khi mirc dudng huyét
luc déi & mac 140mg/dL trd 1€n.

Thén trong lién quan dén lidu ding

Déi véi ngudi cao tudi, ngudi co nguy co cao gap tac dung phu do kha nang dung nap
thudc kém nén bit ddu dung thude véi lidu thép (50mg mbi 14n).

Thén trong khac
Giai thich ddy du cho bénh nhan vé céc triéu chimg ha duong huyét va cach x tri.

Viée str dung thude nay co thé gy ra cic tac dung phu lién quan dén hé tiéu hoa nhu
chuéng bung, day hoi, xi hoi.... Nhirng tdc dung phu nay thudng tu khoi theo thoi gian,
nhung nén xem xét giam lidu hodc st dung két hop véi thude chdng ddy hoi tiy thude
vao triéu chimg. Néu céc triéu ching nghiém trong va khong thé chiu dung dugc, hay
ngimng sir dung thude.

C6 thé xay ra rdi loan chirc ning gan nghiém trong nhu viém gan cap. Nhirng roi loan
nay thuong dugce ghi nhan trong vong 6 thang dAu sau khi bét dau sir dung thude, vi vay
hay kiém tra chirc ning gan hang théng trong 6 thang dAu sau khi bat diu sir dung thube
va dinh ky sau do.

Trong khi sir dung thude nay, can kiém tra dudng huyét dinh ky va theo doi chat ché
tinh trang bénh nhan, luén chu y dén s can thiét phai tiép tuc sir dung thudc. Néu hiéu
qua dbi véi dudomg huyét sau &n khong du sau 2-3 thang st dung thude (vi du, dudng
huyét tinh mach sau an 2 gi¢ khong thé kiém soat duoc & muc dudi 200 mg/dL), hay
xem xét chuyén sang phwong phép diéu tri thich hop hon.

Ngoai ra, néu dat duge mirc kiém soat dwdng huyét sau @n (ndng do dudng huyét sau an
2 gir trong huyét twong tinh mach duéi 160mg/dL) va duge dénh gia 1a chi can didu tri
bang liéu phap @n kiéng, liéu phap van dong hodc két hop véi thudc ha dudng huyét
dudng udng hoiic insulin, thi nén ngimg st dung thudc nay va theo dbi tién trién.

Thén trong lién quan dén cac doi twgng dic biét
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Bénh nhan cé bién chirng/tién sir bénh, v.v.

Bénh nhdn cé tién sic phdu thudt bung hodic tién sir tdc rugt
Tic rudt co thé xudt hién do ting khi dudomg rudt, v.v.

Bénh nhén c6 tién sic véi loan tiéu héa

Viéc dung thube nay c6 thé 1am ting cac triéu chimg tiéu hoa nhu ddy hoi, chuéng bung
va tiéu chay

Bénh nhdn médc hoi chitng Roembheld, thodt vi ndng, hep/loét dai trang, v.v.
Cac triéu chirng c6 thé tré nén tram trong hon do ting san xuat khi dudng ruét.
Bénh nhan suy than
. Bénh nhén suy than nang: 0 nhing bénh nhan c6 do thanh thai creatinin dudi

25mL/phut/1, 73m2, ndng do hoat chit trong mau (dang thudc khong chuyén hoa va chat
chuyén héa c6 hoat tinh) dgc bo cdo 1a ting khoang 4-5 1an so v&i ngudi cé chirc nang

thén binh thudng. =

|?_55:
Bénh nhan suy giam chirc nang gan & 1
Bénh nhén suy gan ning: Tinh trang chuyen héa thudc khéng 6n dinh, c6 nguy co thay "HF
don dang ké kha nang kiém soat dudng huyét. Chua cé thir nghiém 1am sang nao dugc AR
tién hanh trén nhimg bénh nhan bi suy gidm chirc ning gan. =

Tré em

Hiéu qua va d0 an toan cua Acarbose ¢ tr¢ em va thanh thiéu nién van chwra dugc xac
dinh. Vi vy khong khuyén céo sir dung Acarbose & nhém déi trong nay.

Ngudi cao tudi

Cén than trong khi ding thudc, dong thdi quan sat k§ ludng dién tién ciia bénh.
Thén trong lién quan ta dwgc

Thudc nay c6 chira Mannitol, ¢6 thé ¢6 tic dung nhuin trudng nhe.

Thubc nay cé chira it hon 1 mmol (23 mg) natri trong mdi vién, vé co ban dugc xem
nhur “khong chira natri”.

7. Sir dung thudc cho phu nir ¢é thai va cho con bi

Stz dung thuéc cho phu nir cé thai:

Tinh an toan trong thoi ky mang thai chua duoce xac dinh, do do khong sir dung thude
nay cho phu nif ¢6 thai hodc phu nir c6 kha nidng mang thai.
3
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Sir dung thudc cho phu nit cho con bii:

Cén can nhéc gitra loi ich diéu tri va loi ich ctia viéc nudi con bing sira me dé quyét dinh
ti€p tuc hay ngtrng cho con ba. Céc thi nghiém trén dong vét (chuét dang cho con bu)

da bao cdo vé sy bai tiét thude qua sira.

8. Anh hwdng ciia thudc 1én kha niing 14i xe, vin hinh miy méc:

Thude c6 thé gdy ra céc triéu ching ha duong huyét, vi vdy can than trong khi st dung

cho bénh nhén lam viéc & noi cao hodc lai xe, vdn hanh mdy moc
9. Twong tac, twong Ky thude

Twong tic thude:

Thén trong khi sir dung dong thoi

Tén thudc dung
dong thoi

Triéu chirng/bién phip lam sang

Co ché/yéu té nguy co

Sulfonylurea
Sulfonamid
Biguanide
Cac ché
insulin

phim

Thudc tang nhay
cam insulin
Thudéc ha dudng
huyét sau n tic
dung nhanh

C6 thé xay ra tinh trang ha duong
huyét. Khi sir dung két hop, hay bat
dAu vé6i lidu thdp hodc diéu chinh
lidu luong cua céc loai thude didu
tri tiéu duong khac.

Khi ding dong thoi, céc
thube dugc dé cap & bén sé
lam ting cudng tac dung
ha dudong huyét cua
Arcabose.

\'_'."\\_ -

) Thube diéu tri tiéu
dudng noi trén va
céc thubc lam tang
tac dung ha duong
huyét ctia n6

Thubéc chen beta
(B-blockers)
Thubc salicylate

Thubc wc ché
monoamine
oxidase, v.v.

Cén luu y dén tuong tic thudc da
dugc ghi trong phan thén trong khi
stt dung cta thubc didu tri tiéu
duong, dong thoi dac biét thén
trong dén anh hudng do tac dung
lam cham hip thu dudong cia thude
nay gay ra.

Thube duge dé cap lam
tang hiéu qua ha duong
huyét ciia cac thude diéu
tri tiéu duong khac, dong
thoi thude nay cling ¢6 tac
dung lam cham qua trinh
hap thu carbohydrate

Thube diéu tri tiéu
duong néu trén va

Cén luu y dén tuong tac duogc ghi
trong phan than trong khi sir dung

Thube duge dé cap lam
giam tac dung ha dudng

4
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céc thude 1am giam
tac dung ha duong
huyét ctia n6

Adrenaline
(Epinephrine)

Hormone vo
thuong than
(Corticosteroid)

Hormone fuyén

giap, v.v.

ctia thude diéu tri tiéu duong, dong
thoi dic biét cén trong trude anh
huéng do viéc bd sung tic dung
lam cham hép thu dudng cia thube
nay.

huyét ciia cac thude didu
tri tiéu duong khac, dong
thoi thude nay ciing c6 téc
dung lam chdm qua trinh
hép thu carbohydrate.

Digoxin

Noéng do digoxin trong mau c6 thé
giam. Ngoai ra, nf‘)ng d6 thudc
trong mau tang cao ciing dugc quan
sat thiy & mot sé it trromg hop. Néu
néng d6 digoxin trong mau dao
dong, can phai thuc hién cac bién
phap thich hop, ching han nhu diéu
chinh liéu lvong digoxin.

Chi tiét v& co ché tac dong
van chua duoc biét rd.

Lactulose

Lactitol Hydrat

Tac dung phu 1€n dudng ti€u hda co
thé ting lén.

Do thudc duge dé cap ¢
trén cung Vv céc
disaccharide chua tiéu hoa
khic do tic dung cua
thubc nay chuyén xudng
rudt gia va bi phan hiy béi
vi khuin dudng rudt, viéc
st dung dbng thoi c6 thé
lam tang thém khi trong
rudt, v.v.

Ché pham enzyme

C6 thé anh huong dén higu qua cuia

Acarbose ¢6 tac dung Uc

tiéu hoa | .3 hai loai thud. ché hoat tinh a-amylase,
carbohydrate trong khi d6, ché phim
. enzyme tiéu hoa
Diastase, v.v. carbohydrate lai ¢6 hoat
tinh a-amylase.
Twong ky thube:

Do khong c6 cac nghién ctru vé tinh twong ky cua thude, khéng tron 1an thude nay voi

céc thude khac
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10. Téc dung khdong mong mudn (ADR)
Tac dung phu nghiém trong
Hg dwong huyét

Viéc sir dung thudc nay két hop véi cac thude tri tiéu dudng khac c6 thé gay ha duong
huyét (tir 0,1% dén dudi 5%). Ngoai ra, ngay ca khi khong sir dung két hop véi céc
thudc tri tiéu duong khac, ciing di c¢6 bao cdo vé trudng hop ha dudong huyét (dudi
0,1%). Vi thube nay 1am chdm quaé trinh tiéu hoa va hap thu disaccharide. Néu thdy co
triéu ching ha dudmg huyét can thuc hién cac bién phap xir ly thich hgp nhu ding
glucose thay vi sucrose.

Tdc rujt @
Céc triéu ching ntlu truéng bung/day hoi, diy hoi, ting xi hoi ¢6 thé xay ra, W:ffi téf: rugt 5NG
(dudi 0,1%) c6 thé xay ra do tang khi trong rugt. Do do, nén ngirng dung thudc néu cac TNH
. tri¢u ching nhu dau bung kéo dai, nén mira xuét hién. JLPHA
Réi logn chikc nding gan, vang da ?@W

C6 thé xay ra rbi loan chirc nang gan nghiém trong kém theo nong do AST va ALT ting
cao va vang da (dudi 0,1%). Ngoai ra con ¢6 bao céo vé bénh viém gan cap (dudi 0,1%)
Ting amoniac mdu kém theo suy giam y thirc 6 b¢nh nhin xo gan ndng (chua ré ty
I¢ miic)

Khi dung thube cho bénh nhin xo gan nidng, da cd bao cao vé viéc bénh nhan bi ting
amoniac mau nghiém trong, kém theo t6i loan v thirc, do khai phat tir tdo bén. Do dé,
can theo doi k¥ tinh trang dai tién ctia bénh nhan.

Cac tac dung phu khac

Tén suét ADR>5% <5% Khéng 13 tan sudt
Puong tiéu hoa Chuéng bung/ddy | Ting nhu dong | Khd miéng, truéng
hoi, ting lugng khi | rudt, tiéu chay, dau | khi nang  rudt
trong bung, phan | bung, tdo bon, buon | (Pneumatosis
long ndn, nén, chan én, | cystoides
tang cam giac thém | intestinalis)
an, kho tiéu
Di img Phat ban, ngtra

Hé than kinh tam
than

Dau déu, nhirc dau,
chong mit, té bi

Gan

Tang AST, ALT, y-
GTP, Al-P, LDH
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Mau Giam bach cdu, | Thiéu mau
giam tiéu ciu

Khac Tirc nguc Phii né, bée hoa, rdi

loan vi gidc, ti€u re‘iﬂ

Thong bdo ngay cho bdc sy hodc duwoc si khi gdp cdc tic dung khong mong muéon
rhuw trén khi sir dung thudc hodc bdo cdo cdc phan irng cé hai ciia thubc vé Trung
tam Thong tin thuébc va Theo dbi phin ieng c6 hai ciia thube (ADR) Quic Gia

11. Qua liéu va cach xir tri:

Chura ¢6 dir liéu vé str dung thudc qua liéu, khong dung qua lidu chi dinh cia thude. Néu
str dung thude qua lidu cén tich cuc theo ddi céc triéu chimg 14m sang dé co bién phap
xir tri kip thoi va diéu tri triéu chimg bét loi xay ra.

12. Pic tinh dwge lwe hoe

Nhém tac dung duge 1y: Thube didu trj dai thao dudng, chét trc ché alpha - glucosidase
Ma ATC: A10BFO1

Co ché tac dung:

Acarbose trc ché phu thudc liéu diing véi cdc men glucoamylase, sucrase va maltase ¢o
trong mang vi nhung mao clia niém mac ruét non, dong thoi re ché a-amylase trong
dich tuy va nudc bot, tir d6 e ché dang ké su ting duong huyét sau an.

e Bing céch trc ché qua trinh thiy phan carbohydrate (tinh bt, maltose, sucrose,
V. v) thanh glucose va fructose boi a-glucosidase, acarbose tryrc tiép lam cham
qué trinh hép thu duong tai duong tiéu hoa.

e Acarbose cai thién tinh trang tdng dudng huyét sau an, dong thoi 1am giam bién
d6 dao dong dudng huyét trong ngdy, gitp kiém soat dudmg huyét t6t hon.

e Do trc ché su ting duong huyét sau #n, acarbose ciing (rc ché sur tang insulin, do
d6 khong gay ra tinh trang téng insulin mau. Ngoai ra, do acarbose khong cO tac
dung true tiép 1én qua trinh tiét insulin nén no gitip gidm ganh néng cho té bao B
tuyén tuy.

13. Dic tinh dwoc dong hoc

Vién nén phan tan trong miéng Acarbose OD 50mg (50 mg acarbose, c6 hodc khong
udng cung voi nude) va Vlen nén Glucobay 50mg (50mg Acarbose, udng voi 150ml
nuée) duge ding mot lidu udng cho nam giGi truong thanh khée manh va do nong do
glucose trong méau 10 phut sau khi nap duong Sucrose, ca hai dang bao ché déu cho thay
kha nang trc ché su ting ndng d6 glucose trong mau dang ké so v&i nhom dung gia duge.
Phan tich théng ké c4c théng sé duge dong hoc thu duge (AUC) da x4c nhan tinh tuong
duong sinh hoc ciia ca hai dang bao ché nay.

Théng sé duge dong hoc khi ubng 1 vién:




https://trungtamthuoc.com/

AUC-120 phat
(mg/phat/dL)
TB + SD

Ubng ciing véi | Vién nén phén tan trong miéng Acarbose OD 13287+2010
nude (n=14) 50mg

Vién nén Glucobay 50mg 1273112777

Gia duoc 14491+2025

Khong ubng Vién nén phan tdn trong miéng Acarbose OD 12960+1468
cung vdi nude | 50mg

(n=14) .
. Vién nén Glucobay 50mg (udng vo1 nuoc) 12895+1129

Gia dugc 14517+1646

14. Quy cach dong géi:

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

15. Piéu kién bio quin, han dung, tiéu chuén chit lrgng thude:

Piéu kién bio quan: Bao quan noi khé rdo, nhiét o khong quéa 30°C, tranh énh sang

Han dung: 36 thang ké tir ngay san xuét.
Tiéu chuin chat lwgng: TCCS
16. Tén, dia chi co sé san xuét:
CONG TY CO PHAN S.P.M

. Dia chi: Lo s6 51, Khu cong nghiép Tan Tao, Duong s6 2, Phuong Tén Tao A. Quén
Binh Tan. Thanh ph6 H6 Chi Minh.

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



