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B Thudc ban theo don

Sawvi ESOMEPRAZOLE 40

THANH PHAN

Esomeprazol magnesitrinydrat

tuidng dudng esomeprazol .......c.ccccvveeveierienae cronasiondbans SO G
Ta dugcviadl ......coceenee reveniis 1 VIBN

(Copovidon VA 64, natri hydrocarbonat, Effer soda (natri
hydrocarbonat 88-90%, natri carbonat 10-12%), Crospovidon CL,
lactose monohydrat, colloidal anhydrous silica, magnesi stearat,
Sepifilm LP 014, hydroxypropylmethylcelulose phthalat, polyethylen
glycol 6000, tale, titan dioxyd, Erythrosin lake)

DANG BAOCHE: Viénnénbao phimtan trong rudt.

DUGC LYC HOC

Esomeprazol |1a dang déng phan S clia omeprazol, dugc diing
tudng ty nhu omeprazol trong didu trj loét da day - t& trang va bénh
trdo ngudc da day - thuc quén.

Esomeprazol gén véi H/K™ - ATPase (con goi la_ bom proton) & t&
bao thanh cla da day, dc ché déc hiéu hé théng enzym nay, ngén
cén budc cudi cuing cla sy bai tiét acid vao long da day. Vi vay
esomeprazol ¢6 tac dyng Uc ché da day tiét acid cd ban va ca khi bj
kich thich do bat ky tac nhan nao.

DUGC BONG HOC

Hép thu

Esomeprazol hdp thu nhanh, néng d& dinh trong huyét tuong dat
dugc khodng 1 - 2 gid sau khi uéng. Sinh kha dung tuyét ddi la 64%
sau khi udng liéu ddn 40 mg va ting [&n 89% khi diing liéu l&p lai 1
I&n/ngay.

Thifc &n lam cham va giam sy hép thu esomeprazol méc du diéu

1+

tudng tyf nhu & nguditrudng thanh.

CHIBPINH

SaVi Esomeprazol 40 dugc chidinh:

Chonguéildn trong cac truéng hdp:

- Trao ngugc da day - thc quan: Diéu tri loét thuc quan trao ngugec.

- Diéu trj ké o dai sau khi da dié u trj phong ngira tai xuét huyétdo loét
da day t& trang bAng dudng tinh mach.

- Biéutri hdi chiing Zollinger Ellison.

- Trao ngugc da day - thyc quan: Diéu tri loét thuc quan trao ngugc.

LIEUDUNG VA CACHDUNG

Thudc nay chiding theo sy ké don clia bac si.

Céachdung

Esomeprazol dugc dung dudi dang mudi magnesi hodc natri, nhung
liéu dugc tinh theo esomeprazol. Esomeprazol magnesi 44,4 mg
hodc esomeprazol natri 426 mg tuong duong vdi 40 mg
esomeprazol.

Esomeprazol khéng 8n dinh trong méi trudng acid, nén phai bao
ché dudi dang vién nén bao phim tan trong rudt dé thudc khong bj
pha hiiy & da day va tang sinh kha dung. Phai nudt cé vién thude,
khéng dugc bé, nghién nhd hodc nhai. Khéng hoa tan vién thudc
vao nudc dé udng.

U8ngthudc it nhat motgid trudcbia an.

Liéudiing

Ngudilén

Trao nguige da day - thuc quén: Pidu tr loét thue quan trao ngudc
U&ng mbingay mot Idn 40 mg trong 4 - 8 tudn, cé thé udng thém 4 -
8tudn nitanéu van con trigu ching hodc bidu hién clia viém qua ndi
soi.

Diéu tri kéo dai sau khi da diéu trj phdng ngua tai xudt huyét do loét
da day t4 trang bdng duding tinh mach

40 mg/ldn/ngay trong 4 tuén sau khi da diéu tri phong ngiia tai xuét
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Thirc &n lam cham va gidm sy hédp thu esomeprazol mac du diéu
nay khéng anh hudng dang ké dén tac déng clia esomeprazol trén
sy ti€tacid da day.

Phén bé

Thé tich phan bé biéu kién & trang thai 6n dinh trén ngudi khde
manh khodng 22 I/kg thé trong. Khodng 97% esomeprazol gén vao
protein huyét tudgng.

Chuyén héa

Thu8c chuyén héa chi y&u & gan nhd isoenzym CYP2C19, hé
enzym cytochrom P, thanh céc chat chuyén hda hydroxy va
desmethyl. Phén cdn lai dugc chuyén hba qua isoenzym CYP3A4
thanh esomeprazol sulfon, ch&t chuyén héa chinh trong huyét
tuang.

Théitrif

D thanh thai huyét tuong khoang 17 /gid sau khi diing liéu don va-

khoang 9 V/gi& sau khi ding liéu I&p lai. Thai gian ban thai trong
huyét tueng khoang 1,3 gid sau khi ding liéu Iap lai 1 ldn/ngay.
Esomeprazol thai trif hoan toan khdi huyét tuong gira cac liu dung
va khéng ¢ khuynh hudnag tich Idy khi ding 1 1dn/ngay.

Céc chét chuyén héa chinh clia esomeprazol khéng cé tac déng
dén sy tiét acid da day. Khodng 80% esomeprazol liéu uéng dudc
bai tiét qua nudc tiéu dudi dang cac chat chuyén héa, phén con lai
qua phan. Dudi 1% thudc dang khong déi dugc tim thay trong nudc
tiéu.

Sytuy&ntinh

Dugc déng hoc clia esomeprazol da dudc nghién ciu vdi liéu 1én
dén 40 mg, 2 ldn/ngay. Dién tich dudi dudng cong biéu di&n néng do
trong huy@t tuong theo thai gian (AUC: Area under the cufve) ting
l1én khiding l&p lai esomeprazol. Sy tang nay phy thudc theo ligu va
ty 1& gia ting AUC nhiéu hon ty 18 tang liéu sau khi diing liéu 14p lai.
Sy phy thudc véo thai gian va liéu diing nay 1a do gidm chuyén hda
budc ddu & gan va gidm dd thanh thai toan than gay ra bdi sy (c ché
enzym CYP2C19 clia esomeprazol va/hodc chét chuyén héa
sulfon.

Céc d6i tugng déc biét

Ngudi chuyén héa kém

& mot s& ngudi vi thisu CYP2C19, esomeprazol dugc chuyén hoa
chil y&u bdi CYP3A4. Sau khi dung liéu l&p lai 40 mg esomeprazol,
1 ldn/ngay, AUC trung binh & ngudi chuyén hda kém cao hon
khoédng 100% so vdi bé&nh nhan cé chiic nidng CYP2C19 binh

40 mg/lén/ngay trong 4 tudn sau khi da diéu tri phéng ngifa tai xuat
huyé&t do loét da day ta trang bdng duding tinh mach.

Biéu trj héi chiing Zollinger - Ellison

Liéu khdi ddu khuy&n cdo clia esomeprazol la 40 mg, 2 lan/ngay.
Sau do diéu chinh liéu theo déap ing clia ting bé&nh nhan va tiép tuc
diéu tri khi con chi dinh vé mat lam sang. Phén I6n bénh nhan dugc
kiém soat véiliéu ti 80 - 160 mg. Khi liéu hang ngay I6n hon 80 mg,
nén chia liéu dung thanh 2 1&n/ngay.

Tré em {12 - 18 tudi

Trae ngudc da day - thire quén: Piéu trj loét thic quan trdo ngudc

40 mg/ngay trong 4 tudn. C6 thé tiép tuc didu trj thém 4 tudn nia
néu viém thyc quan chua dugc chiia lanh hoc triéu ching dai
déng.

Tré em dudi 12 tudi

SaVi Esomeprazole 40 khong phi hgp dé st dung chotré em dudi
121udi.

Nguditén thuong chirc ndng than

Khéng cdn phéi gidm liéu 8 ngudi t8n thudng chiic nang than.
Ngudi tén thuong chire ndng gan

Khéng cdn phai gidm liéu & ngudi tén thudng chic néng gan & mic
dé tir nhe dén trung binh. & bénh nhan suy gan ning, liéu t&i da la
20 mg esomeprazol/ngay; vi vy khéng diung SaVi Esomeprazole
40.

Nguti cao tudi

Khéng c&n diéu chinh lidu & ngudi cao tudi.

CHONG CHi BINH _

- Tién sl qué man vdi esomeprazol, phan nhém benzimidazol hoéc
céc thanh phén khac cha thudc.

- Ché&ng chldinh diing cting véi nelfinavir.

THAN TRONG KHIDUNG THUGC

Trudc khi diing thudc tc ch€ bom proton, phéi loai trif khd nang ung
thu da day vi thude c6 thé che I&p tridu chiing, lam cham chén doan
ung thu. Than trong khi dung & ngudi bi bénh gan, ngudi mang thai
hoéc choconbu.

Phai than trong khi diing esomeprazol kéo dai vi cé thé gay viém teo
daday.

Piéu trj véi thufic tic ch& bom proton ¢6 thé 1am tang nhe nguy cd
nhi&m khudn dudngtiéu héa.
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thuding. Néng dd dinh trung binh trong huyé&t tudng tang khoang
60%.

Giditinh

Khi dung liéu don esomeprazol 40 mg, AUC trung binh & ni gi6i cao
hon nam gidi khodng 30%. Khéng ghi nhan sy khac biét vé AUC
gilla nam va nit khi dung lap lai liéu 1 1an/ngay.

Bénh nhéan suy gan

Sy chuyén héa clia esomeprazol c¢é thé bj suy gidm & bénhnhan réi
loan chiic n&ng gan tif nhe dén trung binh. & ngudi suy gan nang,
gia tri AUC & trang thai 8n dinh cao hon 2 1&n so véi ngudi cé chic
néng gan binh thuéng, vi vy & nhilng ngudi bénh nay, liéu ding
khong qua 20 mg mdtngay.

Bénh nhén suy thdn

Chua c6 nghién ctfu dudc thuc hién trén bénh nhén suy thén. Than
chiu trach nhiém trong viéc thai trif cac chdt chuyén héa cla
esomeprazol nhung khéng c6 vai tro trong viéc thai tri thudc & dang
khéng déi, vi vay sy chuyén hoa clia esomeprazol dugc xem nhu
khéng thay d8i & bénh nhan suy gidm chie nang than.
Ngudi cao tudi

Chuyén héa chia esomeprazol khdng thay d8i déng k&€ & bénh nhan
16n tuéi (71 - 80 tudi).

Tré em tir 12- 18 tudi

Sau khi ding lidu lap lai 20 mg va 40 mg esomeprazol, AUC va thgi
gian dat néng d0 t8i da trong huyét tuong (t,..) & tré em 12 - 18 tudi

T

Esomeprazol lam gidm hép thu vitamin B,, (cyanocobalamin) do
lam giadm acid dich vi. Diéu nay nén dugc can nhéc khi diéu trj dai
han & nhitng bénh nh&n cé gidm dy trif vitamin B,, hodc ¢6 yBu td
nguy cd gidm h&p thu vitamin B.,.

Pa c¢6 cac bdo cdo vé gidm magnesi mau nang & nhiing bénh nhan
diéu trj bang thudc ic ch& bom proton (PPI: Proton pump inhibitor)
nhu esomeprazol trong it nhét 3 thang. Biéu hién n&ng cla gidm
magnesi mau nhu mét mdi, co cling, mé sang, co giat, chodng vang
va loan nhip that cé thé xay ra nhung khdi phat &m tham. G da s8
cac bénh nhén, tinh trang gidm magnesi mau dugc cai thién sau khi
st dung liéu phap magnesi thay thé va ngiing sl dung PPI.

Béi vdi cac bénh nhan cin dugc diéu tri kéo dai hodc nhiing bénh
nhén diing déng thdi PP va digoxin hoéic céc thudc khéc cé thé gay
ha magnesi mau (vi du nhu cac thuc Igi tiéu), nén dinh lugng néng
dd magnesi mau trudc khi bt ddu diéu tri PPI va dinh ky theo dbi
trong quaé trinh diéu tri.

Cac thudc (c ché bom proton, dac biét khi ding liéu cao va trong
thdi gian dai (> 1 nam), cé thé lam tang nhe nguy co gay xudng
hong, xudng cé tay va cdt séng, dic biét & banh nhan cao tudi hodc
khi c6 sy hién dién cla yéu t6 nguy cd khac. Bénh nhan cé nguy co
lo@ng xudng nén dugc cham séc theo cac hudng dan lam sang hién
hanh va nén dudc b8 sung vitamin D va caleimdt cach thich hgp.
Khoéng khuyén cédo dung déng thdi esomeprazol vdi atazanavir
(xem Tuong tac thudc). NEu bat bude phai phéi hgp atazanavir vdi

thudc (fc ché bom proton, cén theo ddi chat ché trén lam sang khi
tang liéu atazanavir dén 400 mg két hgp véi 100 mg ritonavir; khéng
nén sl dung qua 20 mg esomeprazol.

Esomeprazol 14 chéit dc ché CYP2C19. Khi bat ddu hay két thuc
diéu trj véi esomeprazol, can xem xét nguy co tuong tac vdi cac
thudc chuyén héa qua CYP2C19. Da c6 ghi nhan tuong tac gilfa
clopidogrel va esomeprazol (xem Tuong tdc thudc). Khdng rd méi
lign quan 1&m sang cla tuong tac nay. Khong khuyé&n khich ding
déng th&i esomeprazol va clopidogrel.

Lupus ban d& ban cédp (SCLE: Subacute cutaneous lupus

Chua c¢6 nghién clu ddy du khi dung esomeprazol d ngudi mang
thai. Trén déng vat, chubt c8ng trdng uéng esomeprazol liéu 280
mg/kg/ngay (gép 57 14n liéu ding trén ngudi tinh theo dién tich bé
mét cd thé) va thd ubng liéu 86 mg/kg/ngay (gédp 35 I4n liéu diing
trén ngudi tinh theo dién tich bé mat ca thé) khéng th&y bang chiing
vé suy gidm kha néng sinh sdn hoac ddc di véi thai do
esomeprazol. Tuy nhién, chi st dung esomeprazol khi that c4n thiét
trong thdi ky mang thai.

Thdi ky chocon bu

Chua biét esomeprazol cé bai tiét vao sita ngudi hay khong, tuy
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erythematosus): Cac thuéc (e ch& bom proton thuding ¢é lién quan
dén cac trusng hgp SCLE. N&u tén thuong xay ra, dac bigtla & ving
da ti€p xtic vdi anh néng, va kém theo dau khép, bénh nhan cén
dugc hd trg y t& kip thdi va nén can nhac ngifng ding esomeprazol.
Ngudi c6 tién st SCLE véi motthudc tc ché bam proton trudic do co
thé Iam tdng nguy cd gap SCLE vdi céc thudc tc ché bom proton
khac.

Thanh phén ta dudc cé chila lactose. Ngudi bénh c6 céc van dé vé
di truyén hiém gap nhu khéng dung nap galactose, thiéu hyt Lapp
lactase holic kém hép thu glucose-galactose khéng nén dung san
phdm nay.

TAC DONG CUA THUSC KHI LAI XE VA VAN HANH MAY MOC
Thudc co thé gay tacdyng khéng mong mudn nhu chéng mat, buén
ngl, vi vay, than trong khi ldi xe va van hanh may méc.

TUONG TAC THUBC

Téc déng clia esomeprazol trén dugc doéng hoc cla céc thudc
khac

Thubc dc ché protease

Omeprazol tudng tac vai mot s6 chat tic ché protease. Chua rd tAm
quan trong vé 1&m sang va cd ché tac déng cla céc tudng tac da
dugdc ghi nhan, Tang dd pH da day trong qua trinh diéu trj vdi
omeprazol ¢6 thé din tdi thay ddi sy hdp thu cla chét Uc ché
protease. Cd ché tudng téc khéc c6 thé xay ra la théng qua sy tc
ché enzym CYP2C19.

D8i véi atazanavir va nelfinavir, gidm néng dbd thudc trong huyét
thanh da dugc ghi nhan khi diing chung vdi omeprazol, do dé khéng
khuyén cdo diing déng thdicac thudc nay.

(o} ngudi tinh nguyén khoé manh, sif dung déng thdi omeprazol (40
mg, 1 l&n/ngay) va atazanavir (300 mg) + ritonavir (100 mg) lam
gidm dang k& néng dd va thdi gian tiép xuc atazanavir (giam AUC,
C..vaC,, khoang75%). Tang lidu atazanavirdén 400 mg da khong
bu trif tAc dong clia omeprazol trén néng dé va thdi gian tiép xic
alazanavir.

nhién da do dugc néng db clia omeprazol trong sita ctia phy ni sau
khi uéng 20 mg omeprazol.

Esomeprazol c6 khd nang gay ra céc tac dung khtng mong mudn
nghiém trong & tré b me, vi vAy phai quyé&t dinh ngiing cho con bt
ho#c ngling thudc, tly theo tdm quan trong ciia viéc dung thudc doi
vdingudime.

Théng béo cho Bac si nhung téac dung
khéng mong muén gép phai khi sir dyng thuée

TAC DUNG KHONG MONG MUGN CUA THUGC

Céc phan tng khdng mong muén sau day dugc sap xép theo tdn
suftxay ra.

Thudng gap, 1/100< ADR < 1/10

Hé thdn kinh: Pau dau.

Tiéu héa: Pau bung, tdo bon, tiéu chay, ddy hai, nén, budn non.
Itgap, 1/1000< ADR < 1/100

Chuyén héa va dinh dudng: Phu ngoai bién.

Tam thdn: Mat ngd.

Hé thén kinh: Chodng véng, di cdm, ngd ga.

Tai: Chong mat.

Tiéu hda: Khd miéng.

Ganmat: Tang enzym gan.

Davamé dudida: Viém da, ngia, ban da, may day.

Ca-xuong va mé lién két: Gay xudng héng, ¢4 tay, cotséng.
Hiém gap, 1/10000< ADR < 1/1000

Mau va hé bach huyé&t: Gidm bach cdu, gidm tidu cdu.

Hé mién dich: Phan ing qua man (s&t, phi mach, s6¢ phan vé).
Chuyén héa va dinh duBng: Gidm natri mau.

Tam than: Kich dong, Iti 1&n, trdm cam.,

Hé thdn kinh: R&i loan vigiac

Mét: Nhin mg.

H6 hép, ngyc va trung thdt: Co that ph& quan.

Tiéu héa: Viém miéng, nhiém Candida dudng tiéu hda.

Gan méat: Viém gan c6 hodc khong vang da.
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Ding phéi hgp véi omeprazol (40 mg,1 ldn/ngay) lam giam tri s&
trung binh AUC, C,,, va C,, cla cla nelfinavir knodng 36-39% va
gidm khodng 75-92% trj s6 trung binh AUC, C,,, va C, cla chit
chuyé&n hoa co hoat tinh M8. Do tac dong dugc luc va céc dac tinh
duge ddng hoc tudng ty gila omeprazol va esomeprazol, khing
khuyé&n céo sl dung esomeprazol déng thdi véi atazanavir va
chéng chi dinh sit dung esomeprazol déng thdivdi nelfinavir.

- Methotrexat. Khi dung chung véi PPI, néng dd methotrexattang lén
& mot s8 bénh nhan. Khi dung liu cao methotrexat, nén can nhéc
nging tam thdi esomeprazol.

- Tacrolimus: N6ng d trong huyé&t thanh cla tacrolimus tang khi
diing déng thdi vdi esomeprazol. Cén ting cudng gidm satnéng dd
tacrolimus va chic ndng than (dd thanh thai creatinin), diéu chinh
lidu tacrolimusnéu cn.

- Do dc ché bai tiét acid, esomeprazol lam tang pH da day, anh
huding dén sinh kha dung clia céc thudc hdp thu phu thude pH (tdc
1am gidm sy hép thu): ketoconazol, itraconazol, mudi sét, digoxin.

- Esomeprazol Gc ché CYP2C19, enzym chinh chuyén hoa
esomeprazol. Do vay, khi ding chung esomeprazol vdi cac thube
chuyén héa bang CYP2C19 nhu diazepam, citalopram, imipramin,
clomipramin, phenytoin, .. néng dé cac thuéc nay trong huyét tuong
co thé tang va cdn gidm lidu ding. Diéu nay cin d&c biét cha y khi
ké toa esomeprazol cho diéu trj theonhu cau.

- Dung déng thoi esomeprazol, clarithromycin va amoxicillin 1am
tang néng dd esomeprazol va 14-hydroxyclarithromycin trong mau.
-8 ngudi tinh nguyén khoé manh, khi ding 40 mg esomeprazol
chung vdi cisaprid, dién tich dudi dudng cong biéu di&n néng dd
cisaprid trong huy&ttuong theo thdi gian (AUC) tang |16n 32% va thai
gian ban thai cisaprid kéo dai thém 31% nhung néng do dinh
clsaprid trong huy&ttuong ting Ién khong dangké.——
Warfarin: Cé thé tang INR va thdi gian prothrombin khi dung
warfarin déng thdi véi cac thudc tic ché bom proton. Theo doi INR
va théi gian prothrombin khi dung déng thdi esomeprazol va
warfarin.

Clopidogrel: Diing ciing thudc tc ché bom proton 1am gidm néng dd
trong huyét tuong clia ch&t chuyén héa cé hoattinh cla clopidogrel,
lam giam tac dung khéng tiéu céu.

- Esomeprazol da dugc chidng minh 14 khong cé tic dong dang ké
vé lam sang trén duge déng hoc clia amoxicillin, quinidin.

Tac ddéng cua cic thudc khédc trén dugc déng hoc cla

Dava mo dudida: Rungtéc, nhay cam vdi anh sang.

Cad - xuong va md lién két: Pau khdp, dau cd.

Khéac: Khé chiu, tang ti€t mé hoi.

R4t hiém gap, ADR < 1/10000

Mau va hé bach huy&t: Mt bach cdu hat, gidm toan thé huyé&tcau.
Tamthdn: N6éng ndy, do giac.

Ganmat: Suy gan, b&nhnao § bénh nhan da cé bénh gan.

Dava mo dudi da: Héng ban da dang, hi chiing Stevens-Johnson,
hoaitdf da nhiém déc (TEN: Toxic epidermal necrolysis).
Co-xudng: Yéucd,

Thanva tiétniéu: Viém than ke.

Hé sinh s&n va tuy&n vii: Nt hda tuyén vi.

Huéng dén céch xi tri ADR

Phaingung dung thudc khi cé biéu hién tac dung khéng mong mudn
néang.

QUALIEUVA CACH XU TRI

Triduching

Cho dén nay co rét it kinh nghiém vé viéc dung qua liéu co chil dich.
Céc triéu chifing dugec mo ta c6 lién quan dén viéc dung liéu 200 mg
la céc triéu chiing trén dudng tiéu hod va tinh trang mét mdi. Céc
liéu don 80 mg esomeprazol van an toan khi sl dung.

X0 tri

Chua cé chét giai doc dac hiéu. Esomeprazol gan két manh vdi
protein huyé&t tuong va vi vay khdng dé dang bj phan tach. Trong
truding hgp qud liéu, nén diéu tri triéu ching va sl dyng céc bién
phap hé trg téng quat.

PONG GOI: Hop 2 vix 7 vién.

| BAOQUAN: Naikho, nhiét d6 khdng qua 30 °C. Tranh anh sang.

TIEU CHUAN AP DUNG: Tiéu chufn co sd.
HAN DUNG: 36 thang ké tif ngay san xuét,
D€ xa tam tay cda tré em

Doc ky huéng dan st dung trude khi ding
Néu can thém théng tin, xin héi y kién Béc si

esomeprazol

- Esomeprazol dugc chuyén hoa bdi CYP2C19 va CYP3A4. Khi
ding déng thdi esomeprazol véi mdt chét tc ché CYP3A4,
clarithromyocin (500 mg, 2 Idn/ngay) l1am tang gdp ddi dién tich dudi
dudng cong (AUC) clia esomeprazol.

- Céc thubec cam Ung CYP2C19 va/hoac CYP3A4 (nhu rifampicin va
¢ St. John's) c6 thé gay gidm nbng dé esomeprazol.

SUDUNG CHO PHY NU CO THAI VA CHO CON BU
Thdi ky mang thai

San xudt tai

pharim

TRACH NHIEM TRON VEN

CONG TY CO PHAN DUGC PHAM SAVI (SaWipharm J.S.C)
L6 Z.01-02-03a Khu céng nghiép trong Khu ché xu&t TaAn Thuén,
P. Tan Thuan Béng, Quén 7, TP.HCM
Dién thoai: (84.28) 37700142-143-144
Fax: (84.28) 37700145
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