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Hép 3 vi x 10 vién bao phim CUC QUAN LY DUGC

DA PHE DUYET

Lan dﬁu:.x{g..x’.aff....fjfﬁ?g.

7 X071409VA

LovolloXacin........ooriienes 500mg

R‘ THUGC BAN THEO BON GMP - WHO | e en bao o

CHIBINH

Nhidm khudn do vi khudn nhay
cdm. Vidm phéi cng adng, viém |
tuydn Gén ligt

Nhilm khufn dudng tisl nigu
(vi&m than-b# than cp), nhibm
khufn da va 1§ chic dudi da cé

' bién chung hodc khang.

Dy phéng sau khi phai nhidm va
didu tr trig) @8 bénh than.
LIEUDUNG

| | viam phéi mc phai tai ciing dfng:
| 1vidn/dn, ngay 1-214n, trong 7-14
| ngay.

Nhidm tring da va 1 chie dudi da
+¢6 bién chung: 2 vidn/ ngay, rong
7-14ngay.

+ kh&ing ¢ bién ching: 1 vidningay
trong T-10ngay.

Nhidm khudn dusng it nigu

+ viém thadn-bé than cdp: 1
vidn/ngay frong 10 ngay

Didu i dy phong sau khi phoi
aniém vol trye khufn than 1
vibn/ngay, trong 8 tulin.

MO THONG TIN CHI TIET XIN BOC
TRONG TO HUGNG DAN SU DUNG

VACOFLOX L
S

500mg
(dang Levofloxacin hemihydrat)

CHONG CHi BINH

Ngudi cb ilin s qua mén vdi bt
| ci thanh phén nao clia thue.
|a¢ng kinh, thidu hyt G6PD, tién sdt
b§nh d gdn co do mdt
fluoroquinclon.
|r;¢emnh6honmn6i

| Phy ni7 c6 thaiva chocon bi.
|
| BOC KT HUONG DAN SU DUNG
| TRUGC KHI DUNG
BE XA TAM TAY CUA TRE EM
| BAD GUAN NOH KHE RAD, THOANG MAT,
| TRANH ANH SANG, NHIET BO < 30°C

500mg |
| TC &p dyng: TCCS

(dang Levofioxacin hemihydrat) o

[ 3 Vi X 10 VIEN BAO PHIM (-
i chi 1 % 14

{ol % 4wl )
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Hop 5 vi x 10 vién bao phim

R THUGC BAN THEO BON

VACOFLOX L
s

R THUGC BAN THEO BON

VACOFLOX L

/ﬂif““/ GMP - WHO

500mg
(dang Levofloxacin hemihydrat)

BAO PHIM

GMP - WHO

— 500mg

(dang Levofloxacin hemihydrat)

5 Vi X 10 VIEN BAO PHIM

|Levofloxacin. . 500mg
| (dang Levofloxacin heminydrat)
| T duge v.d . 01 vidn bao phim
| CHIDINH

Nhidm khufn do vi khufn nhay

| cam. Viém phéi cdng déng, viem
| tuydn tifn BBt

Nhidm khufn dudng ti§l nigu
{vidm thdn-bé than c&p), nhidm
khufn da va 18 chic dudi da cé
bidn ching hodc khéng.

Dy phiing sau khi phoi nhidm va
didu trj trigt d& benh than
LIEUDONG

Vidm phéi mic phii tai cdng abng:
1 vidn/ Hn, ngdy 1-2 15n, trong 7-14
ngay

Nhi&m tring da va 1§ chic dudida

+ ¢t biln ching: 2 vidn/ ngay, trong
7-14 ngdy.

+ khdng c6 blén ching: 1 vién/ngay |
trong 7-10ngay

Nhidm khun dusng tist nigu

+ vidm thin-bd than cdp: 1
vién/ngay trong 10 ngay. 1
Bifu tr| oy phing sau khi phai |
nhidm véi irye khudn than: 1
vién/ngay, trang 8 1udn

MQI THONG TIN CHI TIET XIN BOC

TRONG TU HUUNG DAN SU DUNG

CHONG CHIiBJNH

Ngudi co tién s qué mln vai bst |
ci thanh phdn nio cda thudc.

Béng kinh, thifu hut GEPD, tién sl
bgnh d gdn co do mdt
Tluoroguinalon

Trd emnhé han 18w,

Phy nii cé thai va cho con b

BOC KT HUONG DAN 50U DUNG
TRUAC KHI DUNG
BE XA TAM TAY CUA TRE EM
BAD GUAN HOI KHO RAD, THOANG MAT
TRANH AMH SANG, NHIET B < W

TC &p dyng: TCCS
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Hép 2 vi x 7 vién bao phim

GMP - WHO

(ang voxacln hemihydrat) };"l%

: . 500mg
(dang Levofioxacin hemihydrat)

2 Vi X 7 VIEN BAO PHIM

| (dang Levofloxacin hemihydral)
| Ta dugc v.d ... 01 vién bao phim

| chiBINH

Nhidm khudn do vi khudn nhay
cam. Viém phdi cdng dbng, viem
tuydn Gdn Hat

Nhidm khufn dudng tidt nidu

(viém than-od than cip), nhidm
khuén da va 8 chie dudi da cé
bidn ehiing nodc khng.

Dy phong sau khi phoi nhidm va
didu i rigt &8 bénh than.
LIEUDUNG i
Vigm phdi méc phii tai cong dbng: |
1 vi#n/ 18, ngay 1-214n, trong 7-14 |
ngay,

Nhi&m iring da va 18 chifc dudi da
+c0 bifin chifng: 2 vidn/ ngay, trong
7-14ngay.

+ khéng oo bién chitng: 1 vidningay

| trong 7-10ngay.

| Nhidm khufin dusng tidt nidu

|+ viém than-bé than cdp: 1

| vig ningay trong 10 ngay.

Didu Wi dy phéng sau khi phdi
nhidm véi wyc khufn than 1
vidningay, trong 8 tulin

MQI THONG TIN CHI TIET XIN BOC
TRONG TO HUONG DAN SU DUNG

| CHONG CHIB|NH

| Ngudi ¢6 tién sit qua man vai bat
¢l thanh phén nao cla thudc,
Bdng kinh, thidu hyt GEPD, tifn s
bégnh d gdn co do mdt
fiuoroquinolon.

Trd em nhd hon 18 Wwéi.

Phu Al o thai va cho con bu.

DOC K¥ HUGNG DAN SU DUNG
TRUGC KHI DUNG
BE XA TAM TAY CUA TRE EM
BAD GUAN NOI KHO RAD, THOANG MAT,
TRANH ANH SANG, NHIET DO < 30°C

TC 4p dyng: TGCS
. SBbK

5816 85X

Mgay SX

HD

Cty Cé Phin Duge VACOPHARM
59 hguydn Hué, TP Tin An, Tioh Loag An
BT-(072) 3829.311 » Fax:|072) 3.622.244
Bia chi nhi may: km 1954, qudc f§ 1A,
| phusing Tén Khanh, TP. Tdn An, Tink Long An

P

(01 PRI

k )
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Hép 3 vi x 7 vién bao phim

R THUGC BAN THEO PON

VACOFLOX L

500mg
(dang Levofioxacin hemihydrat)

3 Vi X 7 VIEN BAO PHIM

(dang Levofloxacin hamihydrat)
Ta dugc v.d ... 01 vién bao phim
CHIBjNH

Nhidm khudn do vi khudn nhay
cdm. Viem phdi cong dbng, vidm
tuyén tidn figt,

Nhidm khudn duting gt nigu
(viém than-b& than cdp), nhidm
khudn da va 18 chic dudi da co
biin chitng ho&e khéng.

Dy phéng sau khi phoi nhidm va
didu bri trigt 94 b&nh than

LIEU DUNG

Viam phéi méc phditai cong déng:
1 vién/ ifin, ngdy 1-2 ldn, lrong 7-14

| ngay.

| Nhim Iring da va 1 chiic dugdida

: + ct biin ching: 2 vién/ ngay, trang
| T-14ngay.

| + khaing ct bién ching: 1 vién/ngay
| rong 7-10ngday.

| Nhim khudn dudng tidt nigu

|+ vidm than-bd than cdp: 1
| visrngdy trong 10 ngay.

| Bifu tr| dy phéng sau khi phoi
| nhidm véi tnye khudn than: 1
| vién/ngay, trong B tuén.

MOl THONG TIN CHI TIET XIN BOC
TROWG T8 HUGNG DAN SU DUNG

CHONG CHi BINH

Ngudi cé tidn sif qua min vdi bal |
cif thanh phdn ndoclathuic.

BOng Kinh, thidu hyt GEPD, lién sif
bénh d gdén cd do mdl
fluoraquinalan,

Tré em nhd hon 18 tuéi.

Phy ni cé thai va cho con bu,

BOC KT HUGNG DAN U DUNG
TRLKIC KHI DUNG

BE %A TAM TAY CUA TRE EM

| BAD QUAN MO KHO RAD, THOANG MAT.

TRAMNH ANH SANG, NHIET B < 30°C

TC 4p dyng: TCCS
SBK

S£18 X

Ngay SX

HD

| Cty €6 Phin Duge VACOPHARM
53 Npuyln Hub, TP. Tan An, Tinh Long An
DTA072) 3829311 = Fax(072) 3.822.244

ol nhd may: hm 1984, qudc K 1A,
phuiing Tan Khanh, TP. Thn An, Tinh Long An

PR L

e
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Hop 5 vi x 7 vién bao phim

7409VA

R( THUGC BAN THEO PON GMP - WHO

VACOFLOX L

— 500mg

(dang Levofioxacin hemihydrat) ﬁﬂh

Z551128 NI 7 VIEN BAO PHIM

R THUGC BAN THEO PON

\(AQQ,EQQA L

500mg

(dang Levofloxacin hemihydrat)
Ava ,” 5 5 Vi X 7 VIEN BAO PHIM

| THANH PHAN
| Levofloxacin................... 500mg
| {dang Levolloxacin hemihydrat)
| Ta duge v.d ... 01 vién bao phim
CHIDINH
Nhidm khudn do vi khudn nhay
cdm. Viém phél cng déng, vibm
tuydn tidn gL
Nhidm khudn dudng 118t nigu
| (viem than-bé than clp). nhidm
| khudn da va 18 chuc dudi da c6
bidn chung hodec khdng.
Dy phang sau khi phai nhifm va
| @iu tri tridt a8 bénh than
LIEU DUNG
Vigm phéi mic phdi tal cdng déng:
1vign/ 14n, ngay 1-2 1én, frong 7-14
ngay.
Nhi&m tring dava t§ chie dudida
+cb bién chiing: 2 vién/ ngay, trong
7-14ngay
| + khéng co bidn ching: 1 vidn/ngay
| trong 7-10ngay
| Nhifm khudn duing it nigu
|+ vidm thgn-bé than cdp: 1
vién/ngay trong 10 ngay.
| Bidu tr| dy phong sau khi phoi
| nhidm voi tryc khudn than: 1
| vién/ngay, trong B tudn.

MOI THONG TiN CHI TIET XIN BOC
TROMG TG HUONG DAN SU DUNG

| CHONG CHi BINH

| Ngudh co lidn st qua mn vdi bat
| el thanh phén nao cla thubc,
Bong kinh, thidu hyt GEPD, tién sl
|bédnh d gdn co do mdt
fluaroquinclon

Trd emnhd hon 18 tudi,

Phy nit ¢4 thai véa cho con ba

BOC KY HUGNG DAN 50 DUNG
TRUKIC KHI DUNG
BE XA TAM TAY CUA TRE EM
BAD OUAN NOUKHO RAD, THOANG MAT
TRANKH ANH SANG, NHIET B0 < 30°C

TC ap dung: TCCS
SBK

S8 18 SX

Ngay SX

HD

Cly Cé Phin Dugc VACOPHARM
58 NW'II Hel, TP Tdn An, Tinh Long An
OT4072) 3 829.011 = Faxi072) 3.822 204
Oie chi abd miy: km 1984, quie i 1A
piniing T Kiskah, TP Tia An, Tinh Lang An

-
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2. Nhan truc tiép trén don vi déng géi nhd nhét

Nhan vi

Nhan chai 30 vién bao phim

THANH PHAN
Lovofloxacin. ............cr.... 500mg
{dang Levofloxacin hemihydrat)
Ta dugc v.d ... 01 vién bao phim
CHI DINH, LIEU DUNG, CHONG CHI
BINH: xem to HDSD
DE xa tdm tay clia tré em
Bdo quan ndi khi rdo, thodng mat,
tranh &nh séng, nnigt do < 30°C
Boc ky huéng din sd dyng trudc khi m‘ng|

Nhan chai 50 vién bao phim

THANH PHAN
Levofioxacin...........c....... 500mg
(dang Levofloxacin hemihydrat)
Ta dugc v.d ... 01 vién bao phim
CHI DINH, LIEU DUNG, CHONG CHI
| BINH: xem td HDSD
Bé xa tdm tay clia tré em
Bao quan ndi khé rao, thoang mat,
tranh dnh sang, nhiét d§ < 30°C
Doc kv hung dén st dung trubc khi ding

anudc BAN THEG-DON

VACOFLOX L

3%

o
INAN-T.

{dang Levofloxacin hemihydrat)

VACQFLQX L

500mg
{dang Levofioxacin hemihydrat)

50 VIEN BAO PHIM

GMP - WHO

SBK :
TC &p dung: TCCS
SilBSx
Ngay SX
HD ;

Cty C6 Phan Dugc VACOPHARM
59 Nguyén Hué, TP. Tén An, Tinh Long An
DT:(072) 3.829.311 » Fax:(072) 3.822.244
Dja chi nha mdy: km 1954, quéc 1§ 1A,
phudng Tén Khdnh, TP. Tia An, Tioh Long An

SBK :

TC ap dyng: TCCS

SGbSX :

Ngay SX :

HD :

Cty C6 Phan Dugc VACOPHARM
59 Nguyén Hué, TP. Tan An, Tinh Long An
DT:(072) 3.829.311 » Fax:(072) 3.822.244
Dia chi nha mdy: km 1954, quée 1§ 1A,
phuing Téa Kbdah, TP. Téw An, Tish Long An
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T& huéng din ding thude
Rx Thubc bén theo don VIEN BAO PHIM VACOFLOX L

Thanh phin
Levofloxacin 500mg (dang Levofloxacin hemihydrat)
Ta duge v.d 01 vién bao phim

(Polyvinyl pyrrolidon, Talc, Magnesi stearat, Natri starch glycolat, Aerosil, Microcrystalline
cellulose, Con 96%, Titan dioxyd, Hyproxypropyl methylcellulose, Erythrosin, D6 ponceau)
Quy cach déng goi: kém theo toa hudéng dan sir dung thudc.

STT | Ma ta tém tit quy cich déng géi

Ep vi, vi 10 vién, hop 02 vi
Ep vi, vi 10 vién, hgp 03 vi
Ep vi, vi 10 vién, hop 05 vi
Ep vi, vi 7 vién, hop 02 vi
Ep vi, vi 7 vién, hop 03 vi

Ep vi, vi 7 vién, hp 05 vi }Ll’\/ K:

Déng chai 30 vién
Déng chai 50 vién

RN || DD |

Dwge lwe hoc

Levofloxacin 1a mdt khang sinh tong hop ¢6 phd rong thudc nhém fluroquinolon.

Levofloxacin c6 tac dung diét khuin do e ché enzym topoisomerase Il (AND-gyrase)
va/hodc topoisomerase IV 1a nhimg enzym thiét yéu cta vi khuén tham gia x1c tac trong qua trinh
sao chép, phién mi va tu stta ADN caa vi khuén.

Levofloxacin ¢6 tdc dung trén nhiéu ching vi khudn Gram &m va Gram ducmg
Levofloxacin ¢ tic dung trén vi khuin Gram duong va vi khudn ky khi t6t hon so véi cac
fluroquinolon khac. Tuy nhién, Levofloxacin va Sparfloxacin lai c6 tdc dung in vitro trén
Pseudomonas aeruginosa yeu hon so véi ciprofloxacin.

Phé tic dung:

* Vi khuin nhay cam in vitro va nhiém khuin trong lam sang:

Vi khuin va khi Gram am: Enferobacter cloacae, E.coli, H. influenza, H. parainfluenza,
Klebsiella pneumonie, Legionalla pneumophila, Moraxella catarralis, Proteus mirabilis,
Pseudomonas aeruginosa.

Vi khuén khac: Chlamydia pneumoniae, Mycopasma pneumoniae.

Vi khudn wa khi Gram dwong: Bacillus anthracis, Staphylococcus aureus nhay cam

methicilin (meti-S), Staphylococcus coagulase 4m tinh nhay cam methicilin, Streptococcus 3
pneumoniae. >
Vi khuan ky khi: Fusobacterium, peptostreptococcus, propionibacterium. -
* Cac loai vi khuan nhay cam trung gian in vitro. /

Vi khuén wa khi Gram duong: Enterococcus faecalis.

Vi khuén ky khi: Bacteroid fragilis, prevotella

* Cac loai vi khuén khéang levofloxacin:

Vi khuén wa khi Gram dwong: Enferococcus faecium, Staphylococcus aureus meti-R,
Staphylococcus coagulase am tinh meti-R. )
* Khang chéo: In vitro, c6 khang chéo gitra levofloxacin va céc fluoroquinolon khéac. Do co ché
tac dung, thuong khong cé khang chéo giira levofloxacin va cac ho khang sinh khac.

Duge dong hoc ) : .

Sau khi uéng, Levofloxacin dugc hdp thu nhanh va gén nhu hoan toan; nong d dinh trong
huyet twong thuong dat dugc sau 1 -2 gid; sinh kha dung xép xi 99%. Cac thong s6 dwoc dong
hoc ciia Levofloxacin sau khi dung dudng tinh mach va dudng ubng véi lidu tuong duong 1a gin
nhu nhau, do d6 ¢6 thé sir dung hai dudmg néy thay thé cho nhau.

Levofloxacin duge phén bd rong rai trong co thé, tuy nhién thudc khé thdm vao dich ndo
tay. Ty 1€ gan protein huyét tuong 1a 30 — 40%. Levofloxacin rat it bi chuyén héa trong co thé va
thai trir gan nhu hoan toan qua nudc tiéu & dang con nguyén hoat tinh, chi duéi 5% liéu diéu tri
dugc tim thy trong nuée tiéu dudi dang hoat chat.
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Chidinh _

1;1;122 ﬁuan do vi khuan nhay cam. \iiém;phéi cong df‘)n_%, viém tuyén tién liét.

N 1 khuan dudng tiet niéu (viém than-bé than cap), nhiém khuin da va té chirc dudi
da co bien chitng hodc khong.

. Duphong sau khi phoi nhiém va diéu tri triét 4 bénh than.
Li¢éu dung )
Viém phoi méc pha tai cong ddng: 1 vién/ lan, ngay 1-2 1n, trong 7-14 ngay.
Nhiém trung da va to chic dudi da
+ ¢6 bién chimg: 2 vién/ ngay, trong 7-14 ngay.
+ khong c6 biér} chimg: 1 vién/ngay trong 7-10ngay.
Nhiém khuan duong tiét nigu
_ +viém than-bé than cép: 1 vién/ngay trong 10 ngay.
) Pidu tri du phong sau khi phoi nhiém véi truc khuén than: 1 vién/ngay, trong 8 tudn.
Chong chi dinh

Ngudi ¢6 tién sir qud mén véi bét o thanh phan nio cua thudc.

DPong kinh, thiéu hut (_i6PD, tién sir bénh & gan co do mét fluoroquinolon.

Tré em nho hon 18 tudi. d,/"

Phu nit c6 thai va cho con b. } e
Thén trong

Viém gn dic biét 1a gan g6t chan (Achille), c6 thé dan t6i dit gan. Do do, cén diéu
chinh lrgng thudc hang ngdy & nguoi bénh Ion tudi theo mirc loc ciu than.

C6 thé gay thodi héa sun & khop chiu trong luc trén nhiéu loai dong vét non, do d6
khong nén sir dung levofloxacin cho tré em dudi 18 tudi.

_ Rf)\i loan tam thén, tang 4p lyc ndi so, kich thich than kinh trung wong din dén co giat,
run rﬁy,'bén chon, mat ngu, tram cam, o giac, 4c mong, c¢6 y dinh hoc hanh dong ty sat (hiém
gip). Néu c6 nhimg phan {mg bat 1¢i nay, can dimg thudc va c6 cac bién phap xir tri tri¢u chung
thich hop. Than trong khi sir dung cho nguoi bénh ¢6 cic bénh ly trén than kinh trung wong nhu
dong kinh, x¢ cimg mach néo... vi c6 nguy co co giat.

Phan ung man cam véi nhiéu biéu hién 1am sang khac nhau, tham chi sbc phan v¢ khi sir
dung céc quinolon.

Viém dai trang mang gia do Clostridium difficile.

Man cam véi 4nh sang. Ngudi bénh cén tranh tiép xtc tryc tiép v6i dnh sing trong thoi
gian diéu trj va 48 gid sau khi diéu tri.

Réi loan chuyén hoa dudng, bao gbm tang va ha dudmg huyét & cac ngudi bénh dai thao
duong dang sir dung ddng thoi levofloxacin véi 1 thude udng ha dudng huey61t hodc voi
insulin; do d6 gidm sat duong huyét trén ngudi bénh nay. -

Kéo dai khoang QT trén dién tam d6 & mot sé ngudi bénh va mdt so hiem ca loan nhip,
cin tranh sir dung trén céc ngudi bénh sin c6 khaong QT kéo dai, ngudi bénh ha kali mau,
ngudi bénh dang sir dung céc thudc chong loan nhip nhém IA hogc nhém 111, thén trong khi sir
dung cho céc ngudi bénh dang trong cac tinh trang tién loan nhip nhu nhip chiam va thiéu méu

co tim cap.
Phu nir ¢6 thai va cho con bi: khong duge dung i
Nguwdi ldi xe va vin hanh mdy méc: thin trong khi sir dung i

Téc dung khong mong mudn ) . ) i

Budn ndn, tiéu chay, ting enzym gan, mat ng, dau dau, hoa mat, cang thang, kich dong,
lo ling, dau bung, dAy hoi, kho tiéu, non, tio bon, tang bilirubin huyet, da ngtra, phat ban, viém
am dao, nhidm ndm candida.

Théng bdo cho Bdc st tdc dung khong mong mudn gdp phdi khi sit dung.

Twong tic thude .

Khi ding déng thosi voi antacid, sucralfat, ion kim loai, multivitamin c6 thé lam giam
hép thu Levofloxacin. ) - - y

Néng d6 trong huyet tuong va AUC theophylin thuomg bi ting khi sir dung d6ng thai voi
Levofloxacin. .

Chc thube chéng viém khéng steroid c6 kha ndng tang nguy co kich thich than kinh
trung uong va co gidt khi ding dong thoi voi Levofloxacin.
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Céc thudc ha dudng huyét ding ddng thoi véi Levofloxacin c6 thé lam tang nguy co roi
loan dudong huyét, cin giam st chat ché.
Sir dung qua liéu
Vi khong c6 thude giai doc dic hn:u, XU tri qua lidu bﬁng cach loai thube ngay khéi da
day, bu dich day di cho ngudi bénh. Thim tach méau va thdm phén phuc mac lién tuc khong c6
hiéu qué loai Levofloxacin ra khéi co thé. Theo doi dién tdm d6 vi khoang céch QT kéo dai.

Han dung, bio quin, tiéu chufin dp dung }LLV
- Han dung: 36 thang ké tir ngay san xuét
- Bao quan: noi khd rdo, thodng mét, tranh 4nh sang cuc tim manh, nhiét d6 < 30°C.
- TC éap dung: TCCS.
Pé xa thm tay tré em.
Doc ky huéng din sir dyng truéc khi ding
Néu cin thém thong tin xin hdi ¥ kién Bic si.
Thuéc nay chi ding theo don cia Bic si.

Céng ty C5 phan Dwgc VACOPHARM
59 Nguyén Hu¢, Thanh pho Tin An, Tinh Long An
Dién thoai: (072) 3826111 — 3829311

Dia chi nha mdy: km 1954, Quéc 1§ 1A,
Phuwdng Tén Khinh, Thanh phé Tan An, Tinh Long An.

PHO CUC TRUGNG

ek :
/fangc/m Vim %ﬁ’f{m{g




