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REVIGAS

Doc ky hudng dan st dung truce khi diing

Thudc nay chi ding theo don thude

THANH PHAN 2
Thanh phan dugc chat

Rabeprazol Natri.......uueeureeeunirmneniin 20 mg

Thanh phan td diwgc

Mannitol, Low - Hydropropyl cellulose, Magnesi oxyd, Hydropropyl cellulose, Crospovidon, Magnesi =
stearate, Hydropropyl methyl cellulose, Methacrylic acid-methyl methacrylate copolymer, Polyethylen
glycol, Talc, Titan dioxyd, Tartrazin lake, Ethanol.

@ DANG BAO CHE:

Vién nén bao phim tan trong rudt mau vang, hinh trdn, thanh va canh vién lanh lan.

CHI PINH:

- Loét da day, ta trang tién trién

- Trao ngugc da day — thuc quan

- Hoi chimg Zollinger-Ellison.

- K&t hop véi lidu phdp khéng sinh 3 didu tri loét da day ta trang do H.pylori.

CACH DUNG VA LIEU LUQONG

Liéu lugng:

Ngudoi lén/ nguoi cao tuoi : ¥

- Loét da day - té trang tién trién: 20 mg/ lan/ ngdy vio budi sang. Hau hét bénh nhan loét ta trang khoe

trong vong 4 tudn. Tuy nhién, mot 56 it bénh nhén c6 thé cAn thém 4 tuln diéu tri @& chira lanh bénh. Hau
@ hét banh nhan loét da day khoi trong vong 6 udn. Tuy nhién, mdt s& bénh nhan c6 thé can thém 6 tuin

7 didu trj dé chira 1anh bénh.

- Hi chiing trao ngugqc da day, thyc quan c6 loét hoiic xude (GORD): Lidu Khuyén cdo 1220 mg /lin/ngay,

diing trong 4 dén 8 tuan.

_ H&i chimg trio nguge da day, thyre quan man tinh (GORD maintenance): D& kiém soét 14u dai, ¢ thé sir

dung liu duy tri 20 mg mdi ngay hodc 10 mg m&i ngay tity theo ddp Gng cuia bgnh nhan.

_ Didu trj triéu chimg cua bénh trio ngugc da day thyc quén tir trung binh dén ning (symtomatic GORD):

10 mg /lAn / ngay & bénh nhan khong bj viém thuc quan. Néu khong dat dwoc hiéu qua trong 4 tuAn, bénh

nhan cin duge didu tri thém. Néu triéu chimg da gidm, vigc kiém soét cac trigu ching c6 thé dat duoc

bing cach tiép tuc udng 10 mg/ lin/ ngay khi cin thiét.

- Hoi chimg Zollinger-Ellison: Lidu khéi dau duoc khuyén céo cho ngudi 16n 1a 60 mg/ 1an/ ngdy. Cé thé

ting 1én 120 mg /ngdy tity thude vao timg bénh nhén. St dung lidu mot 13n m3i ngdy c6 thé 1én t6i 100

mg/lAn/ngay. Liéu 120 mg/ngay cd thé chia litu, 60 mg/lAn x 2 I4n /ngay. Vigc didu trj tiép tuc phu thudce

vao lam sang.

- Loét da day t4 trang do H.pylori: Php dd didu trj trong 7 ngay dugc khuyén céo
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Rabeprazol natri 20 mg/I4n x 2 lAn/ngay + clarithromycin 500 mg/ldn x 2 lan/ngay va amoxicillin 1 g/lan
x 2 1an/ngay.

Daéi twgng dic bigt

- Bénh nhan suy gan va suy than: Khéng cin didu chinh li¢u cho bénh nhén suy gan hofc suy than.

- Tré em: Vién Rabeprazol khong dugc khuyén céo cho tré em do thiéu dir ligu an toan va higu qua.
Cdch diing:

Diing duéng ubng, nubt nguyén vién, khéng dugc nhai hay nghién thudc ra.

D&i véi c4c chi dinh didu trj mot 1An mi ngdy, Evigas nén dugc udng vao budi sang, truée khi dn, mic
di thdi gian trong ngay ciing nhu lugng thirc An khang dugce chirg minh ¢6 anh huong dén hoat dong cia
rabeprazol natri, ché do ny tao didu kién cho viéc tudn tha diéu tri.

CHONG CHi PINH

Qué min véi bit ky thanh phin ndo ciia thube

Phuy nir dang mang thai va cho con bt

CANH BAO VA THAN TRONG

Tuong ty nhur céc ligu phép didu tri chéng loét da day khéc, nén loai trir kha ning c6 khéi u da day 4c tinh
khi‘ didu tri loét da day bang rabeprazol natri vi rabeprazol natri ¢4 thé che ddu triéu chimg va tri hodn
chan doan.

Pidu trj kéo dai véi rabeprazol (dic bigt nhimg bénh nhan diéu tri hon 1 nim) bénh nhin nén dugc theo
ddi thudng xuyén.

Khéng thé loai trir nguy co phan {ng qua man chéo vai cac thude e ché bom proton khac (PPI) hodc cdc
benzimidazol thay thé.

Tré em: Vién nén bao phim tan trong rut Evigas khong nén ding cho tré em do thiéu dir liéu vé an toan
va hiéu qua.

Di c6 céc bdo cdo vé cac ri loan tao méu (gidm ticu cdu va giam bach cu trung tinh). Trong phén 16n
céc trudng hop khong xac dinh dugc cin nguyén, céc ri loan nay khong nghiém trong v s& hét khi ngimg
sir dung rabeprazol.

Pi c6 bao ghi nhén sy bAt thudmg men gan trong céc thir nghiém l4m sang va sau khi dwa ra thj trudng.
Trong phén 16n céc trudng hgp khong x4c dinh duge cdn nguyén, céc 1oi loan nay khong nghiém trong va
s& hét khi ngimg sir dung rabeprazol.

Khong c6 c4c bling chimg ¢6 y nghta vé v&n d& an toan lién quan dén rabeprazol trong mét nghién ciru
trén nhitg bénh suy gan nhe dén trung binh so voi ngurdi khde manh cing tudi cling gidi tinh. Tuy nhién
vi khéng co dir 1i¢u 1dm sang vé viée sir dung rabeprazol trong diéu trj cho bénh nhan rbi loan chirc niing
gan niing, béc st cAn thén trong khi diéu trj bing rabeprazol trén nhing bénh nhan nay.

Khong nén ding ddng thoi atazanavir véi rabeprazol
Didu trj bing PPI, bao gdm rabeprazol, c6 thé 13m ting nguy co nhiém khudn dudng tiéu héa véi
Salmonella, Campylobacter va Clostridium difficle .

Giam magie huyét, magie méu: Ha magie da c6 béo cdo & nhiing bénh nhén didu tri bing PPI it nhat 3
thang va hau hét c4c trudng hop diéu trj trong 1 ndm. Céc bidu hién cua gidm magie mau nhuw mét méi,
mé sdng, co gi4t, chéng mit va logn nhip thit c6 thé xay ra, nhung khi phat Am tham va dé bj bd qua. §
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c4c bénh nhan tinh trang giam magie mau dwgc cai thién khi sir dung bién phap magie thay thé va ngimg
sir dung PPI,

béi véi nh‘t'rng bi}nh nhan cin didu trj kéo dai hoc sir dung PPI véi digoxin hogic thude c6 thé gy ha
magie h:lyet (thuée loi tiéu), nén duge dénh gia ndng dd magnesi trude khi diéu trj bing PPI v trong qua
trinh diéu tri

PPI khi‘dm;fc st ::\iun‘g véi liéu ::ao va trong thdi gian dai (>1 ndm) c6 thé ting nhe nguy co gdy xuong
hG:lg, cd tay vc’i ot sdng, chi yéu & ngudi cao tudi hoic cé cic yéu té nguy co khéc. Cac nghién ciru cho
thdy PPI c6 thé 1am ting nguy co gly xuong tir 10-40%. Sy gia ting ndy c6 thé do c4c yéu tb nguy co
khéc. Bénh nhan ¢6 nguy co loang xwong nén dugc bd sung day dii vitamin D va calci theo cac huéng
dén 14m sang hién hanh

Sir dung ddng thdi rabeprazol va methotrexat (chii yéu & licu cao) ¢6 thé 1am ting ndng d6 methotrexat
trong huyét thanh v&/ hoic chét chuyén héa ciia né, c6 thé din dén ting ddc tinh cia methotrexat. Do d6
khi diing liéu cao methotrexat nén can nhéc tam thoi ngung rabeprazol.

Anh huéng d&n sy hdp thu vitamin B12: Rabeprazol natri ciing nhu tht ca céc thudc giam tiét acid khic
d8u ¢6 thé 1am giam hip thu vitamin B12 (cyanocobalamin), do lam giam acid dich vi. nén theo ddi céc
triéu chimg 1am sang va cén nhéc dén diéu chinh lidu & nhimg bénh nhén cé gidm dy trir vitamin V12
hozic yéu t6 nguy co giam hip thu VTM B12.

Lupsus ban d6 ban cAp (SCLE): Rét hiém gzp PPI lién quan dén céc trrdng hop SCLE. Néu tbn thuong
xay ra djic biét & c4c viing tiép xic da v6i nh sang mat trdi va di kém v6i dau khép bénh nhén nén hoi y
kién béc si v& viéc dimg sir dung rabeprazol. Ngudi c6 tién sir SCLE véi mdt thubc PPI treée d6 cb thé
|am ting nguy co gip SCLE vé6i mét PPI khic,

Anh hudng dén két qua xét nghiém: Ndng dé Chromogranin A (CgA) ting ¢ thé gay anh hudng dén cac
xét nghiém kidm tra cac khéi u thin kinh ndi tiét. D& tranh anh hudng ndy nén ngung dieu tri bing
rabeprazol it nhit 5 ngdy trude khi dénh gid ndng do CgA. Néu ndng d6 CgA va gastrin khong trer vé
ngudng ban diu, nén danh gia lai sau 14 ngay ngirng sir dung PPL.

' DUNG CHO PHU NU’ CO THAI VA CHO CON BU:

Phu nit co thai

- Chua cé dir liéu an toan ciia rabeprazol & phu nit mang thai. Céc nghién ciru & chudt va tho di cho thdy

khong cé bang chiig cho thiy rabeprazol 1am giam kha ning sinh san hogc gay hai cho thai nhi do, mic

du ¢6 1am giam su trao ddi chét gitta nhau thai va thai & chudt. Rabeprazol chéng chi dinh cho phy nir

dang mang thai. '

Phuy nit cho con bu ;

- Chua biét rabeprazol c6 qua dugc sira me hay khong. Chua 6 nghién ciru trén phu nif cho con bu. Tuy

nhién, rabeprazol natri bai tiét duoc qua sira & dong vat c6 va. Do d6 rabeprazol khong nén sir dung khi

cho con bi.

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Dua vio cac dic tinh duge luc hoc va céc tic dung khong mong mubdn, cho thiy rabeprazol khong gay

anh hudng dén kha nang 14i xe hogc van hanh may mée. Tuy nhién budn ngtt hodc gidm sy nhay bén, thi

khéng nén l4i xe va vén hanh may méc phirc tap.

TUONG TAC THUOC

% Céc dnh hieong ciia rabeprazol natri Ién cde thudc khdc:
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Rabeprazol natri trc ché tiét acid da diy manh va kéo dai, vi thé ¢o thé s& tuong tac voi céc thubc cb sy
£ \ . . =

hap thu phy :hUPG pH. Diing d%mg thoi rabeprazol natri véi ketoconazol hodc itraconazol cé thé din dén

gidm dang ké ndng dd thubc khang ndm trong huyét twong. Do do, trén timg bénh nhan cén duge theo ddi

dé xéc dinh xem c6 cin diéu chinh lidu khi sir dung ddng thdi ketoconazole hojic itraconazol véi rabeprazol
natri hay khong,

Trong céc thir nghiém 14m sang sir dung thubc khéng acid véi rabeprazol, trong nghién ciru tuong téc
thude cu thé, khong thiy sur twong tac vi céc thude khéng acid dang 16ng.

Diing déng thdi atazanavir 300 mg/ ritonavir 100 mg véi omeprazole (40 mg méi ngdy mot 14n) hodc
atazanavir véi lansoprazole (60 mg mdi ngdy mot 18n) cho cac tinh nguyén vién khée manh, lam gidm
dang ké kha ning hip thu atazanavir, sy hip thu atazanavir phy thudc pH. Do d6 PPI bao gdm ca

rabeprazol, khéng nén ding chung véi atazanavir.

* Anh huong cua thuée khdc dén rabeprazol natri

Methotrexat

Béo cdo nghién ciru dugce ddng hoc duge cong bb va phan tich hdi ciru cho thy ring sir dung ddng thoi
PPI va methotrexat (chii yéu & lidu cao) ¢6 thé 1am ting va kéo dai ndng dd trong huyét thanh v&/ hoc

chét chuyén hoa ciia né. Tuy nhién khong c6 nghién ciru trong tac thude chinh thirc ndo clia methotrexat
v6i PPI d3 duoc tién hanh.

TAC DUNG KHONG MONG MUON (ADR)
Téc dung khong mong muén cua thudc phd bién nhat 1 dau dau, tiéu chay, dau bung, suy nhugc, diy hoi,

phét ban va khé miéng. Phin I6n cée tic dung phu nay gap trong lam sang & mirc d6 nhg hodc trung binh,
mirc d6 nghiém trong it xay ra. Cac tac dung khéng mong mudn sau ghi nhan tir cac bdo céo thir nghi¢m
l4m sang va hau mii.

Phd bién 1/10 > ADR > 1/100, khéng phd bién 1/100 > ADR > 1/1000, hiém 1/1000 > ADR > 1/10000,
rit hiém ADR < 1/10000, khéng dugc biét dén.

Hethong, oo | py s e e i Hiém Riiiihn | g
quan bicn- biet den
Nhiém trung, | Nhiém tring ] ] ] )
nhiém doc
R&i loan hé Giam bach ciu
thong méu va trung tinh
bach huyét i . Giam bach céu . "
Giam tiéu cu
Ting bach céu
szi loan hé Qué man
thong  mién - = - -
dich
Roi loan Chén &n Ha natri mau
chuyén héa va . - & Ha magie
dinh dudng huyét
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Roi loan tdm

va tiét nidu

dudng tiét nigu

A L)
! Mat ngu Thén kinh Phién mugn Lu 13n
than
R6i loan hé | Pau ddu Budn ngt
th?m kinh Chén g mit - - =
R&i loan mit RGi loan thi
) gidc ) i
Roi loan mach _ Phi ngoai bién
mu ) - )
R6i loan hd | Ho Viém phé quéan
A
hép, 16ng ngve | viem hong Viém xoang ® = -
va trung thét Viem mii
R6i loan tidu | Bénh tiéu chay | Chimgkho tiéu | Viém da day Viém dai trang
héa Non Khomiéng | Viém miéng vithé
Budn nén C hoi R6i loan vi
Pau bung giac
Téo bén "
Day hoi
Polyp tuyén
tién liét (lanh
tinh)
Roi loan gan Viém gan
mit - - Vang da - -
Bénh ndo gan
Rbi loan da va Phat ban Ngira Hong ban da |Lupus ban do
mb dudi da Viém da Pémdhoi | dang ban cap
Phanimgda [Hoai tr da
= nhiém dgc
Hoi chirng
Steven
Johnson
Roi loan co | Pau khong rd | Pau co
xuong va md | nguyén nhin Chugt riit chan
lién két Pau lung Pau khép i ) )
Gay xuong
héng, cb tay
hodc cdt séng
Roi loan thin Nhiém tring | Viém than k&
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[Hé thdng sinh

san vatuyén vi ) ) B ) E::]m i
Roi loan chung Suy nhuge Pau ngyc
Cam On lanh - - -
Sot
Diéu tra - Tang men gan | Ting cén - -
QUA LIEU

- Cho dén nay c6 rat it bao céo vé qud lidu ¢b ¥ hodc vo tinh

- Lidu t&i da durgc sir dung 13 60 mg hai In m3i ngay, hoic 160 mg mét 14n m&i ngay. Khéng cé thube
gidi dde dic hiéu. Rabeprazol natri lién két mot luong 16n véi protein do d6 khdng thé tham tach dugc.
Nhu trong bét ky trudng hop qua liéu, diéu trj tridu chimg va cac bién phap hd trg nén duge sir dung.
TINH CHAT DUQC LUC HQC

Ma ATC: A02BCO04

Nhém thudc: Thube irc ché bom proton, (PPI)

Co ché: Rabeprazol natri thudc nhém chit khang tiét acid, 12 din chét benzimidazol dugc thay thé, khong
¢6 dic tinh khang cholin hoiic khang histamin Hz, nhung trc ché tiét aicd da day bing céch trc ché dic hidu
enzym H* / K* ATPase (bom acid hojic bom proton). Higu qua ti 1§ véi lidu ding va trc ché ca sy bai tiét
acid co ban 1n dy bai tiét kich thich do b4t ky nguyén nhan nao. Céc nghién ciru trén dong vat chi ra ring

. sau khi diing rabeprazol natri s& nhanh chéng bién mét khoi huyét tuong va niém mac da day. La mot base

yéu, rabeprazol dugc hép thu nhanh chéng sau khi sir dung & tht ca cac lidu va tip trung trong mdi trudng
acid ciia té bao. Rabeprazol dugc chuyén thanh dang sulphenamid hoat dong théng qua proton héa va sau
46 phan {tng véi cAc cystein c6 sin & bom proton.

TINH CHAT DUQC PONG HQC

Hdp thu: Evigas 1a dang vién nén bao phim tan trong rudt (khéng da day) cla, dang bio ché nay 14 can
thiét vi rabeprazol khong bén vdi acid. Do d6 sy hdp thu clia rabeprazol natri chi bét dAu sau khi vién
thudc roi khoi da day. Hap thu nhanh, véi ndng d9 dinh rabeprazol trong huyét twong dat dugc khoing
3,5 gitr sau khi ding lidu 20 mg. Néng do dinh trong huyét tuong (Cmex) clia rabeprazol va AUC 14 tuyén
tinh trong pham vi liéu tir 10 mg dén 40 mg. Sinh kh dung tuyét d6i cia lidu 20 mg dudng ubng (so véi
tiém tinh mach) [a khoang 52%. Sinh kha dung dudng nhu khong téng khi ding 1ap lai. O ngudi khoe
manh thdi gian ban thai trong huyét twong khoéng 1 gid (khoing 0,7 dén 1,5 gid), tong do thanh thai toan
co thé udce tinh 12 283 + 98 ml/phit. Khong c6 tuong vé 18m sang vdi thirc dn. Thirc &n va thdi gian trong
ngdy diing rabeprazol natri déu khong anh hudng dén sur hap thu ciia rabeprazol natri.

Phén bé: Rabeprazol lién két khoang 97% vdi protein huyét twong.

Chuyén héa: Rabeprazol natri ciing giéng nhu céc thude khac trong nhém trc ché bom proton (PPI), dugc
chuyén héa qua hé théng cytochrom P450 (CYP450) ciia gan. Céc nghién clu invitro vGi microsom gan
ngudi chi ra ring rabeprazol natri dirgc chuyén héa béi isoenzym ctia CYP450 (CYP2C19 va CY3A4).
Trong nhitng nghién ciru ny, & cic ndng do khac nhay, rabeprazol khong cam (mg hoic e ché CYP3A4.
Mic dii cic nghién ciru invitro khong phai lic nao cling cho mot két qua twong tyr nhu invivo, nghién ciru
nay chi ra ring khdng c6 tuong téc ndo giita rabeprazol va cylosporin. O ngudi, cAe chat chuyén héa chinh
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la rabepra g 3 thi
:2;3h;)n£ (:g)lr‘:lgfg:ietl ttl:?“g 13 thioether (M) va acid carboxylic (M6), cée chit chuyén héa phy 12
oyt (MB; ) yl- loethe1: (M4) v lién hop acid mercapturic (M5). Chi chét chuyén héa
" ‘Y _ f?@'—' lugng :lh() ¢6 hoat tinh chéng bai tiét, nhung né khéng ¢6 trong huyét tuong.
zﬂ{!.a:. gu' Sh8 lfhl A0E g lieu don, 20 mg rabeprazol natri 14C, khéng c6 thudc chua chuyén héa duge
ai tiet qua nude ticu. Khoang 90 % dugc bai tiét qua nude tidu dudi dang hai chét chuyén héa: Chat lién

hop acid mercapturic (M5) va acid carboxylic (M6), hai chit chuyé iét. Ph i cia li
, hai chat ch hé ;
41t e o ylic (M6) 4t chuyén héa chura biét, Phan con lai cia lidu

Gioi tinh:

Pugc {iéq chinh theo trong lvgng co thé va chidu cao, vé& mjt gi6i tinh khong c6 sir khéc bit
déng ke ve céc théng so duge dong hoc sau khi ding mét lidu rabeprazole 20 mg.

Réi loan chire niing than:

(3 nhirng bénh nhan suy than giai doan cuéi, cin duy tri chay thén nhén tao (43 thanh thai
creatinin 5 m1/ phat/ 1,73 m2), viéc sir dung rabeprazole twong tur nhur ngudi tinh nguyén kKhoe
manh. AUC v Cmax & nhitng bénh nhén nay thip hon khoang 35% so v0i céc théng sd twong
g & ngudi tinh nguyén khée manh. Thoi gian ban thai trung binh ctia rabeprazole 12 0,82 git &
ngudi tinh nguyén khoe manh, 0,95 gi & nhitng bénh nhan dang thim tach mau va 3,6 gid sau
Kkhi thim tach. Do thanh thai ciia thudc & nhimg bénh nhan bi bénh thén cAn duy tri chay thén
nhan tao xAp xi hai ldn & nhitng ngudi tinh nguyén khoe manh.

Réi loan chire niing gan:

Sau khi ding mét lidu 20 mg rabeprazole don cho bénh nhan suy gan mén tir nhe dén trung
binh, AUC tang gép dbi va thdi gian bén thai ciia rabeprazole ting gAp 2-3 1an so v6i ngudi tinh
nguyén khoe manh. Tuy nhién, sau khi ding lidu 20 mg mdi ngay trong 7 ngay, AUC chi ting
1én 1,5 l4n va Cmax chi con 1,2 1in. Thoi gian ban thai clia rabeprazole & bgnh nhén suy gan 1a
12,3 gidr so v6i 2,1 gitr & ngudi tinh nguyén khée manh. Dap {tng dugce hre hoc (kiém soét pH da
diy) & hai nhém 1a twong dwong nhau vé mét 1am séng.

Ngudi cao tudi:

Viée thai trix rabeprazole phin nio gidm & ngudi cao tudi. Sau 7 ngdy ding thudc hang ngdy véi
lidu 20 mg rabeprazole natri, AUC téng gin gp d6i, Cmax ting 60% va t¥2 tang khoang 30% so
v6i ngudi tinh nguyén tré khoe manh. Tuy nhién khong c6 bang ching vé sur tich tu rabeprazole.
Cic dang chuyén héa CYP2C19:
Nhitng nguoi chuyén héa CYP2C19 cham, sau khi ding rabeprazole liéu 20 mg m&i ngdy trong
7 ngdy, c6 AUC va t% 1an luot xp xi 1,9 va 1,6 1An so v&i cac thong sb twong ng & nhimg
ngwdi chuyén héa CYP2C19 nhanh trong khi Cmax chi téng 40%.
QUY CACHPONG GOI:  Hop 3 vi x 10 vién

Hop 5 vi x 10 vién

Hop 6 vi x 10 vién

Hop 10 vi x 10 vién

ﬁ

ELOGE FRANCE VIET NAM

)



iLovePDF

BAO QUAN: Noi kho, mét, nhiét dj duéi 30°C, trénh 4nh sang.

HAN SU DUNG: 24 thang k& tir ngay san xuét

TIEU CHUAN CHAT LUQNG: TCCS
San xuit tai

Cong ty Cd phén lién doanh dwge phim Eloge France Vi¢t Nam
Dia chi: Khu cdng nghiép Qué V3, xa Phuong Liéu, huyén Qué V3, Béc Ninh

Dién thoai: 0222.3617.888

Fax : 0222.3617.789

Bdc Ninh, ngay O thang06 nim 0%
CcONG TY CO PHAN LIEN DOANH

TELOGE FRANCE VIET NAM
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