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Néi dung té hwéng din sir dung thuéc tiém Vincardipin

VINCARDIPIN
hde nay chi ding theo don thude”

“P¢ xa tam tay tré em”

Cho mdt ng 10 ml ¢ A

Thanh phan diege chat: Nicardipin hydroclorid..............ocveeeveeeeeeeeeeeere e, 10 mg
Thanh phan ta dwge: Sorbitol, natri hydroxyd, acid citric monohydrat,
nudc dé pha thube tiem vd...........ooveeeeeeieeeeeeeeieeeeeeeinnn 10 ml
Dang bao ché:
Dang bao ché: Dung dich tiém
Hinh thire: Ché phim 13 dung dich trong, dugc déng trong Gng thiy tinh, han kin, khong ran nt,

khong den diu.

ot pH=3,0+3,9
Chi dinh:
Dung dich tiém Vincardipin dugc chi dinh dé diéu tri ting huyét 4p 4c tinh de doa tinh mang, dic biét
trong cac trudong hop:
- Tang huyét 4p dong mach 4c tinh hoiic bénh Iy ndo do tang huyét ap.
- Béc tach dong mach chu, khi diéu tri bing thude chen beta tac dung ngdn to ra khong thich hop,
hodc diing phéi hop véi mét thude chen beta khi sur trc ché thy thé beta don thudn to ra khong ¢o hi¢u
qua.
- Tién san git ning, khi cdc thudc ha huyét 4p dudng tinh mach khéc khong dugce khuyén nghi hodic
chéng chi dinh.
Vincardipin ciing duge chi dinh trong diéu tri ting huyét ap sau mo.
Liéu ding - cich ding:
Liéu diing:

- Nguweoi lon

Liéu ban du: Phai bit dau diéu tri bing cach truyén nicardipin lién tuc & téc do 3 - 5 mg/gid trong 15
phiit. C6 thé ting toc do truyén timg bac 0,5 hodc 1 mg mdi 15 phut. Tée do tiém truyén tinh mach
khong duge qua 15 mg/gio.

Liéu duy tri: Khi da dat dugc huyét ap muc tiéu, phai giam lidu dén, thuong la con khoang 2 - 4
mg/gid, dé duy tri hidu qua diéu tri.

Chuyén sang dung thudc ha huyét ap dang uéng: Ngimg diing nicardipin hogc giam liéu khi bit diu
dung ddng thoi véi mot thude ubng thich hop. Khi bit diu diéu tri bing thude ha huyét dp dang udng,
can luu y dén viée thudc ubng bi cham khoi phat. Tiép tuc theo dai huyét ap bing monitor cho dén khi

¢6 duge tac dung mong mudn.

C6 thé chuyén sang diéu tri bing dudng udng vdi nicardipin vién nén 20 mg & liéu 60 mg/ngay chia
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1am 3 lan, hoic nicardipin 50 mg vién phong thich kéo dai & liéu 100 mg/ngdy chia lam 2 1an.

va’hodc gan. Némdtng nic

914G

5 3 g% S LEN -T Al 3 ; £ 5 s
huyét ap va tinh trangam=sang. Sau 30 phut, tuy theo tdc dung quan sat thay, cé thé tang hodc giam
toc do truyén timg bac 0,5 mg/gid. Tée do truyén tinh mach khong duoc qué 15 mg/gio.

Tré em

Tinh an toan va hi¢u qua trén tré nhe can lic sinh, tré so sinh, tré con bi me va tré em chua duoc
ching minh.

Chi st dung nicardipin trong trudng hop ting huyét ap de doa tinh mang tai phong cham sdc tich cuc
nhi khoa hoic trong phong hau phiu.

Liéu ban dau:

Trong trudng hop khén cép, liéu ban du dugc khuyén dung 12 0,5 - 5 meg/kg/phit

\_/ Liéu duy tri: Lidu duy tri dugc khuyén dung 1a 1 - 4 meg/kg/pht

Phai than trong khi diing nicardipin trén tré em bi suy than. Trong trudng hop nay, chi duge ding licu
thdp nhét c6 hiéu qua.

Phu nit ¢6 thai

Nén bit diu véi tdc do truyén tir 1 dén 5 mg/gid tuy theo huyét ap va tinh trang lam sang. Sau 30
pht, tiy theo hidu qua quan sat thiy, c6 thé ting hodc giam tbc do truyén timg bic 0,5 mg/gid.

Trong diéu tri tién san giat, liéu ding thudng khong vuot qua 4 mg/gid. Tée do tdi da khong duge qua
15 mg/gid. (Xem thém cdc muc Cic trudng hop thin trong khi ding thude, Phu nit ¢6 thai, Phu nir
cho con bi va Téc dung khéng mong mubn)

Suy gan

Phai than trong khi dung nicardipin trén nhiing bénh nhan nay. Nicardipin dugc chuyén hoa & gan,
nén ding lidu theo phac dd dugc khuyén cdo cho bénh nhan cao tudi bi suy gan hodc ¢6 giam luu
lugng mau qua gan.

Suy thdn

Phai than trong khi dung nicardipin trén nhitng bénh nhan nay. Trén mot s6 bénh nhan suy than trung
binh, da quan st thdy do thanh thai toan than thép hon va dién tich duong cong (AUC) cao hon mot
céch ¢6 y nghfa. Vi vdy, nén ding liéu theo phéc dd duoc khuyén céo cho bénh nhan cao tudi bi suy
than.

Cich ding: Tiém truyén tinh mach lién tuc.

Vincardipin chi dugc sir dung boi céc béc sT chuyén khoa trong mot méi truong y khoa duge kiém
sodt tt, nhu bénh vién va don vi cham séc tich cuc, theo ddi huyét 4p lién tuc bing monitor. Tée do
truyén thudc phai duge kiém soét chinh xéc bing cach sir dung bom tiém dién hodc bom tiém ty
ddng. Phai theo doi huyét ap va tan s6 tim béing monitor it nhét mdi 5 phut trong sudt qua trinh truyén
va sau d6 cho dén khi cdc d4u hiéu sinh tdn &n dinh, va it nhét trong 12 gior sau khi chim dit sir dung

nicardipin.
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Téc dung ha huyét ap phu thudc vao liéu dung. Liéu lugng dé dat huyét ap mong mudn co thé thay doi
e ticu;ddp ing cia bénh nhan, tudi tac va tinh trang ctia bénh nhan. Trir khi dugc

& A £ g i 2 o
_am, can pha lodng thudc trong dung dich tiém truyén glucose 5%
trugc khi diing. Theo quan diém vi sinh hoc, nén dung thuée ngay sau
'

g. Dung dich sau khi pha lodng chi bao quan tdi da 24 gio sau khi
g
& ly thude sau khi sir dung.

Chéng chi dinh:
Man cam véi nicardipin hodc véi bat ky thanh phin nao cua thudc.

Hep van dgng mach chii nidng.

Tang huyét 4p bu trir, nhu trong trudng hop tic nghén dong mach hodic hep eo dong mach chi.

Pau thit nguc khong én dinh.

Trong vong 8 ngdy sau nhdi mau co tim.

Cinh bio va thin trong khi dung thudc:

Canh bao

- Giam huyét 4p nhanh duéi tic dung cta thude c6 thé din dén ha huyél ap toan than va nhip tim nhanh
phan xa. Néu xuat hién mot trong hai trudng hop trén khi ding nicardipin, cin nhic giam mot nira
liéu ding hoic ngimg truyén.

Viéc tiém tinh mach truc tiép (lidu bolus) hodc dung dudng tinh mach khong duge kiém soat bing
bom tiém dién hogc bom tiém ty dong khong duge khuyén nghi va c6 thé lam ting nguy co ha huyét
ap ndng, dic biét 1a trén ngudi cao tudi, tré em, bénh nhén suy than hodc suy gan va phu nir c6 thai.
Suy tim

Phai than trong khi diing nicardipin trén bénh nhén suy tim sung huyét hodic phu phéi, déc biét 1a bénh
nhan dugc diéu tri ddng thdi véi thude chen beta, vi nguy co 1am cho suy tim ning thém,

Bénh tim thiéu méu cuc bo

Nicardipin bi chdng chi dinh trong dau thit nguc khong én dinh va trong thoi ky ngay sau nhdi mau
co tim (xem muc Chéng chi dinh).

Phai than trong khi ding nicardipin trén bénh nhan nghi ¢é thiéu mau cuc bd do nguyén nhan dong
mach vanh. D6i khi, bénh nhan bj ting tin suit, kéo dai thoi gian hojc mirc do nghiém trong ctia dau
thét nguc khi khéi ddu didu tri hodc khi tang lidu, hoic trong khi diéu trj v6i nicardipin.

Phu nit ¢6 thai

Vi nguy co ha huyét ap ning & ngudi me va nguy co tir vong do thiéu oxy ¢ bao thai, viéc ha dp phai
di&n ra tir tir va ludn ludén dugc theo ddi chit ché bing monitor.

Do ¢6 thé c6 nguy co phu phdi hojc ha dp qua mic, phai than trong khi sir dung dong thoi voi
magnesi sulfat.

Bénh nhdn cé6 tién sie réi loan chite ndng gan hodic suy gan

Pi ¢6 bdo cdo vé mdt s hiém trudng hop bit thudng chirc ning gan ¢é thé lién quan véi vice sir dung
nicardipin. Cac nhém c6 nguy co cao la bénh nhén co6 tién sir rdi loan chirc ndng gan hodc bénh nhén
c6 suy gan khi bit diu diéu tri nicardipin.

Bénh nhdn tang dp lwc tinh mach ciea
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C6 bao cao cho thiy nicardipin liéu cao ding dudng tinh mach c6 thé lam ning thém tinh trang ting
ap lyc tinh mach ctra va-€hibs® fvan hean bang hé cira - chu trén bénh nhan xo gan.

Bénh nhdn sdn c6 i

VINH PHUC /
icardi
&M v,

thudng di kém vai tai bita
Viée sir dung thude ha huyét ap khong duge khuyén dung trong trudng hop tai bién mach mau ndo do

thiéu mau cuc b, trir khi con ting huyét ap can tro viée str dung mot diéu tri thoa dang (vi du thude

tan huyét khdi) hogc trong trudng hop c6 ton thuong co quan dich khac ¢6 nguy co gy tir vong trude
mit.

Than trong khi sir dung:

Phéi hop véi thudc chen beta

Cin than trong khi dung nicardipin phdi hop v6i thude chen beta trén bénh nhin suy gidm chirc ning
tim. Trong trudng hop 4y, phai chinh liéu thudc chen beta tily theo tinh hinh ldm sang ctia timg bénh
"/ nhan (xem thém muc Tuong téc thudc)

Phan itng tai cho tiém

C6 thé xay ra cac phan Gng tai chd truyén, dic biét la khi ding thudc kéo dai va dung duong tinh
mach ngoai bién. Nén thay dbi vi tri tiém truyén trong truong hop nghi ngd kich (g tai chd tiém. St
dung dudng tinh mach trung tim hodc mot dung dich lodng hon ¢6 thé lam giam nguy co xay ra phan
{ing tai chd tiém.

Tré em

Tinh an toan va hiéu qua cta nicardipin dung dudng tinh mach chua dugc nghién ciru trong cdc thi
nghiém 1am sang c6 dbi chimg trén tré con ba hodc tré em, vi vy cin cham soc dic biét & cac doi
twong nay (xem thém muc Liéu dung - cich diing).

Canh bao ta duoc:

Vincardipin ¢6 chira sorbitol, do d6, khong nén sir dung thudc ndy & bénh nhan khong dung nap
fructose (mot rbi loan chuyén héa ¢6 tinh di truyén).

Sir dung thudc cho phu nir ¢6 thai va cho con bi:

Sit dung thubc cho phu nit ¢6 thai:

Céc dir ligu duge dong hoc han ché cho thiy nicardipin ding dudng tinh mach khong bi tich Idy:
thudc it di qua hang rdo nhau thai.

Trong thuc hanh 1am sang, sir dung nicardipin trong 6 thang ddu thai ky & mot s6 it truong hop mang
thai cho dén nay khong cho thdy bit ky anh huong dic biét nao vé vige sinh quai thai hodc gay doc
cho thai.

Sir dung nicardipin dé didu trj tién san giat ning trong 3 théang cudi thai ky c6 thé c6 tiém ning giy ra
tac dyng giam co tir cung c6 thé can tr& sy chuyén da tu nhién.

Phu phdi cip da duge ghi nhan khi ding nicardipin nhu mt thudc giam co tir cung trong thai ky (xem
muc Téc dung khong mong muén), nhét 1a trong truong hop da thai (song thai hogc nhiéu hon), bing
dudng tinh mach vivholic khi ding dong thdi véi thude chu vén beta - 2. Khong nén ding nicardipin
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o°ldi xe, viin hanh may moc:
Thubc ¢6 thé gay nhirc diu, chéng mit, ha huyét ap. Do d6, khong nén l4i xe, van hanh may moc hay
lam viéc trén cao khi gap cac tic dung khong mong mudn cua thude.

Twong tic thude:

Tang tdc dung giam co co tim

Nicardipin c6 thé 1am ting tic dung giam co co tim ciia thudc chen beta va din dén suy tim trén bénh
nhan c6 suy tim tiém 4n hodic khoéng dugc kiém soat (xem thém muc Cac truong hop than trong khi

dung thuéc).
Dantrolen

w Trong céc nghién ctru trén dong vat, sir dung verapamil va dantrolen dudng tinh mach dan dén rung
thit gay tir vong. Do d6, viéc phéi hop thudc tre ché kénh calci va dantrolen ¢6 nguy hiém tiém tang.
Magnesi
Do c6 nguy co cao giy phii phdi va giam huyét 4p qué mirc, phai thin trong khi st dung ddng thoi véi
magnesi sulfat (xem thém muyc Cac trudng hop than trong khi diing thudc).
Chdt cam vmg va chat trc ché cytochrom CYP3A4
Nicardipin duoc chuyén hoa boi cytochrom P450 CYP3A4. Viée sir dung dong thoi cac chit cam (g
CYP 3A4 (nhu carbamezepin, phenobarbital, phenytoin, fosphenytoin, primidon va rifampicin) ¢6 thé
lam giam ndng do nicardipin trong huyét tuong.
Sir dung ddng thdi céc chit e ché enzym CYP3A4 (nhu cimetidin, itraconazol va nude ép budi) c6
thé lam ting ndng dd nicardipin trong huyét tuong.
Sir dung ddng thoi céc thude tre ché kénh calci va itraconazol cho thdy ting nguy co tic dung ngoai ¥,
dac biét 1a phi do giam chuyén héa thude trc ché kénh calci & gan.
Cyclosporin, tacrolimus va sirolimus

S’

Str dung ddng thoi nicardipin v6i cyclosporin, tacrolimus hodc sirolimus din dén ting ndng do
cyclosporin/tacrolimus trong huyét twong. Phai theo d5i ndng d¢ céc thude trong méu va néu cén phai
giam liéu thude e ché mién dich va/hoic nicardipin.

Digoxin

Céc nghién ciru duge dong hoe chimg minh ring nicardipin lam ting ndng do digoxin trong huyét
tuong. Phai theo doi ndng dd digoxin khi bét diu diéu tri dong thdi véi nicardipin.

Nguy co cong liec tde dung ha huyét dp

Nhirng thudc ¢6 kha nang ting cudng tac dung chdng ting huyét ap cua nicardipin khi dugc st dung
ddng thdi gdm c6 baclofen, thudc chen alpha, thube chdng trim cam ba vong, thuéc an thén, opioid va
amifostin.

Giam tdc dung ha huyét dp
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Nicardipin két hop véi céc corfit sferaid dudng tinh mach va tetracosactid (trir hydrocortison dugc

Addison) c6 thé dan dén giam téc dung ha huyét ap.

Thudc mé dang hit
Sir dung ddng thoi nica

hit (vi du isofluran, sevofluran va enfluran) trén nicardipin dudng nhu chi & mire trung binh.

Thudc ke ché than kinh - co canh tranh

Céc dir liéu han ché cho thy nicardipin, gidng nhu cac thudc e ché kénh calci khac, lam ting bldc
din truyén thin kinh - co, ¢6 1& qua mot téc dong trén ving sau xi - nap. Sir dung dbng thoi nicardipin
c6 thé lam giam liéu vecuronium cén tiém truyén. Tac dung ddi khéng bl dan truyén thin kinh - co
clia neostigmin dudng nhu khong anh hudng bai viée tiém truyén nicardipin. Khong can bit ky mot
su theo ddi bd sung nao.

Twong ky thudc:

Nicardipin tuong ki v&i dung dich Ringer’s lactat. Nicardipin ciing tuong ki voi furosemid, heparin va
thiopental.

Téc dung khéng mong mudn cia thue (ADR):

Pa sb céc tac dung khong mong mudn cia nicardipin 13 hdu qua cta tdc dung gidn mach cta
nicardipin. Nhitng tic dung thudng gip nhét 1a nhirc ddu, chéng mit, pht ngoai bién, danh tréng nguc
va do birng.

Rat hay gap (ADR > 1/10)

R&i loan h¢ than kinh: Nhire dau.

Hay gdp (1/100 < ADR < 1/10)

R&i loan hé thin kinh: Chéng mit.

Réi loan tim: Pha chi dudi, danh tréng nguc, ha huyét ap, nhip tim nhanh.

R&i loan mach méau: Ha huyét ap thé dung.

Réi loan tiéu héa: Budn nén, 6i mira.

R&i loan da va md dudi da: Con dé bimg.

Khéng dugc xdac dinh (khong thé wée lwgng diea trén co so dir liéu hién cd)

Réi loan huyét hoc va hé bach huyét: Giam tiéu cau.

Réi loan tim: Bléc nhi thit, dau thit nguc.

Réi loan ho hép, 16ng nguc va trung thit: Phi phoi*

R&i loan tiéu héa: Liét rudt.

Réi loan gan mat: Tang men gan.

R&i loan da va mo dudi da: Do da.

R&i loan toan than va cac bat thuong & chd tiém: Viém tinh mach.

Ghi chii: (*) Céc trudng hgp ciing duge ghi nhdn khi dung nhu mdt thube giam co tir cung trong thai
ky (xem thém muc Phuy nir ¢6 thai)

Huwéng din cdch xir tri ADR:

Vi nicardipin 1am giam stc can cua mach ngoai bién va doi khi gdy giam huyét dp qua murc, lam

J
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ngudi bénh khé chiu dung, nén can theo ddi huyét ap cin than, dic biét 1a khi khoi dau dicu tri va khi
x4c dinh hodc diéu chinh tine-ti

- dinh liéu phai than trong, dic biét 1a trong trudng hop diing
mudn ngirng thudc chen beta phai giam lidu tir tir va nging

DL{QC PHAM
VINH “Blibng

(]

o ngay cho bdc sy hodgc dwgc sy

g cd hai gdp phii khi sir dung thubc”
Qui lidu va cach xir tri:
Triéu ching:

Qué liéu nicardipin ¢6 thé din dén tri¢u chiing ha huyét 4p dang ké, nhip tim cham, dénh tréng nguc,
con do bimg, budn ngu, tryy tim mach, phi ngoai bién, lo mo, réi loan didn dat va tang duong huyét.
O dong vat nghién ciru, qua liu ciing din dén cac bét thudng chirc ning gan c¢6 thé hdi phuc, hoai tir
gan dang 6 ldc ddc va ble din truyén nhi tht tién trién.

Xir tri:

Trong trudng hop qué liéu, nén 4p dung céc bién phap thudng qui bao gdm theo doi chirc ning tim va
hd hap. Ngoai cac bi¢n phap hd trg chung, cic dung dich calei ding duong tinh mach va thude vin
mach dugc chi dinh trén 14m sang d6i v6i bénh nhén ¢ biéu hién cia tic dung chen dong calci di vao
té bao. Ha huyét ap niing c6 thé diu tri bing cach truyén tinh mach mot dung dich bi lai thé tich tuin
hoan va tu thé ndm ngira ké chan cao.

Khong thé loai trir nicardipin bing cach thim phan mau.

DPic tinh dwge luc hoe:

Mai ATC: CO8CA04

Nicardipin 14 thudc tc ché kénh calci cham thé hé thir hai thudc nhom phenyl - dihydropyridin.
Nicardipin c6 tinh chon loc cao dbi véi kénh calci typ L cua co tron mach méau hon la déi vai té bao
than kinh co tim. O néng do rit thép, thude trc ché su tham nhdp calci vao trong té bao. Tac dong nay
dugc thé hién ndi trdi & co tron dong mach. Didu nay dugc phan anh bai nhirng thay dbi twong dbi 1on
va nhanh chéng dbi v6i huyét ap, voi nhimg thay di khong déng ké cua siic co co tim (tdc dung phan
xa thu thé ap luc).

Khi ding dudng toan than, nicardipin 12 mot thudc gidn mach manh lam giam téng khang luc ngoai
bién va ha huyét ap, nhip tim tang tam thoi, cung lugng tim tang cao va kéo dai.

Trén ngudi, tac dung gidn mach ciing xay ra & ca viéc dung liéu cép va dung kéo dai trong cdc dong
mach 16n va nho, lam tang luu lugng mau va cai thién dd chun gian dong mach. Khang luc mach mau
thdn giam.

Pic tinh duwgce dong hoc:

Hap thu

Sau khi tiém truyén tinh mach, nicardipin dugc hip thu nhanh chéng, véi cdc nghién ctu cho thiy
thoi gian khoi phét dao dong tir 5 - 15 phut. Nong do dinh trong huyét trong ¢6 thé dat 184 ng/ml va
ndng d¢ trong huyét twong &n dinh 1a 157 ng/ml dat dugc trong vong 24 - 48 gid khi truyén lién tuc.
Phdn bo

Nicardipin gén vdi céc protein huyét tuong véi ty 1¢ cao (trén 95%). Thé tich phan bd & ngudi 16n 1a

v
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8,3 lit/kg.
Chuyén héa

fisom P450 CYP3A4. Céc nghién ciru trén ngudi & liéu duy
pgdy cho thay, dudi 0,03% nicardipin & dang khong thay dbi

Nicardipin dugc chuyép/h
nhét hodc liéu lap lai 13
duge tim thdy trong én tinh mach. Chét chuyén hoa chinh trong nuéc tiéu &

ngudi la mét glucuropid

Thai trir
Trong vong 96 gidr sau khi ding ddng thoi mot liéu tinh mach nicardipin dugc danh déu ddng vi
phéng xa va mot liéu ubng 30 mg cach mdi 8 gid, 49% lugng hoat tinh phéng xa duge tim thiy trong
nude tidu va 43% trong phan. Khong c6 lidu ndo duge thu hdi trong nude tiéu dudi dang nicardipin
khong thay doi. Sau mot lidu tinh mach, thube dugc thai trir qua ba pha, v6i thoi gian ban thai tuong
{ig 6,4 phat; 1,5 gid va cudi cing la 7,9 gio.
Suy thdn
Dugc dong hoc ctia nicardipin ding dudng tinh mach da dugc nghién ctru trén ngudi bi suy thin ning
" can thdm phan mau (thanh thai creatinin < 10 ml/phat), suy than nhe/trung binh (thanh thai creatinin
10 - 50 ml/phut) va chirc nang thén binh thuodng (thanh thai creatinin > 50 ml/phut). O trang thai cin
bing, Cmax va AUC cao hon déng ké va do thanh thai thip c6 y nghia trén cic ddi tuong suy than
nhe/trung binh so véi dbi tugng c6 chirc nang thin binh thudng. Khong c6 sy khéc biét ¢6 ¥ nghia
trong cic thong sé duoc dong hoc chinh gitra nguoi c6 rdi loan chire ndng thin niing va ngudi ¢ chire
nang than binh thuong.
Quy ciach déng goi:
Hop2vix 35 6ngx 10 ml
Piéu kién biao quan: Noi kho réo, nhi¢t do dudi 30°C, tranh anh sang.
Han diing: 24 théng ké tir ngdy sin xuat.
Dung dich sau khi pha lodng: 24 gi¢ sau khi pha.
Tiéu chuén chit lwgng: TCCS
Tén, dia chi co' s& san xuit:
CONG TY CO PHAN DUGC PHAM VINH PHUC

et S6 777 Dudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phiic

DT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon M4u Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
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