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ViAn nang cftng

tul,tplRAttr

Thu6c ndy chi ditng theo don thudc;

DA xo tdm tay trd em,'

Dqc W htrdng ddn s* dung trudc khi ditng. Niiu cdn thAm thdng tin xin hdi i kiiin bdc s!
hodc duoc si.

THANH PHAN

Thdnh phdn hogt chfu:

Fenofibrat 100 mg.

Thdnh phhn tri drqc:

Amidon, eragel, lactose monohydrat, PVP K30, magnesi stearat, talc vua dri I vi6n.

DANG BAO CHE

Vi6n nang cring sd 2, miu trilngltrhng, b6n trong chria bQt thudc kh6 toi mdu tring, d6ng
nh6t.

CHi DINH

Lipirate dugc sri dpng cung vdi ctr6 AO 6n ki0ng vd tri liQu kh6ng dung thu6c kh6c (nhu tgp

thti dpc, gi6m cdn) cho c6c trudng hcyp:

Di6u tritang triglycerid m6u nghiCm trgng c6 hoflc kh6ng c6 cholesterol HDL th6p.

T[ng lipid mriu h6n hqp khi bi ch6ng chi ilinh ho{c kh6ng dung n4p vdi statin.

T[ng lipid m6u h5n hq'p 0 nhtng bQnh nhdn c6 nguy co bQnh tim m4ch cao, k6t hgp v6i

statin khi triglycerid vd cholesterol HDL khdng dugc kitlm so6t dAy dri.

LIEU DUNG, CACH NUNC

Duy tri ctr6 A9 an h4n ctrti tipiO khi tli€u tri vdi fenofibrat.

Ki6m tra ndng dQ lipid m6u 3 th6ng/lAn.

N6u sau vdi th6ng sft dpng fenofibrat (khoing 3 th6ng) ndng ttQ lipid trong m6u kh6ng gi6m

vA ngu0ng an todn thi cAn b6 sung hodc xem xdt tri liQu kh6c

Liiu ttilng:

Ngudi l6n:

Li€u khuytin c6o ld 3 vi6r/ngdy.

N6u cAn c6 th€ tlng lOn 4 vi6n/ngdy.

Ngudi cao ru6i e 65 ruiit1:

\,

J

I
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Kh6ng cAn di€u chinh li6u ngo4i trir truong hqp suy th4n vdi mfc lgc cAu thfln < 60
ml/phtt/l ,73 m2.

B€nh nhdn suy thQn:

Fenofibrat khdng nOn sri dung o bQnh nh6n suy th6n n{ng (mric lgc cau than < 30
ml/phfit/I,73 m2.

N6u mric loc cAu th4n tu 30 dtin 59 ml/phrit/1,73 m2, lidu lugng: tOi Oa 100 mg/lAr/ngdy.

N6u trong qu6 trinh di6u tri, mfc lgc cAu thdn li6n tgc gi6m < 30 ml/phittll,73 m2, n€n
ngung tti€u tr! fenofibrat.

Suy gan:

Do thi6u dir lieu an todn, n6n fenofibrat kh6ng dugc khuy6n ciio sri dUng cho bQnh nh6n suy
gan.

Trd em

Sg an todn vd hiQu qui cria fenofibrat & tr6 em vd thanh thi6u ni6n dudi 18 tu6i chua duoc
x6c dinh. vi vay khdng n€n sri dpng fenofibrat cho trd em dudi 18 tu6i.

Ctich dilng:
,,i
Uong nguy6n vi6n thu6c vdi nudc. U6ng thudc trong bfia 6n.

CHONG CHi DINH

MAn c6m vdi fenofibrat ho{c U6t ti thdnh phAn ndo cria thu5c.

Suy th4n nflng (mfc lgc cAu th4n < 30 ml/phrit/1,73 m2).

Ti0n sri bQnh tfi m4t.

Suy gan (bao g6m cd xo gan m4t nguy0n ph6t vi chfc ndng gan b6t thuong dai ding kh6ng

16 nguy6n nhdn).

Vi0m tpy c6p ho{c m4n tinh trir trudng hqp vi6m tpy c6p do tdng triglycerid m6u nghiCm

trgng.

Phin tng d! ring vdi 6nh srlng khi di6u tri vdi c6c fibrat ho{c ketoprofen.

f6t hgp vdi rosuvastatin liOu 40 mg.

cANu BAO VA THAN TRoNG KHI DUNG THUoC

Nguy€n nhfrn th* phtit gdy ra tdng lipid mdu

Nguydn nhdn thf phrit g6y ra tdng lipid m6u nhu tirSu ducrng tuyp 2 kh6ng dugc ki6m so6t,

chring suy gi5p, hQi chring thfln hu, r6i loan protein m6u, bQnh gan tic ngh6n, ili6u tri bAng

thu6c, nghiQn rugu, cAn dugc diOu tri dAy dri trudc khi tli6u tri bing fenofibrat. Nguy6n nhdn

thri ph6t ddn tdi t[ng cholesterol m6u c6 th0 li0n quan t6i di€u tri bing thu6c loi ti6u, thu6c

chgn beta, estrogen, progestogen, thu6c ngira thai ktit hqp, thu6c uc ch6 miSn dich vd ch6t
o. ,/.I/
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ric ch6 protease. Trong nhtng trudng hqp ndy, cAn xiic dinh tdng lipid mau do nguy6n nh6n
so cAp hodc thu ph6t.

Chrhc ndng gan

Cfing nhu ciic thu6c ha lipid m6u khiic, fenofibrat ldm tlng transaminase huy0t thanh IAST
(SGOT) ho?c ALT (SGPT)I o mQt sO Ugntr nhdn. Trong da s6 c6c trudng hQp, su ring ndy ld
nhAt thdi, nh6 vd kh6ng c6 triQu chung. Do d6, cAn kiem tra mQr ciich c6 trg ttrOng *...,
transaminase m6i 3 thiing, trong 12 thdng tl6u rli6u tri; ngung <li€u tri n6u mric ASAT vd
ALAT tang l6n hon 3 lAn cta mric binh thucrng hopc 100 IU.

Vi1m tlty ciip

Vi0m tpy cAp d6 tlugc b6o crlo d bQnh nhdn str dung fenofibrat. Edy ld 6nh hucrng truc ti6p
cria thu6c vd dugc coi ld thAt bai khi tliOu tri cho bQnh nhdn tdng triglycerid m6u n{ng, hoflc
m0t hiQn tugng thri c6p trung gian qua su hinh thdnh s6i ho4c cpn nhiy tlucrng mgt d6n d6n
tic nghOn 6ng mat chri.

HQ co

Tdn thuong tr€n co bao g6m ci trudng hqp ti0u co v6n r6t hiiim gflp da dugc b6o c6o d
nhirng bQnh nhdn dung c6c thu6c fibrat vd ciic thudc ha lipid kh6c. Ti le mic benh ndy tdng

trong ciic trudng hqp gi6m albumin huy6t vd suy thQn tru6c d6.

O bQnh nhdn c6 ytfu t6 nghi ngo bQnh co valho{c ti€u co vdn, bao g6m bQnh nhdn trOn 70

tu6i, ti0n sri b6n thdn ho{c gia dinh c6 r6i loan co bAp di truy6n, suy thdn, suy gi6p vd u6ng

rugu nhiiiu, c6 th6 c6 tdng nguy co bi ti6u ccv vdn. pOi vOi nhirng b0nh nhdn ndy, ciic lgi ich

vd nguy ccr cta liQu phrip fenofibrat gi6 <linh cAn dugc cdn nhic mQt ciich cAn th4n.

Bqnh v6 co n0n dugc xem xdt o nhtng bQnh nhdn c6 dau co lan t6a, cdng co hay ytiu co

valho[c tdng creatinin phosphokinase (CPK) (mric d0 vuqt quri 5 lAn so vdi mric binh

thuong).Trong nhftng truong hqp ndy, n6n dtng di6u tri bang fenofibrat..

Nguy co t6n thucrng co t[ng l6n n6u dung thu6c vdi mQt fibrat kh6c hoflc mQt ch6t fc ch6

men khir HMG-CoA (nhu statin), dic biet la trong trudng h-op bQnh nhdn c6 bQnh co bip tu
tru6c. Do d6, chi nOn k0 cl6ng thcvi fenofibrat vdi statin cho nhirng bQnh nhdn rtii lo4n lipid
milu nflng vd nguy co tim m4ch cao md trudc d6 chua tung b! benh vC co bip. LiQu ph6p k6t

hqp niy n0n clugc sri dgng thQn trgng vd cAn theo d6i ch{t chC c6c d6u hiQu cta t6n thucrng

c0.

Chtbc ndng thQn

Lipirate chting chi dinh o bQnh nhdn suy th4n nflng (mric lqc c6u thfln < 30 ml/phritll,l3
1.

m').

Sri dpng thpn trgng Lipirate cho bqnh nhdn suy th4n tu nhg dtin trung binh. NOn tli6u chinh

li6u cr bQnh nhdn c6 mric lgc cAu thfln tu 30 d6n 59 ml/phrit/1,73rn' 1*.* phAn LiAu lugng,

c6ch dung).
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Dung tli6u tr! vdi fenofibrat khi dQ thanh thii creatinin tdng > il},AULN (tr6n gi6i hpn binh
thuong)' N€n ki6m tra creatinin 3 th6ng sau khi Uit aAu ili6u tri fenofibrat va dinh kj,sau d6.

Luu !, itqc biQt vi tti ctwqc

Vien nang cring Lipirate c6 chria thdnh phAn tri dugc ld lactose monohydrat, vi v4y kh6ng sri
dung Lipirate cho nhtng bQnh nh6n bi b0nh di truydn hi6m g4p nhu kh6ng dung n4p
galcatose hay thitiu hut Lapp lactase hoac k6m h6p thu glucose - galactose.

SIJ DUNG THU6C CHO PHU NII CO THAI VA CHO CON BU

Phqt nib cti thai

Khdng c6 dt li6u v€ sri dgng thu6c tr6n php nt c6 thai, chi n6n dung thu6c n6u lqi ich vugt
tr6i so vdi nguy ccr.

PhEt nit cho con brt

Chua c6 dt liQu vO su bdi titlt cta fenofibrat valho{c chdt chuytin h6a cria n6 vdo sfta mg.
Do d6 kh6ng n6n sri dUng Lipirate cho php n[ dang cho con bri.

ANU HITONG CUA THUoC ION KHA NANG LAI xE, VAN HANH MAY MoC
Fenofibrat kh6ng 6nh hucrng hodc dnh huong kh6ng cLing kO tdi kha ndng liii xe vd v4n hdnh
m6y m6c.

TTIONG TAC, TT.rONG KY CUA THUOC

Twong tric thu6c

Rosuvastattn

Fenofibrat t<i5t trqp vdi rosuvastatin li6u 40 mg ldm t[ng nguy co bi ti6u co vdn.

Thudc chiing d6ng coumarin

Fenofibrat ldm tdng t6c dpng ctia c6c thu6c ch6ng d6ng nh6m duong u6ng, do d6 ldm tang

nguy co ch6y rniiu. CAn thpn trgng khi sri dpng clting thoi thu6c chdng d6ng ducrng u6ng vdi
fenofibrat. Li6u cta thu6c ch6ng d6ng n€n dugc gi6m khoing l/3 so vdi li€u ban dAu vd

di6u chinh dAn dAn dpa tr0n chi s6 INR. Theo d6i chi s6 WR thuong xuy6n trong qu6 trinh

tli€u tri ttit trqp vd sau khi ngtrng thu6c fenofibrat it nhAt 8 ngdy.

Thuiic uc chd mi6n dich

C6c thu6c ric chti mi6n dich nhu cyclosporin vi tacrolimus c6 th6 g6y dQc v6i th4n, ldm

giAm thanh thdi creatinin vd tdng creatinin huyi5t tuong. Vi c6c fibrat bao g6m Lipirate
dugc th6i trir chri y6u qua thQn do tlo c6 nguy co d6n cl6n suy gi6m chric ndng thQn. Nhtng
lgi ich vd nguy co cfia viQc sri dUng Lipirate cung thu6c irc ch6 mi6n dich vd c6c thu5c co

khA nlng gdy tlQc cho th4n cAn dugc cdn nhic cAn thfln, st dpng li0u thAp nh6t c6 hiQu qud

vir theo d6i chric ndng th4n.
/

Thudc gdn acid mQt V

4

\

4

https://trungtamthuoc.com/



cric thuisc gin acid mpt c6 thc gin vd ldm gi6m h6p thu cria cric lo4i thu5c dung cung. Dti
triinh nguy co ndy, bQnh nhdn ncn u6ng Lipi rate it nh6t lh tru6c ho4c 4-6h sau khi dung
thu5c gin acid mpt.

Chtit ilrc chd men khth HMG-CoA vdfibrat khdc

Nguy co t6n thucrng co nghiCm trgng trng l0n n6u fenofibrat duoc sri dr,rng d6ng thoi vdi
ch6t ric ch6 men kht HMG-CoA ho{c cric fibrat khric. LiQu phrip ktit hcr. p nay n6n sri dung
thpn trgng vd theo d6i ch4t ch6 ciic d6u hiQu t6n thucrng ccr 0 bQnh nh6n.

Cdc thudc chuy€n hda qua Cyp2Clg, Cyp2A6, Cyp2cg

Enzym cytochrom P450: Nghi6n cuu in vitro tr€n microsom gan ngudi cho th6y fenofibrat
vd acid fenofibric khdng ric ch6 CYP450, CYP3A4, Cyp2D6,Cyp2El ho4c Cyp lA2. C6c
thu6c ndy ftc ctr6 cypzClg vd CYP2A6 nhg vd ric ch6 Cypzcg nhg d6n trung binh cr n6ng
dQ iti€u tri. BQnh nhdn sri dung itdng thoi fenofibrat vd thu6c chuyiSn h6a qua CypzCIg,
CYP2A6, dac biOt la CYP2C9 c6 chi s5 oi6u tri hgp n€n duoc theo d6i c6n than vd di6u
chinh li6u khi cAn thitlt.

Cdc glitazon

Dd c6 brlo c6o v0 viQc giim HDL cholesterol khi sri dung tl6ng thoi fenofibrat vd c6c
glitazon. Nhtng b€nh nhdn sri dgng tl6ng thoi 2 liQu ph6p ndy cdn theo d6i HDL cholesterol
vd dtng mQt trong hai liQu ph6p ntlu lugng HDL cholesterol gi6m xu6ng qurl th6p.

Twong ky. crto thudc

Do kh6ng c6 dt liQu vr} tinh tucrng ky cia thu5c, kh6ng n6n trQn l6n thu6c ndy v6i thu6c
kh6c.

rAc DUNG KHONG MoNG MUON

N6i chung citc titc dUng khdng mong mu5n cta fenofibrat thudng nhg vd it g[p. Tric dgng

kh6ng mong mu6n dugc xi5p theo c6c nh6m cira tAn sO xu6t hiQn theo quy udc tAn s6

MedDRA:

n6t ptrO bii5n (ADR 2 1/10); ptrO Ui6n (l/10 >ADR> l/100); khdng ptrO UiCn (l/100> ADR >

l/1.000); hiilm gap (1/1.000 > ADR> l/10.000); r6t trii5m gflp (ADR< 1/10.000)
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Chua 16c(rH9

quan
PnO ni6n Khdng pho

bii!n

Hi6m gap hi6mnAt
gep

nOi lo4n

ti6u h6a

R6i loqn da ddy

hoqc ruQt (dau bgng,
.).
buon non, non mua,

ti6u chiy vd diy
hoi)

Vi€m tpy

Vi6m gan, s6in6i logn Transaminase
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gan - mat huytit

tlng
thanh mat

niii lo4n

mqch miu

Huytit kh6i
(thuyOn thc
ph6i, huytit

kh6i tinh
m4ch sdu)

niii lo4n

da vi md

mem

Phin ring m6n cim
tr0n da nhu phrit

ban, ngfa, mdy day,

phin fng nhpy cAm

vdi ilnh siing: ban

d6, mun nudc hodc

mAn nh6 tr6n phAn
' ., Ada ti0p xric vdi dnh

sdng mdt troi ho{c

tia UV nhdn tao

(ddn tt ngo4i)

Rpng toc

nOi lo4n

c0 xuong

kh6'p vir

cic m6

Ii0n kiit

Dau ccl lan

t6a, vi6m co,

co bip co thit
va yeu

Ti6u co vdn

nAi loqn

mrlu vi hQ

b4ch

huy6t

Gi6m

hemoglobi

n vd b4ch

cau

niii lopn

thAn kinh
Dau dAu

B0nh ve

thAn kinh

ngopi biOn

nOi lo4n

tai vir tai
trong

Chong mflt

ROi lo4n

hQ h6 hip,
.tlong ngHc

vir trung
th6t

Vi0m

ptr6i t<e
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nOi lo4n

thin vi hG

ti6t niQu

Tdng

creatinin

vd ure

huytit

thanh

C5c riii
lo4n

chung
MQt moi

Suy gidm

tinh duc

Th6ng biio ngay cho b6c s! hopc dugc s! nhiing phin ring c6 h4i gAp ph6i khi sri dUng

thu6c.

QUA LIEU vA xII TRi

Chua c6 trudng ho. p quii li6u dugc biio ciio. Chua c6 thu6c gi6i tlQc i14c hieu duqc bi(it d6n.

N{iu nghi ngd dung qu6 li6u, di0u tri triQu chftng vd thitit l6p c6c biQn ph6p h6 trq thich hgp,
gi6m siit c6c d6u hiQu quan trgng vd tinh trang l6m sdng. Fenofibrat vd acid fenofibric kh6ng
th6 lo4i b6 bing phucrng ph6p thAm t6ch.

DrIgc LrI. c HQC

Nhdm drqc ff: Thu6c ha lipid m6u (giim cholesterol vd triglycerid) thuQc nh6m fibrat.

Mii ATC: Cl0AB05.

Co chd tuic clqtng:

Fenofibrat ld d6n ch6t cta acid fibric c6 t6c dpng gi6m lipid o ngudi bing c6ch hoat h6a c6c

thU th6 sao ch6p peroxisom alpha (PPARo).

Th6ng qua sU ho4t hoa PPARo, fenofibrat ldm t[ng phdn giAi lipid vd lgc bo c6c phdn tri
gidu triglycerid gdy xo vfta tu huytlt tuong bang c6ch hoat h6a lipoprotein lipase vd gi6m

,i
sAn xudt apoprotein CIII. Ho4t h6a PPARo cflng lim t[ng sg t6ng hqp apoprotein AI vd AII.

Cdc titc dgng n6u tr€n cia fenofibrat trOn lipoprotein d6n <l6n ldm gi6m ti lQ lipoprotein ti

trgng r6t tfr6p vd th6p (VLDL vd LDL) c6 chta apoprotein B vd ldm t[ng ti 19 lipoprotein ti

trgng cao (HDL) c6 chira apoprotein AI vd AII.

Ngodi ra, th6ng qua sW di6u tii5t viQc t6ng h-o. p vi di h6a cira VLDL, fenofibrat lim tdng dQ

thanh thai LDL vd ldm gi6m ti le LDL nh6, tl4m d{c, tdng cao 0 lipoprotein xo vta - mQt

r6i loan thudng gap o nhtng bQnh nhdn co nguy co bi bqnh tim mach virnh.

Trong crlc thri nghiQm l6m sdng vdi fenofibrat, cholesterol todn phAn dI gi6m 20 - 25o ,

trigylcerid gi6m 40 - 50% vd HDL ting tir l0 - 30%.

Do c6 tric dQng tr6n LDL vd trigycerid n6n khi di€u tr! bing fenofibrat ld co lgi o nhtng

bEnh nh6n m6u nhi6m md co hoac khdng c6 t[ng triglycerid m5u, bao g6m bQnh nhdn m6u

nhi6m md thri c6p nhu benh d6i th6o duongtype2
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HiQn nay, chua c6 k{lt qun cta cdc thri nghiQm ldrn sdng ddi hpn, c6 ki€m sodt ili5 chring

minh hiQu qui cia fenofibrat trong phdng ngtra bi6n chring xcr vfta rlQng m4ch ti6n ph6t

hoflc thft ph6t.

SU tich tu cholesterol ngodi m4ch (gdn hoflc u vdng th€ ct) c6 thti gi6m d6ng k6 hoqc loai bo

hoirn todn khi di6u tri vdi fenofibrat.

BQnh nhdn c6 n6ng dQ fibrinogen cao thuong c6 ndng d0 Lp(a) cao, didu ff! vdi fenofibrat

nhQn thAy gi6m dring kl3 cric th6ng sti ndy. C6c d6u hiQu vi6m nhu protein phin tng C (CRP)

cfrng gi6m tl6ng kC khi cliOu tr!vdi fenofibrat.

Do t6c dgng tdng acid uric niQu, fenofibrat ldm gi6m n6ng dQ cria acid uric trong m6u

khoing 25% do vpy thu6c c6 ttlc dpng b6 sung d nhftng bQnh nhdn rlii loan lipid mriu ktit

hqp vdi tSng acid uric m6u.

Nghi0n cfu tr€n tlQng vAt vd trong mQt nghiOn cuu l6m sing, cho th6y fenofibrat c6 t6c

dpng ch6ng t<tit t6p tii5u cAu do c6m ring ADP, acid arachidonic vd epinerphrin.

DUqC DQNG HQC

Lipirate ld d4ng vi0n nang cring c6 chria 100 mg fenofibrat dpng bQt.

Fenofibrat li mQt ti0n ch6t cta acid fenofibric, trong co th6 fenofibrat b! thriy phdn li6n k6t

ester t4o thdnh acid fenofibric c6 hoat tinh sinh hgc.

HAp thuz

Fenofibrat h6p thu t6t qua duong ti€u h6a. N6ng d0 dinh trong huy6t tuong dat dugc trong

vdng 4 - 5 gicr sau khi u6ng. Ndng d0 ctia thu6c trong huyiSt ffong lu6n 6n ilinh khi dung

li6u li0n tuc.

Thric an ldm tdng h6p thu fenofibrat. Mric d0 h6p thu cria fenofibrat tdng khoing 35% khi

u6ng thu6c sau bfra 6n so vdi u6ng hic doi.

PhAn b|z

Acid fenofibric li6n ktit m4nh vdi albumin huytit tucrng (hon 99%) tr€n ci ngudi binh

thuong vd ngudi m6u nhi6m mO.

ChuyAn hda:

Sau khi u6ng, fenofibrat nhanh ch6ng bi thfry phdn bOi enzym esterase tao thinh ch6t

chuyi5n h6a co ho4t tinh - acid fenofibric. Kh6ng c6 fenofibrat d4ng kh6ng bitln OOi dugc

ph6t hiQn trong huytit tuong.

Acid fenofibric chri yliu ki5t hqp vdi acid glucuronic vd sau d6 bai ti6t qua nudc tii5u.

MQt luqng nh6 acid fenofibric dugc khri h6a nh6m carbonyl t4o thdnh chAt chuytin h6a

benzylhydrol sau d6 cfing ktit hqp v6i acid glucuronic vd bdi titit qua nudc ti6u.
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Sau khi h6p thu, fenofibrat dugc thii tru chri ytfu qua tludng nudc tii5u dudi dang c5c chAt

chuy,5n h6a, chri y6u ld acid fenofibric vd dpng li6n hqp v6i acid glucuronic cria n6. Hiu nhu
tdt ch c6c d4ng dugc th6i trir trong vdng 6 ngdy.

Thoi gian b6n thdi cria acid fenofibric ld 20 gio.

QUY CACH DONG GOr

Hgp 3, 5 vi x 10 vi0n nang ctng ho4c 4 vi x !2 vi6n nang cfng, kdm theo to hu6ng ddn sir

dung.

BAo QUAN

Noi kh6 m6t, triinh 6nh s6ng, nhiQt itQ dudi 3OoC.

HAN DUNG

36 th6ng te ttr ngdy sdn xu6t.

Kh6ng dung thui5c qu6 hpn sri dung ghi tr6n bao bi

TIEU CHUAN

TCCS.

$aohim Fharma

Sin xu6t b&i

coNc rY co PHAN DIIqC PHAM SAO KIM

KCN Quang Minh, M0 Linh, Hn NQi

DiQn tho4i: 0243.5841216 Fax: 0243.5840788
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