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Mau nhan MAXXFLAME-C
Vi 10 vién nang cirng
100% real size

Celecoxib 200mg

San xudt & Phan phél bai:
CONG TY CPDP AMPHARCO U.S.A
KK AMPHARCO US.A e

oxib 200mg Celecoxib
L) .
Pistributed by: g ” Sén xudt & Phin phéi bdi:, i
PJsC CONG TY CPDP AMPHARCO U,S
|5 A MK AMPHARCO U9 o - \
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AXXFLAME=C N
Celecoxib 200mg /
/i
Manufactured & Distributed by: /
AMPHARCO U.S.A PJSC

KK AMPHARCO LLS.A
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TO HUOGNG DAN SU DUNG THUOC
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MAXXFLAME®-C

Celecoxib 200 mg

THANH PHAN: M3i vién nang cimg chia:
Celecoxib.......covivirimnunrenrnrerrncrereesesenensesesssnns 200 mg
Ta duge: Lactose monohydrat, Povidon, Natri lauryl
sulfat, Natri croscarmellose, Magnesi stearat.

Ma ATC: M0IAHO]

TINH CHAT
Duwoge lwe hoe:

Celecoxib 1a mét thudc khang viém khéng steroid, co
cac tac dung didu tri khéng viém, giam dau, ha sét. Ccr
ché tac dung cua celecomb duoc coi la tre ché su tdn
ho‘p prostaglandin chi yéu thong qua tac dung Gc ché
isoenzym cyclooxygenase-2 (COX-2). Celecoxib
khong e ché 1soenzy1n cyclooxygenase-1 (COX-1)
v6i cac ndng do didu tri & nguoi.

Trong céc nghién ciru 1am sang trén ngudi tinh nguyén
khoe manh, dung celecoxib VOi liéu don dén 800 mg
va da lidu 600 mg hai lan mdi ngay cho dén 7 ngay
(cao hon liéu diéu tri duoc khuyen cao) khong co tac
dung lam gidm ngung tap ticu cau hay tang thoi gian
mau chay.

Duge dong hoc:

Hip thu: Celecoxib duge hap thu nhanh qua duong
tiéu héa sau khi uéng. Néng do dinh trong huyet tuong
ctia thude thuong dat ¢ 3 gio sau khi uéng. Ubng
thude lic doi, nong d6 dinh trong huyét tuong (Cinax)
va di¢n tich dudi duong cong (AUC) phu thude liéu
ding cho dén liéu 200 mg hai lan mdi ngay: & nhirng
liéu cao hon ty 1¢ tang tuong tmg cua Cpax va AUC it
hon. Cac nghién ciru vé sinh kha dung tuyét dbi chua
dugc thyc hign. Khi ding da liéu, nong do thudc &
trang thai 6n dinh trong huyet tuong dat duoc trong
vong 5 ngdy. Céc thong so duoe dong hoc cua
celecoxib & ngudi khoe manh dugc trinh bay & bang
sau:

Tém tiit thong s6 dwge dgng hoc ciia lidu don (200
mg) Celecoxib ¢ ngwoi khée manh'

Céc gia tri thong s6 duge dong hoc trung binh (%
CV)
€ s J |- tin hlél] Vss/F, CL/F,
ng/mL gio qua, L L/gio
gio
705 (38) 2.8 11,2(31) | 429 (34) | 27,7
37 (28)
' Nhing déi tuong ubng thuée luc doi (n=36, 19-52
tudi.)

CV: h¢ s6 bién thién

Ubng celecoxib véi thitc &n c6 nhiéu chat béo lam
cham thoi gian dat noéng do dinh trong huyét tuong
khoang 1 dén 2 gior va lam tang 10-20% di¢n tich dudi
dudng cong (AUC). Udng thude lic doi, & nhimg liéu
cao hon 200 mg, ty 1€ ting twong ting véi lidu dung cua
Ciax va AUC it hon duge cho la do d6 hoa tan cia
thuée trong moi trudng nude thap.

Phdn bo: O nhiing nguoi khée manh, celecoxib ga.n
két nhiéu voi protein (~97%) trong gioi han lteu diéu
tri. Cac nghién ciru in vitro cho thay celecoxib gin két
chii yéu véi albumin, va mot phan nhé hon, véi al-
acid glycoprotein. Thé tich phan bd biéu kién & trang
thai 6n dinh (Vss/F) khoang 400 lit, goi y thuoc phén
b6 nhiéu vao md. Celecoxib khong cé ai luc gan két
vOi hong cau.

Chuyén héa: Celecoxib chuyen hoa chi yeu qua trung
gian CYP2C9. Ba chét chuyén héa, chu yéu la chirc
rugu, dang acid carboxyhc tuong (mg va lién két véi
glucuronid ctia né, da duge xac dinh trong huyét tuong
cua nguoi. Cac chét chuyén héa nay khéng co hoat tinh
tic ché COX-1 hay COX-2.

Thai trir: Celecoxib duge thai trir chu yéu béi chuyén
hoa tai gan véi mot lugng nho (<3%) hoat chat khong
dm duge tim thay trong phén va nuéc tiéu. Sau khi
udng liéu don thube c6 gin dong vi phéng xa, khoang
57% liéu ding dugc thai trir qua phan va 27% qua

nuoc tleu Chat chuyen hoa chu yéu trong phan va i

nuée tiéu 1a chat chuyén héa acid car boxylic (73% liéu
ding) véi luwng nho glucuronid ciing cé trong nude
tiéu. Thoi gian ban huy hiéu qua trong huyét tuong cua
celecoxib sau khi udng lic doi la khoang 11 gid. Hé sb
thanh thai biéu kién trong huyét tuong (CL/F) khoang
500 ml/phut.

—énh nhdn cao wioi: O giai doan on dinh, nhimg ngudi
cao tuoi (trén 65 tudi) ¢6 nong do dinh trong huyét
tuong (Ciax) cao hon 40% va dién tich dudi duong
cong (AUC) cao hon 50% so véi nguoi tré. Noi chung
khong can chinh liéu & nguoi cao tudi. Tuy nhién, dbi
voi nhitng bénh nhén cao tudi cé trong lugng co thé
duoi 50 kg. nén khoi dau diéu tri voi liéu thap nhét
duoc khuyén cio.

Bénh nhdn suy gan: Nghién ctru dugc dong hoc trén
bénh nhan suy gan cho thdy AUC ciia celecoxib & giai
doan 6n dinh tang khodang 40% & bénh nhan suy gan
nhe (Child-Pugh nhém A) va 180% & bénh nhan suy
gan vira (Child-Pugh nhém B) so v6i nhém déi chimg
khoe manh.

Bénh nhan suy than: Trong mot nghién citru so sanh tai
moét thoi diém, AUC cua celecoxib ¢ bénh nhén suy
than man (D loc tiéu cau than (GFR) 35-60 mL/phat)
thap hon khoang 40% so véi bénh nhan c6 chire nang
than binh thudng. Tuong tu nhur cac thude khang viém
khong steroid khac, celecoxib khéng dugc khuyén
ding cho bénh nhén suy than ning.

CHI PINH:

MAXXFLAME®-C dugc chi dinh cho:

- Diéu tri triéu chirg thoai hda khaop.

- Dbiéu trj tri¢u chimg viém khép dang thfip.

- Piéu tr triéu chimg viém cot séng dinh khop.

- Dicu tri dau cap ¢ nguoi 16n, k& ca dau sau phau
thuat, nho rang. %

Diéu tri théng kinh nguyén phat.
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Diing liéu thdp nhat ma c6 hiéu qua trong thoi gian
ngén nht phu hop véi myc tiéu diéu tri cia ting bénh
nhéan.

Celecoxib, liéu ding 1én dén 200 mg hai 1dn mdi ngay,
c6 the ubng thude khong cn chii y dén bita an. Voi
nhitng liéu ding 50 hodc 100 mg/ lan, nén sir dung
dang bao ché ¢6 ham lugng thich hop.

Thodi héa xuong - khop: Liéu khuyén céo: 200
mg/ngay udng 1 lan hogc 100 mg, ngay 2 lan.

Viém khdp dang thdp & nguoi lon: Liéu khuyén céo:
100 - 200 mg/lan ngay uéng 2 ln.

Viém cot song dinh khdp: Liéu khuyén co 1a 200 mg
mét lan mdi ngay hozc chia lidu (hai 1in mai ngay).
Néu khong thdy hiéu qua sau 6 tudn, cé thé can thi
dung lidu 400 mg mdi ngay. Néu khéng thdy hiéu qua
sau 6 tuan ding lidu 400 mg mdi ngay, khong ¢6 kha
nang dap (g, nén thay ddi lwa chon didu trj.

Picu tri dau cdp va théng kinh nguyén phdt: Liéu
khuyén céo khéi diu 400 mg uéng 1 lan, tiép theo ¢6
thé udng thém 200 mg néu can trong ngay dau. Dé tiép
tuc giam dau trong nhiing ngay ké tiép, c6 thé cho liéu
200 mg ngay udng 2 1an, néu cén.

Suy gan: liéu khuyén cao hang ngay cua vién nang
celecoxib cho bénh nhan suy gan via (Child-Pugh
nhom B) nén giam khoang 50%. Khéng duge dung
celecoxib cho ngudi bénh suy gan nang.

Nguoi chuyén héa kém véi co chdit cua CYP2C9:
Nhimng bénh nhan da biét hoac nghi ngd chuyén hoa
kém véi co chat cia CYP2C9 dua trén di 1‘1‘11}'5:11 hoac
co tién si/ kinh nghi¢ém voi cic co chat khac cia
CYP2C9 nén than trong khi ding celecoxib do nguy co
tang tac dung phu phy thude liéu. Nén xem xét diéu tr
vGi mdt nira liéu dé nghi thap nhat.

CHONG CHIi PINH:

- Man cam véi celecoxib, aspirin hodc cac thude khang
viém khong steroid khdc hay qua man véi bit ky
thanh phan nao cua thude.

- Céc phan (g kiéu dj tmg v6i sulfonamid.

- Tién str bj hen, may day, hodc cac phan tng kiéu dj
ung sau khi ding aspirin hodic cac thuéc khang viém
khong steroid khac

- Diéu tri dau trude va sau phau thuat bac cau mach
vanh.

- Loét da day tién trién hoic chay mau tiéu hoa.

- Suy tim ndng, suy tim sung huyét (NYHA I1-1V).

- Suy thén néng (hé s thanh thai creatinin duéi 30
ml/phat).

- Suy gan nang.

TAC DUNG KHONG MONG MUON:

Théng tin vé tac dung khong mong muén tir céc thir
nghiém lam sang duoc ding 1am co s& dé xdc dinh céc
tac dung phuy lién quan dén viéc dung thude va cho ty 1€
udce chirng.
Thuwong gdap, (ADR > 2%)
Tiéu héa: dau bung, tiéu chay, kho tiéu, d?iy hoi, budn
non.

Toan than: dau lung, phii ngoai bién.

Than kinh: mat ngi, chéng mat, nhirc dau.

Ho hdp: viém hong, viém mii, viém xoang, nhiém
khuan dudng hé hap trén.

Da: phat ban.

It gdp (0,1% < ADR < 1,9%)

Tiéu hoa: tho bon, viém tai thira, kh6 nubt, ¢ hoi, viém
thue quan, viém da day, viém da day rudt, trao nguoc
da day thuc quan, bénh tri, thodt vi hoanh, tiéu phan
den, khé miéng, viém miéng, mot rin, non, chirc ning
gan bat thuong, SGOT, SGPT tang.

Tim mach: tang huyét ap nang hon, dau thét nguc, réi
loan mach vanh, nhéi mau co tim, dénh tréng nguc,
nhip tim nhanh.

Chung: dj timg nang hon, phan g di rng, dau nguc, u
nang budng tring, phu toan than, phu mit, mét moi,
sOt, nong bimg mat, cic triéu chimg giong cum, dau,
dau ngoai bién.

Than kinh: chudt rit & chan, ting truong lye, giam
cam giac, dau nira dau, di cam, chong miit.

Gide quan: diée, U tai.

Dinh diwtng & Chuyén héa: BUN tang, CPK ting cao,
tang cholesterol mau, ting dudng huyét, ha kali
mau, tang NPN, creatinin ting, phosphatase kiém
tang, tang can.

BUN: Blood Urea Nitrogen; CPK: Creatine PhosphoKinase; NPN:
Non Protein Nitrogen

Co xuomg: dau khop, hu khép, dau co, viém bao hoat
dich, viém gén.

Tém than: chan an, lo Au, ting thém an, trim cam,
cang thang, buén ng.

Huyét hoc: thiéu mau, bam mau, chay mau cam, ting
tiéu cau.

H6 hdp: viém phé quan, co thit phé quan, co thit phé
quan nang hon, ho, khé thé, viém thanh quan, viém
phoi

Da va cdc phan phy: rung téc, viém da, phan tmg anh
sang, nglra, phat ban hong ban, phét ban dét sin, réi
loan da, da kho, d6 moé hoi tang, ndi me day.

Tiét ni¢u: albumin ni¢u, viém bang quang, tidu kh,
tiéu mau, ticu nhiéu lan, soi than.

Hiém gp (ADR <0,1%)

Tim mach: ngit, suy tim sung huyét, rung thét, tic mach
phdi, tai bién mach mau ndo, hoai thu ngoai bién, viém
mach, huyet khoi tinh mach sau.

Tiéu héa: tic rudt, thun g rudt. xuat huyét tiéu héa, viém
dai trang xuat huyét, thing thuc quan, viém tuy, soi
mat.

Huyét hoc: giam luong tiéu cau.

Thdn kinh: mat diéu hoa, hoang tudng tur sat.

Then: suy than cap.

Thong bdo cho bdc si nhitng tic dung k ong mong

muon gdp phai khi st dung thuéc.
ANH HUONG TOI KHA NANG
HANH MAY MOC

AT XE VA VAN
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hay mét moi. Bénh nhén KHONG NEN lai xe hay st
dung may moéc néu ho cam thdy budn ngu, chong mat
sau khi u6ng thuée nay.

CANH BAO & THAN TRONG:

Dung celecoxib kéo dai ¢6 thé gay tdng nguy co cac
tai bién huyét khéi tim mach ning, nhdi méau co tim va
dot quy, c6 thé gay tir vong. Nén dung lidu thap nhét
¢6 hiéu qua trong thoi gian ngén nhét phtt hop véi muc
tiéu diéu tri bénh nhan.

Gibng nhu tét ca céc thuoc khang viém khéng steroid,
celecoxib c6 thé lam xuét hién bénh tang huyet ap moi
hodc 1am xau di tinh trang bénh tang huyét ap da co tur
trude, mot trong hai truong hop trén co thé gop phan
lam tang ty 1§ tai bién tim mach. Bénh nhan ding
thuée lgi tiéu thiazid hoic loi tiéu quai c6 thé dap Gng
kém vai céc liéu phap diéu trj nay khi ding chung véi
céc thudc khang viém khong steroid. Cac thube khang
viém khong steroid, bao gom celecoxib, nén duoc sir
dung thén trong & bénh nhan tang huyét ap.

U nu‘cfc va phi da duoc quan sit thay & mot sé bénh
nhan udng céc thude khang viém khong steroid, bao
gom celecoxib. Celecoxib nén duoc sir dung than
trong & nhitng bénh nhén bj giir nudc hogc suy tim.

Celecoxib nén duogc dung hét stc than trong trén
nhiing bénh nhén c6 tién sir loét hodic xuét huyét tiéu
héa trude do.

Bénh nhan ¢6 triéu chimg co ndng va/hodc thuce thé cho
thay r6i loan chire ndng gan, hodc & ngudi ¢6 xét nghié iem
gan bat thuong, nén dugc theo ddi can than dé tim bing
chimg cta sy xuét hién phan tmg gan ning hon trong khi
diéu trj voi celecoxib. Nén ngung dung celecoxib néu cac
tri¢u chimg co nang va thyc thé trén lam sang phu hop
vai bénh gan, hodc néu c6 cac biéu hién toan théan (vi du
nhu bach cau i toan, phat ban, v.v...).

Celecoxib khong dtrqc khuyen cao dung cho bénh nhan
bénh than tién trién. Néu phai diéu tri vai celecoxib, nén
theo ddi sat chirc nang than cia bénh nhan.

Celecoxib 1a mét sulfonamid va cé thé gay tac dung
phu nghiém trong trén da. Bénh nhén can dugc thong
bdo vé céc triéu chimg co ning va thuc thé cua céc
biéu hién nghiém trong ¢ da va nén ngung ding thude
khi thdy xuat hién phat ban trén da hodc bét cir tricu
chimg qua man nao khéc.

Chi dung than trong celecoxib & bénh nhi c¢6 biéu hién
toan than cia viém khop tudi thiéu nién (JRA) do
nguy co dong mau ndi mach lan toa.

Khong nén ding celecoxib cho bénh nhan bi hen
suyén nhay cam voi aspirin va nén ding than trong ¢
nhirng bénh nhén bi hen suyén tir trudr.

Vién nang cimg MAXXFLAME- C c6 chira lactose.
Nhirng bénh nhan c6 bénh di truyén hiém gap khong
dung nap galactose, thiéu lactase hodc kém hép thu
glucose-galactose khéng nén dung thude nay.

Thoi ky mang thai
Khéng dung celecoxib & 3 thang cudi cuia thai ky, bat

dau tir tudn thir 30 cua thai ky, vi né c6 thé gy dong
som cmg dong mach. Chua c6 cdc nghién ciru day du

ve celecoxib ¢ phu ni¥ mang thai. Chi nén ding
celecoxib cho phu nir mang thai khi lgi ich cao hon
nguy co 6 thé xay ra déi véi thai.

Thoi ky cho con bi

Celecoxib duoc tiét vao sira chudt vai ndng do trong
duong v6i néng db trong huyét tuong. Trén phu nit
cho con bt ding celecoxib ¢o rat it celecoxib trong
stra. Phy nir ding celecoxib khéng nén cho con bu.

TUONG TAC THUOC:

Chung: Chuyén hoa cta celecoxib chi yéu qua trung
gian cytochrom P450 (CYP) 2C9 trong gan. Phai than
trong khi dung dong thoi celecoxib véi cac thube ¢
tac dung trc ché CYP2C9. Tuong tac déng ké c6 thé
xay ra khi ding ddng thoi celecoxib véi cac thube cb
tac dung trc ché CYP2C9.

Cac nghién ctru In vitro cho thay, mic du celecoxib
khong phai la chat nén, nhung ciing la chit trc ché
CYP2D6. Vi véy, c6 tuong tac thubc in vivo véi che
thude duge chuyén héa bai CYP2DE.

Warfarin: Can theo doi cac tac dong khéng dong, dac
biét trong vai ngay dau sau khi bét diu hodc thay doi
liéu phap diéu tri voi celecoxib trén nhitng bénh nhan
dang dung warfarin hay cc chat tuong tu, vi nhirng
bénh nhan nay ¢6 nguy co bién chimg chay mau cao.

Li-ti: Can theo d&i chat ché nguoi bénh ding dong thoi
li-ti va celecoxib khi bdt diu hodc ngimg dung
celecoxib.

Aspirin: Mgc du c6 thé dung celecoxib cing véi liéu
thép aspirin, viéc s dung dong thoi aspirin véi -
celecoxib c6 thé din dén tang ty 1¢ loét duong tiéu hoa f
hodc cac bién chimg khac, so véi viée dung celecoxib

riéng ré. Vi khong c6 tic dung trén tiéu cau, celecoxib 1. 9

khong phai 1a chat thay thé aspirin trong du phong
bénh tim mach.

Thuéc ikc ché enzvim chuyén va cde chdt déi van
angmremm II: Céc béo céo cho thiy cac thude khang
viém khong steroid (ké ca celecoxib) c¢é thé lam giam
tac dung chong tang huyet ap cua cac thude trc ché
enzym chuyén va cac chat déi van angiotensin II.

O bénh nhan cao tudi, viéc giam thé tich mau (bao
gbm nhimg ngudi dang diéu tri loi neu) hay ¢6 ton
thuong chirc néng than, ding céc thuéc khang viém
khong steroid, ké ca cac chit tc ché chon loc COX-2,
chung v6i céc thude e ché enzym chuyén, c6 thé lam
suy giam chirc nang than, bao gom kha ning suy than
cap. Thuong bénh nhan sé trg lai tinh trang trude trj
liéu sau khi ngung didu trj cac thude khang viém
khéng steroid.

Fluconazol: Ding d6ng thoi celecoxib vai fluconazol
200 mg mét lan m&i ngay co thé din dén ting gap doi
ndng d6 celecoxib trong huyét tuong, Tuorng tac duogce
dong hoc nay do fluconazol e ché chuyen hoa
celecoxib qua isoenzym P450 2C9. Nén bit dau diéu
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tri celecoxib véi liéu khuyén dung thap nh
bénh dung fluconazol ddng thoi.

t & nguoi

Thuée lpi tiéu Furosemid: Céc th
steroid c6 thé lam giam tac dy
niéu cua furosemid va thiazid

g viém khéng
ng ba: tiét natri
mét s& bénh nhan.
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o than.

Trdnh dimg celecoxib chung voi bat ky lieu dimg néo ciia
rhzgffc khang viém khéng steroid khong phai aspirin do co
thé lam ting nguy co tac dung phu.

Ding celecoxib chung vdi cdc rhy(fc khang acid co chira
nhom va magnesi lam giam nong do celecoxib trong
huyét trong v&i Cax giam 37% va AUC giam 10%.

QUA LIEU:

Chua ghi nhan qua liéu celecoxib trong subt céc thir
nghiém lam sang. Liéu dung lén déen 2400 mg/ngay dén
10 ngay trén 12 bénh nhan khéng gdy ra doc tinh
nghiém trong. Cac tri€u chimg qua licu cdc thude khang
viém khéng steroid cap tinh cé thé giy ngu lim, ngu lo
mo, budn non, ndn, va dau ving thuong vi; cac bicu
hlcn nay thuong phyc hdi voi vige diéu tri nng d5. Co
the xay ra xuét huyet tiéu hoa. Téng huyét ap, suy than
cép, (rc ché hé hap va hon mé c6 thé xay ra nhung hiém
hon. Cac phan g kiéu phan vé da dugc ghi nhan véi
lidu didu trj cua thude khang viém khéng steroid va co
thé xay ra khi qua liéu.

Bleu tr; qué lidu thubc khang viém khoéng steroid bao

gom diéu trj triéu ching va nang do; khong c6 thube
giai doc dac hiéu.

Khong biét celecoxib ¢ loai duge bang tham tach mau
hay khong. nhung dua trén ty 1€ thude gin vao protein
cao (> 97%), loc mau khong co6 ich trong trudong hop
qué lidu.

Trong 4 gid du sau ding qué lidu, liéu phap giy nén
va/hodc cho than hoat (60 — 100 g cho nguoi lon, hoac
| dén 2 g/kg cho tré em), va/hoac thudc tay thdm thau
¢6 thé c6 ich doi voi nhitng ngudi bénh da c6 biéu hién
bénh 1y hodc da udng mot lugng thude qua lon. Cac
bién phap bai niéu cudng b, kiém héa nudc tiéu,
tham tach mau, hodc truyén mau cé thé khong co6 hiéu
qua do ty 1& thude gén vao protein cao.

BAO QUAN: O nhiét d6 dudi 30°C. Tranh anh sang
truc tiép va noi am uét.

TRINH BAY:

Vi 10 vién nang cling.

Hop: 1 vi/tdi nhom/hop, 3 vi/tai nhdm/hop va 10 vi/thi
nhom/hop.

Hodac hop: 1 vi/hdp, 3 vi/hdp va 10 vi‘hop
HAN DUNG: 36 thang ké tir ngay san xuét.

Dé xa tam tay tré em
Doc ky huwdng dén sir dung truwée khi ding
Néu cin n'rem théng tin, xin héi y kién ﬂmy thube
Thubc nay chi ding theo don ciia bdc st y

San xuat va phan phoi bai:

CONG TY CO PHAN DUQC PHAM AMPHARCO U.S.A ;
Khu Cong Nghiép Nhon Trach 3, Xa Hiép Phudc, Huyén Nhon Trach, Tinh B 1.

DT: 0613-566205 Fax: 0613-566203

TUQ.CUC TRUONG
P.TRUGNG PHONG
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