https://trungtamthuoc.com/

R, Thuoc nay chi dimg theo don thuoc

DIFENTAB 20

Baclofen 20 mg

Dé xa tim tay trée em
Doc ky lurong dan s dung triede khi diang
1. Thanh phan cong thire thuoc:

MGdi vién nén chira:
- Thanh phun dueoe chat: Baclofen.. T .. 20,00 mg.
- Thanh phan ta diwge: Lactose munohydrat natri St"il'Ch glvcuhl pol\unj,l pirrolidon (PVP)
K30, magnu.l stearat. colloidal silicon dioxyd (aerosil).
2. Dang bao ché: Vién nén.
3. Chi dinh:
Baclofen dlr(J’(. ding dé giam co cing co chu dong do cic roi loan nhu da xo clng. cic ton
thuong ¢ot song khac (vi du nhu cée khdi u o ot song. rong tay soéng, bénh vé thin kinh vén
dong, viém tuy ngang, chin thuong mot phan ¢t sdng).
Baclofen ciing duge chi dinh & ngudi 16n va tré em dé giam co cimg co chi déng do tai bién
mach mau ndo. bai ndo, viém mang ndo, chan thuong so nio.
Danh gia tinh trang bénh nhan 1a vi¢e quan trong khi bat dau diéu tri véi baclofen. Thude mang
lai nhleu lgi ich doi vai ngudi bénh bi co cimg co gy can tro cac hoat dong cua co 1hu va/ hoac
khi tién hanh vat IV tr li¢u. Khong nén bit ddu v i¢c diéu tri khi tinh trang co cimg chua on dinh.
Tre em
Baulnfen duge chi dinh & tré em tir 0-18 tudi dé diéu tri cac tricu chirng Ccua o eung co co ngudn
gbe xudt phat tir ndo, dic biét la do bai ndo ¢ tr¢ em. ciing nhu 1 sau tai bién mach mau nio hoic
do ¢6 khdi u ¢ ndo hodc do thoai héa nio.
Baclofen ciing duge chi dinh dé diéu tri cac triéu chimg co cimg co xay ra trong cde bénh cot
song do nhiém khuan, thodi hoa. chin thuong, khm u, hofic trong cic bénh cot sdng khong r6
nguyén nhan nhu da xo cimg, liét co cing tuy song. hoi chimg xo cimg teo co mot bén, rong tay
song, viém tuy ngang, li¢t nhe hodc ligt hai chan do chan thuong tay sdng. va dé ép ot sdng.
4. Liéu lwgng va cach ding:
Liéu ding:
Trude khi bat dau diéu tri vai baclofen, cin phai ¢é danh gia thye 1€ vé mirc do cai thién lam
sang 1ong thé ma ngudi bénh duge du dodn 13 sé dat dugrc. Cén phai diéu chinh liéu dang cin
than (dac bi¢t 1a trén ngudi gia) cho dén khi nguoi bénh on dinh. Néu bit diu vdi mirc lidu qua
cao hodc tang liéu qua nhanh ¢6 thé lam \u.lt hién cac tac dung khong mong mudn. Diéu nay dic
bigt ¢d lién quan trén nhitng nguoi bénh can phai di lai dé giam yeu co ¢ cac chi khdng bi anh
huong hode & bo phan nhd ¢ su hd tro cua co cimg co.
Sau khi da st dung t6i mic licu ding toi da dugc Lhu»ul cdo ma hi¢u qua cua li¢u phdp diéu tri
van khong xuat hién trong vong 6 tuan thi cin phai quyét dinh xem liéu ¢6 nén tiép tue didu tri
vii baclofen ntra hay khong.
Ludn phai ngimg dicu trj mot cach tir tir b'mn cach giam dan liéu dung trong khoang thoi gian tir
I-2 tuan, ngoai trir cac trudng hop khédn cép lién quan t6i qua liéu hodc do gap cac tac dung
khong mong mutn nghiém trong.
Ngueai lom
Nén bt dau diéu tri voi mue liéu 15 mg/ngay. va 1ot nhat 1a nén chia lidu. Ché do tang licu tir tir
duge dé nghi nhu sau, nhung nén di¢u chinh cho phit hop véi véu ciu cua trng ngudi bénh:
+ 3 ngay ddu mg x 3 ]an;m,a\
+ 3 ngay llt,p theo: 10 mgx 3 I'mfm,a\,
3 ngay tlcp theo do: 15 mg x 3 lanfngd\
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+ 3 ngay sau dé: 20 mg x 3 lan/ngay.

Thong t%}ufmg cac triéu chirng d‘ﬁ dugc kiém soat thich dang vai mace licu 1én téi 60 mg/ngay.
nhung can phai thuong xuyén diéu chinh liéu dé dap tmg yéu cau cua timg ngudi bénh. Néu can
¢6 thé tang dan lu,u dung nhung khong, nén vuot qua mirc lidu dung t6i da 100 mg/ngay. trir khi
nguol bénh dang ndm trong bénh vién va c6 su giam sat chit ché cua nhin vién y €.

Trong mét s6 truomg hop, mue Iicu ¢d khoang céch dua litu ngan duge chimg minh la 1ot hon
mire liéu ¢ khoang cich dua liéu dai. Va mat s0 ngudi bénh ciing huong loi wr vige su dung
baclofen vao budi t6i dé chdng co cilng co bap Tuwong tu, nén dang thude khoang 1 gidr trude
khi thuc hién cac hoat dong nhu gidt do, thay dé. cao rau. lam vat ly tri lidu, thuong s& gitp cai
thién kha nang di chuyén.

Nguwoi gia

Ngum gia thuong nhay cam vai cdc tac dung khong mong mudn ciia thude hon, dac biét la khi
méi bit dau diéu tri voi baclofen. Do dé nén ding mure liéu thap khi mai bt dau didu tri, liéu
diing sé duoc diéu chinh tir tir theo dap tmg cta ngudi bénh dudi s giam sat chit ché cua nhan
vién y té. Chua c6 bing chimg vé mue licu téi da trung binh duge st dung & ngudi gia khac voi
nguoi tre.

Suy than

O nhimg nguai bénh suy than hoac phai chay than nhéin tao thudmg xuyén, thi nén lya chon mic
liéu thap nhat ¢ higu qua (vi du: mirc lidu khoang 5 mg/ngay).

Chi sir dung baclofen cho nguai bénh suy than giai doan cudi (GFR < 15 ml/phat) khi lgi ich ma
thude mang lai cho ngudi bénh Ion hon cic nguy co ¢6 the xay ra. Nhimg ngudi bénh nay phai
dugc theo doi chat ché dé chuan doan kip thoi céc triéu chimg vivhodc cac dau hiéu cua ngod doc
sém (vi du: budn ngu. tho o).

Suy gan

Chura co nghién ciru nao duge thue hién trén ngudi bénh suy gan duge sir dung baclofen. Gan
klwng dong vai tro quan trong trong qua trinh chuyén hoa baclofen sau ]\hl thude duge ubng vao

co thé. Tuy nhién baclofen ¢ thé lam tang cic enzym & gan. do d6 can than trong khi ké don E
baclofen cho ngmn bénh suy gan. 3
Nguoi bénh co tinh trang co cieng co ¢6 nqmm goc xuat phat tir nao 1,1
Cac tdc dung khong mong muon cia nhu.u kha nang xay ra trén nhom ngudi bénh nay. Do do co
nén can phai than trong khi dua ra ch-.. dé liéu ding cho nhitng nguoi bénh nay va phai co su PHA
gidm sat thich hgp caa nhan vién y té.

Tre em "y
Thuong bit dau diéu tri & mic |ILLI rét ‘Lhap (tuong tng voi khoang 0.3 mg/kg/ngay). chia thanh 2 =

-4 llcu (1ot nhat la chia lam 4 liéu). Cin lhan trong khi tang liéu dunu khoang thoi gian tang lu,u
la 1 tudn, cho dén khi ddp tmg du nhu cau cua timg bénh nhi. Liéu duy tri thudng la tir 0.75 —
mg/kg/ngay. Iong lidu diing khéng duge vuot qua mire lidu i da 40 mg/ngay doi vai tré em
dudi 8 twéi. PSi vai tre em trén 8 tudi ¢o thé st dung mire lidu ding tdi da 60 mg/ ‘ngay.
DIFENTAB 20 khéong thich hop dé str dung cho tré em ¢6 ¢in ning dudi 33 kg.
Cach ding:
Nén dung DIFENTARB 20 trong bira an ciing voi mot it nude,
5. Chéng chi dinh:
Khéng ding baclofen dbi vdi nguoi bénh:

- Qua man vai baclofen hodc bit et thanh phan nao cua thude.

- Loét da day.
6. Canh bao va thin trong:
Cdc roi loan trén hé than kinh va tam than
Cac roi loan tam than nhu 1a tim than phan liét. r6i loan trdm cam hoac hung phan. trang thi lan
hogc bénh Parkinson co thé bi nghiém trong thém khi diéu trj véi baclofen. Nhimg ngudi bénh bi
cdc bénh ly nay thi can phai than trong khi diéu tri véi baclofen va phai duoc theo dai chat ché.
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Dong kinh

Baclofen ciing ¢6 thé lam nang thém tinh trang bénh dong kinh nhung c6 thé duge sie dung néu

¢6 sy gidm sat thich hop va duy tri li¢u phap chong co giat day du.

Khace

Can dic biét than trong khi sir dung baclofen cho ngudi bénh da tirng diéu tri vdi thude chong

tang huyét ap.

Nén thin trong khi st dung baclofen cho ngui bénh bi tai bién mach mau ndo hodc suy hd hip

hodc suy gan.

Do nguy co gap cic tac dung khong mong 111u0n cao hon o ngudi gia va nguai bénh bi co cung

co ngucm gde xudt phat tir ndo. do dé nén cin than trong khi dua ra ché do lidu dung cho céc doi

Lrong nay.

Suy thdn

Cic dau hi¢u qua lidu da dugc thiy o ngudi bénh suy than dang st dung baclofen & mire liu trén
5 mg/ngay. Can than trong khi s dun;_, baclofen cho ngudi bénh suy thin va chi nén su dung

lhuuc cho nbum bénh bj suy than giai doan cudi (GFR < 15 ml/phit) khi loi ich ma thude mang

lai lén hon cac nguy co c6 thé xay ra. Céc diu hiéu va triéu chimg trén than kinh do dung thude

qua liéu bao gbm céc biéu hién lam sang cua bénh ndo ngd doc (vi du: 1a 1an, mat phurong

hudng. budn ngu va glam v thire) da duge Iha\ & ngudi bénh suy than dang su dung baclofen vi

mire liéu trén 5 mg/ngay. Nén theo ddi chiit ché nguoi bénh suy than dé chan doan kip thoi cac

tri¢u chimg cua ngd doc som.

Cac truong hgp ngd doc baclofen da dugc bao cao o ngudi bénh suy than o..ap

Can dac biét than trong khi sur dung phai hop baclofen vai cic thude ¢6 thé anh huong dang ké

t&i chire nang than. Nén theo ddi cht ché chie ndng than va dicu chinh liéu ding hang ngay dé

tranh xay ra ngd doc baclofen.

Bén canh viéc ngimg diéu tri thi loc mau kip thoi ¢o thé duoc xem la mot phuong phép diéu tri

thay thé & nguoi beénh bi ngd doc baclofen ning. Loc mau ¢é hi¢u qua trong viée loai bo baclofen

ra khoi co thé. lam giam cde tri¢u chimg qua lieu va gitip ngudi bénh nhanh héi phuc.

Cde réi loan dwong tiét niéu

Trong thoi gzdn diéu tri véi baclofen. cac rdi loan than kinh gdy anh huong téi viée lam rong

bang quang ¢6 thé dugc cai thi¢n. Nhimg nguoi bénh bj tang truong lue co vong tir trude ¢o thé

bi bi tiéu cap tinh va can than trong khi sur dung thude & nguai bénh nay.

Ngieng thuoc dot ngot

Ludn phai ngimg mot cach tir ur bang cach giam dan liéu ding trong khoang thoi gian wr 1-2

tudn (trir khi \a\ ra cac tac dung khong mong mudn). Trang thai lo du va 10 1an (trang thai dong

kinh lién we), roi loan van dong, nhip tim nhanh. tang than nhiét. tiéu co van, lam nang thém

tinh trang co cung tam thoi tre 1a bénh bi nang hon sau khi dun;: thude da duge bao cdo khi

nglng baclofen dot ngot, dac biét la sau khi si dung thudc dai ngay.

Co giat & tr¢ so sinh da dugce bido cdo sau khi tiép xuc vai baclofen trong tir cung.

Cac xét nghiém can lam sang

Tang enzym aspartate aminotransferase, alkaline phosphatase. ting nong dé glucose trong huyét

thanh da duge bao cdo nhung hiém gap. Cén thuc hién cac xét ns,hum can lam sang thich hop

trén ngudi bénh mac bénh gan hodc bénh dai thao duémg dé dam bao rang thude khong lam cho

cac bénh 1y nay nédng thém.

Tir thé va can bang

Can thn trong khi sir dung baclofen & nhimg ngudi bénh cin ¢6 sy co cimg dé duy tri tr thé

dlng va cdn bang trong van dong.

Tré em

Han ché dir liéu lam sang trong viéc sir dung baclofen & tre em dudi 1 tuoi. Chi sir dung thude o

nhém ngudi bénh nay khi di can nhéc can than giva loi ich va nguy co c6 thé Xay ra.

Ta diwegre
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Thube ¢o chira ta duoc lactose. nén nhirg ngudi bénh gip cac van dé di truyén hiém gip vé viée
dung nap galactose. ching thi¢u hut lactose Lapp hoac roi loan hflp thu glucose — galactose
khong nén sir dung thude nay.

Sir dung thude cho phu ni ¢6 thai va cho con bi

St dung thuoc cho phu nit ¢6 thai

Khéng 6 nghién ctru day du va cé kiém chiing vé st dung baclofen o phu nir mang thai. nén chi
str dyng thude nay khi lgi ich thu duge hon han nguy co ¢6 thé xay ra dbi véi thai.

Ste dung thuéc cho phu nit cho con bii

Baclofen dugc phan bé trong sira ngudi sau khi uéng. Phu nir diing baclofen khéng nén cho con
bu.

7. Anh hm:rng ciia thude 1én khi niing lai xe, vin hanh may moe

Baclofen c6 thé lam giam kha nang thuc hién cac hoat déng cin sur tinh tao nhu vén hanh may
moc hodac lai xe.

8. Twong tic, twong ky, ciia thude |

Rugu va céc thude e ché hé TKTW ¢6 thé lam tang cac tac dung trén TKTW cua baclofen nén
phai tranh dung.

Triéu chung tang vén dong tdng néng thém ¢ ngudi bénh dang lithi,

C6 thé c6 ting su véu cor néu ding baclofen cho ngudi bénh dang diung thube chong trim cam ba
vong va ¢ thé co tdnh tac dung ha huyét ap néu ding baclofen cho nguai bénh dang diing thude
chéng ting huyct ap.

Ibuprofen va cac lhuoc khac gay suy than cé thé lam giam sy bai tiét baclofen din dén doc tinh.
Tuwong ky cia thuoe

Do khéng ¢6 cac nghién ctiu vé tinh tuong ky cua thude, khong trén 1an thude niy voi cae thude
khac.

9. Tic dung khéng mong mubn ciia thude (ADR):

Thiong gap, ADR = 1/100

TKTW: Ngu ga, chéng mat. clmang vang, roi loan tdm than, mat ngu, n6i liu nhiu, mat diéu hoa.
giam truong luc, mét moi, la ldn. nhirc dau,

Than kinh — co: Yéu co — dau co. "
Tim mach: Giam huyét ap. AN
Da: Ban. d|
Tiéu héa: Budn nén, tao bon.

Sinh duc - tiét niéu: Pa nicu. -‘)7:'
It gap, 1/1 000 < ADR < 1/100 (gioi han o eae ADR quan trong hoge de doa su srmg*! -

Dau ngue, kho tho. dai kho, dai dam, dai ra mau. liét duong. khong ¢é kha nang xudt tinh, tiéu
tién dém, danh trong nguc, ngat, bi tiéu tién; phan (mg cai thude da xay ra khi ngimg thude dot
ngot.

Hiém gap. ADR < 1/1 000

Ha than nhiét.

Cac ADR khéc: Sang khoal, ao giac, tram cam, U tai. co gidt. di cam, mi¢ng kho, thay doi vi giac,
non, tiéu chay, rung gidt nhan cau run. roi loan thi gidc. nglra, ting ra mo héi, e ché hé hap
hodc tim mach. thay doi céc tri s6 chire nang gan. ting nghich 1¥ co cung.

Huwong din cich xi tri ADR

Néu ADR xay ra, ¢6 thé lam giam bing cich giam liéu ding va tién hanh diéu tri tricu chimg,

10. Qua liéu va cich xir tri:

Triéu chimg:

Cac dic diém dé thay khi sir dung thude qua lidu 14 cde dau hidu cua suy giam hé Lhdn kinh trung
wong: Budn ngu, giam y thirc, suy ho hap hon mé. Cace tac dung khdng mong mudn ciing ¢6 the
xay ra 1a: La lan, ao gidc. kich dong. r6i loan diéu tiét cua thuy tinh thé. ¢ giam phan xa dong tu.
tang truong lwe co toan than, gidt rung co, giam phan xa hoac mat phan xa. co giat, dién ndo do
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bat thudmg, gidn mach méu ngoai vi, ha huyét ap hodc tang huyét ap. nhip tim chdm, nhip tim
nhanh hodc roi loan nhip tim. ha than nhiét. buon nén. non. tiéu chay. tang tiét nude bot. tang cac
enzym gan. tang gia tri SGOT va AP. tiéu co van. Ngudi bénh suy than ¢ thé xuat hién dau hiéu
qua liéu & mire liéu thap hon.

Céc triéu chimg qua liéu trén hé than kinh ¢6 bi nang hon khi thude dwoc sir dung dong thoi véi
cac chat hoac cac thude tac dong 1én hé than kinh trung vong (vi du: ruou, diazepam. thude
chong tram cam ba vong).

X tri:

Chua ¢6 thude giai doc dac hi¢u.

Cén ¢6 cdc phuong phap diéu tri hd tro va diéu tri triu chimg cho cdc triéu chimg nhur la ting
hu\el ap, ha huyét ap, co gidt, suy ho hdp va suy tim.

Logi bo thudc ra khoi duomg tiéu hoa (gay non, xic rira da day. nhung nguoi bénh hén mé thi
phai dat khi quan cho ny.rm bénh trude khi xic rira da day), udng than ht)dl tinh. néu can thiét ¢o
thé sir dung thém cac mudi nhuan trang, trong truong hop suy ho hip thi phai thue hi¢n ho |'idp
nhén tao. Vi thude duge bai tiét chi yvéu qua than. do do nén cho ngudi bénh udng that nhiéu
nude va co thé ding thém thude lgi tiéu. Loc mau (mot cach dot xudt) ¢6 thé ¢6 loi ddi voi nguoi
bénh suy than bi ngd doc ning.

11. Pic tinh duge lwe hgc

Nhom dugce 1v: Thubc chong co that gay dau cdt song, ma ATC: MO3B X01.

Baclofen la mot thude trong tu acid alpha-aminobutyric. ¢6 tac dung gian co van. Baclofen lam
giam lan S0 va bi¢n d¢ cua co that co & ngudi bénh cb ton thuong tuy song. Thude co tac dung
chi yéu trén tiy song, ngin can giai phong cac chit ddn truyén thin kinh. kich thich va (e ché
cac phan xa don synap bang cach phong bé dan truyén kich thich o synap. Do baclofen chira ca
GABA va phenylethylamin nén thuoc hoat héa mot trong cac chit dan lru\en than kinh trc ché
dé. Ding lidu cao baclofen gdy (e ché hé than kinh trung vong (budn ngu, mal diéu hoa. trc ché
ho hdp v tim mach) nén thude duoc coi la ¢o tae dung ¢ cac vi tri trén tay snng
12. Dic tinh dwge dong hoc
h’up thu: Thubc hép thu nhanh va gan nhu hoan toan tir duong tiéu hoa nhung thay dm nhiéu
gilra cde ngudi bénh, Thude hap thu qua dudmg tiéu hoa ¢ giam khi tang licu. l\unu dé thude trong
huyét thanh ¢ tac dung diéu tri dao dong tir 80 — 395 nanogam/ml. Sau khi unm_ 40 mg baclofen
O nguoi khoe manh, nong do dinh trong mau 500 - 600 nanogam/ml dat duoc trong vong 2 gio
va nong do duy tri trén 200 nanogam/ml trong § gic. Thude ubng co thé khong tac dunu ngay. co
thé tac dung sau vai gio cho den vii tuan.

Phan bo: O dong vat, sau khi uéng. baclofen phan b rong rai khap co thé. nhung chi mot luong
rat nho qua hang rao mau nao.

D@ liéu han ché cho thiay co dé chénh léch gitra nong do thude o ving thit lung va bé nio
khoang 4:1 doc theo truc than kinh trong khi truyén baclofen. D chénh Iéch nay khong bi anh
hudng do tur thé ngudi bénh.

Baclofen qua nhau thai. Baclofen vao sira me sau khi udng. nhung chura biét thude ¢o vio sira me¢
khong khi truyén vao mang ndo tiy. O néng do trong mau 10 — 300 nanogam/ml, 30% baclofen
£dn vao protein huyét tuong. _

Chuyén hoa: Chi khoang 15% licu duge chuyén héa & gan. chit yéu do khir amin.

Thai trie: Nura doi thai wrir: 2.5 - 4 gio. Baclofen Iwu nhu dao thai hoan toan trong vong 72 gic
sau khi uong: 70 — 80% thude dao thai qua nude tiéu dudi dang chdt chuyén hoa. Phin con lai
qua phan.

Ngueai gia: Duge dong hoce cua baclofen o nguoi gia twong twr nhu o ngudi bénh dudi 65 tudi.
Sau khi dung mét liéu don, thude duge dao thai cham hon & ngudi gia nhung sy tiép xic toan
than véi thude thi twong ty nhu & ngudi [6n dudi 65 tudi. Ngoai suy tir nhimg két qua nay Ién
viée diéu tri da liéu cho thay khong ¢ su khac biét dang ké v¢& duge dong hoc gitra ngudai bénh
dudi 65 tudi va ngudi bénh cao tudi.
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Tré em: Sau khi ding liéu 2,5 mg baclofen & tré em tir 2-12 wi. Cpa 13 62.8 + 28.7 nanogram/
ml va Ty nam trong Khoang 0,95-2 gi&. B9 thanh thai huyét trong trung binh la 315.9 ml/gio/
kg, thé tich phan bo 12 2,58 I/kg. va thoi gian ban thai la 5,10 gio.

Suy gan: Khong ¢6 dir li¢u duoe dong hoc o nbm:n bénh suy gan sau khi dung baclofen. Tuy
nhién do gan khong dong vai tro quan trong trong viéc phan bo baclofen. va ¢ kha nang la duge
dong hoc cua thude khong bi thay déi dang k¢ ve mat lam sang ¢ ngudi bénh suy gan,

Suy than: Khong c6 nghién ciru duge dong hoc trén lam sang ¢6 kiém sodt & ngudi bénh suy than
sau khi dung baclofen. Baclofen cha yeéu duge dao thai qua than dudi dang khong déi. Cac dir
lidu vé nong dé thude trong huyét trong thu duoc & nir gigi phai chay than nhan tao thuong
xuyén hodc bi suy thin con bu di thay giam ding ké d¢ thanh thai va tang thoi gian ban huy caa
baclofen & nhimg ngudi bénh nay. Vigc diéu chinh liéu dung cua baclofen o ngudi bénh suy than
nén duge xem x¢ét dya theo nong do thude trong mdu, va loc mau Kip thoi 1a phuong phap hi¢u
qua dé loai bo lugng baclofen du thira trong mau.

13. Qu\ cach dong goi: Vi 10 vién. Hop 3 vi: 5 vi va 10 vi. Chai 50 vién. 100 vién va 200 vién,
14. Diéu kién bao quan Bao quan thude o noi kho, thoang, nhi¢t d¢ duai 30C, tranh anh sang.
15. Han ding ciia thube: 36 thang ké tir ngay san xudt.

16. Tiéu chuin chit lwgng ciia thude: Tiéu chuin co so.

Tén, dia chi cia co sé san xuit:
CONG TY CO PHAN US PHARMA USA
LoBI - 10, Duong D2, Khu cong nghiép Tay Bic Cu C ht -~ TP. H6 Chi Minh — Viét Nam.
Mopi thic mdc va thong tin chi tiét, xin lién hé sé dién thoai 028-37908860
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