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HUONG DAN SU DUNG THUOC

1. Tén thude: MUSLUFEN S 200/5

2. Cac diu hiéu lwu y va khuyén cdo khi ding thudc:
“Lic ky trude khi dung”

“Pé xa tAm tay tré em”

“Poc ky hudng dan str dung trudce khi dung”

3. Thanh phan cong thirc thude: Hon dich udng chira:
/i hanh phan dm:fc chat: Ibuprofen 4% (W/v)

carboxymethyl cellulose kolliphor P407 mpagm nipasol, sucralose, glyce R
dung dich huorng cam, ethanol 96%, nudc tinh khiét.

4. Dang bao ché: Hon dich uéng.

M6 ta: Ché phdm mau vang, mui thom, vi ngot.

5. Chi dinh:

Tré em dudi 12 tudi:

Bénh thé‘ip khép hoic dau co, nhirc du, dau rang, sot (bao gém ca s6t sau tiém chung), triéu
chirng cam lanh va cum.

Ngudi 16n va tré em trén 12 tudi:

Bénh thap khop hodc dau co, dau do viém khép khong nghiém trong, dau lung, dau than
kinh, dau nira dau, dau dau, dau rang, dau bung kinh, sét, triéu chirng cam lanh va cim.

6. Cich ding, liéu _dung:

* Cdch ding: Thudc dung dudng udng va chi st dung trong diéu tri ngén han.

* Liéu (hmg

bé glam thiéu nguy co xudt hién bién co bat lgi, can sir dung ibuprofen & lidu hang ngay
thap nhét c6 hiéu qua trong thoi gian ngin nhét c¢6 thé dé kiém soat cac tridu chung.

Mbi liéu cach nhau it nhét 4 gio, khong dung vuot qua lidu khuyén co.

Khong duge ding cho tré duéi 3 thang tudi, ngoai trir theo 101 khuyén cua béc s¥.

San pham nay chi nén dugc dung cho tré so sinh cé cén nang > 5 kg.

Néu triéu chimng kéo dai trén 3 ngay & tré trén 6 thang tudi thi can tham khao y kién bac sy
ngay.

D6i voi tré tir 3 dén 5 thang tudi, cdn tham khao y kién cua bac sy ngay néu sau 24 g10 céac
triéu chimg van tén tal

Bénh nhan > 12 tudi cdn tham khao y kién ciia bac sy néu céc triéu ching van t6n tai hodc
toi t& hon hay khI dung thudc trén 10 ngay.

- Tré em < 12 tudi:

Liéu thuong ding 20 - 30 mg/kg/ngay, chia lam 2 lan.

- Diéu tri dau va sdt: Lidu thuong dung 20 mg/kg/ngay. chia nhiéu lan.

+Treemttr3 -6 thang tudi (ning 5 kg trg 1€n): 1,25ml (50mg) x 3 lan/ngay.

+Tréeem tir 6 thang tuoi - 12 thang tudi (can ning 8-10 kg): 1.25ml (50mg) x 3-4 lan/ngay.
+Tréemtr1-4 tum (can ndng 10-15 kg): 2,5ml (100mg) x 3 lan/ngay

+Tréemtur 4 -7 1u01 (can ngng 15-20 kg): 3,75ml (150mg) x 3 lam’ngdy
+Tréemtr7-12 tuo1 (can nang 20-40 kg): 5 ml (200mg) x 3 lan/nga\

- Tré em trén 12 tuéi, nguoi lon va nguoi cao tuéi:

Udng Sml - lOmI (200 - 4001110) lén dén 3 lam‘ngay (lidu téi da 1200 mg/ngay).

Ngudi cao tubi: Khong cin diéu chinh lidu néu bénh nhan khong suy giam chirc ndng gan
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thén. Trong trudng hop suy giam chirc nang gan than can danh gia va diéu chinh liéu dung
véi ting bénh nhan.

- Bénh nhan suy than:

(3 nhf'mg bénh nhén suy giam chire nang than nhe hoac trung bmh nen d

g,auasr.,aa

réutha

nang than
- Bénh nhan suy gan:

nang gan
T+ Chong chi dinh:

Man cam véi ibuprofen hoac véi bat t ky thanh phan nao cua thude.

Nhirng bénh nhan ¢6 tién st qua man (vi dy nhu hen, viém mui, phtt mach hodc ndi may
day) sau khi diing aspirin hoidc céc thude chdng viém khong steroid khéc.

Tién str xudt huyét duong tiéu hoa hodc thing duong tiéu héa lién quan dén sir dung NSAID.
Phu nit 3 thang cudi cua thai ky.

Tién st loét da day/xuét huyét trude d6 (hai hodc nhidu dot loét hodc xuat huyét khic nhau).
Suy gan nang, suy than nang, hodc suy tim ndng (NYHA Class IV).

Bénh nhén bi mat nude nghlem trong (Do non, tiéu chay hodc udng khéng du nudc).

Bénh nhan mét nude déng ké do nén, tidu chay hodc khong udng du nudc.

8. Canh bao va than trong khi ding thuoc

bé giam thiéu nguy co xuit hién bién co bat 1¢i, can str dung ibuprofen & liéu hang ngay
thap nhét ¢6 hiéu qud trong thoi gian ngén nhat c6 thé.

* Nguy co huyet khéi tim mach:

Céc thube chong viém khong steroid (N SAIDs), khong phai aspirin, ding duong toan than,
c6 thé lam ting nguy co xuat hién bién ¢ huyet khéi tim mach, bao goém ca nhoi mau co
tim va dot quy, ¢ thé dan dén tu vong. Nguy co nay c6 thé xuét hién sém trong vai tuan
dau dung thude va cd thé tang Ién theo thoi gian dung thudc. Nguy co huyét khéi tim mach
dugc ghi nhén chu yéu & liéu cao.

Béc sy can danh gid dinh ky su xuét hién cta céc bién cb tim mach, ngay cé khi bénh nhan
khong c6 cac tri¢u chirng tim mach trude do. Bénh nhan can dugc canh béo ve cac tri€u
chiing ctia bién c6 tim mach nghiém trong va can tham kham bac sy ngay khi xudt hién céc
triéu chimg nay.

bé glam thiéu nguy co xuit hién bién co bat loi, can sir dung ibuprofen & liéu hang ngay
thép nhét c6 hiéu qué trong thoi gian ngan nhét ¢6 thé.

- C4c nghién ciru 1am sang cho thiy rang viéc sir dung ibuprofen, ddc bit & liéu cao (2400
mg/ngay) c6 thé lam tdng nguy co huyet khéi dong mach (nhu nhdi mau co tim hogc dot
quy). Tuy nhién, céc nghién ctru dich té hoc khong chi ra ibuprofen liéu thp (< 1200
mg/ngay) c6 lién quan voi ting nguy co huyét khdi dong mach.

- Bénh nhan tang huyét 4p khong kiém soat duoc, suy tim sung huyét (d6 I, III theo phan
do chirc ndng cua suy tim theo Hoi Tim New York - NYHA), bénh tim thiéu méu cuc bo,
bénh dong mach ngoai bién va/hogdc bénh mach mau ndo chi sir dung thude sau khi can nhic
cén than va khong st dung lidu cao (2400mg/ngay).

- Than trong trudce khi didu tri kéo dai véi bénh nhén ¢6 céc yéu td nguy co gip bién c6 tim
mach (nhu ting huyét 4p, dai thdo duong, hat thubc 14) dic biét khi ding liéu cao
2400mg/ngay.

* Xuiit huyét, loét va thiing dwong tiéu hod:
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Xuét huyét, loét hodc thung dudng tiéu hoa c6 thé gay tir vong da dugc bio céo véi tat ca
NSAIDs tai bat ctr thoi gian nao khi diéu tri, c6 hodc khong c6 triéu chimg canh bao hoac
tién sir bién co duong tiéu hod ndng.

- Nguy co xuét huyét, loét hogc thing duong tiéu hod tang khi tang liéu ibupr
cao tudi, bénh nhan c6 tién st loét. Nhitng bénh nhén nay nén bét dau didu
nhét dat hiéu qua.

- Bénh nhén ¢6 tién st bénh dudng tiéu hoa, dic biét la ngudi cao tudi, c
sT vé cac triéu chimg bét thuong ving bung (ddc biét 1a xuét huyét tiéu
giai doan dau diéu tri.

- Than trong khi sir dung ibuprofen cho bénh nhan c6 tién sir viém loét dai tr
Crohn do ¢6 thé 1am ning thém tinh trang bénh.

- Than trong khi dung ibuprofen ¢ bénh nhan dang sir dung dong thoi voi céc thube lam
tang nguy co loét hodc xudt huyét nhu: Corticosteroid duong uong, thuoc chéng dong
(warfarin), lhuoc uc che tai hap thu chon loc serotonin, thude khang tiéu cau (aspirin).

- Khi xdy ra xuit huyét hodc loét duong ti€u hoa & bénh nhan dang dung ibuprofen, ngimng
thubc ngay.

* Roi loan ho hap:

Thén trong vé&i bénh nhén c6 tién sir hen phé quan hodc bénh di tng vi thude c6 thé gay co
thit phé quan & nhitng bénh nhan nay.

* Anh hwong trén than:

Ibuprofen c6 thé gay suy giam chirc nang thdn, c6 nguy co dan dén suy than, dic biét ¢
thanh thiéu nién bi mét nudc.

* Anh hwdng trén gan:

Ibuprofen c6 thé gay rdi loan chirc ning gan.

* Anh hwong dén bénh nhin lupus ban @6 h¢ thong va bénh mé lién két hén hop:
Ibuprofen c6 thé 1am ting nguy co viém mang ndo vo trung.

* Anh hwéng trén da:

Phan tmg da nghiém trong, mot sé gdy tor vong, bao gbém viém da troc vay, hoi ching
Stevens-Johnson va hoai tir biéu bi nhiém doc da duoc béo cdo rat hiém gap khi sir dung
dong thoi ibuprofen véi NSAID khéc. Céc phan ing ndy c6 nguy co Xay ra cao nhét & giai
doan dau diéu tri, phan 16n céc truong hop khai phat trong thang dau dwu tri. Ngirng thude
khi xuét hién ban da, tén thuong niém mac, hodc bit ky du hiéu quéa man nao khac.

*Anh hwong dén kha ndng sinh sin ciia phu nit: C6 bing chimg han ché vé viéc e ché
tong hop cyclooxygenase (COX), prostaglandin c6 thé gay suy giam chirc néng sinh san cua
phu nit do anh hudng dén qua trinh rung trimg. Anh hudng nay c6 thé hdi phuc sau khi
nging diéu tri.

* Ta dwoc:

- Thudc chira nipagin, nipasol: C6 thé gdy phan tng di ung (c6 thé x4y ra muon).

- Thudc chira lwgng nhé ethanol, dudi 100mg/11eu

- Thudc chtra ta duge mau tartrazin: C6 thé gdy phan g di ing.

9. Sir dung thude cho phu ni¥ ¢6 thai va cho con bi:

* Thoi ky mang thai:

Su e ché tong hop prostaglandin c6 thé gdy anh hudng x4u dén thai ky va/hodc sy phat
trién ctia phoi thai/ thai nhi. Dit liéu tir cac nghién ctru dich te hoc cho thdy ting nguy co
sdy thai, di dang tim va viém da day khi sir dung chét trc ché tdng hop prostaglandin trong
giai doan déu thai ky. O dong vat, viéc sir dung chat e ché téng hop prostaglandin da dugc
chirmg minh lam tang ton thuong trude va sau khi cdy phoi thai/ thai nhi dong thoi tang ty
1€ di tat khac, bao gom ca di tat tim mach.
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+ Trong 6 thang dau cua thai ky, khong sir dung ibuprofen néu khong thyc sy can thiét. Néu
str dung cho phu ntt ¢6 y dinh mang thai hodc trong 6 théng dau cua thai ky nén dung liéu
thap nhét trong thoi gian ngén nhit c6 thé.

+ Trong 3 thang cu01 tha1 ky, chong chi dinh str dung 1bupr0fen do nguy co ga

sinh con, dong thoi tdng nguy co xuat huyet cho ca me va tré so sinh.

* Thoi ky cho con bu:

Trong cac nghién ctru con han ché, ibuprofen ¢6 thé dugc bai tiét vao sir
rat thap va gan nhu khong anh huéng xau dén tré bu sita me.

10. Anh hwéng cia thuoc 1én kha néing lai xe, vin hanh mdy méc: f
Thude khong anh huong dén kha néng lai xe, van hanh mdy moéc khi st dung ¢ du ng
va thoi gian diéu tri duge khuyén céo.

11. Twong tic, twong ky ciia thube:

* Twong tdc cia thubc:

- Ibuprofen nén tranh pko: hop véi cdc thuéc sau:

+ Aspirin: Khong khuyen cdo ding dong thoi ibuprofen va aspirin do tang nguy co gap tac
dung khong mong muodn. Cac dit liéu nghién ciru cho thdy ibuprofen c6 thé wrc ché canh
tranh va lam giam téc dung chdng két tap tiéu cdu ctia aspirin lidu thap khi ding dong thoi.
Mic du khong chéc chin, khi st dung thuong xuyén va kéo dai ibuprofen c6 thé lam giam
tac dung béo vé tim mach ctia aspirin liéu thdp. Anh huéng nay khéng c6 y nghia 1am sang
khi str dung ibuprofen khong thuong xuyén.

+ NSAID khdc, bao gom ca chat ikc ché chon loc COX-2: Tréanh st dung dong thoi 2 NSAID
trdr 1én do c6 thé lam ting nguy co géip téc dung khong mong mudn.

+ Ticlopidin: Khong sir dung dong thoi NSAID véi ticlopidin do c6 nguy co lam tang téc
dung trc ché chirc nang tidu cau.

+ Methotrexat: Nguy co tdng nong d0 methotrexat huyét tuong.

- Ibuprofen nén thin trong khi pho: hpp voi cdc thude sau:

+ Thuéc chong dong mdu: NSAID c6 thé ting tac dung cia thube chong déng nhu wafarin.
+ Thude loi tiéu, thudc tke ché men clfz.t‘,g)er1 thuéc doi khdng thu thé angiotensin II: NSAID
c6 thé lam giam tac dung cia cic loai thube nay. Thudc 1oi tidu c6 thé lam tang nguy co doc
tinh trén thén ctia NSAID. Can theo ddi chirc ning than khi bit ddu diéu tri va trong sudt
qué trinh diéu tri.

+ Corticosteroid: Didu tri dong thoi 1am tang nguy co loét hodc xudt huyét duong tiéu hoa.
+ Thuéc chéng két tap tiéu cau va thuéc ikc ché tdi hdp thu serotonin ¢é chon loc (SSRIs):

gia tdng nguy co xudt huyét tiéu hoa.

+ Glycosid tim: NSAID ¢6 thé 1am trdm trong thém tinh trang suy tim, giam mtre loc cau
thin va ting nong do glycosid huyét twong.

+ Ciclosporin: Tang nguy co ddc tinh trén thén.

+ Mifepriston: NSAID khong nén sir dung cho 8 - 12 ngay sau khi ding mifepriston, NSAID
c6 thé lam giam hiéu luc mifepriston.

+ Tacrolimus: Ting nguy co nhiém doc than khi st dung NSAID véi tacrolimus.

+ Lithi: C6 bang chimg cho su gia tang ndng do lithi huyét tuong, vi vy c6 thé cin giam
liéu cua lithi.

+ Zidovudin: Tang nguy co ddc tinh huyét hoc khi str dung NSAID véi zidovudin.

+ Khdng sinh nhom qumolon Tang tac dung phu cua khéng sinh nhém quinolon 1én hé than
kinh trung wong va c6 thé dan dén co giat.

+ Captopril: Cac nghién clru thuc nghiém chi ra rang ibuprofen chéng lai tac dung cua
captopril ddi v6i bai tiét natri.
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+ Aminoglycosid: NSAID c6 thé lam giam su bai tiét aminoglycosid.

+ Cholestyramin: Dung dong thoi 1am giam hap thu ibuprofen tai dudong tiéu hoa. : & .dung
&) 0

cach nhau it nhét 2 gio. -.“'5
* Twong ky ciia thudc: /
Do khéng c6 céc nghién ciru vé tinh tuong ky cua thude, khong tron 1an
thude khéc.

12. Tac dung khong mong mudn ciia thuoc

Céc tac dung khong mong muén dugc liét ké theo hé co quan va tin suit gap phai: Rat
thuong gip (ADR > 1/10); thuong gép (1/100 < ADR < 1/10); it gép (1/1000 < ADR <
1/100); hiém gap (1/10000 < ADR < 1/1000); rat hiém gap (< 1/10000); tin suét khong ro
(khong thé worc tinh tir dit lidu sin co).

Cac nghién ctru lam sang cho thdy viéc sir dung ibuprofen, dac biét ¢ lidu cao (2400mg /
ngay) ¢6 thé c6 lién quan véi s gia ting nhd nguy co cac bién c¢d huyét khéi dong mach (vi

du nhdi mau co tim hodc dot quy).

Hé co quan Tan suét Tac dung khéng mong mudn
Nhiém khuén va it gap Viém mili
nhiém tring Hiém gip Viém mang ndo vé khuan
Réiloan mauvahé | R4t hiém gdp | Giam bach cdu, giam tiéu ciu, mat bach cau
bach huyét hat, gidam bach cau trung tinh, thiéu méu bét san
va thiéu méu tan huyét
Réi loan hé théng it gap Mé day, ngira
mién dich Rat hiém gip | Phan ung qua man nghiém trong.
C6 thé gdbm cac triéu ching: sung mat, ludi va
thanh quan, kho thd, nhip tim nhanh, ha huyét ap
(soc phdn v¢, phit mach hoic séc ning).
R&i loan tim than Rt hiém gip | Trim cam, trang thai nham 1an
Réi loan hé than kinh | It gép Nhirc ddu, chong mit
Rét hiém gip | Viém mang ndo vd khuén
R&i loan mét it gap Réi loan thi gidc
R6i loan tai Hiém gap U tai
Rbi loan tim R4t hiém gap | Panh tréng nguce, suy tim, nhdi mau co tim
Roi loan mach mau | Rt hiém gip | Tang huyet 4p dong mach
R&i loan hé hép Rat hiém gip |Lam trdm trong thém bénh hen va co thét phé
quan
R6i loan tiéu héa Thuong gip | Khé tiéu, tiéu chay, budn nén, nén, dau bung,
day hoi, tdo bon, xuit huyét tiéu hoa
It gip Viém da day, loét ta trang, loét da day, viém
loét miéng, thung dudng tiéu hoa
Rat hiém Viém tuy
Tén suét Dot cip ciia viém dai trang va bénh Crohn
khong rd
R6i loan gan mét Rét hiém gap | Réi loan chire ndng gan, ton thuong gan, dic '
bi€t trong diCu tri lau dai, suy gan, viém gan cap
tinh
Réi loan da va mé It gap Phéat ban, nhay cdm anh sang
dudi da Rét hiém gip | Céc dang phan tmg da nghiém trong nhu héi
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chirng Stevens-Johnson, hong ban da dang va
hoai tir biéu bi ¢6 thé xay ra.
Tan suat Phan tmg thude véi bach cau u .

khong r6 ching toan than (héi chirng

Réi loan than va tiét | Hiém gap Hoai tir nht, dic biét khi st
ni¢u thoi tang uré huyét thanh. IQU(

Nhiém doc théin viém thé‘m

ké co the di kem véi suy than C:dp
Ré6i loan chung Thuong gap | Mét moi
Hiém gip Phu

* Huéng din cach xir tri ADR: Cac ADR nhe thi nén giam lidu, ADR ndang nén ngung
thudc va didu trj triéu chimg.

13. Qua liéu va cach xir tri:

- Triéu ching qud liéu: Hau hét bénh nhan ung qua liéu s& budn nén, ndn, dau ving thuong
vi, hoiic hiém khi tiéu chay. U tai, dau ddu va xuat huyét tiéu hoa cling ¢o thé xay ra. Trong
truong hop ngd doc nghiém trong hon, c6 thé géy doc tinh trén h¢ than kinh trung uwong véi
cac biéu hién nhu budn ngt, kich thich va mat phuong hudng hodc hon mé. Déi khi bénh
nhan bj co giat. Trong trudong hop nhiém ddc nghiém trong, ha huyet ap, tang kali mau,
nhiém toan chuyen hoa va kéo dai thoi gian prothrombm/INR c6 thé xay ra do ¢6 anh huong
dén cac yéu td dong mau trong tudn hoan. Ngoai ra, c6 thé xay ra suy than cdp va pha huy
gan hodc dot cap ¢ bénh nhan hen.

- Cdch xir tri: Diéu tri tridu ching va diéu tri ho trg bao gdm viée duy tri duong tho, theo
ddi cac déu hiéu tim mach va sinh ton dén khi 6n dinh. Can nhéc viéc uéng than hoat tinh
trong vong 1 gi& sau khi bénh nhén ubng qué liéu. Néu co giat thuong xuyvén hodc kéo dai
nén diéu trj bing duong tinh mach diazepam hodc lorazepam. Ding thudc gian phé quan
cho bénh nhén hen suyén.

14. Pic tinh dwge lwe hoc:

Ma ATC: MO1AEO1

Nhom dwoe ly: Thube chéng viém khong steroid, dan xuat tir acid propionic.

Tbuprofen thudc' nhém thude chong viém khong steroid (NSAID), la dan xuat acid
phenylpropionic c6 tac dung chdng viém, giam dau, ha sot va trc ché két tap tiu cau co thé
dao nguoc.

Ibuprofen tao ra tac dung diéu tri do trc ché COX-2, dén dén giam tong hop prostaglandin.
Thye nghiém cho thay ibuprofen c6 thé trc ché canh tranh voi aspirin gy anh hudng dén
tac dung chdng két tap ti€u cau ctia aspirin liéu thap khi dung ddng thoi. Mot sb nghién ctru
cho théy dung liéu ibuprofen 400mg trong vong 8 gio trude hodc trong vong 30 phut sau
khi dung liéu aspirin 81 mg lam gidm téc dung cla aspirin 1én su hinh thanh thromboxan
hodc két tap tiéu cau. Mic du ngoai suy khong chic chan véi thuc té 14m sang nhung st
dung ibuprofen thudng xuyén va kéo dai cé thé lam giam tac dung bao vé tim mach cua
aspirin liéu thap. Anh hudng khéng c¢6 ¥ nghia lam sang khi st dung ibuprofen khong thuong
xuyén.

15. Péc tinh dwge dong hoc:

- Hap thu: [buprofen duoc hép thu nhanh sau khi uong v6i sinh kha dung 80 - 90%. Nong
do dinh trong huyét thanh dat duoc sau khi ubng 1 dén 2 gio néu da day rdng. Khi uong
thude cung thic an, ndng do dinh dat duoc trong huyét thanh thip hon va cham hon so véi
khi uéng ltic d6i. Thirc dn khong anh huéng dén sinh kha dung ro rét.
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- Phéin bo: Ibuprofen lién két vai protein huyct tuong cao (99%). Trong mot 56 nghlen ctru,
ibuprofen dugc bai tiét vao sita me véi nong do rat thap.
- Chuyén hod: Tbuprofen duoc chuyén hod tai gan thanh 2 chit chuyén hod X
- Thai trire: Céc chét chuyén hoa va dang khong chuyén hoa ctia ibuprofe
tiép hodc dudi dang lién hgp qua thén nhanh va hoan toan. Thoi gian béan(thai
16. Quy cach dong goi:
Hop 1 chai x 60ml hdn dich uong, kém theo bom chia liéu va t& hudng da 5 (
Hop 1 chai x 75ml hén dich uong, kém theo bom chia liéu va to hudng da \~M.-~c C.
Hop 1 chai x 90ml hdn dich uong, kem theo borm chia liéu va to hudng dan st dung thude.
17. Piéu kién bao quén, han ding, tiéu chuin chit lwgng ciia thude:
Béo quan: Noi kho, nhiét d6 dudi 30°C.
Han dung: 36 thang ké tir ngay san xuat. Han dung sau khi mé& nép chai 1a 3 thang.
Tiéu chuan chit lugng: TCCS.
18. Tén, dia chi cua co s6' san xuat thube:
Tén co sé sin xuit: CON G TY CO PHAN DUQC PHAM HA TAY
Dia chi: T6 dan phd sb 4, P. La Khé, Q. Ha bong, TP. Ha Néi

DT: 024.33522203 FAX: 024.33522203

DT: 024.33824685 FAX: 024.33829054

Hotline: 024.33 522525
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