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Tuyp 159

Thanh phan/ Composition:
Mi tuyp 15g co chifa:

Each tube 150 cream coniains:
Betamethason dipropionat.
Acid Salicylic

Té dugc vila ¢/ Excipients .s

BETASALIC

Thudc md badi da/ Topical Ointment

Nha sdn xvdt:

113mm

BETASALIC

Thudc md boi da

Hop 1 tugp 159

chi dinh, Cach diing - Liéu ding
& Cac thang tin khac:
Xin doc trong td hudng dan st dyng.
kién bao quan:
Nai khd thoang, nhigt do duti 30°C. irdnh dnh sang.
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MAU TG HUGNG DAN SU DYNG

BETASALIC

Thuée ban theo don
D& xa tam tay cua tré em.
Boc ky huéng dan sir dung trude khi dung.
Théng béo cho béc si hodc duge s§ nhitng tic dung khéng mong
muén gip phai khi si dung thuéc.
Thanh phin: M&i tuyp thudc mé cé chifa:

Tuyp 10g | Tuyp 15g
Betamethason dipropionat 6.4 mg 9.6 mg
Acid Salicylic 300 mg 450 mg
Ta dugc: Vaselin, Parafin ran vita du..... 1 tuyp.
Mo ta san pham:

Thudc m& ¢6 mau tring hodc tring nga, ddng nhat, mém.

Quy cach déng géi: Tuyp nhdm 10 g, 15g. Hép 1 tuyp, kém theo td hudng
dansdyng.

Thudc dung cho bénh gi:

Betamethason dipropionat 1a 1 corticosteroid tdng hgp chita fluor. Thude
tac dong tai chd va tao ra 1 dap (ng nhanh va bén vitng trong cac bénh viém
da. Thudc cling c6 hiéu qua trong cac bénh it dap dng vdi corticosteroid,
nhu bénh vay nén da dau, bénh vy nén mang man tinh & ban tay va ban
chan, nhung khdng bao gdm bénh vay nén trén dién rong.

Acid Salicylic dung tai chd ¢ tac dung 1am mém chit siing, lam ndi long
biéu md bj sitng hda va lam bong I8p biu bi.

Thudc Betasalic dugc chi dinh lam giam cac biéu hién viém trong digu trj cac
bénh da ting sinh t& bao siing va cac bénh da khé ¢6 dap Ung vdi
corticosteroid. Cac Idp sitng lam ngan can sy thdm vao da cua
corticosteroid, acid Salicylic hd trg cho Betamethason tham vao da nhanh
hon.

Nén diing thude nay nhu thé nao va lféu lugng:

* Ngudi 1dn: Bai 118p mang thudc lén viing da bj bénh 1 dén 2 lan m&ingay.
D3i v8i mot vai bénh nhan, ¢6 thé ap dung ligu duy tri véi s3 [an dung thudc
ithon.

Thudc ma Betasalic dugc khuyén cdo chi ké don digu tri trong hai tudn va
viéc digu trj sé dugc xem xét lai. Liéu tSi da hang tudn khéng duge vuot qua
60g.

*Tré em: Ligu dung & tré em nén dugc gidi han trong 5 ngay.

Khindo khéng nén diing thuéc nay:

- Mun tritng ca d6, muyn, viém da quanh miéng, nga quanh hau mén va bg
phén sinhdyc.

- Bénh nhin ¢ tién st qua man vai bat ¢ thanh phan nao clia thude.

- Nhiém khuan va nhiém virus, nhiém ndm toan than khdng dugc kiém soat
bang héa trj liéu thich hgp.

- Khéng dung trén dién da rdng, da bj nit né, dé nhay cam hodc trén niém
mac.

-Viém da & tré nho dudi 1 thang tudi.

-Khdng diing cho nhan khoa.

Tac dyng khéng mong mudn:

Tai chd: kich ng da nhe, cam gidc bj chdm dat, c6 thé xay ra: khd da, kich
g, ng\fa, viém nang ldng, rdm l6ng, teo da, ndi van da, nit né, viém quanh
miéng, 16t da, cdm gidc bong, ndi ban dang viém nang ba, viém da. Hiém
gap cac trudng hgp loét hodc 3n mon da.

Toan than: cac réi loan vé nudc va dién gidi, co xudng, tiéu hda, than kinh, ndi
tiét, mat, chuyén hda va tam than,

Théng bdo cho Bdc st nhing tdc dung khéng mong mudn gép phdi khi sit
dung thuéc

Nén tranh dung thudc hoic thytc pham gi khi dang sit dung thudc nay:

- Vdi Paracetamol liu cao hodc trudng dién sé ting nguy co nhiém ddc gan.
- Vdi céc thude chdng dai thao dudng udng hodc insulin: c6 thé lam ting
ndng d¢ glucose huyét.

- Vdi Glycosid digitalis: ¢6 thé lam tang kha ndng loan nhip tim hodc ddc tinh
cladigitalis kém vdi ha kali huyét

- V4i Phenobarbiton, phenytoin, rifampicin hodic ephedrin 6 thé 1am ting
chuyén héa va lam gidm tac dyng digu trj cha Betamethason

- Vi cac thudc chdng ddng loai coumarin ¢4 thé lam ting hodc giam tac
dung chéng déng.

Can lam gi khi mdt (3n quén khong dung thudc:

Khéng cin diing bu nhitng [an quén st dung thudc vdi ligu gap ddi cho
nhitng lan ding tiép theo. Nén bai thudc trd lai sém nhat néu cé thé va theo
dung ligu lugng khuyén cio.

Cén bao quan thudc nay nhu thé nao:

DéE ndi khd thoang, nhiét 46 dudi 30°C, tranh anh sang.

Nhimg dau hiu va trigu chirng khi diing thuéc qua liéu:

- Triéu chiing: St dung corticoid tai chd qua mifc hay kéo dai ¢ thé uc ché
hoat dgng chifc nang tuyén yén - thugng than, dua dén két qua thiéu ning
thugng than thir phat, cho cic biéu hién ting tiét tuyén thugng than, bao
gom bénh Cushing.

- Vdi cac ché pham bdi ngoai da c6 chifa acid salicylic st dung kéo dai qua
mufc cd thé dan dén cac triéu chitng cla salicylism.

Can phai lam gi khi dung thudc qui liéu khuyén céo:

Néu 6 bt ki bidu hién nao bat thudng xay ra khi sif dyng thudc qua lidu
khuyén cdo, can phai bio ngay cho bac sy hodc dén co' s y té gan nhat dé

kiém tra. Can phai giTf lai t& hudng dan sir dung nay, mau hép hoic tuyp
thudc da dung néu c6 thé.

Nhitng diéu than trong khi dung thudc nay:

- Khéng dugc sit dung thudc tranh thai, vi trong nhitng trudng hgp nay, hoat
ddng sinh axit salicylic ¢ thé lam ting hap thu steroid.

- Néu cé hién tugng khdng dung nap tai chd, phai ngiing digu tri . Thudc chi
dung ngoai, tranh boi vao miéng, mat, niém mac, tranh bdi thudc lén dién
rdng hodc dudiIdp bang kin va boi thanh Idp day. Khdng nén digu trj lién tyc
qua 8 ngdy. Trong qua trinh diing liéu phap corticosteroid dai han, phai theo
déi ngudi bénh déu ddn.

- D3ivdibénh vay nén:

Cac thudc corticosteroid tai chd cé thé gay nguy hiém cho bénh vy nén, gay
nguy cd bénh dé tai phat trd lai khi ngiing thudc, nguy cd bénh chuyén
thanh vdy nén myn mu toan than va nguy ¢d gy nhiém triing da do hang
rao bio vé da bj suy yéu. Can phai theo ddi can than ddi véi bénh nhan diéu
tri vay nén.

-~ Néu da khd hodc tang kich tng da, ngung sit dung thudc.

- Tranhtiép xuc thudc véi mat.

- Hap thu todn than clia betamethasone dipropionate va axitisalicylic cé tht
ting khi dung thudc trén viing da réng hodc dudi nép gap kin trong thdi
gian kéo dai hodc véi lugng steroid qua nhigu. Trong nhirng trudng hgp nay
can phai c6 nhiing bién phap phong ngra thich hgp, dic biét véi tré sasinh
vatrénho.

- Bat ky phan (ing phy nao da dugc bao cao sau khi st dung corticosteroid
dudng toan than, bao gdm Uc ché thugng thén, ciing c6 thé xay ra vdi
corticosteroid dung tai chd, déc biét & tré sdsinh va tré nhd

- Réi loan thi gidc c6 thé da dugc bao cdo khi ding corticosteroid toan than.
Néu xuat hién cac triéu chiing nhu thj I m& hodc cac rdi loan thi gidc khéc,
cin dén béc s ngay dé tim nguyén nhan. S dung lau dai corticode cé thé
géy dyc thiy tinh thé dudi bao (dic biét & tré em), bénh ting nhin ap cd thé
géy nguy hai dén than kinh mat va cé thé lam ting cac nhiém tring ndm
hodcvirus thit phat & mit.

- Strdyng déi vdi tré em: Nén tranh ding & tré con bd me. Lidu dung & tré em
nén dugc gidi han trong 5 ngay. Cin hét sifc can thin khi diing thudc ma bdi
da Betasalic trén dién rong hodc viing da bj tdn thuang hodc dung kéo dai
hoic bdi kém bang chit cho tré em, do thudc cé thé hap thu gy nén (ic ché
chifc ning tryc tuyén yén-dudi doi-thugng than (truc HPA) din dén cac téc
dung khéng mong mudn toan than. Sy suy gidm tryc ha ddi-tuyén yén-
tuyén thugng than, hdi chiing Cushing, sy chdm tang trudng, cham ting
can, va ting ap lyc ndi so da dugc bao cao xuat hién & tré em ding
corticoide tai ché. Cac biéu hién cla sy suy thugng thin trén tré em bao
gdm ndng do cortisol thap trong huyét tudng va khdng dap \ing vdi kich
thich ACTH. Cac biéu hién ca ting ap lyc ndi so bao gdm phdng thop, nhifc
dau va phl gai th hai bén.

* Ngudi van hanh may méc, dang lai tiu xe, ngu'di ldm viéc trén cao va
céc trudng hgp khac: Chua cd nghién clfu nao vé anh hudng clia thude lén
kha ndng van hanh may méc, l3i tau xe, ngudi lam viéc trén cao va cc trudng
h@p khac déi vdi thudc bbi ngoai da Betamethason

*Thai ky mang thai:

Acid Salicylic c6 thé dugc hap thu toan than, nhung rat it. Khong han ché
dung thuéc nay cho ngudi mang thai.

St dung corticosteroid khi mang thai hodc & ngugi ¢d kha nang mang thai
phai cin nhéc gilta Igi ich va nguy cd cta thude ddi véi ngudi me va phdi
hoéc thai nhi.

D3 ghi nhan c6 sy giam can & tré so sinh khi ngudi me da diéu trj bing
corticosteroid dai han. Vi kha nang Urc ché vé thugng than & tré mdi dé do
me da dung corticosteroid dai han, khi ké don corticosteroid phai can nhic
gitfa nhu cau cGia ngudi me va nguy cd cho thai nhi. Tré sd sinh ma me da
dung nhiing lidu corticosteroid dang ké trong thai ky mang thai phai dugc
theo ddi can than vé cac dau hiéu giam nang tuyén thugng than.

*Thai ky cho conbu:

Acid Salicylic khdng han ché diing cho ngudi cho con b,

Betamethason bai xuat vio sita me va ¢6 thé ¢é hai cho tré nhd vi thude ¢6
thé (e ché sy phat trién va gdy cac tac dung khdng mong muén khac, vi du
gidm ning tuyén thugng than. Lgi ich cho ngudi me phai dugc can nhic véi
kha nang nguy hai cho tré nhd.

Tuy nhién, khdng béi thuc vao viing quanh vi dé tranh tré nut phai thudc.
Khi nao can tham van bac sy, dugcsy:

Khi 6 bat ky sy bat thudng xay ra trong qua trinh sit dyng thudc, can théng
bao ngay cho bac sy, dugc s§.

Néu can thém théng tin xin hoiy kién bac sy hodc dugc sy.

Handung: 36thiangké tirngay sanxuat.

Khong sitdung thudc qua 30 ngay ké tir khi md nap sit dung fan dau.

$818 san xuat, ngdy san xudt va han sit dung xem trén bao bi chinh cia san pham.

Nha sdn xudt:

CONG TY CG PHAN LIEN DOANH DUGIC PHAM
MEDIPHARCO TENAMYD BR3s. .|

08 Nguyén Truding To - PPhudc Vinh -Tp.Hué - Tinh TT. Hué
Tel:0234. 3611870 - 3822704 *Fax: 02343826077

Nha phdn phéi:

CONGTY CO PHAN DUQCMEDIPHARCO

08 Nguyén Trudng T - PPhudc Vinh -Tp.Hué - Tinh TT.Hué
Tel:0234.3823099, 3827215 *Fax: 0234.3826077
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MAU TG HUGNG DAN SU DUNG

Mat sau:

B.

Cacdictinhdugelycheoc:

* Betamethason dipropionat: thuéc nhom thudc corticosteroid.

Ma ATC: DO7ACO1

- Betamethason 1a mét corticosteroid téng hgp, co tac dung glucocorticoid rat
manh, kém theo tic dung mineralocorticoid khéng dang ké. 0,75 mg
betamethason ¢é tdc dung chdng viém tuong duong véi khodng 5 mg
prednisolon. Betamethason cd tac dung chéng viém, chdng ngira va co mach.
Thu8c diing dudng udng, tiém, tiém tai chd, hit hodc bdi dé trj nhigu bénh can
chi dinh ding corticosteroid, trif cac trang thai suy thugng than thi va ding
hydrocortison kém ba sung fludrocortison. Do it ¢é tac dung mineralocorticoid,
nén betamethason rat phii hgp trong nhitng trudng hgp bénh ly ma gilr nudce la
bat lgi. Duing ligu cao, betamethason ¢4 téc dyng trc ché mién dich.

* Acid salicylic:

M3 ATC: DO1AE12

- Acid salicylic dung tai chd cé tac dung lam tréc manh I8p siing da, ngodi ra cd
dic tinh sat khudn nhe. LAm mé&m va phé hiy I8p siing bing cach hydrat héa néi
sinh, ¢4 thé do 1am gidm pH, lam cho I8p biéu mé bj sing héa phong lén, sau 46
bong tréc ra. Co tac dyng chdng nam yéu, nhd 1am bong |8p sitng ngan chan
ndm phét trién va gitip cho cac thudc chdng ndm tham vao da.

Cacdictinh duge dong hoc:

- Betamethason d& hap thu khi diing tai chd. Khi bdi, dic biét néu bang kin hoac
khi da bj rch hodc khi thyt tryfc trang, ¢ thé cd mdt lugng betamethason dugc
hap thu di cho toan than.

Betamethason phéan b& nhanh chdng vao tét ca cac md trong co thé. Thudc qua
nhau thai va c6 thé bai xudt vao sita me vdi lugng nhd. Betamethason lién két
rong réi vdi cac protein huyét tuong, chi yéu 1a véi globulin con véi albumin thi it
han. Betamethason it lién két rdng réi vdi protein hon so vdi hydrocortison. Nifa
ddi cla ching ciing ¢d chiéu hudng dai hon; betamethason 1d mét
glucocorticoid tac dung kéo dai. Chuyén hoa chii yéu & gan, nhung ciing ca &
thanva bai xuat vao nudc tiéu.

- Acid salicylic dugc hdp thu dé dang qua da v bai tiét chdm qua nudc tiéu
Chidinh:

Betamethason dipropionat la 1 corticosteroid tdng hgp chia fluor. Thuéc tic
ddng tai chd va tao ra 1 dap Ung nhanh va bén viing trong cac bénh viém da.
Thudc cling ¢6 hiéu qua trong cac bénh it dap (ng véi corticosteroid, nhu bénh
vy nén da dau, bénh vy nén mang man tinh & ban tay va ban chan, nhung
khéng bao gdm bénh vay nén trén dién rong.

Acid Salicylic dung tai chd ¢é téc dung lam mém chat siing, lam ndi long biéu mé
bi sifng héa va lam bong Iép biéu bi.

Thudc Betasalic dugc chi dinh lam giam céc bidu hién viém trong diéu trj cic
bénh da ting sinh t& bao sitng va cic bénh da kh ¢6 dap (tng vdi corticosteroid.
Cac ldp siing 1dm ngdn cn sy thdm vao da clia corticosteroid, acid Salicylic hé
trg cho Betamethason thdm vao da nhanh hon.

Ligu diing-cich ding:

* NgudiIén: BGi 118p mdng thudc lén ving da bj bénh 1dén 2 lan méi ngay.

BGi véi mdt vai bénh nhén, cé thé 4p dung ligu duy tri vdi s [an dung thudc it
han.

Thudc md Betasalic dugc khuyén céo chi ké don digu tr trong hai tuan va viéc
digu trj s& dugc xem xét lai. Lidu tSi da hang tuan khdng dugc vugt qua 60g.

*Tré em: Liu duing & tré em nén dugc gidi han trong 5 ngay.

Chang chi djnh:

- Mun triing cé d6, myn, viém da quanh miéng, ngifa quanh hiu mén va bd phan
sinhduyc.

- Bénh nhan c6 tién st qua mn véi bat clr thanh phin ndo clia thudc.

- Nhiém khudn va nhiém virus, nhiém ndm toan than khéng dugtc kiém soét bing
héatrliéu thich hgp.

-Khéng dung trén dién da réng, da bj niit né, d& nhay cdm hoic trén niém mac.
-Viém da § tré nho dudi 1 thang tudi.

- Khéng dung cho nhan khoa.

Théntrong:

- Khéng dugc sl dung thudc trénh thai, vi trong nhiing trudng hgp nay, hoat
ddng sinh axit salicylic c6 thélam tang hip thu steroid.

- Néu ¢ hién tugng khdng dung nap tai chd, phai ngifng diéu tri . Thudc chi
diing ngoai, tranh béi vao miéng, mat, niém mac, tranh boi thudc lén dién réng
hodc dugi l6p bang kin va bi thanh I8p day. Khéng nén digu trj lién tuc qua 8
ngdy. Trong qua trinh dung liéu phép corticosteroid dai han, phai theo déi ngudi
bénh déu dan.

- DGivdibénhvay nén:

Céc thudc corticosteroid tai chd c6 thé gay nguy hiém cho bénh vay nén, gdy
nguy ¢d bénh dé téi phét trd lai khi ngifng thudc, nguy co bénh chuyén thanh vay
nén myn mi todn than va nguy cd gdy nhiém triing da do hang rao bao vé da bj

suy y&u. Can phai theo dai can than ddi véi bénh nhan diu tri vay nén.

- Néu da khd hodc tang kich ting da, ngung st dung thudc.

- Tranh tiép xdc thuSc vdi mat.

- Hap thu toan than ctia betamethasone dipropionate va axit salicylic ¢6 thé ting
khi duing thudc trén ving da rdng hoac dudi nép gap kin trong thdi gian kéo dai
hodc véi lugng steroid qua nhidu. Trong nhitng trudng h@p nay can phai cd
nhing bién ph&p phong ngira thich hgp, dac biét vai tré sa sinh va tré nho.

- B4t ky phan {ng phy nao da dugc bao cdo sau khi st dung corticosteroid
dudng toan than, bao gdm Uc ché thugng than, cling ¢ thé xay ra vdi
corticosteroid duing tai chd, ddc biét & tré sasinh vatré nhd

- R&i loan thj gidc c6 thé da dugc bao cao khi duing corticosteroid toan than. Néu
xudt hién cc triéu chitng nhu thi lc m& hodc cac riloan thj gidc khac, can dén
bac sT ngay dé tim nguyén nhan. SU dung lau dai corticode cé thé gay duc thuy
tinh thé dudi bao (d3c biét & tré em), bénh ting nhan ap cé thé gay nguy hai dén
than kinh mat va c6 thé 1am tang cac nhim triing ndm hodc virus thir phat d mat.
- Sirdung d3i véi tré em: Nén tranh diing & tré con bu me. Lidu diing & tré em nén
dugc gidi han trong 5 ngdy. Can hét sifc can than khi dung thuSc m& béi da
Betasalic trén dién rdng hodc viing da bj t8n thuong hodc ding kéo dai hodc boi
kém bing chat cho tré em, do thudc ¢6 thé hdp thu gay nén e ché chirc ndng
truc tuyén yén-dudi doi-thugng than (tryc HPA) din dén céc téc dung khdng
mong mudn toan than. Sy suy giam truc ha ddi-tuy&n yén-tuyén thugng thén,
hi chiting Cushing, sy chdm tang trudng, cham tang can, va tang ap lyc ndiso da
dugc bao cdo xuat hién & tré em dung corticoide tai chd. Cac biéu hién cia sy suy
thugng than trén tré em bao gdm ndng dd cortisol thap trong huyét tucng va
khdng dap tng vdi kich thich ACTH. Céc biéu hién clia ting &p Iyc ndi so bao
gom phdng thdp, nhifc dau va phu gai th hai bén.

* Ngudi van hanh may méc, dang li tau xe, ngudi [am vige trén cao va cic
trudng hgp khac:

Chua ¢6 nghién ctfu nao v& anh hudng cta thudc 1én kha nang vén hanh may
mac, 14i tdu xe, ngudi lam viéc trén cao va cac trudng hgp khac ddi vai thudg bdi
ngoaida Betamethason

* Thoi ky mang thai:

Acid Salicylic ¢4 thé dugc hap thu toan than, nhung rat it. Khdng han ché dung
thudc nay cho ngudi mang thai.

St dung corticosteroid khi mang thai hodc & ngudi ¢6 kha nang mang thai phai
can nhdc gitta lgi ich va nguy cd ctia thubcdsi véi ngudi me va phéi hoic thai nhi
Da ghi nhdn ¢6 sy gidm ¢dn & tré s sinh khi ngudi me da digu trj bang
corticosteroid dai han. Vi kha ndng trc ché vo thugng than & tré méi dé do me d3
duing corticosteroid dai han, khi ké don corticosteroid phai cdn nhic gitta nhu
cau clia ngudi me va nguy ¢o cho thai nhi. Tré so sinh ma me da dung nhitng ligu
corticosteroid dang ké trong thdi ky mang thai phai dugc theo dbi cn than vé
cac ddu hiéu giam nang tuyén thugng than.

*Théi ky cho con bu:

Acid Salicylic khdng han ché diing cho ngudi cho con bu.

Betamethason bai xudt vao sita me va ¢4 thé cé hai cho tré nhé vi thudc c6 thé tc
ché syt phat trién va gdy cac tdc dung khdng mong mudn khac, vi du gidm ning
tuyén thugng thén, Lgi ich cho ngudi me phai dugc can nhic véi khé ning nguy
haichotrénho.

Tuy nhién, khdng bdi thudc vao viing quanh vi dé tranh tré nudt phai thude.
Tacdyng khdng mong muén:

Tai chd: kich (ing da nhe, cdm gidc bj cham dét, c6 thé xdy ra: kho da, kich tng,
ngura, viém nang [ng, rdm 18ng, teo da, néi van da, ndt né, viém quanh miéng,
19t da, cdm gidc bong, ndi ban dang viém nang b3, viém da. Hiém gép cac trudng
hgp loét hodc an mon da.

Toan than: cac r8iloan vé nudc va dién gidi, co xuong, tiéu héa, thian kinh, ndi tiét,
mét, chuyén hda va tdm than,

Théng bdo cho Bdc st nhiing tdc dung khdng mong mudn gdp phai khi s dung
thudc

Quaé liéu va cach xur tri:

- Triéu chitng: Str dung corticoid tai ch® qua mutc hay kéo dai c6 thé (fc ché hoat
dong chifc nang tuyén yén - thugng than, dua dén két qua thiéu ning thugng
than thit phat, cho cdc biéu hién ting tiét tuyén thugng than, bao gdm bénh
Cushing.

- Diéu tr: Phuang phap digu trj triéu chitng thich hgp dugc chi dinh. Céc triéu
chifng téng tiét tuyén thugng than cap thudng la cé hdi phuc, digu chinh mat can
bang dién giai néu can thiét.

- Vi céc ché pham bdi ngoai da cé chira acid salicylic suf dyng kéo dai qua mitc
c6 thé din dén cAc triéu ching clia salicylism. Viéc didu tri ngd doc acide
salicylique 1a digu trj triéu chitng. Nén ap dung cic bién phap dé loai salicylate
nhanh chéng ra khoi ¢a thé. Udng natri bicarbonate dé kigm hda nudc tiéu va
géylgitiéu.

TUQ CUC TRUGNG
PTRUONG PHONG
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