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uéng dan sir dung thude

Rx Thudc ké don
VACOROLOL 5

Pé xa tim tay tré em.
qu. ky huéng diin sir dyng trude lthi ding.
Néu cfin thém théng tin xin héi y kién Béc si.
Thube nay chi diing theo don thube

Thanh phin dwge chit
Bisoprolol fumarate Smg
Ta duge v.d 1 vién nén bao phim _

(Thanh phan ta dugc: Polyvinyl pyrrolidon K30, lactose phun siy, pregelatinized starch,
microcrystallin cellulose 101, natri starch glycolat, croscarmellose natri, aerosil, magnesi stearat,
hydroxypropyl methylcellulose 615, tale, titan dioxyd, polyethylen glycol 6000, mau quinolin
yellow lake, mau tartrazin lake)

Dang bao ché: Vién nén tron, bao phim mau vang, mét mit tron, mgt mét ¢d vach, canh va thanh
vién lanh lan,

Chi dijnh
Tang huyét ap.
Con dau thét ngyc.

Liéu diing va cich ding
Dung dudng ubng, vao budi sang, c6 thé udng cling thirc 4n, Uong v&i nude, khong duge nhai.
Ngudi 16n: Lidu théng thudng 2 vién mdt 1dn mbi ngay, liéu téi da 1a 4 vién mdi ngay. O mot
s6 bénh nhan, 1 vién m&i ngay c6 thé du.
Ngueoi suy than: Ngudi suy thén giai doan cubi (Cle < 20ml/phut) khéng nén ding qud 2
vién/lin/ngay. Lidu ndy c6 thé dIIO'C chia thanh 2 lin uﬁng
Nguwoi suy gan ndng: Khéng can phai digu chinh liéu, tuy nhién cin theo ddi than trong bénh
nhén.
Nguaoi cao tuoi: Khong cin diéu chinh lidu, khuyén céo bit ddu diéu tri véi liéu thip nhét cé
the.
Tré em: Khong co kinh nghiém déy du vé viée sir dung bisoprolo!l & tré em, do d6 khéng
khuyén cao dung cho tré em. _ .
Ngirng diéu 1ri: Khong nén ngimg thude dot ngdt. Licu dung nén duge giam phén nira mdi
tuén.
Khi m{t I‘in quén khong ding thube: Tiép tuc ding thudc theo chi dinh cia Théy thudc, khéng
dung bu liéu da quén.

Chéng chi dinh
Ngudi bénh man cam véi bisoprolol hodic v6i thanh phén khéc cia thuée.
Ngudi bénh cé suy tim cdp hodc trong cdc dot suy tim mat bii can tiém tinh mach céc thudc gay
co co tim.
Sbc tim.
Block xoang nhi.
Block nhf - thit do hai hoic ba (khdng cd mdy tao nhip).
Nhip tim chdm (nhip tim dudi 60 nh;p / phiit trudre khi bét ddu diéu tri).
Hen phé quan niang hosic bénh phéi tic ngh&n man tinh ning.
Hdi chiing suy nut xoang.
Ha huyét ép (huyét 4p tdm thu < 100mmHg).
Giai doan cudi ctia bgnh tic dong mach ngoai vi va hfi chirng Raynaud.
U tuyén thuong thén chua diéu tri .
Toan chuyén hoa.

Thén trong va canh bio dic biét khi sir dung thude

Thude nay c6 chira duéi 1 mmol (23mg) natri trong mdi vién, vé co ban dugc xem nhu khong
chira natri.

Thudc c6 chira ta duoc mau, cé thé gay di img.

Thude c6 chira lactose. Nhitng bénh nhin khong dung nap duoc galactose, thiéu hut enzym
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lactase hogc kém hap thu glucose-galactose thi khéng nén ding thudc nay.

Suy tim: Kich thich giao cam la mdt tac dong can thiét hd tro chirc ning tudn hodn trong giai
doan bt dAu suy tim sung huyét va su chen beta c6 thé din dén suy giam thém co bép ciia co tim
va thic day suy tim ngng hon. Tuy nhién, & mét sé ngudi bénh cé suy tim sung huyét c6 bu c6 thé
can phai ding thudc ndy. Trong trudng hop niy, phai ding thude mdt cach than trong. Thudc chi
duge diing thém khi da c6 diéu trj suy tim véi céc thude co ban (thube loi tiéu, digitalis, tic ché
enzym chuyén) dudi si kiém sodt chiit chd ciia bac si chuyén khoa.

Thube cé thé gay tang s6 con dau thét ngye kiéu Prinzmetal.

Vi ngiedi bénh khong 6 tién sir suy tim; Sy tc ché lién tuc co tim clia céc thubc chen beta &
mot vai bénh nhén cé the dén t6i suy tim, Khi c6 cdc diu hiéu hodic triéu chimg diu tién cua suy
tim, cin phai xem xét viéc ngimg dung bisoprolol. Trong mét sb truong hop, cd thé tiép tuc lidu
phap chen beta trong khi diéu trj suy tim vdi cdc thude khac.

Ngirng diéu trj dgt ngér: Dau thit nguc niing 1én va trong mét sé trudng hop, nhdi mau co tim
hodc loan nhip _thét o nguoi bi bénh déng mach vanh sau khi ngiing dot ngdt thude chen beta. Do
d6 can phai nhac nhé nhimg ngudi bénh nay 1a khong duge ngimg thude khi chua co 161 khuyén
cia thay thudc. Ngay ca véi nguti bénh chua rd bénh dfng mach vanh, nén khuyén giam din | o 07N
bisoprolol trong khoang mét tuan dudi sy theo doi cin thin ciia thdy thube. Néu cic trigu chang | 7
cai thude xay ra, nén diing thudc lai it nhit trong mét thei han.

Bénh mach ngogi bién: Céc thube chen beta ¢6 thé thiic ddy hofic lam trim trong thém triéu | An pUGC
chimg cia suy dfng mach & ngudi bj bénh the dong mach ngoai bién. Cén thin trong dbi véi cde | OPHARN
ngudi bénh nay. . -

Bénh co thit phé quén: N6i chung, ngudi bénh cé bénh co thit phé quan khéng duge ding cdc | Zopnsis
thuée chen beta. Tuy vdy, do tinh chit chon loc twong déi beta,, ¢é thé diing than trong bisoprolol
& ngudi bénh co thiit phé quan khéng dép (ing vdi hojic khong thé dung nap véi didu tri chéng tang
huyet 4p khdc. Vi tinh chon loc beta; khéng tuyét doi, phai ding lidu bisoprolol thép nhét c6 thé
duge va bit dau vai licu 2,5mg. Phai cé sdn mét thude chi vén beta; (gidn phé quan).

Gdy mé va dai phdu thugr: Néu cén phai tiép tuc didu trj véi bisoprolol gn ltic phiu thuat, phai
ddc biét thén trong khi ding thude gdy mé 1dm suy giam chirc nang co tim nhu ether, cyclopropan
va tricloroethylen.

Dii théo dwong va ha glucose huyér: cée thude chen beta ¢6 thé che Idp cac biéu hién cia ha
glucose huyét, dic biét nhip tim nhanh. Cac thudc chen beta khong chon loc c6 thé lam ting miic
ha glucose huyét bai insulin va 1am chim sy phuc hdi ndng dd glucose huyét thanh. Do tinh chit
chon lgc beta;, didu nay it ¢6 kha nang xdy ra vai bisoprolol. Tuy nhién cén phai canh béo ngudi
bénh hay bi ha glucose huyét hofic bénh dai thao duomg dang ding insulin hay cac thuée ha
glucose huyét uéng vé kha néng nay, va phai ding bisoprolol mét cach thén trong.

Nhiém déc do tuyén gidp: Sy chen thy thé beta c6 thé che lap cdc déu hidu 1am sang cia tang
nang tuyén gidp, nhu nhip tim nhanh. Viéc ngimg dt ngdt liéu phdp chen beta ¢6 thé lim trdm
trong thém céc tri¢u ching cta cuong chirc ning tuyén gidp hodc cd thé thic ddy xay ra con bao
giap.

Suy gidm chitc ndng thin va gan: Can higu chinh lidu bisoprolol mot cach can than déi vai
ngudi bénh suy thin hodc suy gan.

NG TY

Phu nir cé thai va cho con bu

Chi dung bisoprolol cho phy nir mang thai néu lgi ich du kién cao hon nguy co cé thé xay ra
cho thai.

Thudc chen thu thé beta lam giam tudi m4u nhau thai, c6 thé din dén dén sy cham phat trién
hodc sinh non. Téc dung ngoai ¥ (ha dudng huyét va nhip tim chdm) c6 thé Xdy ra & thai nhi va tré
so sinh va lam ting nguy co bién ching tim va phéi & tré so sinh trong thai ky sau sinh.

Dé tranh céc bién chimg & tré so sinh trong giai doan sau khi sinh (nhu ha dudng huyét va
nhip tim chdm) nén ngimg diéu tri thubc chen beta 72 gidr trude thdi han du sinh. Néu khéng thé,
tré so sinh phai dugc theo dai chit ch&. Céc triéu ching cia ha dudng huyét va nhip tim cham
thudng xuét hién dy kién trong vong 3 ngay diu.

Mgt Iuc;mg nho bisoprolol (2% liéu dung) da duge phét hién trong sita cta chudt dang cho con
bu. Khéng biét thude c6 bai tiét vao sita ngudi hay khéng, cin phai than trong khi diing bisoprolol
cho phu nir dang trong théi ky cho con bu.

Anh hwéng ciia thude 18n khé niing ldi xe, vin hanh may méc _
Trong mdt nghién ciru vdi bgnh nhan bénh mach vanh, bisoprolol khéng lam giam higu suat lai
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xe. Tuy nhién, do cic phan Lrn% khac nhau dbi voi thude, kha néng lai xe hodic vn hanh rneiy moc
c6 thé bi suy glam Piéu nay can dugc dic biét xem xét khi bit dau diéu trj va khi thay ddi thude
ciing nhu khi két hop véi rugu.

Twong tic thude
Céc két hop khéng duoc khuyén céo

Thudc chen kénh calci: Nén ding thén trong bisoprolol vdi thuéc \rc ché co bop co tim hozc e
ché dan truyén nhf thit nhu verapamil va diltiazem, vi lam gidm téc dung co bép va dén truyén nhi
that,

Thude ha huyét 4p ¢6 tac dung trung wong nhu clonidin va nhitng thuée khéc (nhu methyldopa,
moxonodin, rilmenidin) c6 thé lam giam nhip tim va cung lugng tim, gidn mach do lam giam
truong lyc giao cam trung uong. Vige ngimg thube dot ngdt, dac biét 1a trude khi ngung sir dung
thube chen beta c6 thé lam ting nguy co “tang huyét 4p hdi img”.

Céc két hgr._h cén than trong

Thubc chen kénh calci loai dihydropyridin nhu nifedipin: Sir dung dang thoi c6 thé 1am ting
nguy co ha huyet ap va tang nguy co suy giam thém chirc ning bom tdm that & bénh nhan suy tim.

Thudc chong loan nhip nhém 1, nhu disopyramid va qulmdm cd thé c6 téc dung téng cudng
thoi glan dén truyen tdm nhi va gdy ra tdc dung co bop khi dung ddng thoi véi thude ch¢n beta.

Thudc chong loan nhip nhém III, nhu amiodaron, cé thé 1am tang tic dung clia thudc chen beta
trén dan truyén tim nh.

Thubc chen beta tai chd (nhu thude nhd mit dé diéu trj glaucom) co thé lam tang thém tic dung
toan thén ciia blsoprolol

Thudc cudng phé giao cam c6 thé 1am ting thdi gian dén truyén nhi thit va nguy co cham nhip
tim.,

Insulin va thuée tiéu dudng ding dudng uong ¢6 thé lam tﬁng tdc dung ha dudng huyet cua
nhing loai thudc nay. Thude chen beta ciling c6 thé che diu cac ddu hidu ctia ha dudng huyét, nhu
nhip tim nhanh.

Thudc gay mé: Giam nhip tim nhanh do phan xa va ting nguy co ha huyét 4p.

Rugu c6 thé lam ting tic dung ha huyét dp ctia thudc chen beta.

Céc glycosid tim: Giam nhip tim, téng thoi gian din truyen nhi-thét.

Cac thude NSAID: C6 thé lam giam tac dung ha huyét dp clia blsoprolol

Thude cudng giao cam beta (nhu isoprenalin, dobutamin): Két hop véi bisoprolol ¢6 thé 1am
giam tac dung cta ca hai thuée.

Thudc cudng giao cam hoat héa ca thu thé beta va alpha (nhu noradrenalin, adrcnalm) Co thé
lam ting tdc dung co mach qua trung gian thu thé alpha ciia cac thudc nay din dén ting huyét 4p
va trdm trong hon tinh trang nghet tho ngit quéng. Nhimg tuong tic nay thm’mg xay ra hon voi
thudc chen beta khong chon loc. Ding adrenalin liéu cao hon c6 thé cén thiét dé diéu tri cdc phan
irng di ing.

Sur dung dbng thdi thudc ha huyét ap véi cac thude co kha ning gy ha huyét ap (nhu thude
chdng trdm cam ba vong, barbiturat, phenothlazm) c6 thé lam ting nguy co ha huyét 4p.

Moxlsylyt Co thé gy ha huyét p tu thé nghiém trong.
Cac két hop cén céin nhic

Meﬂoqum Téng nguy co chéim nhip tim.

Thube tic ché monoamin oxidase (ngoai trir IMAO-B): Téng cudng téc dung ha huyet ap cua
thudc chen beta nhung ciing c6 nguy co gdy ra con ting huyét dp dot ngot.

leamplcm c6 thé [am gidm nhe thoi gian bén thai cia bisoprolol, tuy nhién khéng cén thiét
tang lidu bisoprolol.

Tiéc dung khung mong muén (ADR)

Tén suit tac dung khong mong mudn udc tinh duge phén loai theo quy udc sau day: Rét
thudng gip (ADR > 1/10), Thudng gép (1/100 < ADR < 1/10), It gap (1/1.000 < ADR < 1/100),
Hiém gip (1/10.000 < ADR < 1/1.000), Rét hiém gip (ADR< 10.000)

Hé co quan Biéu hi¢n
R6i loan tim It gdp: Roi loan dan truyén nhi that, 1dm ndng thém tinh
trang suy tim tir trude; nhip tim cham
R6i loan mach mau Thuong gdp: Cam giac lanh hodc t€ tir chi, tut huyét ap
It géip: Ha huyét ap thé dimg
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Hiem gdip: Tim téi ti chi, di cdm

Néu ngudi bénh méc Raynaud hodc dau chin khéng lién tuc
(dau ¢ chén khi di bg) thi Bisoprolol ¢6 thé lam cho nhirng
biéu hi¢n ndy trés nén tdi té hon

ROi loan chuyén hoa va dinh
dudng

H;’én; gap: Tang triglycerid.
Thube chen beta co thé che ddu céc trigu chimg ctia nhiém
de tuyén gidp hotic ha dudmg huyét

Réi loan tAm than

It ga@p: ROi logn gidc ngy, trdm cam
Hiém gap: Ac mdng, do gide. lo léng, réi loan tim thén, 10
lin

Rdi loan hé than kinh

Thieomg gap: Chéng mit, nhic diu
Hiém gdp: Ngit

RAi loan mat

Hiem géip: Khé mét, suy giam thj lyc
Rat hiém gap: Viem két mac

ROi loan tai va dc tai

Hiém gdp: R6i loan thinh gic

R6i loan hd hép, 1dng ngyc va
trung that

It gdp: Co that phé quan & bénh nhan hen phé quan hoic
tién sir b¢nh tac nghén dudng tha.
Hiem gap: Viém mii dj ing

Rdi loan tiéu héa

Thieong gdp: Budn ndn, ndn, tiéu chay, téo bén

R&i loan gan mat

Hi€m gap: Téng men gan (ALAT, ASAT) ,viém gan

R6i loan da va md dudi da

Hiém gip: Phan (mg qua mdn (nhu nglra, do bimg, phat
ban).

Khéng ra: Phi mach

Rdt hiém: Thudc chen beta cé thé kich thich hozc lam trim
trong thém bénh vdy nén hoic gay phat ban gidng vy nén,
rung toc

R6i loan xuong va mé lién két

It gap: Yéu co va chudt rit
Hiém gap: Pau co va khép

R6i loan hé sinh san va tuyén vt

Hiém gap: Réi loan cuong duong

Chung

Thieong gap: Suy nhuge, mét mdi (Céce triéu chimg dic biét
xay ra khi bdt ddu diéu trj. Chung thudng nhe va thudng
bién mét trong vong 1-2 tudn)

It géip: Suy nhuge

Hiém géip: B md héi, phu

Huéng din cich xir tri ADR

Khi xay ra ADR v&i céc biéu hién trén, c6 thé xtr tri nhur céc truong hop cuta tri¢u chimg qua

lidqu (xem myc qua lidu va xir tri).

Thong bdo ngay cho bdc sT hodic dige st nhimg tdc dung khong mong muon gdp phai khi sir

dung thuoc,
Qua lidu va xir tri

C6 mét sb trudng hop qué lidu véi bisoprolol fumarat da dugc théng béo (tdi da 2000mg). Pa
quan sat thdy nhip tim chdm vi/hoic ha huyét 4p. Trong mét sé trudmg hop da diing céc thude tac
dung gibng thén kinh giao cam va tit ca ngudi bénh da hdi phuc.

Céc ddu hiéu qud liéu do thudc chen beta gbm 6 nhjp tim chim, ha huyét p va ngu lim va néu
ndng, mé sang, hon mé, co giat va ngimg hé hip. Suy tim sung huyét, co thét phé quan va giam
glucose huyét c6 thé xay ra, dic biét & ngudi da co sdn cdc bénh & cic co quan nay.

Néu xiy ra qua lidu, phai ngimg bisoprolol va diéu trj hd trg va triéu chimg. C6 mot sé it dir
liéu goi y bisoprolol fumarat khéng thé bi thim tach.

Nhip tim chgm: Tiém tinh mach atropin. Néu dédp (mg khéng ddy di c6 thé ding thin trong
isoproterenol hodc mét thude khéc c6 tic dyng lam tdng nhip tim. Trong mot sé trudng hop, dat
mdy tao nhip tim tam théi dé kich thich tang nhip.

Ha huyét dp: Truyén dich tinh mach va ding cdc thude tang huyét ap (isoproterenol hodc mot
thuée chil van alpha-adrenergic). C6 thé dung glucagon tiém tinh mach.

Blée nhi thét (49 hai hofic ba): Theo ddi cin thin ngudi bénh va tiém truyén isoproterenol hodc

dat may tao nhjp tim, néu thich hop.

Suy tim sung huyét: Thyc hién bién phap thong thudng (ding digitalis, thude loi tiéu, thude lam

ting lyc co co, thude gidin mach).
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Co thdt phé quan: Dung mot thudc gidn phé quéan nhu isoproterenol va/hotic aminophylin.
Ha glucose huyér: Tiém tinh mach glucose hoic glucagon.

bic tinh dwgce lyc hoe

Loai thube: Thude chen beta, adrenergic chon loc (chen chon lge thy thé giao cam beta)),
chéng ting huyét ép, dau thit ngue, suy tim sung huyét.

Ma ATC: CO7AB07

Bxsoprolol la mQt thude ch:;:n chon loc beta; nhung khong c6 tinh chat on dinh mang va khong
co tac dl,lrlg glong than kinh giao cam ndi tai khi diing trong pham vi lidu diéu tri.

Vi lidu thép, bisoprolol trc ché chon loc dép g véi kich thich adrenalin béng cach canh tranh
chen thu thé beta,-adrenergic ciia tim, nhung it tic dung trén thu thé beta, adrenergic ciia co tron
phé quan va thanh mach. Vi lidu cao (thi duy 20mg hodc hon), tinh chét chon loc cua bisaprolol
trén thy thé beta, thudng giam xubng va thudc s& canh tranh irc ché trén ca hai thy thé beta; va
betas .

Bisoprolol duoc ding dé diéu tri tang huyét 4p. Hidu qua cua bisoprolol tuong duong vai céc
thudc chen beta khac. Co ché tac dung ha huyét dp cia bisoprolol ¢o thé gdm nhimng yéu té sau:
Giam luu lugng tim, trc ché than giai phong renin va gidm tic déng cia thin kinh giao c&m di tir
céc trung tim vén mach & ndo. Nhung tdc dung ndi bat nhét cta bisoprolol 14 1am giam tin s6 tim,
ca liic nghi 14n lac gé’mg strc, Blsoprolol lam glam Iuru lugng ciia tim lic nghi va khi ging sire, kém
theo it thay d6i vé thé tich méu téng ra trong rn01 lan tim bop va chi lam ting it ap lyc nhi phai
hodic 4p lue mao mach phdi bit lic nghi va lic ging stic. Trir khi ¢6 chéng chi ‘dinh hogc ngudi
b¢nh khong dung nap duoc, thude ch¢n beta dugc diing phdi hop véi cdc thude trc ché enzym
chuycn lgi ti€u va gl}comd trg tim dé diéu tri suy tim do loan chirc ning thét trai, dé lam giam suy
tim tién tncn Téac dung tot ciia cdc thude chen beta trong diéu tri suy tim man sung huyét duoc
cho chii yéu la do irc ché céc tic dong ciia hé thin kinh giao cam. Ding thudc chen beta 1au dai,
cling nhu céc thudce trc ché enzym chuyén angiotensin, c6 thé 1am giam céc triéu chimg suy tim va
cai thi¢n tinh trang 1&m sang clia ngudi bj suy tim man. Céc tdc dung c6 Iqi nay da duoc chimg

hé thong renin-angiotensin va tic ché hé thin kinh giao cam la cdc tic dung hiép ddng trong diéu,
trj suy tim man tinh. '

Pic tinh dtrgc ddng hoce iR

dén sy hdp thu thudc.

Vi chi qua chuyén héa buée ddu rdt it nén sinh kha dung qua duong ubng khoang 90%. Sau
khi udng, nong d6 dinh trong huyét twong thuéng dat dugce tir 2-4gid. Khoang 30% thude gin vao
protein huyét tuong. Nira d&i thai trir & huyét tuong tir 10 dén 12 gid. Bisoprolol hoa tan vira phai
trong lipid. Thude chuyén héa & gan va bai tiét trong nude tiéu khoang 50% dudi dang khong ddi
va 50% dudi dang chat chuyén hoa.

0 ngudi cao tudi, nira doi dao thai trong huyét tuong hoi kéo dai hon so véi ngudi tré tudi, tuy
ndng d6 trung binh trong huyét twong & trang thai 6n dinh téng Ién, nhung khéng cé sir khdc nhau
c6 y nghia vé mic d tich lily bisoprolol gitta ngudi tré tudi va nguoi cao tudi. O ngudi c6 hé sb
thanh thai creatinin dudi 40ml/phit, nira doi huyét tuong ting gip khoang 3 1an so voi ngudi binh
thudng.

O ngudi xo gan, tbe do thai trlr bisoprolol thay déi nhiéu hon va thép hon ¢6 y nghia so voi
ngudi binh thudng (8,3-21,7 gid).

Quy cach dong goi

STT | M0 ta tém tat quy cich déng gbi
Ep vi, vi 10 vién, h¢p 3 vi

Ep vi, vi 10 vién, hép 10 vi

Ep vi, vi 20 vién, hép 10 vi

Ep vi, vi 20 vién, hop 50 vi
Bdng chai 100 vién

6 | Ddng chai 200 vién

Piéu kién bio quin: Noi khé rdo, thodng mét, tranh énh sang, nhigt dd khong qué 30°C.
Han dung: 24 thang ké tir ngay san xuét.
Tiéu chuéin chét lwgng: TCCS

| Pl b2 —

minh & nguoi dang diing mdt thude e ché enzym chuyén cho thdy su phdi hop téc dung irc ché

Sau khi udng, blsoprciol dugc hap thu hoan toan qua dudng tidu hoa, thirc an khéng anh huc'ng v
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Tén, dja chi ciia co s& diing ky va sin xuét
#A vacopharm

59 Nguyén Hué, Phudmg 1, Thanh phé Tan An, Tinh Long An
Dién thogi: (0272) 3829311 Fax: (0272) 3822244
Sin xuft tpi: Km 1954, Quéc 1§ 1A, Phurong Tén Khanh,
Thanh pho Tén An, Tinh Long An  wwyw.vacopharm.con
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