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CORNEIL-2,5
(Vién nén tron bao phim Bisoprolol fumarat 2,5 mg)
THANH PHAN
Mi vién nén trén bao phim chira:
Bisoprolol fumanat ................. 2,5 mg
Ti duge: Lactose hydrat, cellulose vi tinh thé, crospovidon, i stearal, hydroxypropylmethylcellulose, talc, tisan dioxyd, polyethylen glycol 6000 ... vi
i I vidn.
Djc tinh duge hype hge:

Bisoprolol li mdt thudc chen chon loc beta) nhung khéng cd tinh chit én dinh ming vi khéng cé tic dyng giéng thin kinh giso cim ndi tai khi ding trong pham vi
liu diéu tri. Vai lidu thip, bisoprolol irc ché chon loc dip img véi kich thich adrenalin bing cich canh tranh chen th thé beta; adrenalin ciia tim, nhung it tic dung
trén thy the beta; adrenalin ciia co tron phé quin vi thinh mach. Véi lidu cao (vi dy 20 mg hodc hon), tinh chit chon loc ciia bisoprolol trén thy thé beta, thuéng
gidm xudng va thude s2 canh tranh trc ché ci hai thy thé beta, vi beta;, ; 4

Bisoprolol dugc ding dé didu tri ting huyét ap. Higu qui cia bisoprolol wong duang véi cic thude chen beta khic. Ca chd tic dyng ha huyét ip cia bisoprolol cb
thé gom nhimg yéu 16 sau: Gidm luu lugng tim, Grc che thin gidi phing renin va giim tic djng cia thin kinh gian cim di tir cic trung im vin mach & ndo, Nhung
tic dyng ndi bit nhit cia bisoprolol i lim gidm tin s tim, ci lic nghi Win lac ging sirc. Bisoprolol lim gidm lru lugng cia tim lic nghi v khi gling sirc, kém theo
it thay doi vé thé tich miu tdng r trong mai nhit bép tim vi chi lim ting it &p lye nhi phii hodc dp lyc mao mach Ehéi bit lic nghi vi lic ging sirc. Trir khi b
chéng chi dinh hodic nguéi bénh khing dung nap duge, thudc chen beta 4l duoe ding phéi hop véi cic thudc irc chd men chuyén, lgi tiéu vi glycosid trg tim 48
diéu trj suy tim do loan chirc ning thit trdi, dé lim gidm suy tim tién trién. Tic dyng tt cla cic thube chen beta trong didu trj suy tim man sung huyét duge cho chit
yéu li do irc ché cic tic djng cia hé thn kinh giao cim. Dung thudc chen beta l3u dii, ciing nhu cic thudc irc ché men chuyén ddi, ¢4 thé m gidm cic triu chimg
suy tim va ci thign tinh trang lim sing cia ngudn bj suy tim man. Cic tic dung t6t ndy a1 duge chimg minh & ngudi dang ding mét thudc irc ché men chuyén, cho
thay irc ché phdi hop hé théng rennin - angiotensin va hé thin kinh giao cim li cic tic dyng cjng.

Dic tinh duge djng hoc:

Bisoprolol hau nhu dugc hip thu hoin toin qua duimg tidu hod. Vi chi qua chuyén hod bude diu rit it né
uéng, nong 4 dinh trong huyét twomg dat duge tir 2 - 4 gidr. Khodng 30% thuée gin vio protein llu;fét 1
diri thii tr & huyét tuomg tr 10 dén 12 gid. Bisoprolol hod tan vira phai trong lipid. Thude chuyén
khéng ddi via 50% duéi dang chit chuyén hod. 4
O ngudi cao tudi, mira ddi dio thii trong huyét tuong hai kéo dii hom o vii ngudi tré wéi, tuy néngldd trung bink
nhung khéng c6 sy khic nhau ¢6 ¥ ngha vé mitc d§ tich iy bisoprolol gida ngudi tré wéi vi ngudi gacudi, / 4,

0 nguin 6 hé 56 thanh thii creatinin duéi 40 mU/ phiit, nira dési huyét twong ting gdp khoing 3 Iin 3§ vai ngudi binh thuong. .
G nguri xo gan, tdc 4 thii trir bisoprolol thay déi nhicu hom vi thip han cb  nghfa 30 véi ngudi bijl thuémg (8,3'421,7 gid). | -
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CHI DINH:

Tiing huyét dp. Dau thit ngyc.

Diéu tri h trg suy tim man tinh &n dinh, tir vira dén ndng, kém giim chirc ning tim thu thilt tri sir d

van glycosid g tim, e
alanc CHI DINH: .

Bisoprolol chdng chi dinh & bénh nhin c6 séc do tim, suy tim cdp, suy tim chira kiém soét duge bing didu tj nén, su 9% LI ndng hojic 43 IV, bloc nhi - thit d§
hai hodic ba vi nhip tim chim xoang (duti 60 phit trude khi dizu tri), bénh nit xoang, hen nitng hodc bénh phéi - phé quin man tinh tic nghin niing, Hji chimg
Reynaud njng. Min cim vdi bisoprolol, u tuy thugng thin (u té bdo va crém) khi chva duge dieu trj.

LUU Y DAC BIET VA THAN TRONG KHI SU DUNG:

- Suy tiny: Kich thich giao cim i mdt thinh phin can thiét h trg chire ning win hoin trong giai doan bt ddu suy tim sung huyét vi sy chen beta cd thé din
dén suy gidm thém co bép cia co tim vi thic diy suy tim ning hon. Tuy nhién, & mét:i ngudi bénh cé suy tim sung huyét con bi cb thé cin phii ding
thuéc ndy. Trong truimg hop ndy, phii ding thubc mét cich thin trong. Thudc chi duge ding thém vio khi dd o diu 1rj suy tim véi cic thudc co bin (thube
Igi tiéu, digitalis, izc ché men chuyén) dudi s kiém soit chit ché cia thiy thudc chuyé

n khoa.
- Vi binh nhdn khing c6 binh si suy tim: Sy irc ché lién tye co tim cla cic thude i mmduhiaawmeuchmﬁu
tién ciia suy tim, cin phii xem xét viéc ngimg ding bisoprolol. Trong mit sd trudhg hdp m trong khi ditu trj suy tim véi

cic thube khic. ~

- Ngimg didu orj &t nggr: Dau thit ngye ning lén va trong mét sé truimg hM j p% i i bj big ddng mach vinh sau khi
ngimg ot ngdt thudc chen beta. Do dé cin phii nhic nhé nhang ngudi béntda \ % iri khuyén cila thiy thuée.
Ngay ci voi nguii bnh chua r3 bénh ddng mach vinh, nén khuyén giém dan bi khodng mét tuln dudn sy theo ddi cin thin cia thiy thude.
Neu cic triéu chimg cai thubc xdy r, nén ding thude lgi it nhit trong mét théi han.

- Binh mach ngogi bién: Cic thudc chen beta o6 thé lam trim trong thém cic trigu chimg cia suy ddng mach & ngudi bi viém tic ddng mach ngogi bién. Cin
thin trong d6i véi cic bénh nhin niy.

- Binh co thdt phé quan: Néi chung, bénh nhin c6 bénh co thit phé quin khdng duge diing cic thudc chen beta. Tuy viy, do tinh chit chon ke tuong asi
beta,, ¢4 thé ding thin trong bisoprolol & ngudi bénh cé bénh co thit phé quin khéng dip img véi hojc khéng thé dung nop véi didu tri chéng thng huyétip
khic. Vi tinh chon loc beta, khdng tyét dé1, phii diing lidu bisaprolol thip nhit cb th dugc vi bit diu véi licu 2,5 mg. Phiii o6 sin mt thubc chi vin beta,
(gidn phé quin).

- Gdymé i dai phdu thwir: Néu cin phii tiép tuc didu trj véi bisoprolol gin ltic phiu thujt, phii dic biét thin trong khi ding chc thubc giy mé lim suy gidm
chirc ning co tim nhu ether, cyclopropan va tricloroethyl

—  Ddi thdo diimg vi hg glicose hupdt: Cic thudc chen beta cb thé che Iip cic bidu hién cla ha glucose huyét, dic biét nhip tim nhanh. Céc thulc chen beta
khang chon loc cd the lam ting muc ha glucose huyét giy béi insulin vi lim chim sy phuc hdi cic ndng d9 glucose huyét thanh. Do tinh chit chon loc beta;,
diéu niy it o8 khi ning xdy ra vdi bisoprolol, Tuy nhién cin phii cinh bio bénh nhin hay bi hy glucose huyét, hodc bénh nhin dii thio duémg dang ding
insulin hojc cic thudc ha glucose huyét ubng vé cic khi ning ndy v phii ding bisoprolol mét cich thin trong.

~  Nhidm djc do tupén gidp: Sy chen beta-adrenergic c4 thé che lép cic ddu hidu lim sing ciia ting ning tuyén gidp nh nhip tim nhanh, Viée ngimg it n
liéu phip chen beta o6 thé lim wim trong thém cic ri¢u chimg cila cuéng chirc ning fuyén giip holic o thé thic diy xdy ra con bio gidp.

. - .sw{gm chiie ndng thn i gan: Cin higu chinh liéu bisoprolol mét cich cin thin déi véi bénh nhin suy thin hoc suy gan.

D
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SU'DYNG CHO PHY NI’ CO THAI VA CHO CON BO:

- Ddi v phy nix mang thai: Chi ding bisoprolol cho phy ni trong thén ky mang thai n&u khd niing lgi ich bién minh dugc cho nguy thé xiy ra cho thai.

= Ddivdi phy nir cho con bii: Khing biét bisoprolol 6 duge bii tiét vio sita nguti hay khéng. Vi nhidu thubc dugc bai tiét vio s0a ngudi, cln phii thin trong
khi dimg bisoprolol cho phy nir dang trong thén k¥ cho con bi.

TAC DUNG KHONG MONG MUON (ADR):

Bisaprolol thuémg duge dung nap 16t v phin Ién tic dung khong mong mudn thi nhe. Tic dyng khéng mong mudn nghiém trong nht bao gdm: suy tim, block tim,

co thit phé quin. Tic dyng khéng mong muén chi quan giy phidn hi gdm: mét méi, knh chi. Khi sir dyng thudc trong thoi gian dii cic tic dyng khdng mong

mudn trén cé thé inh huémg dén vige tuin thi didu trj cia bénh nhin,

- Tim mgch: bao gdm nhip tim chim vi hy huyét ép; suy tim hodic block tim cé thé xiy ra & nhimg bénh nhin rdi logn tim mach tiém fn, Ngimg thudc chen
beta dit ngit 6 thé lim trim trong thém dau thit ngyc va b thé din dén ddt v, Gidm tuin hodn ngogi bién cé thé giy lanh chi v cé the lim trim trong
thém bénh mach miu ngoai bién ching han nhu hdi chimg ciia Raynaud.

~  H¢ hé hdp: Co thit phé quin, th ngiin, khé thd, ¢4 thé xiy ra bénh nhin nhay cim do viée chen thy thé beta; & co tram phd quin.. Viém phéi, xo héa phéi,
viém ming phdi ciing di dugc bio cdo,

- Thdn kinh trung wong: da dbu, trim cim, chéng m3t, do gidc, réi loan, vi réi logn gide ngii bao gdm ci 4c mong. Hon mé vk co gijt di dugc bio cio sau
khi qué lidu thudc chen beta.

- Coxuomg khip; Mét méi, dj cdm, thin kinh ngogi vi, dau khép vi bénh ca, bao gdm ci chudt rit, 4 duge béo cia.

= H{ tiéu héa: bao gdm budn ndn, 4i mira, tidu chiy, tio bén, vi dau quin byng.

- Chigén hda carbohydrat; thubc chen beta dnh huéng t6i chuyén héa carbohydrat vi chuyén héa lipjd-5
ddi ndng 45 triglycerid va cholesterol trong miu. / Q0

= Dawi clc mé dudi da: N&i miy day, ngim, lim ning thém bénh viy nén, vi ryng 16c c6 phuc # 3

- 7higide: Giim sin xult muoc mit, mé mit va dau nhirc 1 nhimg triéu chimg & mit d& duy ,&}

- Mau; Cic tic dyng khdng mong mudn trén miu bao gdm ban xudt huyét khang gidm tidu
toan thodng qua cé thé xiy ra.
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= Cﬁfl:f{fw'sﬂw niong mudn khic duge bio cio véi mdt sé thubc chien beta bao gém hdi chimg gidng lupus, ligt duong nam, viém xo phic mc vi X0
5au phuc mac.

Thing bdo cho thdy thudc cic tic khéng mang ntwdn gdp phal khi sir dyng thudc.

TAC DONG 'rm‘_vn KHA NANG LAI XE VA VAN HANH MAY MOC:

Thubc co thé dnh hudng dén khi ning lii xe vi vin hinh miy moc. Vi viy nén thin trong, dic bit trong giai doan diu ciia didu e, sau khi dbi thudc hodc uéng |

g,
LIEU LUQNG - CACH DUNG:
Céch dimg: Bisoprolol fumarat duge ding theo duéng ubng. Sy hip thu thube qua duémg tiéu hoa khong bi dnh hudng béi thirc an.
Liéu hapmg: Lidu lugng cia bisoprolol fumarat phii duge xic dinh cho timg nguén bénh vi duge hiéu chinh tuy theo dip img cla bénh vi sy dung nap ciia nguti |
bénh, thubmg cich nhau it nhdt 2 tuin.
Diéu trf king huydt dp ws dau thilt ngye: & ngudi lom lidu bisoprolol fumarat thuémg ding 1 tr § - 10 mg, ubng 1 1in/ ngiy. Liéu 18i da khuyén clo I 20 mg/ ngdy.
Gidm lifu & nguin suy gan hodc suy thin.
Didu trf suy tim man on djnh:
Nguii bénh bj suy tim man phai én dinh, khdng c6 dot cip tinh trong vong 6 tudn va phii dugc didu tr bing mdt thudc trc ché men chuyén vdi liéu thich hop (hodc
véi mt thude giin mach khic trong truémg hop khang dung nap thut irc ché men chuyén) va mét thudc loi tidu va/ hodc o khi véi mt digitaL, truée khi cho didu
1rj bisoprolol. Ditu tri khéng duge thay déi nhiu trong 2 tuin cudi truée khi ding bisoprolol. : |
Vige didu trj phii do 1 thiy thuéc chuyén khoa tim mach theo d3i. Didu trj suy tim man da dinh béng bisoprolol phii bit diu bing 1 thai gian ditu chinh lidu, litu |
duge ting dan theo so dd sau:
— 1,25 mg/ 1 n/ ngiy (uéng vio budi sing) trong 1 tudn; néu dung nap duge, ting fieu:
— 2.5 mg/ | B/ ngiy trong 1 tudn; néu dung nap duge 1y, ting lén:
— $mg/ 1 1in/ ngiy trong 4 tuin sau; néu dung nap duge t6t, ting lén:
— 7,5 mg/ | lin/ ngiy trong 4 tuin sau; néu dung nap dugc 151, ting lén
— 10mg/1 lan/ ngiy 88 dicu trj duy tri.
Sau khi bit d3u cho lidu d3u tién 1,25 mg, phii theo ddi ngudi binh trong vong 4 gid (d3c biét theo di huyét dp, tin s tim, réi loan din truyén, cic diu higu suy
tim ning lén)
Liéu ti da khuyén cdo: 10 mg/ | lin/ ngiy.
Liéu didu chinh khéng phii theo dip tmg lim sing ma theo mirc 3 dung nap duoc thudc 8 di dén lidu dich. & mdt sé ngudi binh cb thé xuit hign cic tic dung
khéng mong muén, nén khéng thé dat duge lidu 181 da khuyén cio, Néu cin, phai gidm liéu din din. Trong truémg hop cin thiét, phii ngimg didu trj, rbi ki tidp tue
ditu i lai. Trong thoi gian dieu chinh liéu, khi suy tim ning Ién hojc khang dung nap thudc, phii gim lidu, thim chi phii ngimg ngay didu trj néu ciin (ha huyét dp
ndng, suy tim ning Ién kém theo phis phéi cip, sbe tim, nhip tim chim hodc bloc nhi - thit).
Bitu tri suy tim man én dinh bing bisoprolol i 1 diu trj ldu dii, khéng duge ngimg ddt ngdt, 6 the lim suy tim ning lén. Méu cin ngimg, phii gidm liéu din, chia
liéu ra | nira mi tuin,
Suy thin holc suy gan & ngudi suy tim man: chua cé sb ligu vé duge dong hoc, Phii hét sirc thiin trong ting licu & ngudi bénh niy.
Niguti suy gan hodic suy thn: & bénh nhin suy gan hodc suy thin ning (45 thanh thii creatinin <40 mL/ phit), liéu khéi dau dé diéu tri ting huyét ép nén 14 2,5 mg/
ngiy, vi nén ting liéu mdt cich thin trong. Liéu 18i da duge khuyén cho dé ditu trj cao huyét dp vi dau thit nguc li 10 mg/ ngdy & bénh nhin bj suy gan ning hoic
43 thanh thii creatinin < 20 mL/ phit
. Ngur cao ndi: Khéng cin phii didu chinh lidu.
Tré em: Chum cb 56 ligu, Khéng khuyén cio ding cho tré em.
TUONG TAC THUOC, CAC DANG TUONG TAC KIIAC:
- Khéng dugc phéi hop bisoprolol véi cic thube chen beta khic
- Cin phai theo ddi chit chd ngudi bénh ding cic thudc lim tiéu hao catecholl nhu reserpin hodic guanethidin, vi tic dyng chen bela - adrenergic ting
thém co thé giy gidm qua mirc hoat tinh giao cim
- Cic loai thuéc ting cutmg tic dung ha huyét ip cisa bisoprolol, vi dv: chit éc ché men chuyén, thudc chen kénh calci va clonidin o6 thé cé lgi trong vidc
kiém sodt ting huyét p. Thudc giy ha huyét ap nhu aldesleukin vi cic thudc giy mé cling ting cubng tic dyng ha huyét dp cia thubc trong khi cic logi
thudc khic, vi du NSAID, d6i khing tic djng ha huyét p.
= Ciin phii thin trong sir dung bisoprolol khi ding dong théi véi cic thudc tic ché co bop cu tim holc (e ché sy din truyén nhi-thit, nhu mét s thube ddi
khing calci, d3c biét thudc chc nhém phenylalkylamin (verapamil) vi benzothiazepin (diltiazem), hojc cic thubic ching logn nhip, nhu disopyramid.
- Bisoprolol cé thé ting kha ning lim chim nhip tim do digoxin.
- T?‘m‘x. chen beta & bénh nhin tidu dutmg cb thé lim gidm dip img véi insulin vi thudc ha duimg huyét wdng thdng qua cic tic ding ciia ching lén cic thy
the beta uyen tyy.
- Chen thy thé beta ngoi bién dnh huéng 1Gi the ddng cita thudc cuéng giao cim; Bénh nhin sir dyng thudc chen beta, dic bift Ii cic thubc chen beta khang
chon loc, ¢ thé b ting huyét ip néu ho ding adrenalin v tic dyng gidn phé quin cia adrenalin cing bi trc ché. Dép img véi adrenalin @& didu trj sbc phin
vé 6 thé gidm & nhimg bénh nhin sir dyng thudc chen beta kéo dii.
- Cic loai thuéc giam hip thu bao gdm cic mudi nhém va nhya gin acid mjt nhu colestyramin.
~  Chuyén héa bisoprolol cb thé dugc ting lén bing cic loai thude nhu barbiturat v nfampicin vi gidm véi cic loai thubc nhu cimetidin, erythromycin,
fluvoxamin va hydralazin.
- Thuéc didu trj bénh sét rét nhu halofantrin, mefloguin vi quinin c6 th giy di Gt din truyén tim, thin trong néu si dyng chung véi cic thuéc chen beta.
QUA LIEU- XU TRi:
Cé mt b truimg hop qud lidu véi bisoprolol fumarat d3 dugc théng bio (4i da: 2000 mg). D quan sit thiy nhip tim chim va/ holc ha huyét dp, Trong mét 50
truimg hop, &3 ding cic thubc tic dung gidng thin kinh giao cim va ut cd ngudi bénh di hgi phuc.
Cac diu higu qud liu do thube chen beta gém cé nhip tim chim, hg huyét p vi ngd lim vl néu ning, mé sing, hdn mé, co gidt va ngimg hd hip. Suy tim sung
h‘gle'u. co thit phé quin va gidm glucose huyet ¢4 thé xiy r, dic biét & ngudi &3 cd sin cic bénh & ciic co quan ny.
N

1

xdy ra qui liéu, phii ngimg bisoprolol vi didu trj ho trg va tri¢u chimg. €6 mét 56 it i lidu ggi ¥ bisoprolol fumarat khéng thé bj thim tich.
Nhip tim chgm: Tiém tinh mach atropin. Néu dip img khong diy di, c6 the ding thin trong isoproterenal hojic mét thudc khic cd tic dyng lim ting nhip tim. Trong
mét sb truémg hop, 45t miy tao nhip tim tam thai dé kich thich ting nhip.
Hg huyé1 dp: Truyén dich tinh mach va ding cic thubc ting huyét ip. Cé thé ding glucagon liém tinh mach.
Blde tim (43 hai hodc ba): Theo ddi cin thin bénh nhin vi tiém truyen isoproterenol hojic it miy 1o nhip tim, néu thich hop.
Suy tim sung hupr. Thyc hién bign phip théng thubmg (dung digitalis, thudc loi tidu, thude lim ting lve co co, thubc gidn mach).
. \ Co thit phé qudn: Diing mét thubc gidin phé quin nhu isop: 1 v/ hoc aminophyllin.

Ha glucase huyér; Tiém tinh mach glucose.

DONG GOI: Hop 6 vi x 10 vién.

BAQ QUAN: Nai kho rio, trinh dnh sing, nhiét 4§ khong qui 30°C.
TIEU CHUAN CHAT LUQNG: Tiéu chuln nha sin xuat.

HAN DUNG: 36 thing ké tir ngiy sin xuit.

Sin xudt tai: -

CTY TNHH DP DAT VI PHU

(DAVI PHARM CO.,LTD)

L MTA, Duémg D17, Khu CN M§ Phudc 1, X& Théi Hoa, Huyén Bén Cit, Tinh Binh Duong, Viét Nam.
Tel: 0650-3567689 Fax: 0650-3567688

PHO GIAM POC
DS.WM&%M



