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DYski. A 0. a80sT dyng triide khi ding.
Thudt ndy chl ding theo don thudt.
THANH PHAN CONG THUC THUBTC

Thanh phdn hoat chat:

Bisoprolol fumarat ... 2,5 MO
Thanh phdn t4 duge: Tinh bt mi, microcrystalline cellulose M101, calci hydrophosphat
dihydrat, povidon K30, natri starch glycolat, magnesi stearat, colloidal silicon dioxyd,
hypromellose 2910 (Gcp), hypromeliose 2910 (15cp), polyethylen alycol 6000, talc, titan
dioxyd.

DANG BAD CHE: Vién nén bao phim.

M0 t3 san phdm: Vign nén bao phim, hinh tim, méu tring hodc tring nga, canh va thanh
vién [anh [an.

CHI DINH

Diéu tri b&nh suy tim man tinh 8n dinh kém suy gidm chilc nang tam thu that trai, kEt hop voi
thude tic ché men chuyén, thulc 1gi tidu va cac glycosid trg tim,

CACH DUNG, LIEU DONG

Phéc d6 diéu tri chufn ciia suy tim man tinh g8m co mot thudc dc ché men chuyén (ACE)
(hoic chen thy thé angiotensin trong infiing hgp khéng dung nap thudc tic ché men chuyén),
mot thulc chen beta, thudc Ioi tidu va plycosid trg tim phit hgp. Benh nhan cdn &n dinh
(khdng bi suy tim cap) khi dugc khdi 0du digu trj voi bisoprolol.

Béc sTd#u trj cdn phéicd kinh nghiém trong diéu tr suy tim man tinh.

Tinh trang suy tim ndng han, ha huy&t 4p hodc nhip lim chdm thodng qua co thél xay ra trong
va sau giai doan chinh iéu,

CACH DUNG: Bisoprob! nén sif dyng véo bufi sdng vA cb thé ving ciing véi thic dn. Nufit
nguyén vign thudic vol nuds, khng duvc nhai.

LIEU DUNG

Giai dozn chinh ligu ;

Diéu trj suy tim man tinh &n djnh vi bisoprolol cAn phdi cé gial doan chinh liéu.

Vigc difu tri voi bisoprolol s& dugc bAtddu véi giai dogn chinh lifu, vii cic bude sau:

- 1,25 mg mit I4n/ noy trong 1 tudn, nEu dung nap 1Bt, tang liu lén

-2,5 mg mit Hn/ ngay trong 1 tudn nfia, néu dung nap 161, 13ng lidul&n

-3,75 mg mBt 14n/ ngay trong 1 tudn nta, néu dung nap t8t, ting lidu lén

-5 mg mdt 14n/ ngay trong 4 1udn ti€p theo, nBu dung nap tat, tng éulén

- 7,5 mg mdt 14n/ ngay, trang 4 tudn tEp theo dung nap tt, tng lidu 1én

- Ligu duy tri: 10 mq bisoprolol mot I/ ngay

Ligu khuy&n cdo ti da'd 10 mg bisoprolol mt Ién mdi ngay.

G4n theo dbi chit ché dauw higu sinh tén (huyEt &p, nhip tim) va céc ddu higu suy tim ndng lEn
trong giai doan chinh lidu. Trigu chiing c6 thé xdy ra trong ngay ddu tign sau khi bit ddu trj
liBu.

Diéu chinh liEu

NEu ligu khuy&n céo 10 da khong duge dung nap L6, cé thé cin nhdc gidm li8u ddn dén.
Trong tning hop suy fim nang han, ha huy&t &p hay cham nhip tim thodng qua, thuyén cdo
nén xem xét lai liéu cia cac thuSc dang sirdung ddng thisi. Gidm ligu bisoprolol tam thist hoic
xem xé1 ngifng didu tri bisoprolol khi c&n thigt,

Nén can nhdc vige sit dung lai va/ hodc difu chinh ting lidu bisoprolol khi bénh nhan 8 dinh
trd lai.

N&u ngiing thulic, nén gidm din lidu diing, vi vigc ngling thudc d5t ngdt cd the din d&n tinh
trang bénh ahan trd nén trdm trong hon.

Bifu tr{suy tim man tinh &n dinh véi bisoprolol thuting 14 difu trj laudai.

c4c trubng hop dac bigt

Suy thin hay suy gan: Kndng c6 thang tin v& duge ddng hoc ciia bisoprolal & banh nhdn suy
tim man kim suy gan hay suy than. Vigc difu chinh tang liu cho cie d6i tuong nay cdn hét
siic than trong.

Nguidi gid: Khing cdn diéu chinh ligu.

Tré em: Khong ¢ kinh nghiém vé vic sit dung bisoprolol cho tré em, vi th khong khuygn
céo sit dyng cho tré em.

Hodc theo chi din cliaThiy thudc.

CHONG CHI DINH

Bisoprolol ching chi dinh & b&nh nhan suy tim man tinh kém theo:

- Suy tim cdp hozic c4c giai doan suy tim mét bii cdn tiém Lruyén tinh mach cac thulc gy co
cotim

- Shoek tim

- Block nhithat d 11 hay a6 1l

- H&i chifng swy nit xcang

- Block xeang nhi

- Nhip fim cham, ody ra trigu chifng thuc thé

- HuyBtdp thap, gay ra tridu chiing thifc thé

- Hen phi quén ndng

- Thé ning chia b&nh tc dong mach ngoai bign hay hdi chitng Raynaud

- U tuy#n thugng than chua diéutr

- Toan chuyén hta

- MiAn cim voi bisopralol hay b&t cif thanh phdn nio clia thufic.

CANH BAD VA THAN TRONG KHI DUING THUGE

Vigc didu tri suy tim man tinh 8n dinh véi bisoprolol phdi duge bat ddu véi mot giai doan chinh
Jiu dac bigt.

B3c bigt & nhing b&nh nhan bj bénh tim thifu méu cyc bY, vigc ngimg diéu tr| vdi bisoprolol
khong duge thye hign ddt ngdt trir khi ¢d chi dinh rd rang, vi difu nay co thé din dén tinh
trang bénh tim ndng hon.

Vigc bt dduva ngitng diu trj vai bisoprolol cdn phai theo doi thuiing xuyén.

Khéing eb kinh nghiém sir dung bisoprolol cho b&nh nhin difu tri suy tim kiém theo cde bénh
sau.

- ddi thio duling phy thube insulin (typ 1)

- suy thin ndng

- 5Ly pan nang

- bénh cotim han ché

- bénh fim bam sinh

- b&nh van tim thuc thé dnh hudng huyst dna o rét

- nhdi mau cotim trong vong 3 thang gdn diy

Bisoprolol phai dugge s dyng thdn trong trong:

- o thit phE quan (hen ph& quén, banh tic nghén dubing tha)

- bitnh dai théo dubing cé mic dubing huy€t thay d6i bt thubing; CAc triguchiing ciia ha dubing
huy&t cb thé bj che gidu

- nhin & nghigm ngat

- dang didutr| di tng. Cling nhu cc thudc chen bata khac, bisopralol ca thé 13m tAng df nhay
cam dfi vi cic khang nguyén gy di tng va miic dj nghigm trong clia phin (ng phan vé.
Diéutr| bAng epinephrin khong phéi lic nde cling mang lal higu qua diéu tri nhu mong dgi.

- block nhi thit d§ |

- dau thit ngue Prinzmetal: B3 quan sat thiy céc trubing hop co thit mach vanh, Mic di co
tinh chgn lpc betal cao, khGng thé logi tril hodn todn céc con dau that nguc khi ding
hisopralel cho b&nh nhén dauthit ngyc Prinzmetal.

- bénh tic nghan dong mach ngoal bién. Céc trigu ching co thé trdm trong hon, dic bigt
trong thoi gian bt ddu difutri.

- gy rré todn thin

U nhiing bénh nhin gdy mé todn thin, sif dung thudc chen beta gilip gidm nguy cd loan nhip
tim va thifu mau cue bd co tim trong qiai doan din mé, d&t ndi khi quén va trong gial doan
hau phiu. Hitn nay dang khuyEn cdo nén duy tri thudc chen beta trong gial doan chu phiu.
Bac sTgdy mé phai duge thdng béo trong truiing hdp binh nhin cén gdy mé cb s dung
thudc chen beta do nguy co tuong tac voi cdc thulc khdc, lAm cham nhip tim, 1am gidm phan
a tang nhip tim va gidm kha nang phin »a d€ bi lai sy mat méau. NEw cdn thiét phai ngung
sif dyng thudic chen beta truic khi phiu thudt, n&n gidm 1§u ddn dén va ket thic 48 gio trude
khi gdy mé.

Khang khuyén céo kEt hgp bisoprolol voi thudc ddi khdng calcl loai verapamil hodc diltiazem,
viil thudie chiing loan nhip nhom | va vii thulic ha huy€t 4p oo tac dyng trung udng.

Mic dit thufic chen beta chon loc trén tim (beta1) co thé it Anh nuiing oén chiic nang phoi
hon thidc chen heta khaing chon loc, nhy véi 14t cd céc thudc chen beta, nén tranh ding
thudt nay & nhiing bénh nhin b bénh te nghen duting tha, trir khi ¢ 1§ do 13m sang thuyét
phuc d8 sif dung chitng. Khic nhiing Iy do nhu vay, bisoprolol co thé dutic sif dung mdt cach
than trpng. & nhiing bénh rhan bi bénh tic nghEn dubing ho hap, nén bat ddu difu tri blng
bisoprolol véi lidu thap nhtcd thé va bénh nhin phai duge theo ddi cén than cac triéu chiing
méi (v dy nhu khd thi, gdng stic, ho). BEi véi bénh hen phé quén hofe cic bénh phdi tac
ngh&n man tinh khdc, cé thé gay ra cac tidu chilng, nén diing Aéing thii ligu phap pian phé
quin. DBi khi sy gia tang sie cin dubing th c6 th xay ra & banh nhan hen suyBn, dodé cd
thé phii tang li8u thudc kich thich beta2.

B&nh nhdn bj bénh vay n&n hodc b tién sit banh vy nén chi nén ding thudc chen bsta (vi
dy: bisoprolol) sau khi ¢an nhdc cAn than gilla Igi ich va nguy co.

O nhiimg banh nhan bj u t§ bao ua crdm khéng duge diing bisoprolol, chi nén sif dyng sau khi
phong téa thy thé alpha.

Khi difu tri bAng bisoprolol, cac trigu ching clia nhi€m dic gidp co thé bj che 1&p.

Li&n quan 4&n 14 duge

Tinh bBt mi c6 trong thudt nay chi chita ham lugng gluten rat thap va It co kha nang cb hai
nEu bénh nhan ¢6 bénh Celiac. NEu b di dng véi 1da mi, benh nhin khéng n&n ding thudc
nay.

Thudc iy chifa it hon 1 mmol natri (23 mg) mdi vign, co nghta i “khong 6 natri”.

SU DYNG THUDC CHO PHY NI CO THAI VA CHO CON B

Phu nit cd thai

Bisoprolol c6 tac dyng duge 1y o6 thé gay ra tac dyung oo hai cho thai ki va/ hodc thai nhi/ tré
s sinh. N6 chung, thuBc ehen thy th beta - adrenergic lam gidm twdi mau nhau thai, ¢ lizn
quan d&n cham phat trién, ti vong trong tif cung, sy thai hodc chuyén da sém. Tac dung
phi (vi dy nhu ha dudng huy&tva nhip tim cham) cd the xay ra & thal nhi va tré so sin7. NEu
difutr| bing thuiic chen thy thé beta - adrenergic 1a cdn thigt, thudc lic ché chon loe betat 1A
thich hgip han.

Bisoprolol khdng nén duge sir dyng trong khi mang thai trif khi that sy cdn thigt. NEu diéutri
bling bisoprolol dugc coi 1 cdn thigt, cdn theo dbi luu lugng méu tir cung va sy phét tridn cla
thai nhi. Trong truing hop c6 Anh huling ¢ hal d&n thai ky hodc thai nhi, difu tri thay thé nén
duc xem xét. Trd so sinh phdi duge theo dBi chit ché. Cac trigu ching ha dubing huyt va
nhip tim chédm thuing duge dy kign trong ving 3 npdy du tign.

Phy nif cho con bi

Kheng bigt thudc nay duge bai tigt qua sia me. Do dd, eho con b khing dugc khuyén céo
trong khi ding bisoprola!.

ANH HUGNG CUA THUBC LEN KHA NANG LAIXE, VAN HANH MAY MGC

Trong mBt nghi&n ciu véii bEnh nhin bérh mach vanh cho thiy bisoprolol khing dnh hudng
d8n knd nang I4i xe. Tuy rhign, do phan tng cé thé xdy ra khac nhau i mdi ¢4 the nén kha

Size 90%
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dfapamil va diltiazem co thé 1am gidm tinh co thit cd tim va
i bigt khi tigm finh mach verapamil cho b&nh nhdn dang
B gy ra ha huyBt &p manh va black nhi that.

nhdm | (nhy quinidin, disopyramid, lidocain, phenytoin,
el | huéing dén thasi gian dén truyén nhitht va tang hidu qud co

ap tac agng |en ndn kinn :rung uong co tnd lam trdm trunq hon tinh trang suy tim do [am
gidm trugng e giao cim (gidm nhip tim va cng ning tim, gidn mach). Noing thudc dot
ngdt, dac bigt nBu tritde khi ngitng s dung thubc chan beta, ¢ thé Am tang ngw co “tang
huyBt 4p hii ing”.

Cac k&L hgp phai thdn irgng

C4c chitdfi khang calci loai dihydropyridin (nhu felodipin v amlodipin): khi ding ddng this
c6 the 1am ting nguy co ha huy8t dp va ting nguy cd suy gidm chic ning bom tim thit &
bEnh nhin suy tim.

Céc thudz chiing loan rhip tim nhém 11l (nhu amiodaron): c6 dnh hubng d&n thisi gian din
truyén nii that,

Cac thudt chen beta tic dung tai chd (nhuthulic nhd mét diéutri tang nhan dp) c6 thé c6 tac
dung Riép Iyc vao tac dyng toan than clia bisoprolol.

C4e thuss euing phé giao cAm: o6 the ;Am ting tAc dung Uc ché IEn thsi oian dn truvén nhi
thit vi nguy ca ch4m nhip tim khi sif dung ddng thal,

Insulin vi cac thufic d3i thio duiing diing duiing wiing: 1am ting tic dung ha dubng huyEt.
Cac thufic ifc ch beta adrenergic ¢ thé che 18p cc dau hidu cla ha dubng huygt.

Thudic ady mé: 1Am gidm phan xa nhip tim nhanh va fam ting nguy cd ha huyet p.

Céc glycosid trg tim (digitalis): gidm nnjp tim, tang thisi gian din truyén i that.

CAc thutc khang viem khdng steroid (NSAIDS): c6 thé lam gidm tic dung ha huyét 4p cia
hisoprolol.

CAc chdt cuiing giao cim beta (nhu isoprenalin, dobutamin): sif dung chung véi bisoprolol co
thé 1am gldm tc dung ciia ca hai.

Cdc thufc cubing giao cdm hoat hia I&n cd thy thé alpha vi beta adrenergic (nhu
noradrenalin, adrenalin): s dung ciing vdi bisoprolol co thé bc 1 thc dung co mach qua thy
thé alpha clia nhiing thudc ndy din dén tang huyét 4p va lam trdm trong hon chitng khdp
khiBng cach hél. CAc tuang tac nay thuing xdy ra valcc chen beta khang chon loc.

Sit dung déng thal vi cic thubt ha huy€t 4p cling nhu cde thubic khdc c6 khd nang lam hg
huyEtp (nhurthudc ching trdm cim ba vong, barbiturat, phenathiazin) ca thé lam tang nauy
oo ha huy&t &p.

KBt hopcdn cn nhic

Mefloguin: lam ting nguy cd chdm nhip tim.

Thuc iz ch& monoamin oxidase (ngoai tril cdc chalt (c ché MAD-B): fam tang téc dyng ha
huy&t 4p ciia cdc thudc chen beta, nhung ciing cd thé cd nguy cd con tang huyt dp

TACG DUNG KHONG MONG MUBN cOA THUGC

C4c tc dyng khdng mang mudn duds phan loai theo tin sof sau: RAt thuling gap (= 1/10);
thuding gip (= 1/ 100, < 1/ 10); khéag thuing gdp (= 1/ 1000, < 1/ 100); hiém gap (= 1/
10000, < 1/ 1000); rdt hi€m gap (< 1/ 10000), khtng rd (khong hé wbc tinh tif dif lidu cd
sin).

R loan tim

RAt thutng gap: nhip im cham. Thuéng oap: ting suy tim. Khang thuding gdp: rfi loan din
truyén nhi that.

Xét nghifm

Hifm o3p: tang triglycerid, ting men gan (ALAT, ASAT).

RO’ Ioan hé thdn kinh

Thuting g3p: ching mét, nhilc d4u.

Hi#m gép: ngdt.

Rei loan mé1

Higm: giam nudc mét (c&n iy nu bEnh nhan diing kinh sat trong).

Rt higm: viem kit mac.

R&1 loan tai va tai trong

Higm gap: r8i loan thinh gide.

R loan hd hap, ngue va trung that

[t gap: co thét phe quén & benh nhan hen phe quin hay 6 i€n sif tie ngh&n khi gudn.

Higm: vidm mii dj ing.

REi loan tidu hda

Thutiing gdp: céc rdi loan v tigu hoa nhu budn ndn, nbn, tigu chay, tio bén.

R loan da va mb dufi da

Higm gdp: cAc phan ilng man cdm (naifa, dd da, phat ban va phit mach).

RAt hiém: rung toc. Cac thudt chen beta co hE gdy ra hay 1am ndng thém béah vy nén
hoac ban dd nhuvay nén.

RO loan co xuong va mo lidn ket

Khing thuting gdp: yéucd, vop bé.

R&1 loan mach méu

Thuing gap: cdm thay lanh hay t& cong tay chan, ha huy8tap.

Khiing twting pdp: ha huyst ip thé ding.

R&i loan chung

Thuiing gap: suy nhuge, mét mai.

RO loan gan mit

Hi€m gip: viém gan.

REi loan hé sinh sén va nguc

Hiém gép: réfiloan cuong duong,

Rdi loantam thin

Khoing thubing odp: roi loan gidc ngd, trdm cim.

Higm g2p: &c mng, o gléc.

Thoing bdo cho béc s1nhing tic dung khiing mong mudn gip phii khi sit dung thude.

QUA LIEU VA CACH XU TR

Triéu chiing qué lidu

Vai qué tigu (vi dy: lidu hiing ngdy 15 mg thay vi 7,5 mg), block nhT thét dd 111, nhip tim cham
va chdng mat ¢d duge bio ¢do. NMn chung, céc ddu higw phd bign nhit duge dy dodn khi
diing qué liguthudc chen beta 1 nhip tim cham, ha huygtép, co tht ph qudn, suy tim cép
va ha dubing huyEt. Cho d&n nay, mt sG triing hop oud 1u (t6i da: 2000 mg) bisoprolol da
duigic bdo céo i nhiing b&nh nhn bi ting huyt Ap va/ hodc bEnh tim mach vanh cb nhip tim
cham va/ hodc ha huydt dp; 14t cd ede bénh nhan déu binh phye. C6 sy khdc bidt gilla cée cd
nhan v d nhay vai mot ligu cao bisoprolol duy nhat v bénh nhin suy tim co thé rit nhay
cam. Do dd, bat bude phai bat ddu didu trj nhiing b&nh nh@n nay véi sy difu chinh lify ddn
din then huting dan trong phdn Cach ding, lifu ding.

Céachxi tri

NEu xay ra qua fidu, nén nging didu trj véi bisoprolol va 1€n hanh difu trj N3 trg va didu tri
trigu chiing. DT I1&u han ché cho thdy ring bisoprolol kht ¢ thé thdm thau dugc. Dya trén
cic tac dung duge 1 du kign va cac khuyEn naghj d8i vi cie thuc chen beta khic, cic bign
phép chung sau ddy nén dugc xem xét khi duge bao ddm v mat 1am sang.

Nhip tim cham: Tiem atropin finh mach. NEu dép (ng khing ddy db, isoprenalin hodc thudc
khic cf dic linh chronotropic dudng tinh ¢6 thE duge st dung mdt cAch than trong. Trong
mbt s6 truting hop, 6 thé cdn dat may tao nhip tim qua dubing finh mach.

Ha huyét ap: Nén truyén dich finh mach va thudc van mach. Glucagon tiém finh mach ¢ thé
hitu fich,

Block nhif thal (d0 11 hode df 111): BEnh nhin cdn dugc theo dii va difu tri cdn thin bing
truyén isoprenalin hoje dit may tac nhip tim qua duting finh mach.

Suy tim cdp tinh difn bién ndng hon : Didu tri bling thude Igi tiéu tiem finh mach, thulc co
bop, thulic gian mach.

Co thit ph# quin: Ding ligu phép gidn phé quin nhu isoprenalin, thudc cubing giao cam
beta2 vi/ hodc aminophylin.

Ha duing huy&t: Diéu tr bAng glucose tiém tinh mach.

DAG TINH DUGC LYC HOC

Nhém duge Ij: Thude chen beta, chon lge. M3 ATC: COTABOT.

Coch® hoatdéing

Bisopralol 2 thuiic chen chon loc thy thé betal adrenergic nhung khong kich thich i sinh
v khang co tinh chat &n dinh mang, Biscprolol cd 4i lyc thip d6i véi thu thé beta2 trin co
tron phé qudn vi mach méu ciing nhu thy thé beta2 lign quan dén didu hoa chuyén héa. Do
do, bisoprolol nhin chung khdng nh hubng 1Bn trd khang dudng thd va cAc tac dung lén
chuyEn héa qua trung gian thy the beta2, Bac tinh chon loc trén beta 1 ¢la thudc vin tin tai
v liduvugt khdi khodng liu didutri,

DAC TINH DUGC BONG HOC

Hp thu: Bisoprolol dugc hap thu va cd sinh kha dyung khodng 90% sau khi uing.

Phan b Thé tich phin b B 3.5 L/ kg. Khodng 30% gén vdi protein huyst tudng.

Chuy&n hda va thai trit

Bisoprolol dugc dao thai ra khéi co thé theo hai con dubing. 50% dugc chuyén héa qua gan
thanh eac chdt chuyén hda khong hoat ddng, sau d6 dugc bai tiet qua thin. 50% con lal dugc
40 thii qua thin dubi dang chua chuyén hda, B thanh thdi todn phdn cia bisoprolol khoing
15 L/ b. Thitl gian ban thai trong huyEt tucng tir 10 - 12 gidf co tic dung trong 24 gid sau khi
ding mat 1dn mi ngay.

Tinh tuy&n tinh

Duge ding hoc clia bisaprolol I tuy&n tinhva khng phy thude vao tudi.

Céc ddi lugng A4c higl

Vi su dao thdi dign ra @ than va gan & mic do nhu nhau nén khang cdn didu chinh liéu lugng
A6l vii bEnh nhan suy gidm chifc nang gan hodc suy than. Dugc dong hoc & bénh nhn suy
tim man tinh 8n dinh va suy gidm chifc ndng gan hodc than van chua duge nghién e, O
bEnh nhan suy tim man tinh (NYHA giai doan 111}, ndng A0 bisoprolol trong huyét tuong cao
han vé thai gian bén thai kéo dai hon 5o vai nhiing ngubi tinh nguyén khde manh. Néng df toi
da trong huyst tuong & trang théi 6n dinh 1A 64 + 21 ng/ mL véi liéuhing nody 10 my va thii
pian bdn thdi ld 17 + 5 gid.

0UY CACH BONG GOI: Hop 3 vix 10 vién nén bao phim.

HAN DUNG: 24 thang k8 tirngay san xudt.

DIEU KIEN BAD DUAN: Nai kho, nhigt do khdng qué 30°C, trdnh 4nh sang.

TIEU CHURN: TCCS.

Cd sd san xuat:

CONG TY CO PHAN DUGQC HAU GIANG - Chi nhanh nha may duge phdm DHG tai Hau Giang
L5 B2 - B3, Khu cAing nghigp Tan Phii Thanh - giai doan 1, & Tén Phil Thanh, huyén Chau Thanh A, dnh Hau Giang, Vigt Nam

DT: (0293) 3953454 ® Fax: (0293) 3953555

Mol thic mile vb sin phdrr,
mif wuh K En fE
() 0292.3899000
E-mail: dhgpharma@dhgpharma.com.vn
www.dhgpharma.com.vn

Size 90%



