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CONG THUC

- Bisoprolol fumarat
= Tadiigeyilatdlis vy e e L R e

(Microcrystallin cellulose 102, lactose monohydrat, capovidon VA 64, colloidal
silicon dioxide, crospovidon CL, magnesi stearat, polyethylen glycol 6000,
titan dioxide, talc, hydroxypropylmethyl cellulose 606, quinolin yellow
tadragin laka). - . o o Beee -

DANG BAO CHE: Vién nén bao phim.

DUQC LY & CO CHE TAC DUNG
Dac tinh dugc luc hoc:
Blsoprolol 1a mét thude chen chon loc beta, B ) nhung khéng cé tinh chat
8n dinh mang va khang c6 tac dung glong than kinh giao cdm ndi tai khi
dung trong pham vi liéu diéu tri. Vi liéu th&p, bisoprolol tic ché chon loc
dap ung véi kich thich adrenalin béng céach canh tranh chen thy thé B,
adrenalin clia tim, nhung it tAc dung trén thy thé beta, (B,) adrenalin clia co
tron ph& quéan va thanh mach. Véi liéu cao (thi duy 20 mg hodc hon), tinh
ch&t chon loc clia bisoprolol trén thy thé B, thudng gidm xudng va thudc sé
canh tranh tc ché ca hai thy thé B, va B,
Bisoprolol dugc dung dé diéu trj tang huyet ap. Hiéu qua cla bisoprolol
tuang duong véi cac thubc chen beta khac. Co ché tac dung ha huyét 4p
clia bisoprolol c6 thé gém nhiing yéu t§ sau: Giam Juu lugng tim, tc ché
than giai phong renin va gidm tac déng cla than kinh giao cam di tif cac
trung tam van mach & ndo. Nhung tac dung ndi bat nhat clia bisoprolol 1a
lam gidm tan s6 tim, c& lic nghi Ian ldc géng stc. Bisoprolol 1am giam luu
lugng clia tim ldc nghf va khi gdng stc, kém theo it thay ddi vé thé tich mau
téng ra trong moi nhat bép tim, va chi lam tang it 4p luc nhi phéi hodc ap
lyc mao mach phdi bit IGc nghi va lic géng stic. Trir khi co chT dinh
hodc ngudi bénh khdong dung nap dugc, mﬁ

phd&i hgp v6i céc thudc tic ché men chuyén @Sy

diéu trj suy tim do loan chic nang that tréi, dé lam gidm suy tlm tlen trién.
Téc dung t6t clia cac thudc chen beta trong diéu trg suy tim man sung huyét
dugc cho chl yéu la do tc ché céac tac dong chia hé than kinh giao cam.
Dung thuSc chen beta lau dai, cling nhu cac thudc tc ché men chuyén ddi,
c6 thé lam gidm céc trigu ching suy tim va cai thién tinh trang Iam sang
clla ngudi bj suy tim man. Cac tac dung t6t nay da dugc chiing minh &

ngudi dang dung mét thudc tic ché men chuyén, cho thady tc ché phdi hop

hé théng renin-angiotensin va hé than kinh giao c&m la cac tac dung cdng.

Pdc tinh dugc dong hoc:
Bisoprolol hdu nhu dugc hap thu hoan toan qua dudng tiéu hod. Va chi qua
chuyén hoa budc ddu rat it nén sinh kha dung qua dudng udng khoang
90%. Sau khi uéng, néng dé dinh trong huyét tuong dat dugc tii 2 - 4 gid.
Khodng 30% thu6c gén vao protein huyét tuong. Thiic &n khong anh hudng
dén hép thu clia thudc. Nlia ddi thai trir & huyét tuong tir 10 d&n 12 gid.
Bisoprolol hoa tan vira phai trong lipid. Thuéc chuyén hoa & gan va bai tiét
trong nudc tiéu, khoadng 50% dudi dang khdng ddi va 50% dudi dang chat
chuyén hoa.
& ngudi cao tudi, nlia ddi dao thai trong huyét tuong hoi kéo dai hon so véi
ngudi tré tudi, tuy ndng do trung binh trong huyét tuong & trang thai 8n dinh
tédng I&én, nhung khong cé su khac nhau cé y nghia vé muc do tich luy
bisoprolol gitta ngudi tré tudi va ngusi cao tudi.

ngudi c6 hé sé thanh thai creatinin dudi 40 ml/phat, nlra ddi huyét tuong
tang gép khoang 3 I&n so v8i ngudi binh thudng.

ngudi xa gan, téc do thai trir bisoprolol thay d8i nhiéu hon va thap hon cé
y nghia so véi ngudi binh thudng (8,3 - 21,7 gid).

CHI DINH

Téng huyét ap.

Pau that nguc.

Suy tim man tinh 8n dinh, tif viia dén ning, kém gidm chiic nang tam thu
that trai s dung cuing véi céc thudc tc ché men chuyén, Igi tiéu, va c6 thé
V@i glycosid trg tim. Chf dinh nay do thay thuéc chuyén khoa.

LIEU LUONG VA CACH DUNG

Cach dung:

Bisoprolol fumarat dugc dung theo dudng udng. Sy hdp thu thudc qua
dudng tiéu hod khéng bi &nh hudng béi thic an.

Liéu lugng:

Liéu lugng clia bisoprolol fumarat phai dugc xac dinh cho titng ngudi bénh
va dugc hiéu chinh tuy theo dap tng ctia bénh va sy dung nap cha ngudi
bénh, thudng céch nhau it nh4t 2 tuén.

NLAS GO 3

Ngudi Ién:

Dé diéu tri tang huyét ap va dau that nguc & ngudi I6n, liéu dau tién thudng

dung la 2,5 - 5 mg, mdt l&n mdi ngay. Vi tinh chon loc chen beta, (B,) -

adrenergic cua Bisoprolol fumarat khéng tuyét ddi (tinh chon loc gidm

xudng khi ting liéu), phai dung thudc than trong cho bénh nhan c6 bénh co

that ph& quan, va bat ddu diéu tri véi liéu 2,5 mg, mot Idn mdi ngay. Liéu

bat ddu gidm bét nhu vay ciing c6 thé thich hgp véi cac ngudi bénh khac.

Néu liéu 5 mg khong ¢é hiéu qua diéu tri ddy dd, c6 thé ting liéu I1én 10 mg,

va sau d6, néu can, c6 thé ting dan liéu dugc dung nap t6i muc t8i da 20

mg, mot 1&n mbi ngay.

Diéu tri suy tim man 6n dinh:

Ngudi bénh bi suy tim man phai én dinh, khéng c6 dgt cdp tinh trong vong

6 tudn va phai dugc diéu tri bAng mot thudc Gic ché men chuyén véi liéu

thich hgp (hodc véi mét thudc gian mach khac trong trudng hgp khdng

dung nap thudc Gc ché men chuyén) va mét thudc Igi tiéu, va’hoic cé khi

vGi mét digitalis, truéc khi cho diéu tri bisoprolol. Diéu tri khéng dugc thay

ddi nhiéu trong 2 tuén cudi trudc khi dung bisoprolol.

Viéc diéu tri phai do 1 thdy thudc chuyén khoa tim mach theo ddi. Diéu tri

suy tim man 8n dinh bang bisoprolol phai bat ddu béng 1 thdi gian diéu

chinh liéu, liéu dugc ting ddn theo so d6 sau:

- 1,25 mg/1 Ian/ngay (ubng vao budi sang) trong 1 tuén.

Né&u dung nap dugc, ting liéu:

- 2,5 mg/1 I&n/ngay trong 1 tudn, néu dung nap dugc t6t, tang 1én:

- 5 mg/1 1an/ngay trong 4 tuédn sau; néu dung nap dugc tét, tang I&n:

- 7,5 mg/1 1an/ngay trong 4 tudn sau; néu dung nap dugc tét, tang lén:

- 10 mg/1 lan/ngay dé diéu trj duy tri.

Sau khi bat dau cho liéu dau tién 1,25 mg, phai theo ddi ngudi bénh trong

vong 4 gid (d&c biét theo dbi huyét 4p, tAn s& tim, réi loan dan truyén, cac

d&u hiéu suy tim n&ng 1&n).

Liéu t8i da khuyé&n cdo: 10 mg/1 1an/ngay.

Liéu diéu chinh khéng phai theo dap ting 1am sang ma theo muc dd dung

nap dugc thuSc dé di dén liéu dich. O mot s6 ngudi bénh cé thé xuat hién

céac tac dung phu, nén khong thé dat dugc liéu t8i da khuyén céo. N&u cén,

phai giam liéu dan dan. Trong trudng hgp cén thiét, phai ngiing diéu tri, roi

lai ti€p tuc diéu trj lai. Trong thdi gian diéu chinh liéu, khi suy tim ndng Ién

hogc khéng dung nap thudc, phai giam liéu, tham chi phai ngung ngay diéu

tri néu can ha huyet &p nang, suy tim nang lén kém theo phu phéi cép, s6c
odc bloc nhi-thdt).

m b&ng blsoprolol 1a 1 diéu tri lau dai, khéng

dugc ngung dot ngoét, co lam suy tim nang lén. Né&u can nging, phai

gidm liéu dan, chia liéu ra 1 ndta méi tuén.

Suy than hodc suy gan & ngudi suy tim man; chua c6 s6 liéu vé dugc dong

hoc. Phai hét stic than trong ting liéu & ngudi bénh nay.

Ngudi cao tudi: Khéng can phai diéu chinh ligu.

Tré em: Chua c6 s6 liéu. Khong khuyé&n céo dung cho tré em.

Théng béo cho Béc si nhiing téc dung khé6ng mong muén
gdp phéi khi st dung thuéc.

CHONG CHi BINH

Blsoprolol chéng chi dinh & bénh nhan c6 sdc do tim, suy tim cép, suy tim
chua kiém soat dugc bé&ng diéu tri nén, suy tim dé Il n&ng hodc do 1V, bloc
nhi - thdt d6 hai hodc ba, va nhip tim chAm xoang (duédi 60 /phut trudc khi
diéu tri), bénh nat xoang, hen néng hodc bénh phdi - phé quan man tinh téc
nghén nang.

Hoi chiing Reynaud nang. M&n cam vdi bisoprolol, u tuy thugng than (u t€
bao ua crém) khi chua dugc diéu tri.

THAN TRONG KHI DUNG THUGC

Suy tim:

Kich thich giao cdm |a mét thanh phan cén thiét hd trg chic nang tudn
hoan trong giai doan b4t ddu suy tim sung huyét, va su chen beta c6 thé
d&n dén suy gidm thém co bép ciia cd tim va thic ddy suy tim n&ng hon.
Tuy nhién, 8 mot s6 ngudi bénh cé suy tim sung huyét con bu cé thé can
phai dung thuéc nay. Trong trudng hgp nay, phai dung thuéc mot cach
than trong. Thuéc chi dugc duing thém vao khi da cé diéu trj suy tim véi cac
thudc co ban (thudc Igi tiéu, digitalis, Uc ché men chuyén) dudi sy kiém
soat chat ché clia bac sichuyén khoa.

VGi bénh nhan khéng cé bénh su suy tim:

Sy Uc ché lién tuc co tim clia cac thuSc chen beta c6 thé lam cho suy tim.
Khi c6 cac ddu hiéu hodc triéu chiing ddu tién cla suy tim, cAn phai xem
xét viéc ngling dung bisoprolol. Trong mét s8 trudng hgp, cé thé tiép tuc
liéu phap chen beta trong khi diéu tri suy tim véi cac thudc khac.

Nguing diéu tri dot ngét:

Dau thét ngyc ning lén va trong mét sé trudng hgp, nhéi mau co tim hoéc
loan nhip thdt & ngudi bi bénh dong mach vanh sau khi ngiing dét ngot
thudc chen beta. Do d6 can phai nhdc nhd nhiing ngudi bénh nay 1a khong
dugc ngling dung thudc khi chua c6 I8i khuyén clia thdy thudc. Ngay ca véi
ngudi bénh chua rd bénh dong mach vanh, nén khuyén gidm dén bisopro-
lol trong khodng mot tudn dudi sy theo ddi c&n than cla thdy thudc. Néu



céc triéu chiing cai thudc xay ra, nén dung thudc lai it nh&t trong mot thai
han.

Bénh mach ngoai bién:

Céc thudc chen beta c6 thé lam trdm trong thém céc triéu chiing cla suy

ddng mach & ngudi bi viém tac ddng mach ngoai bién. Can than trong ddi

véi cac bénh nhan nay.

Bénh co thdt phé& quén:

N6i chung, bénh nhan cé bénh co that phé quan khéng dugc dung cac

thudc chen beta. Tuy vay, do tinh chét chon loc tudng ddi beta, (B,), 6 thé

dung than trong bisoprolol & ngudi bénh c6 bénh co that phé quén khong

dap Uing v6i hodc khdng thé dung nap véi diéu tri chdng tang huyét ap

khac. Vi tinh chon loc B khéng tuyét déi, phai dung liéu bisoprolol th&p

nhat c6 thé dugc, va bét dAu véi liéu 2,5 mg. Phéi c6 s&n mét thudc chi

van beta, (gidn phé quan).

Gay mé va dai phau thuat:

NE&u cén phai ti€p tuc diéu tri véi bisoprolol gan lic phau thuat, phai dac

biét than trong khi dung céac thuéc gay mé lam suy gidm chuic néng ca tim,

nhu ether, cyclopropan va tricloroethylen.

Ddi thdo dudng va ha glucose huyét:

Céc thudc chen beta cé thé che Iap cac biéu hién cla ha glucose huyét,

dac biét nhip tim nhanh. Cac thudc chen beta khong chon loc cé thé 1am

tang muc ha glucose huyét gay bdi insulin va lam cham sy phyc hdi cac

néng do glucose huyét thanh. Do tinh ch&t chon loc beta,, diéu nay it c6

kha nang xay ra vdi bisoprolol. Tuy nhién can phai canh bdo bénh nhan

hay bi ha glucose huyét, hodc bénh nhan dai thao dudng dang dung insulin

ho#c cac thudc ha glucose huyé&t udng vé cac kha nang nay, va phai dung

bisoprolol mét cach than trong.

Nhiém déc do tuyén gidp:

Su chen beta-adrenergic c6 thé che I&p cac ddu hiéu lam sang cla tang
—nang-tuyén giap, nhu nhip tim nhanh. Viéc ngling dot ngdt liéu phap chen

beta c6 thé lam trdm trong thém céc triéu ching cla cudng chiic nang

tuyé&n giap hoac cé thé thic ddy xay ra con bao giap.

Suy gidm chidc nang thdn va gan:

Can hiéu chinh liéu bisoprolol mdt cach can than ddi v6i bénh nhan suy

than hoac suy gan.

TUONG TAC VGI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC
Khéng dugc phdi hgp bisoprolol véi cac thubc chen beta khac. Can phai
theo ddi chat ché ngudi bénh dung cac thudc lam tiéu hao catecholamin,
nhu reserpin hodc guanethidin, vi tdc dung chen beta - adrenergic téng
thém c6 thé gay gidm qué muc hoat tinh giao cém e} ngudi bénh dugc diéu
tri déng thdi v6i clonidin, néu can phai ngung

bisoprolol nhi€u ngay trudc khi ngiing dung cI P

Can phai than trong st dung bisoprolol khi dung déng'thdi véi cac thudce tc
ché& co bép ca tim ho#c tc ché sy din truyén nhi-that, nhu mot s& thudc ddi
khang calci, dac biét thudc cac nhém phenylalkylamin (verapamil) va
benzothiazepin (diltiazem), ho#c cac thudc chéng loan nhip, nhu disopyra-
mid.

Viéc sl dung déng thdi rifampicin Iém tang sy thanh thai chuyén hoa
bisoprolol, dan dén rat ngan nifa ddi thai tri cla bisoprolol. Tuy vay,
thudng khéng phai diéu chinh liéu dau tién.

N han Gng phan vé: Trong khi st dung céc thudc chen beta, ngudi
bénh c6 bénh sl phan ting phan vé néng vdi cac di nguyén khac nhau c6
thé phan ting manh hon véi viéc sit dung thuéc nhic lai, do tinh cd, do ch&n
doan ho#c do diéu tri. Nhitng b&énh nhan nhu vay cé thé khéng dép (ng véi
céc liéu epinephrin thudng dung dé diéu tri cac phan (ing di Uing.

SU DUNG CHO PHY NU CO THAI VA CHO CON BU

Thoi ky mang thai

Chi duing bisoprolol cho phu nif trong th&i ky mang thai néu kha nang Igi ich
bién minh dugc cho nguy cd ¢6 thé xay ra cho thai.

Thoi ky cho con bu

Khong biét bisoprolol c6 dugc bai tiét vao siia ngusi hay khéng. Vi nhiéu

_thu8c dugc bai ti€t vao sita ngudi, cdn phai than trong khi diing bisoprotot
cho phu nii dang trong thdi ky cho con bu.

TAC DUNG KHONG MONG MUGN CUA THUGC

Bisoprolol dugc dung nap t&t & phan I6n ngudi bénh. Phén I6n céac tac dung
khéng mong muén & muc dd nhe va nhat thai. Ty 1é ngudi bénh phai ngiing
diéu tri do cac tac dung khéng mong muédn la 3,3% déi véi ngudi bénh dung
bisoprolol va 6,8% d&i véi bénh nhan dung placebo.

Phé bién, ADR 1/10

Tim mach: Nhip tim cham

Thudng gap, ADR > 1/100

~— Ho6 hép: Viém mi.

Chung: Suy nhugc, mét moi.

Tim mach: Tinh trang suy tim x&u di

Thén kinh: Chéng mat, nhiic dau.

Tiéu hoa: Bubn nén, nén mra, tiéu chay, tdo bén.

Mach mau: Cam giac lanh ho#c té & td chi, ha huyét ap.

It gap, 1/1000 < ADR < 1/100 '

Hé TKTW: Gidm cam giac, kho ngd.
Tiéu hoa: Bubn nén.

TSy /P

H® hédp: Khé thé.

Chung: Bau nguc, phu ngoai bién.

Tim mach: Réi loan dan truyén nut nhi that.

H6 hap, nguc va trung that: Co that ph& quan & bénh nhan hen phé quan
hodc c6 tién st bénh tc nghén dudng thd.

Co xuong khép va mé lién két: Pau khép, suy nhugc co bap va chudt rut.
Huyét hoc: Ha huyét ap thé ding.

Tam théan: R&i loan gidc ngl, trAm cam.

Hiém gap, 1/10.000 < ADR < 1/1.000

Chuyén héa: Tang triglycerid, tang men gan (ALAT, ASAT).

Hé than kinh TW: B4t tinh

Thi gidc: Gidm chay nudc mét (néu dung kinh 4p trong).

Thinh gidc va mé cung: Khi€m thinh.

Ho6 hap, ngyc va trung that: Viém mdi di ing.

Da va mé dugi da: Phan (ng qué man (ngda dd, phat ban).

Gan mat: Viém gan.

Tam thén: Gap a4c méng, 4o giac.

R4t hiém gap, ADR < 1/10.000

Thj gidc: Viém két mac.

Da va mé duéi da: Thudc chen beta cé thé kich déng hodc lam trdm trong
thém bénh vdy nén hoac gay ra tinh trang giéng nhu bénh vdy nén (phat
ban, rung téc).

Huéng dan céch xi tri ADR

Khi xay ra ADR vdi cac biéu hién trén, c6 thé x{ tri nhu cac trudng hgp clia
triéu chiing qua liéu (xem muc: Qua liéu va xi tri).

QUA LIEU VA XU TRI

C6 mét s6 trudng hgp qua liéu véi bisoprolol fumarat da dugc thong bao
(t6i da: 2000 mg). D4 quan sat thdy nhip tim cham va/ hodc ha huyét ap.
Trong mot s8 trudng hop, da ding cac thudc tac dung giéng than kinh giao
cam va tét c& ngudi bénh da héi phuc.

Céc d4u hiéu qué liéu do thudc chen beta gém c6 nhip tim cham, ha huyé&t
&p va ngl lim, va néu nang, mé sang, hén mé, co giat va ngiing hé hép.
Suy tim sung huyét, co that phé& quan va gidm glucose huyét cé thé xay ra,
d&c biét & ngudi da c6 sdn cac bénh & cac ca quan nay.

Né&u xay ra qué liéu, phai ngling bisoprolol va diéu trj hd trg va triéu ching.
C6 mot s6 it dit lidu ggi y bisoprolol fumarat khéng thé bj th&m tach.

Nhijp tim cham: Tiém tinh mach atropin. N&u dap ting khéng ddy du, cé thé
dung than trong isoproterenol hodc mot thudc khac cé tac dung lam téng
nhip tim. Trong mot s6 trudng hgp, dit may tao nhip tim tam thai dé kich
thich tang nhip.

S/‘aagmfmgﬁach va dung céc thudc tang huyét ap. Co

Bléc tim (dd hai hodc ba): Theo ddi cdn than bénh nhan va tiém truyén
isoproterenol ho&c dat may tao nhip tim, néu thich hgp.

Suy tim sung huyét: Thyc hién bién phap théng thudng (dung digitalis,
thuéc Igi tiéu, thudc lam tang lyc co co, thudc gidn mach).

Co thdt phé quén: Dung modt thudc gian ph& quan nhu isoproterenol
va/hoéc aminophyllin.

Ha glucose huyét: Tiém finh mach glucose.

DONG GOI: Hop 03 vi x 10 vién

BAO QUAN: Noi khé, nhiét d6 khong quéa 30°C. Tranh anh sang.
TIEU CHUAN AP DUNG: Tiéu chuén co sd.

HAN DUNG: 36 thang k& tif ngay san xuét.

DE xa tdm tay cla tré em
Doc ky hu’dng dén sur dung trudc khi dung
Néu can thém théng tin, xin hdi y kién Béac si

W

San xuat tai

TRACH NHIEM TRON VEN

CONG TY CO PHAN DUQC PHAM SAVI
(SaVipharm J.S.C)

L6 Z.01-02-03a KCN/KCX Tan Thuén, Q.7, Tp. H6 Chi Minh

DT : (84.28) 37700 144 - 37700 143 - 37700 142
Fax : (84.28) 37700 145
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