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l§ Thube ban theo don Hop 3 vix
10 vién bao phim

'BISOLOC|

BISOPROLOL FUMARATE 2,5 mg
THUOC CHEN BETA 1 - ADRENERGIC

BXVIEV0710308L0Y

San xudt tal CONG TY TNHH UNITED PHARMA VIET NAM
1SO 9001:2008, WHO-GMP, GLP, GSP

2, Binh Chanh, TP HCM, Viét Nam
BT: 08 -38100800

Chi dinh, liéu diing, chéng chi dinh va cac thong tin khac, xin xem toa
huéng dan sl dung.

Bao quan ndi khd rdo, trdnh anh sang, & nhiét dd khdng qua 30°C.
BE XA TAM TAY nﬁ"eq )
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BISOLOC |

BISOPROLOL FUMARATE 2,5 mg
THUOC CHEN BETA 1 - ADRENERGIC

Pantone Black C

S& 16 SX/ Lot #:
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BXVIEV071010BLO1
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1S0 8001:2008, WHO-GMP, GLP, GSP

2, Binh Chanh, TP HCM, Viét Nam
BT: 08 -38100800
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BISOLOC — vién bao phim
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Back Foil
Size: 130 mm

Tét ca céc thong tin vé s6 1, han diing s& dugc in phun hoic dap ndi trong qué trinh
san xuat theo thong tu huéng dan ghi nhan thuée s6 04/2008/TT-BYT ngay 12 théng
05 nam 2008
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& Thudc ban theo don

BISOLOC

BISOPROLOL
Vién bao phim
THUOC CHEN BETA 1 - ADRENERGIC

THANH PHAN
M&i vién bao phim chia:
Bisoprolol fumarate 2,5 mg hodc 5mg
T4 dugc: Dibasic Calcium Phosphate, Microcrystalline Cellulose, Tinh bot, Crospovidone,
Colloidal Silicone Dioxide, Tinh bt tién gelatin, Magnesium Stearate, Opadry Il
pugc LY
Dugec lyc hoc
Bisoprolol 1a thudc Uc ché chon loc trén thy thé B1-adrenergic, khong €6 hoat tinh 8n dinh
mang va khéng c6 hoat tinh kich thich giao cam ndi tai. Bisoprolol it co &i lyc vai thy thé 2
trén cd tron phé quan va thanh mach cing nhu Ién sy chuyén hoa. Do dé, bisoprolol it anh
hudng Ién stc can dudng din khi va it cé tac dong chuyén héa trung gian qua thy thé B2.
Dugc dgng hoc
Bisoprolol dugc hp thu va dat sinh kha dyng khoang 90% sau khi udng. Bisoprolol lién
két vai protein huyét tuong khoang 30%. Thai gian ban thai trong huyét tuong tJ 10-12
gid, cho higu qué sudt 24 gio sau khi udng 1 lidu 1 ngay. Bisoprolol dugc bai tiét qua 2
duang: 50% thudc chuyén hoa qua gan thanh dang khdng c6 hogt tinh va cudi cung dugc
thai qua than, 50% con lai dugc thai qua than & dang khéng ddi. Vi sy dao thai xay ra §
than va gan & cing muc dd nén khéng cdn didu chinh liu cho cac bénh nhéan suy gan
ho#c suy than.
CHI BINH
Vién Bisoloc 2,5 mg:
Jiu trj suy tim man &n djnh ti via dén nang cho bénh nhan giam chufc nang tam thu that
shan sudt téng mau s 35%, dya trén siéu am tim) k&t hgp vai thudc Uc ché men chuyén
va Igi tidu, va céac glycoside trg tim néu cin.
Vién Bisoloc 5 mg:
Didu trj tang huyét dp va bénh mach vanh (con dau thét ngyc)
Diéu tr suy tim man &n djnh tU via dén nang cho bénh nhan giam chic nang tam thu that
(phén suét t8ng mau s 35%, dya trén siéu am tim) két hgp voi thudc Uc ché men chuyén
va |gi tiéu, va céc glycoside trg tim néu cén.
LIEU LUQNG VA CACH SU DUNG
Nén dung budi sang, co thd udng cung vdi thic an. Nén udng nguyén vién vdi nudc,
khéng dugc nhai.

po

Diéu tr| tang huyét ap hodc bénh mach vanh (con dau that ngyc): liéu dau tién thudng

ding la 2,5- 5 mg, mot l&n mdi ngay. Liéu ding co thé tang I&n 10 mg ngay 1 1an néu

cén.

Diéu trj tang huyét 4p hodc con dau th&t ngyc véi bisoprolol 12 diéu tri lau dai. Bac biét 4]

nhitng bénh nhén bj thiéu mau cd tim cyc bd, khong nén ngiing bisoprolol dgt ngdt. Liéu

dung nén dugc gidm dén, tdc 1a sau 1-2 tuan.

DPiéu tr| suy tim man én dinh, b3 sung vao phén diéu trj cd ban:

Céc diéu kién trudc khi diéu tri vdi bisoprolol: bgnh nhan bj suy tim man én dinh ma

khdng bj suy tim c&p trong 6 tuan trudc do, khong thay ddi phudng thic diéu trj cd ban

trong 2 tuén via qua, dugc diéu trj vi liéu 13i uu vdi thudc Uc ché men chuyén (hodc 1

thudc gian mach khac trong trudng hgp khong dung nap vdi thudc Uc ché men chuyén),

thudc Igi tiéu va glycoside trg tim néu cén.

Canh béo: diéu tr suy tim man &n dinh vdi bisoprolol phai dugc khdi dau bang giai doan

chinh liéu ting dén theo cac budc nhu sau:

« 1,25 mg (nla vién loai 2,5 mg) ngay 1 I&n, trong 1 tudn, néu dung nap tét thi tang liéu

« 2,5mgngay 1 I4n, trong 1 tudn k8 tiép, néu dung nap 16t thi tang liéu

« 3,75 mg (mdt vién rudi loai 2,5 mg) ngay 1 I4n, trong 1 tuén ké tiép, néu dung nap tot
th tang liéu

« 5mgngay 114n, trong 4 tudn ké tiép, néu dung nap t5t thi tang lidu

« 7,5mg ngay 114n, trong 4 tudn tip theo, néu dung nap tot thi tang liéu

« 10 mg ngay 1 14n cho diéu tri duy tri

Sau khi khdi d4u diéu trj vdi liéu 1,25 mg, bénh nhan cén dugc theo ddi trong khodng 4

gid (theo ddi chat ché huyst ap, nhip tim va cac déu hiéu cta r3i loan dan truyén, cac

tridu chung cla suy tim ning hon).

Lidu t6i da dugc dé nghi la 10 mg/ ngay. N&éu cén, cé thé gidm dén liéu dang ding. Co

thé ngung didu trj khi c&n thiét va sU dyng lai khi thich hgp. Trong giai doan chinh lidu,

néu cé tinh trang suy tim nang hon hoac khéng dung nap thudc, diéu cén lam trudc tién

a gidm liéu bisoprolol, hoic ngung dung ngay néu can.

Nhin chung, diéu trj suy tim man 8n djnh vdi bisoprolol thudng 1 didu trj lau dai. Néu bat

budc phai ngung thudc, nén giam dén con nia liéu mdi tuén.

Suy gan hodc suy thin

: khéng cén diéu chinh lidu bisoprolol & céc
bénh nhan c6 réi loan chic nang gan hodc than muc dd nhe hoac trung binh. & cac bénh
nhan suy than giai doan cudi (dd thanh thai creatinine < 20 mL/ ph(t) va & nhing bénh
nhan suy gan nang, khong nén ding qua 10 mg bisoprolol/ngay.

Didu tri suy tim man én dinh: khéng c6 théng tin vé dugc dong hoc cla bisoprolol & céc
bénh nhén suy tim man kém suy gan hay than. Viéc xac dinh liéu cho cdc trydng hgp nay
cén rét than trong.

Ngudi gia

Thugng khong cén diéu chinh liu.

CHONG CHI BINH

Bisoprolol dugc chdng chi dinh cho cac bénh nhén: suy tim c&p hoac cac giai doan suy
tim mét b c&n tiém truyén tinh mach cac thudc gy co cd tim; sbc tim; bloe nhi that do 2
hoc 3 (khdng cé may tao nhip); hdi ching suy nut xoang; bldc xoang nhi; nhip tim cham
du6i 50 nhip/ phit trudc khi bat du diéu trj; huyét ép thap (huyét 4p tdm thu nhé hon 100
mmHg); hen phé quan néng hoéc bénh phdi tic nghén man tinh nang; bénh téc nghén
dbng mach ngoai vi va hdi ching Raynaud giai doan muén; u tuyén thugng thin chua
diéu tri; nhi&m toan chuyén hoa; man cam vdi bisoprolol hodc bat cu thanh phdn nao
cua thudc.

THAN TRONG

Suy ftim: thudc chen beta cé thé din dén suy gidm thém co bop cd tim va thuc ddy suy
tim nang hon. C6 thé dung & bénh nhan suy tim sung huyét con bl va chi dung thém vao
khi da cé diéu trj suy tim vdi cdc thudc cd ban dudi sy kiém soat chat ché cla bac si
chuyén khoa.
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Nguai bénh khéng cd tién st suy tim: sy Uc ché lién tyc cd tim cia cac thudc chen beta
6 thé lam cho suy tim. Trong mét s trudng hop c6 thé tiép tyc liéu phap chen beta trong
khi didu trj suy tim vi céc thudc khéc.

Ngiing diéu trj dgt ngét: dau thit ngyc nang thém hay nhdi mau cd tim, logn nhip that &

ngudi bénh dong mach vanh sau khi ngling thudc chen beta dot ngdt.

Bénh mach ngoai bién: cac thudc chen beta co thé lam giam tuén hoan ngogi bién & lam

tram trong thém céc tinh trang nay.

Bénh co that phé quén: dung than trong bisoprolol & ngudi bénh c6 bénh co thét phé
quan. Phai dung liéu bisoprolol thap nhét c6 thé duge va phai c6 sdn mot thude chi van
beta 2 (gian phé quan).

Gay mé va dai phdu thuat: dac biét than trong khi diing cac thudc gay mé lam suy giam
chic nang cd tim nhy ether, cyclospropan, tricloroethylen.

Déi thdo dudng va ha glucose huyél: cdn phai canh bdo ngudi bénh hay bj ha glucose
huy&t, hoac ngudi bénh dang ding insulin hodc cac thudc ha dudng huyét udng vé cac
kha nang che ldp cac biéu hién cla ha glucose huyét.

Nhiém dgc gidp: sy chen beta- adrenergic co thé che ldp cac didu higu lam sang cla
cudng giap. Viéc ngiing dot ngdt liéu phap chen beta c6 thé lam trdm trong thém céc
triéu chuing clia cudng giap hodc cé thé gay ra con bao gidp.

Suy gidm chiic nang thdn va gan: cn higu chinh liéu bisoprolol mot cach can than dai véi
ngudi suy than hodc suy gan.

Bisoprolol c6 thé lam tang tinh nhay c&m vdi cac dj ing nguyén 13n muc db cla cac phan
Ung phan vé.

Su dyng cho phy nd mang thai va cho con bu

Khéng nén dung bisoprolal trong thai ky trif khi cé chi dinh 16 rang. Néu thdy viéc diéu tri
vdi bisoprolol la can thiét, can theo ddi tinh trang Wdi méu t cung, nhau thai va sy phat
trién cta bao thai. Truang hgp xay ra tac hai cho me hodc thai nhi, can xem xét thay di
phuang phap diéu trj. Tré sd sinh can dugc theo ddi ky. Cac triéu ching cla giam dudng
huy&t va nhip tim cham thudng xay ra trong vong 3 ngay dau tién.

Sy bai tiét cta thudc vao sia mg chua dugc biét. Do do, khong khuyén cdo dung
bisoprolol trong théi gian cho con ba.

S dyng cho tré em

Khang khuyén céo dung bisoprolol cho tré em vi chua cé kinh nghigm trong viéc sif dyng
bisoprolol cho tré em.

Anh hudng Ién kha nang lal xe va van hanh may

Trong mdt nghién cdu trén cac bénh nhan cé bénh mach vanh, bisoprolol khong anh
hudng Ién kha nang ldi xe cia bénh nhan. Tuy nhién, do phan ing c6 thé xay ra khac nhau
& méi ca thé nén kha nang Idi xe va van hanh mdy c6 thé bj anh hudng. Can luu y dén kha
nang nay, dac biét la khi bat dau diéu trj, khi thay ddi liéu cling nhu khi c6 udng rugu.
TAC DUNG PHY

Tac dyng phy thudng gép cla bisoprolol cé thé bao gém cam gic lanh hodc té cong <}
chan tay, bubn non, nén, tiéu chay va tao bon.

Cic tac dyng phy nhu mét mdi, chong mat hodc nhuc dau xay ra nhét 1 khi méi bat ddu
diéu tri véi bisoprolol, cac tac dyng phy nay thudng nhe va mét di sau 1 dén 2 tudn diéu tri.
Céc téc dyng phy it gap bao gém yéu cd, vop bé, r&i loan gidc ngd, trdm c&m, cham nhip
tim, r&i loan d&n truyén tim, suy tim néng hon va ha huyét 4p tu thé ding. Néu bénh nhan
dang bi hen phé quan hay bénh phdi tdc nghén man tinh, bisoprolol cé thé gay co thét cd
tron phé quan nhung it gap.

Céc tac dyng hiém g3p bao gém t8n thudng thinh giac, viém mi dj Ung, viém gan, r3i logn

L g dudng, giam nudc mét, 4 mong, Ao giac, ngla, @b bing mat, phat ban, tang men gan.

‘/)c(‘i‘r?r:hOn béo cho béc si nhiing tac dyng khong mong mudn gip phai khi ding thudc.
QUA LIEU VA CACH XU TRI
Céc tridu ching thudng gép nhat khi ding qua liéu céc thudc chen B la cham nhip tim,
tut huyét &p, co thit phé quan, suy tim cdp va ha dudng huyét.

Nhin chung, khi x&y ra qua lidu, nén ngung dung bisoprolol va bgnh nhan nén dudgc diéu
i hd trg va didu i tridu ching. Cac dif liéu han ché cho théy bisoprolol khé thdm phan dugc.
Nhip tim chdm: tiém tinh mach atropine.

Ha huyét dp: dung isoproterenol hodc mot thudc chli van alpha- adrenergic.

BI6c tim (d6 2 hoac 3): theo ddi can than, tiém truyén isoproterenol hoic mdy tao nhip tim.
Suy tim sung huyét: dung digitalis, thudc Igi tiéu, thudc 1am tang lyc co cd, thudc gian mach.
Co thét phé quén: diing mot thudc gian phé quan nhu isoproterenol va/ hoac aminophylin.
Ha glucose huyét: tiém tinh mach glucose.

TUONG TAC THUGC

Khéng dugc phéi hgp bisoprolol véi cac thudc chen beta khac.

Thudc chen calci: c6 thé lam giam tinh co that cd tim va lam cham di
va tyt huyét ap.

Clonidine: lam tang nguy cd “tang huy&t p héi Ung" ciing nhu g
truyén nhi that néu nging thudc dét ngot.

Thuée chdng loan nhip tim nhém | (nhu disopyramide,
thdi gian dan truyén nhi that va gidm suc bdp cd tim.
Thudc chdng logn nhip tim nhom Il (nhu amiodarone)
truyén nhi that.

Thudc kich thich phé giao cam (tacrine): dung déng th
truyén nhi that va lam cham nhip tim.

Insulin va céc thudc diéu trj dal thao dudng dang udng: t
Thudc gdy mé: giam bat nhip tim nhanh do phan xa va tang th
Thude digitalis glycoside: lam giam nhip tim, tang thai gian Jm'yéq l{ﬁﬂhi_t.'-- 4
Thude kich thich giao cAm: phdi hgp vdi bisopralol c6 thd lam gidm tac d 2 i 0.
Thudc chéng tram cam 3 vong, barbiturate, phenothiazine va céc thudc diéu trf cao
huyét ap khac: lam tang tac dyng ha huyét ap cla bisoprolol.

Mefloquine: tang nguy cd cham nhip tim.

Rifampicin: 1am tang sy thanh thai va chuyén héa, dan dén rat ngén thai gian ban thai
clia bisoprolol. Tuy vay, thudng khong phai tang lidu.
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B( Prescription medicine
BISOLOC

BISOPROLOL
Film-Coated Tablet
BETA 1 - ADRENERGIC BLOCKER

COMPOSITION

Each Film-Coated tablet contains:
Bisoprolol f t 2.5mgor5mg
Excipients: Dibasic Calcium Phosphate, Microcrystalline Cellulose, Starch, Crospovidone,
Colloidal Silicone Dioxide, Pregelatinized Starch, Magnesium Stearate, Opadry II.
PHARMACOLOGY

Pharmacodynamics

Bisoprolol is a highly B1-selective-adrenoceptor blocking agent, lacking intrinsic sympatho-
mimetic and membrane stabilizing activity. It only shows low affinity to the B2-receptor of the
smooth muscles of bronchi and vessels as well as to the B2-receptors concerned with
metabolic regulation. Therefore, bisoprolol is g lly not to be expected to influence the
airway resistance and 32-mediated metabolic effects.

Pharmacokinetics

Bisoprolol is absorbed and has a bioavailability of about 90% after oral administration. The
plasma protein binding of bisoprolol is about 30%. The half-life in plasma of 10-12 hours
gives a 24 hour effect after dosing once daily. Bisoprolol is excreted from the body by two
routes: 50% is metabolized by the liver to inactive metabolites which are then excreted b
the kidneys; the remaining 50% is excreted by the kidneys in an unmetabolized form. Sinéé

the elimination takes place in the kidneys and the liver to the same extent, a doségé

djust tis not required for pati with impaired liver function or renal insufficienc; L)'
INDICATIONS :
Bisoloc 2.5 mg:

ventricular function (ejection fraction < 35%, based on echocardiography) in addition to

inhibitors and diuretics, and optionally cardiac glycosides.

Bisoloc 5 mg:

Treatment of hypertension as well as coronary heart disease (angina pectoris)

Treatment of stable chronic moderate to severe heart failure with reduced systolic

ventricular function (ejection fraction s 35%, based on echocardicgraphy) in addition to ACE

inhibitors and diuretics, and optionally cardiac glycosides.

DOSAGE AND INSTRUCTION FOR USE

The tablets should be taken in the morning and can be taken with food. They should be

swallowed with some liquid and should not be chewed.,

Treatment of hypertension or coronary heart disease (angina pectoris): for both

indications, the initial dosage is 2.5 - 5 mg bisoprolol once daily. If necessary, the dose may

be increased to 10 mg bisoprolol once daily.

Treatment of hypertension or angina pectoris with bisoprolol is generally a long-term

treatment. Especially in patients with ischemic haan disease, treatment should not be

discontinued suddenly, The dosage should be gradually reduced, i.e. over 1-2 weeks.

Treatment of stable chronic heart failure In addition to a basic therapy: the patients

should have stable chronic heart failure without acute failure during the past six weeks and a

mainly unchanged basic therapy during the past two weeks. They should be treated at optimal

dose with an ACE inhibitor (or another vasodilator in case of intolerance to ACE mmbnlo:s) and

a diuretic and optionally cardi ides, prior to the administration of bisoprolol

Warning: The treatment of s(able chromc heart failure with bisoprolol has to be initiated with

a gradual uptitration phase as given in the description below:

e 1.25 mg (half of 2.5 mg tablet) once daily for 1 week, if well tolerated increase to

« 2.5 mg once daily for a further week, if well tolerated increase to

» 3.75 mg (one and a half of 2.5 mg tablet) once daily for a further week, if well tolerated
increase to

* 5mg once daily for the following 4 weeks, if well tolerated increase to

« 7.5 mg once daily for the following 4 weeks, if well tolerated increase to

* 10 mg once daily for the maintenance therapy

After initiation of treatment with 1.25 mg, the patients should be observed over a period of

approximately 4 hours (close monitoring of blood pressure, heart rate and conduction

disturbances, symptoms of worsening heart failure).

The maximum recommended dose is 10 mg once daily. If necessary, the dose reached can

also be decreased step by step. The treatment may be interrupted if necessary and

reintroduced as appropriate. During the titration phase, in case of worsening of the heart

failure or intolerance, it is recommended first to reduce the dose of bisoprolol, or to stop

immediately if necessary,

Treatment of stable chronic heart failure with bisoprolol is generally a long-term treatment. If

discontinuation is necessary, the dose should be gradually decreased divided into halves

weekly.

Patients with renal or liver insufficiency

; in patients with liver or kidney function
disorders of mild to moderate severity no dosage adjustment is normally required. In
patients with terminal renal insufficiency (creatinine clearance <20 mL/ min) and in patients
with severe liver function dxsorders a daily dose of 10 mg bisoprolol should not be exceeded.

; there is no information regarding the pharmacoki-
netics of bisoprolol in patients with chronic heart failure and with concomitant impaired liver
or renal function. Uptitration of the dose in these populations should therefore be made with
additional caution.

Elderly

No dosage adjustment is lly required.

CONTRAINDICATIONS

Bisoprolol is contraindicated in patients with: acute heart failure or during episodes of
decompensated heart failure requiring i.v. inotropic therapy; cardiogenic shock; AV block of
second or third degree (without a pacemaker); sick sinus syndrome; sinoatrial block;
bradycardia with less than 50 beats/ min before the start of therapy; hypotension (systolic
blood pressure less than 100 mmHg); severe bronchial asthma or severe chronic
obstructive pulmonary disease (COPD); late stages of peripheral arterial occlusive disease
and Raynaud's syndrome; untreated phaeochromocytoma; metabolic acidosis; hypersensi-
tivity to bisoprolol or any of the excipients.

PRECAUTIONS

Cardiac failure: beta blockers may lead to the risk of further depression of myocardial
contractibility and progress congestive heart failure. Bisoprolol can be used in compensated
congestive heart failure & used as a co-medication in heart failure treatment with other basic
drugs under close monitoring of a specialist.

nttps://vnras.com/drug/

Patients without cardiac failure history: beta blocker agents inhibit continuously myogardia
that may lead to heart failure. In some cases, beta - blocking therapy could be indicated
along with other heart failure t s, Abrupt di: inuation of therapy: may worsen
angina pectoris or myocardial infarction, ventricular arrhythmias in patients suffering from
coronary heart disease.

Peripheral vascular diseases: beta blocking agents may reduce peripheral circulation and
worsen these conditions,

Bronchoconstriction: bisoprolol may be used with caution in patient with bronchoconstriction
diseases. Bisoprolol should be used with the dose as low as possible and it can usually
reserved by beta 2 agonist (bronchodilators).

Anesthesia and major surgery: special care should be taken when using anaesthelic agents
which depress myocardiac function such as ether, cyclopropane and trichloroethylene.
Diab and hypogly ia: caution on possibility of masking the symptoms of low blood
glucose in patients with hypoglycemia, patients are taking insulin or oral hypoglycemic
agents.

Thyrotoxicosis: beta- adrenergic blocking agents may mask the symptoms of hyperthyroid-
ism. The abrupt discontinuation of beta blockers may exacerbate symptoms of hyperthyroid-
ism or develop thyroid crisis.

Hepatic and renal function impair ! require dosage adij carefully.

Bisoprolol may increase both sensitivity to allergens and severity of anaphylactic reactions.
Use in pregnancy and lactation

Bisoprolol should not be used during pregnancy unless clearly necessary. If treatment with
bisoprolol is considered necessary, the uteroplacental blood flow and the fetal growth
should be monitored. In case of harmful effects on pregnancy or the fetus, alternative
treat t should be idered. The newborn infant must be closely monitored. Symptoms
of hypoglycemia and bradycardia are generally to be expected within the first 3 days.

Itis not known whether this drug is excreted in human milk, Therefore, breastfeeding is not
recommended during administration of bisoprolol.

gty may be impaired. This should be considered particularly at the start of
Fhange of dose as well as in conjunction with alcohol,

¢ts with bisoprolol may include a feeling of coldness or numbness in tl
jUsga, vomiting, diarrhea and constipation.

g lredness, fatigue, dizziness or headache occurring particularly at the start
,'/ ith bisoprolol are generally mild and often disappear within 1 to 2 weeks.

3 bisoprolol may cause muscular weakness or cramps, sleep disorders,

depression, bradycardua AV conduction disturbances, worsening of heart failure and
onhoslauc hypotension. If a patient is suffering hom bronchial asthma or other chronic
obstructive lung diseases, bisoprolol may ur ly cause bronch

Rarely, bisoprolol may cause hearing impairment, allergic rhinitis, hepalms potency
disorders, reduced lacrimation, nightmares, hallucinations, itching, flushing or rash, an
increase in certain liver enzymes.

Please inform your doctor of all desirable effects upon drug administration.

OVERDOSE AND TREATMENT

The most signs ted with overd of a B-blocker are bradycardia,
hypotension, bronchospasm, acute cardiac insutficiency, and hypoglycemia.

In general, if overdose occurs, bisoprolol treatment should be stopped and supportive and
symptomatic treatment should be provided. Limited data suggest that bisoprolol is hardly
dialyzable.

Bradycardia: intravenous atropine.

Hypotension: isoproterenol or alpha- adrenergic agonists.

AV block of second or third degree: monitoring carefully, intravenous isoproterenol or using
pacemaker.

Congestive heart failure: digitalis, diuretic, increasing heart contractibility agents, vasodila-
tors.

Bronch iction: use bronchodilators such as isoproterenol and/ or aminophylin.
Hypoglycemia: intravenous glucose.
DRUG INTERACTIONS

Do not combine bisoprolol with other beta blockers.

Calcium antagonists: negative influence on contractility, atrio-ventricular conduction and
blood pressure.

Clonidine: increased risk of “rebound hypertension® if the drug is stopped suddenly as well
as an exaggerated decrease in heart vale and cardiac conduction.

Class-I antiarrhythmic drugs (e.g. disopy id Inidine): effect on atri iculz
conduction time may be potentiated and negative molroplc effect may be increased.
Class-lll antiarrhythmic drugs (e.g. amiodarone): effect on atrio-ventricular conduction
time may be polenua(ed

Par imetic drugs (including tacrine): concomitant use may increase
atno~venlncular conduction time and the risk of bradycardia.

and arnl idiabetic drugs: intensification of blood sugar lowering effect.
Anesthelic ag ion of the reflex tachycardia and increase of the risk of hypoten-
sion,

Dlgltalls glycosldu leducnon of heart rate, increase of atrio-ventricular conduction time.
combination with bisoprolol may reduce the effect of both

": L o
agents.

Tricyclic antidepressants, barbiturates, phenothiazines as well as other antihypertensive
agents: increased blood pressure lowering effect,

Mefloguine: increased risk of bradycardia.

Rifampicin: increase elimination and metabolism of bisoprolol and cause decrease half-life

of bisoprolol, However, an increase in dose is generally unnecessary,

PRESENTATION

Box of 3 blisters x 10 tablets. Box of 1 blister x 10 tablets.

STORAGE

Store in a dry place, out of the light, at p jres not ding 30°C.
SHELF-LIFE

24 months from manufacturing date.

USE UPON DOCTOR'S PRESCRIPTION ONLY
KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE INSERT CAREFULLY BEFORE USE
FOR MORE INFORMATION, PLEASE ASK FOR DOCTOR'S ADVICE

Manufactured by
UNITED PHARMA VIETNAM, INC.
1SO 9001:2008, WHO-GMP, GLP, GSP
Commune 2, Binh Chanh, HCMC, Vietnam
Tel: 08-38100800
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