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BIPRO

Bisoprolol Fumarate 5mg

BIPRO

SHINPOONG DAEWOD PHARMA GO..LTD.
www.spd.com.vn . A
e ST g MAIW L“/
: R R P S R S T KEEP QUT OF THE REACH OF CHILDREN SDK Reg. No. : /
Exciplents: Hydroxypropyl celiuloss (L),
Microrystalline celdose PH 101,.....q.5 1 tablet,  NCAD CAREFULLY THE LEARLETBEFORE USE o) o 1o, -
INDICATIONS - USAGE - CONTRAINDICATIONS:
See Insert. My NSX  Mid.
STORAGE : In & tight container, at dry piace, . .
temperature below 30 . SHINPOONG DAEWDD nmznn (E1N lzll HD Exp. Date:
SPECIFICATION - USP 30 Bien Hoa Industrial Zone No.2, Dong Nai, Vietnam

3 Vi X 10 Vién nén bao phim
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Bisoprolol Fumarat 5mg
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THANH PHAN : MBI vign nén bao phim chilx: THUGC BAN THED DON
Hoat chéi: Bisoprolol fumarat....... Smg. € xA TAM TAY TRE EM
Ta duge: Hydroxypropyl ceflulose (L), Celluiose vi tinh BOC KT HUONG DAN ST DUNG TRUGC KHI DONG
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Kich thudc that: 120x60x40mm
Ti lé thu nhé: 85%
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Rx Sold only by prescription

BIPRO e

Bisoprolol Fumarate 5mg

BIPRO

SHINPOONG DAEWDD PHARMA G0..LTD.

www _spd.com.vn

COMPOSITION : Each tablet contains: Manufactured by :
Active: Bisoprolol fumarate............. 5mg. SHINPOONG DAEWDD PHARMA GOLLTD.

Excipients: Hydraxypropyl cellulose (L),
Microrystalline cefluose PH 101............. vita dii 1 vign. B 1S et lne- RO ong WA, Vit

smsg:mmmmmr.uuwm,mm SBK Reg. No.
below 30 C 5 y

SPECIFICATION : USP 30 S50 SX LotNo -
SOLD ONLY BY PRESCRIPTION NSX M.
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Td diege: Hydroxypropyl cellulose (B
monohydrat, natri  starch glycolut,'
hydroxypropylmethyl cellulose 2910, titan dioxy:
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ving D & C 56 203, dau
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DANG BAO CHE: Vién nén bao phim
QUY CACH DONG GOL: Hop 3 vi x 10 vién; Hop 10 vi x 10 vién.
CHI DINH

Tang huyét &p va dau thit ngyc.
Suy tim man tinh &n dinh tir vira dén nfng, kém gidm chirc néng tim thu thilt trii, sis
dung ciing véi céc thude irc ché men chuyén, loi tiéu va c6 the vai glycosid trg tim.

LIEU LUGNG VA CACH DUNG

»
»

€

Cdch ding: Ubng vo budi sang, thirc an khong anh huéng dén sy hap thu.

Liéu legng: Lidu duge xdc dinh theo timg ngudi bénh va dupe diéu chinh tuy theo

d4p tmg ciia bénh vi sy dung nap cia ngudi bénh, thutmg cich nhau it nhat 2 tuin,

Cao huyét ap va dau thit nguc:

+ Liéu khdi ddu thong thuomg 12 2,5 - 5 Zf,ain/ugty.

+ Néu khong dip (mg, c6 ms tang liéu den 10 mg/lan/ngiy. Trong truomg hop rit
niing c6 Lh% ting dén liéu toi da 20 mg/lin/ngdy.

+ (3 bénh nhén bj co thiit phé quan nén khoi dau véi lidu 2,5 mg/lan/ngdy.

Suy tim man dn dink:Diéu tri phai do thiy thudc chuyén khoa tim mach theo doi

+ Khéi ddu véi lidu 1,25 mg/tin/ngdy x 1 tuin, uong vio budi sing, néu dung
ngp duge ting liéu lén:

o 2,5 mg/lan/ngay x 1 tuin, néu dung nap duge tot tang lén:
o 5 my/lin/ngdy x 4 tuin, néu dung nap duge tot ting lén:
« 7,5 mg/lin/ngdy x 4 tuin, néu dung nap duge 16t ting lén:
» 10 mg/lan/ngay dé diéu trj duy tri.

+ Theo ddi trong vong 4 gié sau khi ding lidu khoi ddu (dac biét 1a theo ddi huyét
#p, tin s6 tim, rdi loan diin truyén va cdc ddu higu suy tim nang lén).

+ Litutdi da khuyén clo: 10 me/iin/ngdy.

+ Khéng diéu chinh liéu theo dap img lam sing ma chinh liéu theo mirc 43 dung
nap thubc 4é di dén lidu dich. Trong thori gian diéu chinh liéu, khi suy tim ning
lé'lzhoﬁckhﬁng@ngn‘pdiuéc.phﬁgiimliéudﬁndin,néucinphiingunsnpy
dicu trj.

+ Diéu tri suy tim man 6n dinh. bing bisoprolol i mt trj liéu liu dai, khéng duge

img ddt ngdt vi co thé 1am suy tim ndng lén. Néu can ngimg thude, phai gidm
liéu déin, chia liéu ra mdt nira mdi tudn.

+ Suy thin hay suy gan: phai hét stc thin trong khi ting litu.

Nguwdi gia: khong cén chinh liéu.

Tré em: Khong khuyén céo ding bisoprolol & tré em.

HONG CHIi DINH

Qué mén véi bisoprolol hodic véi bt ky thanh phin nio cia thube.

Séc do tim, suy tim cép, suy tim chua kiém soat duge bing dilu tri nén, suy tim d§
111 ning hofic 43 IV.

Bléc nhi that 46 11 hode 111, nhip tim chim xoang (dudi 60 lan/phit trudc khi didu
tri), bénh nit xoang. '

Hen nding hodc bénh phdi — phé quan man tinh tic nghén ning.

H{i chimg Raynaud ning.

U tuy thugng thin (u té bio ua crém) khi chwra duge diéu tri

SU DING THAN TRONG

Suy tim: Kich thich giao cam 1i mt thinh phin cin thiét hd trg tudn hodn trong giai
dogn bit dau suy tim sung huyét, sy chen beta c6 thé giy suy giim thém co bép cia
co tim va thilc déy suy tim ngng hon. Tuy nhién, & mt s& nguoi suy tim sung huyét
oon bil, c6 thé cin ding thubc nay. Khi d6, phii ding thudc mét cich thin trong,
Bénh nhdn khdng c6 fién sie suy tim: Sy irc ché lién tyc co tim cila céc thudc chen
beta co thé lam suy tim. Khi c6 déu hi¢u hojc triéu chimg diu tién cia suy tim, nén
xem xét viée ngimg dimg bisoprolol. Tuy nhién, cd thé tiép we diéu trj véi thude
chen beta trong khi diéu trj suy tim véi céc thudc khic.

Khéng ngimg diéu tri dgt nggr. Dau thit ngge trim trong vi trong mdt 56 truimg
hop, nhdi mau co tim hodc loan nhip thit di xay ra & bénh nhén bj bénh dgng mach
viinh sau khi ngimg ddt ng6t thube chen beta.

Niwiri b bénh mach méu ngogi vi: Cée thude chen beta c6 thé gdy ra hofic lam nang
thém tri¢u chimg suy dong mach & nguin bj viém tic dong mach ngoai bién.
Nguini bj bénh co thit phé quan: Noi chung, khéng ding céc thube chen beta & d5i
tugng nay. Tuy nhién 6 thé ding thin trong bisoprolol va khéi dau dicu tr & lidu
2,5 mg cho nhimg bénh nhiin nay khi khong dap img hofic khong dung nap véi cac
thubc tri tang huyet &p khéc.

Gy mé vix dai phdu thudt: Néu cn phii tiép tuc diéu tri véi bisoprolol gin lic phiu
thudt va phai dfic biét thin trong khi ding cdc thude giy mé lim suy gidm chirc ning
co tim nhuir ether, cylopropan, tricloethylen.

i thdo dwimg vét ha glucose huyér: Cic thube chen beta ¢é thé che lap dAu hi¢u ha
dutmg huyét (nhu chimg tim dip nhanh). Céc thube chen beta khong chon loc cé
lam ting mirc ha glucose huygl gly béi insulin vA lam chim hdi phyc ndng 4o
glucose huyét thanh. Thin trong & ngudi bj hp dudmyg huyét 1y phat hofc nguii bénh
d4i thio dwimg dang diing insulin hay céc thubc ha duimg huyét duimg udng.

Nhiém dgc do tuyén gidp: Céc thube chen beta che Hp dau higu ting ning tuyén gidp
(nhu tim dip nhanh). Ngimg 44t ngdt thubc chen beta c6 thé lim nfing thém trigu
chimg cutmg chirc ning Eru‘;gc gidp hodc thic ddy xdy ra con bio giap.

Suy gan, than: Bidu chinh liéu mt cach cin thin.

;l'f DUNG O PHU NU' CO THAI VA CHO CON BU

Chi sir dyng bisoprolol trong thini ky mang thai khi lgi ich diéu tri cao hon nguy co
d6i véi thai nhi.

Khéng biét bisoprolol ¢4 bai tiét qua sita ngudi khdng nhung vi nhiéu thude duge bai
tiét qua sita me nén thin trong khi ding bisoprolol & phy ni¥ dang cho con bi.

DT : (08) 22250683
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) T ‘.’HFE'&-".‘E‘:?'M?@ 1én bao phim BIPRO
‘ (Bisoprolol fumarat 5 mg)

TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chura ¢6 nghién ciru vé tic dong cia thudc 1én kha niing l4i xe vé vin hinh may moéc.

Tuy nhién, dap img ciia mdi ngudi 1a khic nhau nén thuoc c6 thié lam gidm kha ning l4i
xe vil viin hanh mﬁyméc.Cin:innh&cvinﬂén&ykhibéldﬁudiéuui.khithaydgilri
liéu hodic khi sir dung chung véi rugu.

TUONG TAC THUOC

Khéng dugc phéi hop véi cde thude chen beta khéc.

Cén theo ddi chiit ché ngudi bénh dang ding céc thudc lim tiéu hao catecholamin
nhu reserpin hay guanethidin, vi tac dgng chen beta-adrencrgic tng lén c6 thé lam
gidm qua mirc hogt tinh giao cdm. O ngudri dang diéu tri déng thi véi clonidin, néu
ngung diéu trj thi nén ngung bisoprolol vai ngdy trude khi ngung clonidin.

Nén thin trong khi dung ddng thén bisoprolol véi cic thubc ire ché co tim hoje irc
ché diin truyén nhi thit, nhu cdc thude chen calci, djc biét la nhom phenylatkylamin
(verapamil) va nhém benzothiazepin (diltiazem), hodc thude chéng loan nhip nhu
disopyramid.

Dung dong thari voi rifampicin 1am tang chuyén héa bisoprolol, din dén rit ngin thi
gian ban thii cia bisoprolol, nhung thudmg khéng cin chinh ligu dau tién.

Nguy co phin tng phin vé: Khi si dung céc thudc chen beta, nguir c6 tien sir phin
{mg phan vé ndng véi céc dj nguyén co thé phin (mg manh hon vai viée sir dun
thudc nhiic lgi, do tinh c&, do chudn doan hay do diu trj. Nhimg nguti nay co thi
khong dap img véi cic lidu cpinephrin thuémg ding dé diéu trj céc phin img dj img,

PHAN UNG PHY
Bisoprolol dugc dung nap tét & phiin lén ngudi bénh. Pa sb céc tc dung phy & mic 4§
nhe va nhat thii. Tv 16 phi ngimg diéu trj do tic dung phy 1 3,3% déi voi ngudi bénh

diing bisoprolol v 6,8% i véi nguoi bénh ding placebo,

Thicdmg gdp: Tiéu hda: Non, tiéu chay. H6 hdp: viém miii. Chung: suy nhuge, mét
mdi.

It gdp: Car xaromg: Pau khép, Hé than kinh trung womg: gidm cim gidc, khé ngd. Tim
mach: nhip tim cham. Tiéu hod: budn non. Ho hdp: khé the. Chung: dau ngye, phi
ngogi bién.

Thiing bdo cho bic st nhing tde dung phy gdp phdi khi siv dung thude.
DUOC LUC HOC

Bisoprolol 13 mdt thubc chen chon loc B, nhung khang c6 tinh cht én dinh ming va
khéng cé thc dyung gidng thén kinh giso cim ni tai khi ding trong pham vi liéu dicu
tri. Vi lidu thip, bisoprolol irc ché chon loc trén thy thé B, cia tim, it tic dung trén
thy thé B, cia co tron phé quan vé thanh mach. Vi liéu cao (= 20 mg), tinh chon lpc
thuimg gidm va thude s& canh tranh (rc ché cd hai thy thé B, va p,.

Co ché tac dung ha huyét ép ciia bisoprolol co thé gdm nhimg yéu t6 sau: Giam luu
lugng tim, trc ché thin gidi phéng renin vi gidm tic dgng cia than kinh giao cam di
tir céc trung tim viin mach & ndio. Nhiumg tac dung ndi bit nhét cia bisoprolol 1a lim
gidm tén s0 tim, ¢4 ldc nghi 1dn lic gling sirc,

Trir khi c6 chéng chi dinh hodic ngudi bénh khong dung nap duge, thubc chen B di
duge ding phoi hop véi céc thude e ché men chuyén, loi tieu va glycosid trg tim dé
ditu trj suy tim do loan chirc nang thét tréi, dé lam gidm suy tim tién trién. Téc dyng
ndy chii yeu la do irc ché than kinh giao cam.

DUGC DONG HQC

Bisoprolol hiu nhur duge hip thu hoan toan qua dudmg tiéu hoa. Vi chuyén hoa bude
diu rt it nén sinh kha dung duémg ung khoang 90%. Sau khi udng, nong 4§ dinh
trong huyét teong dat duge tir 2 — 4 gid. Khodng 30% thudc gin vao protein huyét
tuong. Thirc &n khong anh huémg 161 hip thu cia thube. Nim doi thii tmir & huyét
tuong tir 10 - 12 gib.

Bisoprolol hoa tan vira phai trong lipid. Thude chuyén héa & gan va bai tiét trong
nudc tiéw, khoang 50% dudi dang khong ddi va 50% dudi dang chat chuyén héa.
Khéng c6 sy khéc bigt c6 ¥ nghia vé mirc 4§ tich Iy bisoprolol giira nguti tré tudi
vil nguir cao tubi.

O ngudi c6 hé s6 thanh thai creatinin dwéi 40 mUphit, nira di huyét tvong ting gap
khodng 3 lan so véi ngudi binh thudmg.

O ngudi xo gan, te 49 thii trir bisoprolol thay ddi nhidu hon va thip hon ¢6 ¥ nghia
so véi ngudi binh thudmg (8,3 - 21,7 gid).

QUA LIEU VA XU TRi

Trigu chimg: Nhip tim chiim, ha huyét 4p, ngi lim. Néu ning, mé sang, hon mé, co
gidt va ngimg ho hap. Suy tim sung huyét, co thit phé quan vi ha duing huyét c6 thé
xdy ra, diic bift & ngud dd c6 siin cae bénh & co quan niy.

Xit tri: Néu 6 qué lidu, phai ngumg bisoprolol va diéu tri hd trg va diéu i triéu

chimg. C6 mdt 50 it dit ligu ggi ¥ bisoprolol fumarat khong thé bi thim tich. Cin

nhiic cac phurong phip tong quat sau khi thiy cac diu hi¢u lam sang:

+ Nhip tim chdm: Tiém finh mach atropin. Néu dép img khéng day di, c6 thé ding
than trong isoproterenol hodic mgt thude khic o6 tic dung lam ting nhip tim.
Trong mét s hgp, c6 thé dit may tao nhip tim tam théri.

+ Ha huyéi dp: Truyén dich va ding thudc ting huyét dp (isoproterenol hoge chit
chii vin @), Co thé dimg glucagon tiém tinh mach.

+ Bléc tim (46 I hode I11): Theo ddi cén thin v tiém truyén isoproterenol hojic
mdy tao nhip tim néu thich hop.

+ Suy tim sung huyér: Thyc hién bién phap théng thuong (ding digitalis, !hnéf lgi
tiéu, thude lam ting lyc co co, thude gidn mach)

+ Co thdt khi quan: Ding céc thudc gidn phé quin nhu isoproterenol

aminophyllin. 3
+ Ha didmg huyér: Tiém finh mach glucose. 3
KHUYEN CAO:

Trénh xa tim tay tré em.

Thube nity chi diing theo sy ké dom cia thiy thube.
Br hudmg diin sir dyng trudre khi ding.

Néu cin thém thdng tin, xin héi § kién béc si,

BAO QUAN: Trong bao bi kin, & noi kho, nhigt dj dudi 30 °C.
HAN DUNG: 36 thing ké tir ngdy sin xuat.
TIEU CHUAN: USP 30.

CONG TY TNHH DP SHINPOONG DAEWOO
Nhi may : $6 13, Buimg 9A, KCN Bién Hoa 2, Ddng Nai, Viét Nam
Viin phéng: Phong 5 & 7, Liu 9, Thip R1-Toa nha Everrich, 968 Buéng 3/2, P. 15, Q. 11, Tp. HCM
Fax : (08) 22250682

Email : shinpoong@spd.com.vn
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Beta — blockers
BIPRO Film - coated tablet
(Bisoprolol fumarate 5 mg)

COMPOSITION EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
= Active ingredient: Bisoproiol fi et S No studies on the effects on the ability to drive and use machines have been performed.
— Excip Hydroxypropyl cellul (L), microcrystaline cellulose PH 101, lactose However, due to individual variations in jons to the medicinal product, the ability to drive

monohydrate, sodium starch glycolate, silicone dioxide, magnesium  stearate, @ vehicle or to operate machinery may be impaired. This should be considered particularly at

hydroxypropylmethylcellulose 2910, titan dioxide, talc, D & C Yellow No, 203, Castor oil, start of treatment and upon change of on as well as in cc with alcohol.

Carnauba wax, DRUG INTERACTION

DOSAGE FORM: Film coated tablet

HOW SUPPLIED: Box of 3 blisters x 10 tablets; Box of 10 blisters x 10 tablets

INDICATIONS

— Treatment of hypertension, angina pectoris

= Treamtment of moderate to severe stable chronic heart failure with reduced systolic left
icular function in addition to ACE inhibitors, diuretics, and optionally cardiac

glycosides.

DOSAGE AND ADMINSTRATION

> Administration: Orally, in the morning. Food does not affect the absorption.

» Dosage: Dosage must be individualized and be djusted according to the response and the
tolerance of the patient, the interval is usually 2 week.

= Hypertension and angina pectoris:

+ The usual starting dose is 2,5 - 5 mg once daily.

+ If the response is not adequate, dose may be increased to 10 mg once daily, In severe
case, may increase up to maximum of 20 mg once daily.

+ In patients with bronchospasm, should start with a dose of 2,5 mg once daily.

= Stable chronic heart failure:

+ [Initial dose is 1,25 mg once daily for 1 week, taken in the morning. If well tolerated
increase ta
* 2,5 mg once daily for 1 week, if well tolerated increase to
* 5 mg once daily for 4 week, if well tolerated increase to
* 7,5 mg once daily for 4 week, if well tolerated increase to
* 10 mg once daily for the maintenance therapy.

+ Close monitoring for 4 hours after the initial dose (esp. blood pressure, heart rate,
symptoms of worsening heart failure).

+ The maximum recommended dose is 10 mg once daily.

+ Dosage is not adjusted according to clinical response but according to the tolerance
1o get the target dose. During the titration, if worsening of heart failure or intolerance
oceurs, gradual dose reduction should be taken, immediately discontinuing the
therapy if necessary.

+ Treatment of stable chronic heart failure with bisoprolol is generally a long-term
treatment. It must not be stopped abruptly since this might lead to a worsening of
condition. If needed, reduce the dose gradually, by half a week

+ Renal or hepatic impairment: special caution with uptitration of the dose.

— The elderly: No dosage adjustment is required.

= Children: Not recommended for children.

CONTRAINDICATION

= Hypersensitivity to bisoprolol or to any component of the drug.

- Cardiogenic shock, acute heart failure, heart failure which uncontrolled with basic therapy,
class I'V or severe class 111 heart failure.

= AV block of second or third degree, sinus bradycardia (less than 60 beats/min), sick sinus
syndrome.

= Severe bronchial asthma or severe chronic obstructive pul

= Severe forms of Raynaud's syndrome,

U e

y discase.

PRECAUTION

~ Cardiac failure: Sympathetic stimulation is a vital P pporting ci ¥
function in the setting of congestive heart failure, and beta-blockade may result in further
depression of myocardial contractility and precipitate more severe failure, However, in
some patients with compensated cardiac failure it may be necessary to utilize them. In such
a situation, they must be used cautiously.

— Patients without history of cardiac failure: Continued depression of the myocardium with
beta-blockers can precipitate cardiac failure. At the first signs or symptoms of heart failure,
discontinuation of Bisoprolol should be considered. In some cases, beta-blocker therapy can
be continued while heart failure is treated with other drugs.

= Bisoprolol should not be combined with other beta-blocking agents.

— Patients receiving catecholamine-depleting drugs, such as reserpine or guanethidine, should
bedme!ymonilwud.bmu:hesddudbﬂa—ldmmgicbbdinsnniwmypmdm
excessive reduction of sympathetic activity. In patients receiving concurrent therapy with
clonidine, if therapy is to be discontinued, Bisoprolol should be discontinued for several
days before the withdrawal of clonidine.

~ Bisoprolol should be used with care when myocardial dep or inhibitors of AV
conduction, such as certain calci gonists, particularly of the phenylalkylamine
(verapamil) and b i (diltiazem) classes, or antiarrhythmic agents, such as
disopyramide, are used ;

= Concurrent use of rifampin i the bolic ¢l of Bi lol, resulting in a

shortened elimination half-life of Bisoprolol. However, initial dose modification is generally
not necessary.

= Risk of Anaphylactic Reaction: While taking beta-blockers, patients with a history of severe
anaphylactic reaction to a variety of allergens may be more reactive to repeated challenge,
either accidental, diagnostic, or therapeutic. Such patients may be unresponsive to the usual
doses of epinephrine used 1o treat allergic reactions.

SIDE EFFECTS

Bisoprolol is well tolerated in most patients. Most of adverse reactions are mild and transient.

Withdrawal of therapy for adverse events was 3.3% for patients receiving Bisoprolol and 6.8%

for patients on placebo.

- G G i I: Vomiting, diarthoea. Respiratory: rhinitis. General: asthenia,
fatigue.

= Rare: Musculoskeletai: arthralgia Central nervous system: hypoaesthesia, insommia.
Cardiovascular: bradycardia. Gastr inal: nausea. Resy ry: dysp General:
chest pain, peripheral edema.

Inform doctors with side effects when using medicine.

PHARMACODYNAMIC PROPERTIES

~ Bisoprolol is a betal-selective ad ptor blocking agent without significant membrane
stabilizing activity or intrinsic sympathomimetic activity in its th apeutic dosage range. At
low dosage, bisoprolol inhibits B, receptor of the heart, and shows low affinity to the f,
receptor of the smooth muscles of bronchi and vessels. At higher doses (> 20 mg), the
selectivity is reduced, the drug will inhibit both 3, and ;.

~ The mech of its antihyp ive may include these factors: decreased cardiac output,
inhibition of renin release by the kidneys, diminution of tonic sympathetic outflow from the
vasomotor centers in the brain. The most prominent effect of Bisoprolol is reduction in
resting and exercise heart rate.

= intraindication or intol e, beta-blockers is used in addition 10 ACE inhibitors,
diuretics and cardiac glycosides in the treatment of heart failure with left ventricular

dysfi and p g the progr of the disease. This is due to the diminution of
sympathetic nervous system.

PHARMACOKINETIC PROPERTIES

— Bisoprolol is almost absorbed letely after oral administration. Because the first

metabolism is low, the biological availability of oral administration is about 90%, Peak
plasma concentrations occur within 2 — 4 hours after oral dose, Binding 10 serum proteins is
pproximately 30%. Absorpti is not affected by the presence of food. The plasma

elimination half-life is 10 - 12 hours.

— Bisoprolol dissolves moderately in lipid. It is metabolized by liver and is excreted in urine,
50% of the dose as unchanged form and 50% and 50% as metabolites,

= There is no significant difference of the bisoprolol accumulation-rate between the elderly
people and young ones,

= In subjects with creatinine clearance less than 40 ml/min, the plasma half-life is increased
approximately threefold compared to healthy subjects.

= In patients with cirrhosis of the liver, the elimination of bisoprolol is more variable in rate
and significantly slower than that in healthy people (8,3 — 21,7 hours).

= Abrupt cessation of Therapy: Exacerbation of angina pectoris, and, in some i
myocardial infarction or ventricular arrhythmia, have been observed in patients with
coronary artery disease following abrupt cessation of therapy with beta-blockers.

= Peripheral vascular Disease: Beta-blockers can precipitate or aggravate symptoms of
arterial insufficiency.

= Bronchospastic Disease: Patients with bronchospatic disease should, in general, not receive
beta-blockers. However, Bisoprolol may be used with caution and with therapy starting at
2.$mginpniunswiahlmuhospmicdimsewhodonumpondm.otwbocamm
tolerate other antihypertensive treatment.

= Anaesthesia and major surgery. If Bisoprolol treatment is 1o be continued perioperatively,
particular care should be taken when anesthetic agents which depress myocardial function,
such as ether, cyclopropane, and trichloroethylene, are used.

= Diabetes amd hypoglycaemia: Beta-blockers may mask some of the manifestations of
hypoglycemia, particularly tachycardia. Nonselective beta-blockers may p iate insulin-
induced hypoglycemia and delay recovery of serum glucose levels. Patients subject to
spontaneous hypoglycemia, or diabetic patients receiving insulin or oral hypoglycemic
agents, should be cautioned about these possibilities.

= Thyrotoxicosis; Beta-blockers may mask clinical signs of hyperthyroidism, such as

hycardia. Abrupt withd | of beta-blockade may be followed by an exacerbation of the
symyp of hyperthyroidism or may precipitate thyroid storm,

= Renal or hepatic impairment: Use caution in adjusting the dose.

USE DURING PREGNANCY AND NURSING MOTHERS

= Bisoprolol should be used during pregnancy only if the potential benefit justifies the
potential risk to the fetus s

= It is not known whether this drug is d in human milk. Because many drugs are
excreted in human milk caution should be exercised when Bisoprolol is administered to

S
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OVERDOSE AND TREATMENT

- Symyg bradycardia, hyp ion, lethergy. In severve overdoses, bronchospasm,
delirium, coma, Isions and respiratory arrest are occurred, Congestive heart failure,
hromhomsmmdhypog}ywnhmyoomr.,"',inr' with underlying
conditions.

= Treatment: If overdose oceurs, bisoprolol should be stopped and supportive and
symptomatic treatment should be provided. Limited data suggest that bisoprolol is hardly
dialysable. The following general should be considered when clinically warranted:
+ Bradyeardia: Admini

: IV atropine. If the resp is inadeq isop! 1 or
lnolhulgemwi(hposiﬁvechmouopicpmpaﬁumnybegimmxﬁwsly Under
some circumstances, transvenous p ker insertion may be Y-
+ AV block (second or third degree): Patients should be carefully monitored and treated
with isoprenaline infusion or tra cardiac | ker inserti
+ Congestive heart failure: Initiate ional therapy (i.e., digitalis, diuretics, i pi

agents, vasodilating agents),
+  Bronchosy Admini bronchodilator therapy such as isoproterenol and/or
aminophylline.
+ Hypoglycaemia: Administer 1V glucose,
RECOMMENDATION
= Keep out of reach of children.

= Read carefully the leaflet before use.

= Contact your doctor for further information.

— This drug is used only by docter’s prescription.

STORAGE: Store in a tight container, at a dry place, temperature under 30°C.
EXPIRY DATE: 36 months from the manufacturing date.
SPECIFICATION: USP 30.

SHINPOONG DAEWOO PHARMA Co., Ltd.
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