REIer

«fearereT f&f

50009

SANOFI g

Torgem

G 3¢ GrRees: aft @l Mt e, ciEeE, fkReew (Tow
A1 Zpre) SIPIER GRS | T G HoeisT 8 [oidfre 2
3et; 2ifoft Byraeens e afbtEE Rf s Metl

RET ¢0 Bres: «ff «3fs e s=fa s e, e, fgem
(T AP o) S GRS | A1 Ty AR et aifefb Brrees
Frate bt [ eo

G s00 BrRes: @t @ o smt qufq, e, e
(T2 rd o) SR BITs | 1 Tt AR e aifefb Breais
e afbarEE [ soo e

e

- THAGHIR GRFATR | A6 TSN T A TG
fEeE e A erE, [ wE AeRe-51EA
TIRITEMBT AYRA MR S T @O AT

- AT (R (FAPIe SRS 7@ T Tl 0 O )
TR A -G IR |

- (R @I @ IE QAR T A iR ey A e
T SN A ZTFHER (FrITe A 75 Ao
TS P AR AT TS A IR O Tl A
TR FAMCAR &5 |

@ e e

T geb1; [Ge @7 arRfEs a2 ¢o Mat 3 «36f6 BraeEs
OFFOE WA TIZICEH0F (PR A @ena e« )
@ AR e3sfba sl e fifest vw war @%@
72 LRI T Ao 27| T “Hie werea wfers 1 29 G
G @ I e e soo el aa @6 SR’ el =1
Tfvw | et e soo et u3 Tt @l e T afefie
(I e 21T TR

G ARG (ZAlH0e TN TG FeeleT G o S G):
BT @7 erfes Al 702 ¢o fiat @7 @36 BiRes o e
I G AL 4 2= Ferwe wfers =1l 77 O [EMET @
I e e s00 fe @3 g6 GIReTs e 41 Sve | 5y g
QIR (T RIS AT SIS Ty (it 200 el #14@ w@am
SIS TS I | SICH RS Folzee, @ M@ (s wa
A, 38 I 407 T [WH5S IO BF HIRCS AKE M@ €4
AT FACS Q| 0 (ATF S00 el W@w R Afeew
STETANTS! LG ST T T Teqrse afere 27, 68 @3
@ISR @S 38 T A AE SIS AT, [ NG TAFF 200
e @ @S T ¢0% (AT 0% S FACS @ A |
GIFEE IS ZTFIHT (FAA0G TG T T S
T FACPTT O ©Ieq AT REN): FAME LA ARG
GIFET TR TTFRFT @A ZA=TeTE S Tl «@3g
it aziem TAml 2eTd o7 7o wo AEq [ ozfe
FCEE (e T Bt e s Bfve| G ¢ felt
T (R0ER) ¢ TS ke S el 3 ffest ww
15 30 T o= @949 ¢ fia Teeem el w41 $foe

@R QTR R SRR et e @ (so )
SR T IR & I @ W@l AEneld so [ s e
@7 B ¢ fial BIReTs @l FA0s 20 | 2R, 3 Tl AR
QRS R ETR) [{EWa o M et T390 7@ | okeR, ARRS!
b (AT b T w2 @l Tef qeTeTE (AT 2l A AT
wofie I G137 fBE 300 el Biees Wfas @i’ @19dt ¢o
e BrRTeTs e HRAR (TR F90e 703 | M Qe Tl
B T T2 WA TRSEI 72 A @3 o s s
IS T S O (I SifEe affsfawl ¢ 1 ETrw [oma
T 7 FI40S (A |

TE @A TR G ICARFAT @I (R (T @ Je#w/
Reeei7 arirater e aeR).; fbme freat wmt fers <3,
TRCZ O CF@ gD W@ A7 791 o | RS, TWE
TR @ PRI @ o] e 41 Bfbe «3e O Freieea
i@ #fE e T EE @ T e v < e | ermet W@t
s ov@ @l Te/frer, fFeRi/g wwal Fafned s
g (@I ST (I} WL N S @ GF TITE FACRT
o1 Remetete Reavar Stes <@ | 9% @, @ @A Joae/
T AR A R R T (I I T @O
JE/RTTR SRRERSR T A GIeFE Frafe o =y
S Wt ey e ze:

forrfbfm faamat Enigcigical RisiER
(Ffa/ffB/.q0 3 fbR) [2Efcmm zw-ake
(%1)
e-oe¢ So-9 w0 e
e >3 mie ¢ Mt

5y @M TR /TR SRR T TR W4T TE
@M, O (FE THAGHAR DIFST wpre [Bee aRfEs wrar
& ATEA: ¢ el @7 @6 GIRE e @17
EECREEHER @NmE afs TRERiee ok e fet @@
@0 el et TS @ | @RY ATFE ISH1 S 2
I TR TR ACE BIR @I TSI BT ot
@2 fofest firs =)

s I3[

fGrer fcsafae cwea i -

- AR anfeitea, e fedt wrer wfie ol Tt 79, Fierme
< @32 FAAE FIICAF @2 |

- a5 WU @ A (I SAMIER afs afeseaneeTe!
IR O @M R |

RISEIEION

FICHP T

A Q6 (IR G CFG I6 AIZH AT SR AKE
) TREE RER ARG oA Swivi eared, «3e Kt FhE
AR AT HTFTe! &5 F41E TR A((Fod Y 77 I
G RS TEGF (T FAGS 0 | SN MR I
T, T RRIenR bo el fFeEeTiRe e[t e ey ah
fofesTa ST @2 wo ¥ ISR FrfFe za= i
g 351 7 o fofest w1 fmx

P FETF 97 ZfOZPT 1T G5 N (T

Ffie AN 4 61 36 TAME A M T wisre Sraes
7@, g ova ST @ 3ea 70S @ | S ST @R
@7 TR T W2 Goef (At e, @i srerfess o
TR Toge Bfewn men e g Bfve efefern Miiwena
el TS TR | Y ofest ml sitgs 3 Fftas ey vpwm
AT ECFE RGIAE ereprza 41 Ths )

fAb1eT arat oo aenREs cFea

AR SGIR @Io @7 @ (@R @M 2T TEEETE g
AGEE @A), TR [GwE w Bieen ard w,
R I S R arzet (ts @ a1 A 2@ or
o | e arfEEa @l St ©ita K61 3o frc Bfee
T AR O (0 TSI WIS SIaee <8 Mot
TR AT 2 (SGET nfawfa © siew (o1 | AT
T g6 (MR TR AeRhT G (SfEge
arfwfieE) aefem eFbie 3 SRafer A 52 STEte
RTS8 5T A | 31w {51 TFIER o, 747 [Rb1e frca et
T T4 AREN 1 T O @M TR el G2 AR
A IR AT AR R 71 v | 1o @gieEE
e AR 7 T I O FEIIAG TGIACS TSALITT
Toigel (7 (7R, TG O@e AFRSNE TES To KB
o s fofest e T Sfow| Fre s wtifa e
STHAIGR/ARAR AR AESIE THTe AT | O1R (@I @M [
B THAGHI7 TREeeR e [REMea ez @ AE EEE
2ol TR FRBwE fiea et <& wat ARTwa1 @ 26w
FIETIN BT FRICEH 102 G0 QATNAT CFed

73 51 FIER AN (@A w2t b s w6 =7
w3 SifeIfeat (s R s vwo a1 o) TR TTE) @32 TG T
S @GR AN AT e () etRied aebi7 3
(9T A | @I @l (AT KA AR SFreifre! qag a%
AR o (G SRR [ T |
JEFAEE ST (YT APt @)

FEIFDT fEfnt WM AgbaeR @ S @NmE
At G179 @zt T4t Bfow 77| IR GBI wieAfEe [{1-y
Pl | sioms, @A @M (F@ T THaest gt
3 I T A e @M T RA T AR ¢ B
TOFOR A &N TAC® @ | @ T [T FFRR Tyt [Rbi-y
@37 &ffS TR A7 1 >e RoHe @Ry 7R Tat ¢o fat
e ofee v vt Bfvw @ e @3 Rbt-3 AfFred ares
(AP e 63¥) ¢ aret A1 b | eyxfea war I
TeIE X Row WA o34l et 3 e fives i st
Fifee et @I

eFGT TS (TFI)

R TR (PR TEBIER) +i7d 1451 3R ey <1 A oot
et b 75 T91 77 | IR WT THA! ZF 7SR
PR TG TaroE @i T (FeAE e ABRe (el
7 q AR GIECEERT G372 TEAGIER e e #re i)
TR 93¢ AT (F0F LTS/ AT T
e

TR AR AT T Bfow | 451 7R AR qZeenRGEE
MR G SR (T T T ™) AT F0e
AR | 58 T Somref e - Rrgfrer «ag o =t Tomifeg Tow
TEUEN] @ &SR @re AEE [Rome Feike St
S ARG K1 I TYRA G TS M TRIE NAH
FrelT SRR @ SFTee [ F@ 71 @3 TFfem @l 772

RN (A0S greieed)/ *=Eq A s e e
(ol

AZRIGRTHIT

REl-aitgfee soR AR ATGEn  (AT[EC  &fgm
wfewae) qa Az fog @ s (@, Snfssfean
(TTFSIE Te u=>¥) SISl FaCe | A awed {6 79[
TORTR A Y] TO 8 ARETSIE Sre! ABAES THECE
Afe IfE A e, RO @@ SopEd F6E TSRy
ARG zemr e s @lie [Aiigeia o/
41 o

TS RFGT@FTIPIZCG (G 8ices feNrE/ &g)
S ReeTaIrmRG! (e sitea Tear/ad) @ia
T BAE el T4 oo 77

Fofeg) @3¢ =R wie

RICHIS 13 A B 11 o1 o o 1 o o o ) T o i s BcE o
NG FICS AN | DI 2B 4 Ao I @
TG AT NI - | AISRER Ao Bfsnic (s fo W)
wwce IR A Fa SeifaTe Rie wamiera e A
T eg«fb srefagr et Fare =7 W[l AW 934t ardwEe
AAE @A TG I GTORE @IS T FER) TS TS oafze
ARTS F(A| B @RI ot TR TS e @b Fare
SV SPRFIEA AN S TSI R (30w
TITeTd A T Aed) R AT (Freifaea o I
) TR Y AT AT | O1R SRR G AT
AR CF@ O ATt ToFe] o T4 Tfow |

sfTée!

ArFY

@ @35 K51 7 aze F0R G5 @NE Bo Kb e
T SRR @I TR~ T 7@ | et e
AT (@~ Teq =7 €< TH @19 @3 T fofe g e
AR qag 7l W@ Fafeg T wace 2@ [ome onf¥f
TG AR TS AL TRTE TS TBICS AT |

G (@R @R 3o/ e SIaiwiarem T 6w)
FRFIROR TR @M (@ 95«5 TeFoR M @wel 41
Tt

FEAR GRECEFECE FId WIS T TSl G
IS (ARG N T

F @R T [ v TSFe! w3 541 Spe, Fefieea
! @ 1R Tw T Blest v vl Svs, emiet w@t
fodiaeerm cwoa @I T/ fererd, Reen/ 9@ ol qnfess SRSl
€L TR S G SR @I S (R S5 R AR
@1 s RuasaE s 2@ |

GIFEE ACIFINCIT ZTerF I

ARTS, WEF @A N@l TRKioE oF@ AeFel wemT Fql
Tfoe ¥R © Freiiied @ Al Sy s e iest
wF 4 Tfbe| SEel @ Ffmen ovE @R age/fer,
/e wedl Tafied SRSl @3 @I S G@iel /&t
@M O @ A ¢34 IIRE FAR ¢ [wmerne [Reawar
TS (A | TH ASHI9 T NRIFCA TG @3 @AM
TR (R T A SRl AR w9 S

K CERE gl ES AT DY

* U FIGENRT goar ey (@, foraeizs) [o-afeg
SR AN AW T4 T I GFEER [eifiEe @e)
AREfre Tre A qu [REME e a3 e
FIFEE AWM @ QAR @M (F@ T T@HI9 @3
et fafre @fesifEan (Fefe ow = Tr=iwm) R
FACS A AR TANA Tl Z0=- MRATIR, T2 AT AR
AT (T2 SRS ARRSTa Faeet 78 q@51) |
R SR [ A w4 Svw |

* T FEAPEIN G FHER @7 A [Ee awe 41 =7
TS IR R efor wAfefs zrs A

* TREARAINT 93 et @eifte IEatHie @3 @ mate
efor TS B1Re y (U @) @ifbanfmiice (Frem
TR 6F4 | TREN-IRANE 72w {51 7F= @37 R @t
91 77 o «ft e afewifea (Freifia G w0 g ),
QTSI (T AR 3 3 W TG (FEEE Thrs A
o afteTm @36 @Ifte @AERE &Y Tkt anfS
apfwfie uE 71 61 397 «3 IR Afew fre 7iE)
« f451 71 TR T T@b1 @7 IS SR (ST S Al
T @I erer™ (A 7o #Itd | I egy v @ st
W R G g7 e ez s e o [
TR eIz 91 e | A RG1-39i9 71N wia @i afegem
@7 571 41 T

o (@FBIETAET PR M egd @5 el g
A G- A0 QT T [KB1-FF @9 THASHIAIR
SR FE (qTS A

o T fI51-391 ATl T 77 O3, 7F AR, @t fiefa ifcs
TRl Rl TR @ @e [{fen e am
FTERfed TR AR B O AE @ @ @A
RS QIS BieesTa Ty aftieles wrer @ 93y RRE
T, @1 SO S @ (G PSS 7 8 TS 2T |

« fEfBifem angrerize ¢ [E-ger anffeceiGpa Fo i ¢
T I TS AT | GF M2 RN T Afefeas
(FrefReea T Tr=e) I @ @ #AE |

TSR
@t FEIE & (afs eEm e [RE) |
GATHITRICET

TSI A CFE KO @Ene 7ol oaers 341 o)
ACF@ T aReFRl e WS afewien (Frefiees ow
TTWE) RETR 2 AN (R | FAfTS ©IF & (el e w2@t
frw TR T wre @ g oR e efefeam s
TiRe @ 70 A |

et elfefaarmz

@ KB 7R @9 eroyE TR, R St SprHE
4 ERASNE @SS MR T, qferfEa (Tl
BT I W) @ 717 78519 ThR)

Sfiwg, S Roi-aneniies 3R SammTes @ Rfew ket
effsfeara o2 “Aled (oite @33 &1 it efefraerErs B 8=y
et effsfes a1 Reavet 41 @ @)

G STFHF; G QARG €7 AR I A |

GTIEP; G, @F A IR @KL A, FH-FIAT ACHH @<
-1 TR TEl |

GIGIE TSP FiTy: wgRl W [Ramawe! @ FGEiET
ot «ifie =31 @6 S SrgId @t A G € ST T @IS
e 30; T8 TNER G Yrowe @i, T Aol A
R Rl @3 FewEPReEs (IfFfes) siearel gm
e |

WICBIZAGIBIZA: (ETCHE (AL TFA) SO (e,
LA @EARG (IR 2P IS (P M) |

ST BIGIR $R 7eql (26 (26 TG T© W |

fafeg; REI-argmife afee gy AR Td T qag/aL
(514 &F T AeT O “A1edl (77tz | I sl o=y @ o
ferraet <41 =11 AR O3 6yl arret (At e A et [eav
<41 b B atw or@ @it Ffigee /s s
Efow |

Taifsfiest

RBmeR TafeReer w2 R A=f® ¢ e [REHa e res
QTR (&6 AP O 26T (7= | O O Reeae wae @t
T A AR, FTRE @M TE® 30 AN REEE GRE
FRMRER @ G=el [T 27 | KEMER ARS W@l AR v
AT QAL T[T ZCEAI- S, K- BT ST, %1
eI A -t *% Qe AR 9% T A G difewie
iy, AEE [E-GreE afw 4w 3 RS Taw
AR g dor e z@Te @3 9erErR REmE Ffs S
ST SR (T~ FAEHS Fo (T3, 5 @619, Uar==irem
(HFTIER AT @1oT) G/ ALA AT LIS AR S
qeTl |

wafefieer et i @H Al swefe e3y A 3w
=1, e oS (AR (e F41) WL AET SR Al
TS (A | TR LT TGRS ITEAAZH (AT BT
7 4 Q@CS Al

Bopitsfa Siqe Toin ffs e, e <ifipafa seee g
ST TS A @R FfCAE (T TA(F) ¢ WFTorEs
TRITF AT Tl IS R |

ARG “Afaier

61T 3¢ BreEs: &fs A 0xsoxse el 7 fF55F =5 |
611 @0 Grraeets: effs s 20x30%¢0 et 3 3551 =1 |
@511 300 GrrdeeTs: @ffs Jtar s0x30%300 fialt 3 f3551 =11 |

B sFreeet

* GRIM SRR o/ IR FACEH T |

o e g4 FReTE TSITE A1R0E AL |

o (G @GS eI g S fRegetcely |

AGEFF
A Aeer Ffse

Last updated: 22/03/2017
Version No: 02




Betanol®

Atenolol BP

50009

SANOFI g

PRESENTATION

Betanol 25 tablet: White, circular biconvex tablets with
score line on one side and plain reverse; each tablet
contains Atenolol BP 25 mg.

Betanol 50 tablet: Almost white, circular, biconvex tablets.

Both faces are plain; each tablet contains Atenolol BP 50 mg.

Betanol 100 tablet: Almost white, circular, biconvex
tablets. Both faces are plain; each tablet contains Atenolol
BP 100mg.

INDICATIONS

BETANOL is indicated

- In the management of hypertension. It may be used
alone or concomitantly with other antihypertensive
agents, particularly with a thiazide-type diuretic.

- For the long-term management of patients with angina pectoris.

- In the management of hemodynamically stable patients
with definite or suspected acute myocardial infarction
to reduce cardiovascular mortality.

DOSAGE AND ADMINISTRATION

Hypertension: The initial dose of BETANOL is 50 mg given
as one tablet a day either alone or added to diuretic
therapy. The full effect of this dose will usually be seen
within one to two weeks. If an optimal response is not
achieved, the dosage should be increased to BETANOL 100
mg given as one tablet a day. Increasing the dosage
beyond 100 mg a day is unlikely to produce any further
benefit.

Angina Pectoris: he initial dose of BETANOL is 50 mg given
as one tablet a day. If an optimal response is not achieved
within one week, the dosage should be increased to
BETANOL 100 mg given as one tablet a day. Some patients
may require a dosage of 200 mg once a day for optimal
effect.

Twenty-four hour control with once daily dosing is
achieved by giving doses larger than necessary to achieve
an immediate maximum effect. The maximum early
effect on exercise tolerance occurs with doses of 50 to 100
mg, but at these doses the effect at 24 hours is attenuated,
averaging about 50% to 75% of that observed with once a
day oral doses of 200 mg.

Acute Myocardial Infarction: n patients with definite or
suspected acute myocardial infarction, treatment with
BETANOL L.V. Injection should be initiated as soon as
possible after the patient's arrival in the hospital and after
eligibility is established. Treatment should begin with the
intravenous administration of 5 mg BETANOL over 5
minutes followed by another 5 mg intravenous injection
10 minutes later. In patients who tolerate the full
intravenous dose (10 mg), BETANOL Tablets 50 mg should
be initiated 10 minutes after the last intravenous dose
followed by another 50 mg oral dose 12 hours later.
Thereafter, BETANOL can be given orally either 100 mg
once daily or 50 mg twice a day for a further 6-9 days or
until discharge from the hospital. If bradycardia or
hypotension requiring treatment or any other untoward
effects occur, BETANOL should be discontinued.

Elderly Patients or Patients with Renal Impairment :
ETANOL is excreted by the kidneys; consequently dosage
should be adjusted in cases of severe impairment of renal
function. In general, dose selection for an elderly patient
should be cautious, usually starting at the low end of the
dosing range, reflecting greater frequency of decreased
hepatic, renal, or cardiac function, and of concomitant
disease or other drug therapy. The following maximum
oral dosages are recommended for elderly,
renally-impaired patients and for patients with renal
impairment due to other causes:

Creatinine Atenolol Maximum
Clearance Elimination Dosage
(mL/min/1.73m2) Half-Life (h)
15-35 16-27 50 mg daily
<15 >27 25 mg daily

Some renally-impaired or elderly patients being treated
for hypertension may require a lower starting dose of
BETANOL: 25 mg given as one tablet a day.

Patients on hemodialysis should be given 25 mg or 50 mg
after each dialysis; this should be done under hospital
supervision as marked falls in blood pressure can occur.

CONTRAINDICATIONS

BETANOL is contraindicated in-

- Sinus bradycardia, heart block greater than first degree,
cardiogenic shock, and overt cardiac failure.

- Those patients with a history of hypersensitivity to the
atenolol or any of the drug product’s components.

WARNINGS

Cardiac Failure: Sympathetic stimulation is necessary in
supporting circulatory function in congestive heart
failure, and beta blockade carries the potential hazard of
further ~ depressing myocardial  contractility and
precipitating more severe failure. In patients with acute
myocardial infarction, cardiac failure which is not
promptly and effectively controlled by 80 mg of
intravenous furosemide or equivalent therapy is a
contraindication to beta-blocker treatment.

In Patients without a History of Cardiac Failure :
Continued depression of the myocardium with
beta-blocking agents over a period of time can, in some
cases, lead to cardiac failure. At the first sign or symptom
of impending cardiac failure, patients should be treated
appropriately according to currently recommended
guidelines, and the response observed closely. If cardiac
failure continues despite adequate treatment, BETANOL
should be withdrawn.

Cessation of Therapy with BETANOL: Patients with
coronary artery disease, who are being treated with
BETANOL, should be advised against abrupt
discontinuation of therapy. Severe exacerbation of angina
and the occurrence of myocardial infarction and
ventricular arrhythmias have been reported in angina
patients following the abrupt discontinuation of therapy
with beta blockers. The last two complications may occur
with or without preceding exacerbation of the angina
pectoris. As with other beta blockers, when
discontinuation of BETANOL is planned, the patients
should be carefully observed and advised to limit physical
activity to a minimum. If the angina worsens or acute
coronary insufficiency develops, it is recommended that
BETANOL be promptly reinstituted, at least temporarily.
Because coronary artery disease is common and may be
unrecognized, it may be prudent not to discontinue
BETANOL therapy abruptly even in patients treated only
for hypertension.

Concomitant  Use of Calcium  Channel  Blockers:
Bradycardia and heart block can occur and the left
ventricular end diastolic pressure can rise when
beta-blockers are administered with verapamil or
diltiazem.  Patients with  preexisting conduction
abnormalities or left ventricular dysfunction are
particularly susceptible.

Bronchospastic Diseases

PATIENTS WITH BRONCHOSPASTIC DISEASE SHOULD,
IN GENERAL, NOT RECEIVE BETA BLOCKERS. Because
of its relative betal selectivity, however, BETANOL
may be used with caution in patients with
bronchospastic disease who do not respond to, or
cannot tolerate, other antihypertensive treatment.
Since betal selectivity is not absolute, the lowest
possible dose of BETANOL should be used with
therapy initiated at 50 mg and a beta2-stimulating
agent (bronchodilator) should be made available. If
dosage must be increased, dividing the dose should be

considered in order to achieve lower peak blood levels.

Major Surgery

Chronically administered beta-blocking therapy should
not be routinely withdrawn prior to major surgery;
however, the impaired ability of the heart to respond to
reflex adrenergic stimuli may augment the risks of general
anesthesia and surgical procedures.

Diabetes and Hypoglycemia: BETANOL should be used
with caution in diabetic patients if a beta-blocking agent
is required. Beta blockers may mask tachycardia occurring
with hypoglycemia, but other manifestations such as

dizziness and sweating may not be significantly affected.
At recommended doses BETANOL does not potentiate
insulin-induced hypoglycemia and, unlike nonselective
beta blockers, does not delay recovery of blood glucose to
normal levels.

Thyrotoxicosis: Beta-adrenergic blockade may mask
certain clinical signs (eg, tachycardia) of hyperthyroidism.
Abrupt withdrawal of beta blockade might precipitate a
thyroid storm; therefore, patients suspected of
developing thyrotoxicosis from whom BETANOL therapy is
to be withdrawn should be monitored closely.

Untreated Pheochromocytoma: BETANOL should not be
given to patients with untreated pheochromocytoma.
Pregnancy and Fetal Injury: Atenolol can cause fetal harm
when administered to a pregnant woman. Atenolol
crosses the placental barrier and appears in cord blood.
Administration of atenolol, starting in the second
trimester of pregnancy, has been associated with the birth
of infants that are small for gestational age. If this drug is
used during pregnancy, or if the patient becomes
pregnant while taking this drug, the patient should be
apprised of the potential hazard to the fetus.

Neonates born to mothers who are receiving BETANOL at
parturition or breast-feeding may be at risk for
hypoglycemia and bradycardia. Caution should be
exercised when BETANOL is administered during
pregnancy or to a woman who is breast-feeding.

PRECAUTIONS

General: Patients already on a beta blocker must be
evaluated carefully before BETANOL is administered.
Initial and subsequent BETANOL dosages can be adjusted
downward depending on clinical observations including
pulse and blood pressure. BETANOL may aggravate
peripheral arterial circulatory disorders.

Impaired Renal Function: The drug should be used with
caution in patients with impaired renal function.
Geriatric Use: Hypertension and Angina Pectoris Due to
Coronary Atherosclerosis:

Dose selection for an elderly patient should be cautious,
usually starting at the low end of the dosing range,
reflecting the greater frequency of decreased hepatic,
renal, or cardiac function, and of concomitant disease or
other drug therapy.

Acute Myocardial Infarction: Dose selection for an elderly
patient should be cautious, usually starting at the low end
of the dosing range, reflecting greater frequency of
decreased hepatic, renal, or cardiac function, and of
concomitant disease or other drug therapy. Evaluation of
patients with hypertension or myocardial infarction
should always include assessment of renal function.

Drug Interactions

« Catecholamine-depleting drugs (eg, reserpine) may
have an additive effect when given with beta-blocking
agents. Patients treated with BETANOL plus a
catecholamine depletor should therefore be closely
observed for evidence of hypotension and/or marked
bradycardia which may produce vertigo, syncope, or
postural hypotension.

Calcium channel blockers may also have an additive
effect when given with BETANOL.

Disopyramide is a Type | antiarrhythmic drug with
potent negative inotropic and chronotropic effects.
Disopyramide has been associated with severe
bradycardia, asystole and heart failure when
administered with beta blockers.

Amiodarone is an antiarrhythmic agent with negative
chronotropic properties that may be additive to those
seen with beta blockers.

Beta blockers may exacerbate the rebound
hypertension which can follow the withdrawal of
clonidine. If the two drugs are coadministered, the beta
blocker should be withdrawn several days before the
gradual withdrawal of clonidine. If replacing clonidine
by beta-blocker therapy, the introduction of beta
blockers should be delayed for several days after
clonidine administration has stopped.

Concomitant use of prostaglandin synthase inhibiting
drugs, eg, indomethacin, may decrease the hypotensive
effects of beta blockers.

While taking beta blockers, patients with a history of
anaphylactic reaction to a variety of allergens may have
a more severe reaction on repeated challenge, either
accidental, diagnostic or therapeutic. Such patients may
be unresponsive to the usual doses of epinephrine used
to treat the allergic reaction.

Both digitalis glycosides and beta-blockers slow
atrioventricular conduction and decrease heart rate.
Concomitant use can increase the risk of bradycardia.

PREGNANCY

Pregnancy Category D

LACTATION

Caution should be exercised when BETANOL is

administered to a nursing woman. Clinically significant
bradycardia has been reported in breast-fed infants.
Premature infants, or infants with impaired renal
function, may be more likely to develop adverse effects.

ADVERSE REACTIONS

In a series of investigations in the treatment of acute
myocardial infarction, bradycardia and hypotension
occurred more commonly, as expected for any beta
blocker.

In addition, a variety of adverse effects has been reported
with other beta-adrenergic blocking agents, and may be
considered potential adverse effects of BETANOL.
Hematologic: Agranulocytosis.

Allergic: Fever, combined with aching and sore throat,
laryngospasm, and respiratory distress.

Central Nervous System: Reversible mental depression
progressing to catatonia; an acute reversible syndrome
characterized by disorientation of time and place;
short-term memory loss; emotional lability with slightly
clouded sensorium; and, decreased performance on
neuropsychometrics.

Gastrointestinal: Mesenteric arterial thrombosis, ischemic
colitis.

Other: Erythematous rash.

Miscellaneous: There have been reports of skin rashes
and/or dry eyes associated with the use of
beta-adrenergic blocking drugs. Discontinuance of the
drug should be considered if any such reaction is not
otherwise explicable. Patients should be closely
monitored following cessation of therapy.

OVERDOSAGE

Overdosage with BETANOL has been reported with
patients surviving acute doses as high as 5 g. One death
was reported in a man who may have taken as much as 10
g acutely.

The predominant symptoms reported following BETANOL
overdose are lethargy, disorder of respiratory drive,
wheezing, sinus pause and bradycardia. Additionally,
common effects associated with overdosage of any
beta-adrenergic blocking agent and which might also be
expected in BETANOL overdose are congestive heart
failure, hypotension, bronchospasm and/or
hypoglycemia.

Treatment of overdose should be directed to the removal
of any unabsorbed drug by induced emesis, gastric
lavage, or administration of activated charcoal. BETANOL
can be removed from the general circulation by
hemodialysis.

Based on the severity of symptoms, management may
require intensive support care and facilities for applying
cardiac and respiratory support.

PACKAGE QUANTITIES

Betanol 25 tablet: Box of 20x10x25mg in blister packs.
Betanol 50 tablet: Box of 20x10x50mg in blister packs.
Betanol 100 tablet: Box of 10x10x100mg in blister packs.

PHARMACEUTICAL PRECAUTION

« Do not use later than the date of expiry.

« Keep all medicines out of the reach of children.

« To be dispensed only on the prescription of a registered
physician.

Manufactured by:
Sanofi Bangladesh Limited
Station Road, Tongi, Gazipur.
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