sotalol HCL  80mg

1 Name of the medicinal product
Betacor® 80 Tablets
2. Qualitative and quantiative composition
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41 Therapeutic indicti
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1 Ventriculr arthythmias:
* Treament ofIfethealening venticuar achyarrhylhmi

eaiment of synplomalic ro ustined ventalor ocyarhythmias
2 Supraventricular arthythas
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42 Posology and method of administra
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with other antiarrhythmic agents, it s recommended that Sotalol 40mg Tabets b inifated and doses increased n a facly capable of
mamlmm and assssing cardac thythm. he dosage must be ndviduaized and based on he patintsrsponse: roarhythmic events
only at iniation of herapy, but also with each upward dosage adjusimen.

I view of s B-adkenergc bocking properes, restment with Solll 40mg. Tablls shoud no be discontinued suddeny, speclly in
ticnt wilhSchaemic hart dseae angina peciots, prior acule myocarda infarcion or ypertension, 10 prevent exacesbation of he
disease (s 44 Warnings).
The naionof tament o hnges indosag it Soll o ol n pproprie il exaation ncluding ECC conrl i
measuremen of the corrected QT inteval, and assessment of rena functon, leclrolyle balance and concomilanl medications (See 44
Warnings and precaions)

ethod o adninisiralion
The following dosing scheduie can be recommended:
Thenal dos s 80 mg adminstrd her il or g o hided o
Oral dosage of Betacor should be adjusted gradualy allowing 2-5 days belwcen dosing increments in order 1o allain seady-sate, and to
o oot o G il Mo poents tespond 1.3 G4l Gos of 60 1 350 e sdmsred o aded doses
approximately 12 haur ntervals. Some palients with fe-threatening refracory veniricular arrhythrias may require doses as high

Usel
Ot potassium-deplting drugs
photercn B (V. route), cortcosteroids (systemic adminisraton), and some laxaives may also be associated with hypokalaerio
d d Betacor®.

Clonidine
Bela-blocking drugs may poleniale the rebound hyperlension somelimes observed afer discontinuation of clonidin; therefore, the
bes ocer shuld

S it dosesof Sl do ot sigicantly afc serm g vl rarhytic e s e e commen i Sl
treated patiens also receiving digials glycosides; however, his may be rolted 1o the presence of CHE, a known risk facor for

proarylhmia npalins recening gl gycosides Associaion of diglols gheasds wih s okers may mecane
o et condcion e
Caecholamine-deplting ogen
Concomitant use o ¢ luhul.lmm deplling drugs, such as reserpine, guanethidine, or alpha methyidopa, wilh a bela-blocker may
produce an excessive reduction of resing sympathelic nervous lone. Paients should be closely morilored for evidence of hypotension
o ke b wieh oy rcce e
Insulin ond oral hypoglycacmics

Hyperglycaenia may occur, and the dosage of antdiabelc drugs may require adjusiment. Symploms of hypoglycacia tachycardia) may
e masked by beta-blocking agenls

Newramsclrbockng agens he oot

he neuromuscular blockade is prolonged by beta-blocking agents

Bela-2-receptor \rmmlum«

Pt e o oo o ok oy o Sl o, cocat hery b ey b spor oy
e tobe i e s

DrugLaboratory interact

e ence of S i i may el b
et suspeced of g phacochromocyoms and who ar sted i Sl should hav thei urine screened utlising the HPLC

ith solid phase extraction,

5% Rerilty, regnancy andloctation
Pregnany

teratogeniciy o olhe the foelus. Although there
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i amnt i, el bocers reduce plcna prtusion wch may el in e fotl det inmatre and premaur

debreric I odion dvese el (el hypagycania and brdy i occur in foetus and neonale. There is an increased
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s afcr Bet 3 day
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There are no dat side-effcts such as i

fee 48 Undsrab (n« n

48 Undesirabl
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realment.

Tl diziness, headache v, ecssiebradycard ndr bpolnson, ey do accr thy usualy dsoppear when the docate

reduced effects, howeser,a e section 4.4
mimon (=1/10) common (21100, <1/10; uncommon (= 1/1,000, <1100 rae

Ty o s ing e {oowi comenon: sy o

(2110000, <1110 very rae (<1/10,000) inclucing islated repors.
arc adverseevents considered rlatd 1o herapy, occuring in 1% or more of patints realed wilh Betacor

Condiovascular disorders

Common: Bradycardia, dyspnoea, chest pain, palpitations, oedenva, ECG abrormalie, hypotension, arthylhmia, syncope, hear faure,

presyncope ot

10 mgdayThese doses should b s under el supnson and shoud b prescied hen the ot
der 44 Warnings.
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ommon: Nausea, vomiling diarrhoea, dyspepsia, bdominal pain,fltulence
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Adjusted doses

0

> 6 Recommended Dose:
5060 Y2 recommended Dose
1030 Y recommended Dose
<1 Avoid Betacor®

ackroft and Gaultformul:

1140 - age) s weight kg 72 x serum ceatiine (mg/d)
dem x 085

tinine s given in pmol, dvide the value by 88.4 (1mgdl = 88.4 pmo )

Do ety enpated palente

Since Solalol s not subjec 1o frsi-pass melabolis, patiens with hepatic impairment show no aleratin in clarance of Sotalol. No
dosage adjustment i requied in hepalically impaired patents

43 Contraindications

Betacor® (Sollol ) should not be used where there s evidence of

ik siws sydrome

e AV heart block unles present
ooy Arqmrvd Tong QT syndromes
torsades de
 mplomat snus bradyca
ol congestve hear e
 cardiogenic shock
~anaesthesia hat produces myocardial depression
- reated phaodometoma
ypolension exept due o arythmia
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iherapy
Proarthylhmias
The most dangerous adverse efec of Class I antarehythmic drugs (such s Sotalol) s the aggravation of pre-eisting arhythmias of the
prooclon ofne i, Drgs hl prlong he Qe may case frsaesde ponis polmorpic e achycrci
associaled wilh prolongaton o the Q-interval.Experince to date indicale (hat he rsk of orsades de poines is assocated wilh the
rclongaion of th G-l sow heat e eueton i sren polasiam and maghcsum, igh pasg Stao concenraion and
i he concomitan use of Soall nd olher medicalions which Rave bech assocated wilh trsades de poines (s 45 Inferacions)
Femdes may bt s o el sodes depiies

sades de pointes the QTc and history of cardiomegaly or cangestve heart alure
T s of oedos b e v ependont e e sl acoms oy s o oy o oo of
the dose and can progess Lo ventriular fbilaton,
In il ofpatens i ssned VTVE the ndnce ofsvre prorythmi osas depinis o e ssined VIV s
<28t doscs up 0 320 mg Thecidence more han doubid a ighcr dose

Nervous system disorders
c Fatigue, dizzine

thenia,ghtheadedness head: thesia, dysgeusia

Paychiatrc disorders
‘Common: Sl disorder, mood allered,depression, anicty
Reproducive system and breast disorders

Common: Sexualdysfunclion

Eye disorders
Common: Visual disurbances

Ear and labyrinth disonlers

Common: Hearing disturbanc

Genealdisondersand odministration site condiions

56 patients with cadiac arthythmias (1563 with sustained venticular tachycardia received oral Sotalol,of whom 2451
received the drug for a least 2 weeks. The most signficant adverse events were torsade de poinles and other serious new veniicular
arehythias (see section 4.4, the following ates

Patient |
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Sustained VIVF Ty Toz o 1
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contractions; VA = supravenircular archythmi.
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Reporiingofsuspecied adverse res
Reparing suspected adserse reactions afer authoriation of the medicinal producs i important. It llows conlinued monioring of the
beneflisk balance of the medicinal product Healthcare professionals are_asked lo.report any suspecled adverse reactions via
eds mohealthgoveg

49 Overdose.
Intentional or with Sofalol
Solall
Symploms and treatment of averdosage: The most common sigs Lo be expected are bradycardia, congestive heart falue, hypotension,
bronchospasm and hypoglycaemia. In cases of massive intentional overdosage (2-16 g) of Stalolthe fllowing clnicalfindings were scen:
fypotension,bradscardia,prolongation of Q-nterval, premature venlricularcomplexe, venlsicular Lchycardia, lrsades de poites.
If overdosage occurs, therapy with Sotalol should be discontinued and the patient observed closely. n addiion, if requird the folowing
therapeutic measuresare suggested
Bradyeardi

ine 105 o 2 mg W ol g o bt s g sapreine, 5 g e i, 125
miceoggam, by slow IV ineclion) or ransvenous cadiac pac
Heart Block fsecond and third degree)
Transvenous cardia pacing.
Hypotension

Jy resuled in death, 0

reduction of plasma lesels of

entricular istory o riskof

Proarthylhmic events must be anticpaled ol apy but

i i spead don o e reces e ek f oy i poent heady e Betacor aon houk o

used i the QT exceeds 500msec whist on therapy, and serous consideration should be given Lo reducing the dose or discontinuing

Hherapy when e Qcinenal eceds 550 e i o he il i foctors ssoioed wilh trsades de poines, however, cuton
ol b e egardes o e T el

Stall shoukd ol be usd i palents with hypokalacmia or hypomagnesaemia prior o corection of mbalanc; thes condions can
exaggerate the degree of QT prolongation, and increase the potental for lorsades de paintes. Specil afention should be given to
lectrolyte and acid-base balance i paliens experiencing severe or prolonged diarthoea or palients rceiing concomiant magnesium-

Bela-blockede may futher depress myocardial contralilly and precipitale more severe heart failre. Caution s advised when iilating
herapy npaients with et veptrclt ystanclon comrolled b {herapy e ACEInhiors, direic, dighals, e kow il ose and
el s o s vt

cont MI
n pm fcton ety i i f et o, ks el of et ol ptton ot e
considered. are crtcal durin p of therapy. The cinical trils

2

vt aort s e svren e ot B k) e e parr i e v

ection fractons <40% without srious ventriclar arrhylhmias.

Flectrocardiographic Changes

cessie projonglion o the QO nfenal, 500 mec, can b g of oy g shodbe avoe e Foany s s S

bradycardia has been abserved very commonly i arthythmia patiens recevng B in clinicaltrial. Bradycardia ncreases the risk of

Lorsads de poles. s pause, s st and sins e dysnclon occur i s than 19 of et The ncdence of 2 o

Sed-degree AV block s approximately 1%

Anaphylaxis

Pt i sy ofamphcic rexion 103 v ofallrers may v 3 moe s reacion on rpeted chalnge il
the allegic reaction

N oer e ocingagents, Sl 40mg Tt shoul e s with cation et ndrgoig gy and i sacion

ith anacsihe il d

Diabeles Mel

ool shoud b s it cauton i potens i ke cspecilly il dabee)or wih o sry ofsisdesof spotancous
signs of the onset of

Tt
Beta-blockade may mask certain clinical signs of hyperthyroidism (e, tachycardia. Ptients suspected of developing thyrotonicosis should
be managed carclll o avoid abrup! withdrawal of bela-blockade which migh be folowed by an exacerbation of symploms of
hyperthyraidism, including thyroid storm.
RenlImpaient
Betacar® Sl s maly elimnaed v te ke the dos shoukd b adusted 1 Gttt real mpament e
dosage-section 4.
Psoriasis
Seablocng of
i produc coiin lcoe Talets il rre herdary e o o mance, e Lop loctose defcency o
salacose mlbsorpion el nl ke s i
£5 Tntcraction wih other medicna products and othr foms of neracion
Contrandicated Combintions
Cls iyt drugs suchas dspraride, qinidne ad procnamideand ol syt rgs ch s aridrone s
bepridlare ot recommended as concomilant herapy i B ofthei patential 1o prolong reractoiness (sce 44 Special
Womings nd recouton) The oncomtatus o ahe e locin 5t wih Blcor oy sl el 1 et
Not recommended combinations
Other drugs proonging he Q-nterval
Sotdel i 1l shou b ghen it e cauon i corfncion wilh ol dugs known 1 proen te Qe s 3
phenat ricyclic anldepressants, lerfenadine and astemizole. Other drugs that have been assocated with an increased risk
ovendon B s e ey . et P, oo st
Foclafenine
bela-adrenergic blocking agenls may imp P
induced by loctafenine.
Calcium channel blcking drugs
Concurrent adminisiration of beta-blocking agents and calcum channel biockers has resuled in hypotension, bradycardia, conduction
deecs, and cnda sre e ok o be vided incombinaton i orodpresont o <honwe s sch 5
onduction, and ventriculr funcion.

shock that may be.

ociations requiring precaulions for use
Potassium-Deplting Dirtis
Hypokalaemia or hypomagnesaemia may occur, ncreasing the potential for orsade de points (sce Specil Warnings and Precautions for

han isoprenine or e usel, faclors
Bronchospasm

Aninophyline o aerosol beta-2-eceptor stimulant

Torsades de pointes

OC cantowe drenaline, and/or

& Pharmacolgial propries
51 Pharmacodynamic proy

Prrmocotheraeute toun s Hocing aents non-sectve, DSl s 3 non et hyrophic -adrenrgc ecpor Hodig
agenl, devoid of intinsic sympathomimetc actiy or membrane sabilzing actvly.

Solalol has both bela-adrenareceptor blocking Vaughan Willams Class i and cardiac action potental duration prolongation (Vaughan
Wilams Clss 1) anaryhic properts. Sl has 1o nown fe on the uproke slcly and therfore o e o the
depolarsaton ph

st . rolongs the acion potetal curation in cardic ssue by el g he epolrston phis 15 fcts re

rlongtion o el e snd ccesonpvey fctve el e
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e d- and Lisomers of Sal. imilar Class 11 antiarehythmvc effects while the |somer is responsible for virually al of the

el Hoding sy \mw»mwn.m ela-blockade may occur at oral doses as ow s 25 mg, Class Il efets are usually secn at
dally doses of reate than 160

s adrenergc locking actvy Gauses o rtucion in et e gl honoropic et ad i edcion i e frc of
conlracton (negaliv inolrapc cffecl. These cardiac changs reduce myocardial oxygen consumplio work. Like olher
okt Sosol it v e e e st et of S signian bl et and dur e Lk oler
beta adrenergic blocking agents, Sotalol produces a gradual but significant reducion in both systolic and diastlic bload pressures in
yperlensive patents. Teniy-four-hour conirol of blood pressure is maintained both in he supine and upright posiions with a single
daly dose

5.2 Pharmacokinetic properties

The bioavaiabily of oral Solalol i essentially complet (greatr than 90%). Afer oral adminisiration, peak lesels ae reached in 25 1o +
haurs, and steady-state plasma levels are attined wilhin 2-5 days. The absorplion i reduced by approximately 20% when administered
il dondrd mea i comparsen o fsing condions. O he o ange 40640 oy Sacor sl doseproportnaly
wilh espec level I it of 1
s ol doe ot i o plasma rots i ol sl Thet e il ir et bty i s oo
caoses e o brain barir poory, i cesrospinal T coneniraions ol 0% of those in plsma. The primary ruie of
clmnalonis erl xcrlon. Aproimatls 8 o 80 f o s xrleduhnged i he i, i he e xreed i
facces. Lower doses are necessary in condiions of renl impairment (sec Dosage and Adminisiration in patents wih renal dysfunction).
g does not sty ate thephormocokntcs, lhough mpired enl funclon i g patcts cn decteas he exreon e
resling ncasd rug ccmiton
6. Pharmaceutical partculars
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| Keep all medicaments out of reach of children

( ) Produced of:

AMOUN PHARMACEUTICAL CO.
El-Obour City, Al Qalyubia, Egypt. SA
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