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DIE LINE OF LEAFLET

I TAM B OCOR® TABL ET 1 OOM G e I 4. Generally, a doubling of either pulse width or voltage is sufficient to regain capture, but it may be difficult to obtain
I LF{E) I ventricular thresholds less than 1 volt at initial implantation in the presence of Tambocor.
I N I 5. The minor negative inotropic effect of flecainide may assume importance in patients predisposed to cardiac failure.
I PRODUCT INFORMATION o I Difficulty has been experienced in defibrillating some patients. Most of the cases reported had pre-existing heart disease
I I with cardiac enlargement, a history of myocardial infarction, arterio-sclerotic heart disease and cardiac failure.
| PRODUCT DESCRIPTION | 6. Tambocor should be used with caution in patients with acute onset of atrial fibrillation following cardiac surgery.
— ; White, circular, biconvex tablets coded "TR100" on one face with a break-line and plain on the other face. Each tablet contains - | 7.Inalarge scale, placebo-controlled clinical trial in post-myocardial infarction patients with asymptomatic ventricular
; flecainide acetate 100mg. | arrhythmia, oral flecainide was associated with a 2.2 fold higher incidence of mortality or non-fatal cardiac arrest as
| Excipients include starch, microcrystalline cellulose, croscarmellose sodium, vegetable oil, magnesium stearate c | compared with its matching placebo. In that same study, an even higher incidence of mortality was observed in
| c | flecainide-treated patients with more than one myocardial infarction. Comparable placebo-controlled clinical trials have not
| Uses . ) ) o . 0 | been done to determine if flecainide is associated with higher risk of mortality in other patients groups.
| Tambocor is a potent sodium channel p]ockm_g agenf[ for the treatment of the condl_tlons listed below. It is recommended that - | USE IN PREGNANCY AND LACTATION
et o e e e e e 1 " || et o ovonss s o g sfoin e rogracy. I Ze Wit s igh s ot o
| insignificant at therapeutic levels : | some foetal abnormalities, but these effects were not seen in Dutch Belted rabbits or rats. The relevance of these findings to
— | ) - | humans has not been established. Data have shown that flecainide crosses the placenta to the foetus in patients taking
| INDICATIONS ; flecainide during pregnancy.
| Tambocor tablets are indicated for: e , Flecainide is excre.ted.in human milk and appears in. concentrations which refleet those in maternal blood. _The risk of_ adverse
;@) AV nodal reciprocating tachycardia; Arrhythmias associated with Wolff-Parkinson-White Syndrome and similar conditions = | effec_ts to the nursing mfa_nt is very small. The benefit of Tambocor during lactation should therefore be weighted against
| Wwith accessory pathways. Lo | Possible effects on the child.
, b) Paroxysmal atrial fibrillation in patients with disabling symptoms. Arrhythmias of recent onset will respond more readily. = , DRUG INTERACTIONS
, €) Symptomatic sustained ventricular tachycardia. ~ _ o o | Use of flecainide with other sodium channel blockers is not recommended.
,d) Premature ventricular contractions and/or non-sustained ventricular tachycardia which are causing disabling symptoms, , Treatment with Tambocor is compatible with use of oral anti-coagulants. Flecainide can cause the plasma digoxin level to rise
—| |, Where these are resistant to other therapy or when other treatment has not been tolerated. Tambocor tablets can be used —— | | byabout 15%, which is unlikely to be of clinical significant for patients with plasma levels in the therapeutic range. It is
| for the maintenance of normal rhythm following conversion by other means. , recommended that the digoxin plasma level in digitalised patients should be measured not less than six hours after any digoxin
, DOSAGE AND ADMINISTRATION < T EXT ARE A e dose, before or after administration of flecainide. The possibility of additive negative inotropic effects of beta-blockers and
For oral use only. £ other cardiac depressants with flecainide should be recognised.
| [ . X . L . . . -
| - Adults: 10 | !_|m|ted deta in patients receiving k_nolwn'enzyme inducers (phenytom_, _phen_obar_bl'tal, carbamazepme) indicate only a 30%' _
| Supraventricular arrhythmias: the recommended starting dosage is 50mg twice daily and most patients will be controlled at ; | :ncreaee in the rate of flecalnolde elimination. _In healthy subjectsorecelvmg cimetidine (1g daily) for one week, plasma flecainide
} . : : ; evels increased by about 30% and the half-life increased by 10%.
| this dose. If required the dose may be increased to a maximum of 300mg daily. I When flecainide is given in the presence of amiodarone, the usual flecainide dosage should be reduced by 50% and the patient
| Ventricular arrhythmias: the recommended starting dosage is 100mg twice daily. E I monitored closel fgr adverse e?fects Plasma level of rn,onitorin is strongl recon?mended in these circu%stanoces P
— | The maximum daily dose is 400mg and this is normally reserved for patients of large build or where rapid control of the < T | y ) g gy )
| arrhythmia is required. After 3-5 days it is recommended that the dosage be progressively adjusted to the lowest level which & , SIDE EFFECTS _ o _ _ o
| maintains control of the arrhythmia. It may be possible to reduce dosage during long-term treatment. e | Cardlec: Pr(_)-arrhythmlc effects occur but are most likely in patients with structural heart disease and/or significant left
| - Children: £ |  ventricularimpairment — . R
, Tambocor is not recommended in children under 12, as there is insufficient evidence of its use in this age group. 2 | l/[\]/itpha:fgl}ftxtﬂ\]/ :g{'r?éj:::tggégfe?:ﬁo?]f Tambocor has been associated with 1:1 AV conduction following initial atrial slowing
| - Elderly Patients: P | Thi i e ; ; i ;
| The rate of flecainide elimination from plasma may be reduced in elderly people. This should be taken into consideration | lg;g,: Z&gﬁ{;sfgﬁngﬁgtcceg?ar{;gg Igff;)rl]lgrv;/g;g the use of the injection for acute conversion. This effect is usually short lived and
| 1 whenmaking dose adjustments. || 1 Dermatological: There have been isolated cases of photosensitivity.
| - Plasma Levels: o , _ | Gastrointestinal:  Nausea and vomiting.
| Based on PVC suppression, it appears that plasma levels of 200-1000 ng/mL may be needed to obtain the maximum | Hepatic: A number of cases of elevated liver enzymes and jaundice have been reported in association with Tambocor
| therapeutic effect. Plasma levels about 700-1000 ng/mL are associated with increased likelihood of adverse experience. c | treatment. So far this has always been reversible on stopping treatment.
| - Dosage in Impaired Renal Function: f{—:, | Neurological: Most commonly giddiness, dizziness and light-headedness which are usually transient.
| In patients with significant renal impairment (creatinine clearance of 35 mL/ min/1.73sq.m. or less) the maximum initial ~ | Opthalmological: Visual disturbances, such as double vision and blurring of vision may occur but these are usually transient
dosage should be 100mg daily (or 50mg twice daily). When used in such patients, frequent plasma level monitoring is ™ I and disappear upon continuing or reducing the dosage.
| strongly recommended. | During long term therapy a few cases of peripheral neuropathy, parasthesia and ataxia have been reported. Extremely rare
| CONTRAINDICATIONS | cases of corneal deposits, pulmonary fibrosis, interstitial lung disease and pneumonitis have also been reported.
| Tambocor is contraindicated in cardiac failure, and in patients with a history of myocardial infarction who have either asymp- | OVERDOSAGE
| tomatic ventricular ectopics or nonsustained ventricular tachycardia. I No specific antidote is known. There is no known way of rapidly removing flecainide from the system, but forced acid diuresis may
o, Itis also contraindicated in patients with long standing atrial fibrillation in whom there has been no attempt to convert to sinus € w theoretically be helpful. Neither dialysis nor haemoperfusion is helpful and injections of anticholinergics are not recommended.
%9 rhythm and in patients with haemodynamically significant valvular heart disease. f{—:) ¥ Treatment may include therapy with an inotropic agent, intravenous calcium, giving circulatory assistance (eg: balloon
K; Unless pacing rescue is available, Tambocor should not be given to patients with sinus node dysfunction, atrial conduction N K pumping), mechanically assisting respiration, or temporarily inserting a transvenous pacemaker if there are severe
g defects, second degree or greater atrioventricular block, bundle branch block or distal block. P i~ disturbances or the patient’s left ventricular function is otherwise compromised.
| WARNING AND PRECAUTIONS | STORAGE
i 1. Electrolyte disturbances should be corrected before using Tambocor. | Store in a cool, dry place, below 30°C.
| | 2. Since flecainide elimination from the plasma can be markedly slower in patients with significant hepatic impairment, 1| | packsize
| flecainide should not be used in such patients unless the potential benefits clearly outweigh the risks. Plasma level | Tablets — packs of 60 tablets.
| monitoring is strongly recommended in these circumstances. ° = | MANUFACTURED BY °
| 3. Tambocor is known to increase endocardial pacing thresholds — ie to decrease endocardial pacing sensitivity. 9 LF{E) | Unique Pharmaceutical Laboratories, (A Division of J.B. Chemicals & Pharmaceuticals Limited) ° 9
| This effect is reversible and is more marked on the acute pacing threshold than on the chronic. Tambocor should thus be SAP Code N | PIo?Nos 915-219. GIDC Industrial Afea Panoli. Dist .Bharuch 294 116. India lﬂ Ova ~
| used with caution in all patients with permanent pacemakers or temporary pacing electrodes, and should not be adminis- = OCR 10 BT (9 pt.) pas | a ’ ’ e ’ ’ pharmaceuvticals
tered to patients with existing poor thresholds or non-programmable pacemakers unless suitable pacing rescue is available. . Revision date: August 2019 A2525
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