[ MosaPharii

We K The W
<t 2022 Nt RN

,N/T201 n/njzin ,n/RkoN
79 RO [17val O [17p2 1TV 7Y WrTInG mixna

TAMBOCOR 100 MG TABLETS
TAMBOCOR 50 MG TABLETS
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FLECAINIDE ACETATE 50, 100 MG

;¥ wa TAMBOCOR 100 MG TABLETS Y'w2n%? nnivan A'linnn

Serious sustained life threatening ventricular arrhytmias that have not responsed to other drugs.
Paroxymal atrial flutter.
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Serious sustained life threatening supraventricular arrhythmias that have not responded to other
drugs. Paroxysmal atrial fibrillation and atrial flutter
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4.3 Contraindications

Further contraindications include reduced or impaired ventricular function, cardiogenic
shock, severe bradycardia, severe hypotension and concomitant use with disopyramide.

4.4 Special warnings and precautions for use



Intravenous treatment with flecainide acetate should be initiated in hospital. Treatment for patients with other
indications should continue to be initiated in hospital.

Tambocor tablets has a selective effect that increases the refractory period of the anterograde,and
especially, the retrograde pathways.

Tambocor tablets should be used with caution in patients with “sick sinus syndrome.”
4.5 Interaction with other medicinal products and other forms of interaction

Antifungals: terbinafine may increase plasma concentrations of flecainideresulting from its inhibition of
CYP2D6 activity.

4.6 Fertility, Pregnancy and lactation
If Tambocor tablets is used maternal plasma should be monitored throughout pregnancy.
4.8 Undesirable effects

Psychiatric disorders:
Rare: ... nervousness

Nervous system disorders:
Very common: giddiness, dizziness and light headedness
Gastrointestinal disorders:

Very rare: dry mouth, taste disorders
Musculoskeletal and connective tissue disorders
Very rare: arthralgia and myalgia

Reproductive system and breast disorders

Very rare: impotence

5.2 Pharmacokinetic properties
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