FORMULATION AND STABILITY STUDY OF EXTEMPORANEOUS ORAL LIQUID DOSAGE

UNIVERSITA
FORMS CONTAINING FLECAINIDE ACETATE 2MG/ML FOR PAEDIATRIC USE PECTT £TUD
A. CASIRAGHI, S. LOIACONO, S. BORDIGNON, R. PUZZIFERRI, F. CILURZO, P. MINGHETTI D I MILANO

UNIVERSITY OF MILAN, DEPARTMENT OF PHARMACEUTICAL SCIENCES - SPECIALISATION SCHOOL IN PHARMACY, MILAN, ITALY; Email: antonella.casiraghi@unimi.it

Flecainide acetate (FlecAc) is an antiarrhythmic drug, effective in children and foetal
tachyarrhythmias [1]. FlecAc is commercially available as 50-150 mg oral tablets or AIM OF THE PRESENT WORK
intravenous injectable solutions, approved only for use in adults. For paediatric use, an

extemporaneous preparation has to be compounded, using the pure active principle T | |
or, when this is lacking, the grinded tablet. Few examples of extemporaneous FlecAc iquids (2 mg/mL) using pure powder or grinded

oreparations are reported in literature, normally at a dose of 20 mg/mL [2]. commercial tablets and to evaluate the chemical
Nevertheless, in case of neonates and infants, a lower concentration is useful. stability of the active principle.

The aim of this work was to compound FlecAc oral
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FLecAc was analysed using a HPLC method reported in literature
and properly modified [3].
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For each compounded preparation, according to Italian Pharmacopoeia, FlecAc content have to be no less than 90% and no more than 110% of the labelled amount
per volume.

At time t=0, the mean FlecAc content of all samples was
1.82+0.10 mg/mL, against a labelled content of 2.00mg/mL. Duration and method of stirring were further investigated
Conc (mg/ml) CV.% % of labelled value and improved: magnetic stirrer was used for at least 15 min.
PSS - API 1.800 £0.106 5.89 90.0
PSS -GCT 1.791+0.151* 8.41 89.5
OPOS-APl 1814+0061 338 90.7 Conc (mg/ml)  CUV. % of labelled value
OPOS-GCT 1.867 +0.071* 3.83 93.3 PSS-API(n=8) 1.969+0.038 1.94 98.5
Note: *significantly different ) PSS-GCT (n=14) 1.896+0.055 2.90 94.8
OPOS-GCT (n=8) 1.866+0.073 3.92 93.3

The mean FlecAc content of all samples was higher
(1.92+0.06 mg/mL) and variability was reduced.

2. STABILITY

FlecAc content was checked for each formulations; they were stored for 42 days at different temperatures and storage conditions (% calculated vs T=0).

Samples of both methods were stored at 40°C. According to the hospital suggestion some PSS samples were stored at 4°C while OPOS at 25°C.
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