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FARMAKODINAMIKA E KRAHASUAR E DY FORMULIMEVE ORALE
ME CLIRIM TE MENJEHERSHEM TE PROPRANOLOLIT
NE VULLNETARE TE SHENDETSHEM

LEONARD DEDA, GEZIM BOCARI, EDI GRABOCKA, FLORA MANDRO*

Summary

COMPARATIVE PHARMACODYNAMICS OF TWO IMMEDIATE-RELEASE ORALFORMULATIONS OF
PROPRANOLOLINHEALTHY VOLUNTEERS

Aims: Assessment of the therapeutic equivalence of two immediate-release propranolol tablets (Propranoclol 40
mg, Profarma, and PropranolEM 40 mg, Euromedica) using their pharmacodynamic parameters.

Methods: Pharmacodynamic parameters (heart rate and arterial pressure) were measured every 30 minutes up to
3 hours post administration of both formulations, in a double blind, single dose, crossover study, in 20 healthy individu-
als. ‘

Results: Propranolol administration maximally reduced the heart rate at rest by 15.2 bpm at 2.5h, and, after
moderate effort, by 20 bpm at 1.5h. Maximal arterial pressure reduction was 10.2 mmHg for the systolic (at 2.5h) and 7.9
mmHg for the diastolic (at 2h).

PropranolEM tablets caused a maximal reduction in heart rate at rest by 3.5 bpm at 1.5h, and, after moderate
eh‘oxt by 14.6 bpm at 2.5h. After PropranolEM administration maximal arterial pressure reduction was observed at 2h
(6.6mgH for the systolic and 5.0 mmHHg for the diastolic)

Conclusions: Both formulations caused a statistically significant reduction of the heart rate and blood pressure
as compared to the respective baseline (predose) values. No significant changes (p<0.05) were observed between two
formulations in refation to the pharmacodynamic parameters under study. Authors conclude that the similarity of time-

effect profiles of both formulations supports their therapeutic equivalence.

Antagonistét e receptoréve beta-
adrenergjike kané gjetur pérdorim shumé & gjeré
né trajiimin e sémundjeve kardiovaskulare té tilla si
hipertensioni arterial, sémundja ishemike e zemrés
dhe aritmité (1,2,3). Propranololi konsiderohet
prototipi i antagonistéve jo selektivé té receptoréve
beta-adrenergjiké. Ndonése vérehet njé preferencé
drejt pérdorimit té barnave q¢ veprojné né ményré
pérzgjedhése né zemér (p.sh atenolol) propranololi
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vazhdon (& pérdoret intensivisht prej shumé vitesh.
Gjaté trajtimit kronik mund t& ndodhé qé pacienti t&
pérdoré ekuivalenté farmaceutiké t& ndryshém té
propranololit, gj& q& shtron nevojén e vierésimit t&
shkémbyeshmérisé terapeutike t& tyre. Studimet
farmakokinetike, ndonése pérdoren intensivisht,
mund t&€ mos jené mjeti mé i pérshtatshém pér
vlerésimin e shké&mbyeshmérisé terapeutike né
rastin e antagonistéve té receptoréveb eta-




