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Abstract

The aim of the present study is to compare and evaluate in vitro dissolution profiles and some quality control
test parameters of commercial products containing 50 mg losartan potassium that ave available on drug market.
Furthermore, difference (f;) and similarity (f,) factors were calculated from the dissolution data for these
tablets so as to evaluate the differences and similarities of their dissolution profiles. Four brands of commercial
conventional losartan potassium film tablets containing 50 mg of losartan potassium were used and coded as
LP1(original, innovative and reference product), LP2, LP3 and LP4. Some quality control tests such as
diameter/thickness, crushing strength, uniformity of mass and drug assay were evaluated for losartan potassium
film tablets. All commercial losartan film tablets met the criteria specified by quality control test parameters. In
vitro dissolution profiles of LP2 and LP4 were similar to the in vitro dissolution profile of the reference, whereas
f> values for LP3 was found less than 50 and therefore release profile for LP3 was different than the reference
profile. Dissolution data of commercial conventional losartan potassium film tablets werve applied to zero order,
first ovder, Higuchi, Hixson-Crowell and RRSBW (Weibull) kinetics. The evaluation of determination coefficient(
) and residual mean square (RMS) indicated that the drug release from all commercial losartan potassium film
tablets for distilled water and pH 6.8 phosphate buffer solution media seems to comply with RRSBW kinetic
model.
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Ticari Losartan Potasyum Film Tabletlerinin Kalitesinin ve In Vitro Céziinme Hiz
Profillerinin Karsilastirilmasi

Bu ¢calismarmn amact ilag piyasasinda bulunan 50 mg losartan potasyum iceren ticari miistahzarlarm in vitro
coziinme hizi profillerinin ve bazi kalite kontrol test parametrelerinin karsilastiriimas: ve deZerlendirilmesidir.
Ayrica  preparatlarin  ¢oziimme hizi profillerinin - mukavese edilmesinde benzerlik ve farkliliklarinmn
degerlendirilmesi icin, bu tiriinlerin benzerlik (f;) ve fark (f;) faktorleri hesaplanmistir. LP1 (referans), LP2,
LP3, LP4 kodlarimn verildigi 50 mg losartan potasyum igeren dort ticari pivasa preparati kullamimistir.
Losartan potasyum film tabletlerinde cap/kalinhik, kirilmava karsy diveng, agirlik tekdiizeligi ve etkin madde
miktar tayini gibi bazi kalite kontrol testleri degerlendirilmistir. Biitiin ticari losartan potasyum film tabletleri
kalite kontrol test parametrelerinde belirlenmis kriterleri karsilamaktadir. LP2 ve LP4 kodlu iiriinlerin in vitro
coziinme hizi profilleri referans iiviiniin in vitro ¢oziinme hizi profili ile benzerlik gosterivken, LP3 kodlu iiriiniin
in vitro ¢oziinme hizi profili veferans iiviinden farkiilik gostermis ve f, degeri 50 degerinin altinda bulunmustur.
Ticari konvansiyonel losartan potasyum film tabletlerin ¢oziinme hizi verileri 0. derece, 1. derece, Higuchi,
Hixson-Crowell ve RRSBW kinetiklerine uygulammstiv. Determinasyon katsayist (")  ve artik kareler
ortalamast (RMS) degerlendirildiginde, hem distile su hem de pH 6.8 tampon ¢ozeltisinde biitiin losartan
potasyum tabletlerinden etkin madde salimi RRSBW kinetigine uyum gostermistir.
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