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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 are available on drug market. 
Furthermore, difference (fj and similarity (fj 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 
j 2 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 were applied to zero order, 
first order, Higuchi, Hixson-Crowell and RRSBW (Weibull) kinetics. The evaluation of determination coefficient 
r2) 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 İn Vitro Çöziinme Hızı 
Profillerinin Karşılaştinlması 

Bu çahsmamn amacı Hag piyasasında bulunan 50 mg losartan potasyum igeren ticari miistahzarların in vitro 
gozünme hızı profillerinin ve bazı kalite kontrol test parametrelerinin karsilaştinlması ve değerlendirilmesidir. 
Ayrıca preparatlarm gozünme hızı profillerinin mukayese edilmesinde benzerlik ve farklılıklarimn 
değerlendirilmesi igin, bu ürünlerin benzerlik (jj) ve fork (fO faktörleri hesaplanmistır. LP1 (referans), LP2, 
LP3, LP4 kodlarimn verildiği 50 mg losartan potasyum igeren dört ticari piyasa preparatı kullamlmistır. 
Losartan potasyum film tabletlerinde gap/kalmlık, kmlmaya karsi direng, agirlık tekdüzeliği ve etkin madde 
miktar tayini gibi bazı kalite kontrol testleri değerlendirilmiştir. Bütün ticari losartan potasyum film tabletleri 
kalite kontrol test parametrelerinde belirlenmiş kriterleri karsilamaktadır. LP2 ve LP4 kodlu ürünlerin in vitro 
gozünme hızı profilleri referans ürünün in vitro gozünme hızı profili He benzerlik gösterirken, LP3 kodlu ürünün 
in vitro gozünme hızı profili referans üründen farkhhk göstermiş ve ƒ2 değeri 50 değerinin altında bulunmuştur. 
Ticari konvansiyonel losartan potasyum film tabletlerin gözünme hızı verileri 0. derece, 1. derece, Higuchi, 
Hixson-Crowell ve RRSBW kinetiklerine uygulanmistır. Determinasyon katsayısı (r2) ve artık kareler 
ortalaması (RMS) değerlendirildiğinde, hem distile su hem de pH 6.8 tampon gozeltisinde bütün losartan 
potasyum tabletlerinden etkin madde salımı RRSBW kinetiğine uyum göstermiştir. 
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INTRODUCTION 
Hypertension is one of the best established independent risk factors for cardiovascular 

disease and stroke, and is common in all populations and all ethnic groups. Hypertension 
remains a major clinical challenge world-wide, because of both the direct consequences of high 
blood pressure (cerebral haemorrhage, hypertensive heart failure, progressive renal failure) and 
the secondary consequence of accelerated atherosclerosis and its complications in the aorta, 
coronary and cerebral arteries. In developed countries, heart disease and stroke are, respectively, 
the first- and third- ranked causes of morbidity and mortality (1). 

Losartan potassium, an angiotensin II receptor antagonist is the first of a new class of agents 
to be introduced for the treatment of hypertension (1). The chemical structure of losartan 
potassium is shown in Figure 1. 

Figure 1. Chemical structure of losartan potassium 

Losartan potassium, is a white to off-white free-flowing crystalline powder with a molecular 
weight of 461.01 and pKa value is 4.1 and octanol/water partition coefficent is 15 (2). It is freely 
soluble in water, soluble in alcohols, and slightly soluble in common organic solvents (3). 

Peak concentrations of losartan occurred about 1 h. after the oral administration of 50 mg 
losartan potassium tablets to healthy subjects (1). Losartan is well absorbed and undergoes 
substantial first-pass metabolism, the systemic bioavailability of losartan is approximately 33 % 
(range 19-62 %). About 14% of an orally-administered dose of losartan is converted to the 
active metabolite (3). 

Drug absorption from a solid dosage form after oral administration depends on the release of 
the drug substance from the drug product, the dissolution or solubilization of the drug under 
physiological conditions and the permeability across the gastrointestinal tract. Because of the 
critical nature of the first two of these steps, in vitro dissolution may be relevant to the 
prediction of in vivo performance (4). 

The aim of the present study is to compare in vitro dissolution profiles and some physical 
quality control parameters of losartan potassium film tablets containing 50 mg losartan 
potassium that are available on the drug market. Some quality control tests such as weight 
variation, diameter and thickness, crushing strength and drug amount were administered. 
Furthermore, difference (ƒ1) and similarity (ƒ2) factors were applied to these tablets so as to 
evaluate the differences and similarities of their dissolution profiles. 

United States Pharmacopoeia (USP) 28, has not included an analytical monograph for UV 
spectrophotometrical method for losartan potassium quantification yet. For this reason, we 
proposed and validated a new procedure based on UV spectrophotometry to determine losartan 
potassium drug substance which is a single active principle in tablets. 

The FDA guidance recommends at least three dissolution media (pH 1.2, pH 4.5, pH 6.8 
buffer) if USP drug product dissolution test is not available (5). Also FDA recommends that 
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