Arh. farm 2023; 73: S61-S62 PP 15

ANALIZA ZASTUPLJENOSTI I SASTAVA ORALNO-DISPERZIBILNIH TABLETA
DOSTUPNIH NA TRZISTU ZEMALJA EVROPE

Ivana Vasiljevic¢*, Erna Turkovi¢, Jelena Parojcic¢

Katedra za farmaceutsku tehnologiju i kozmetologiju, Univerzitet u Beogradu-
Farmaceutski fakultet, Beograd, Srbija

*ivana.vasiljevic@pharmacy.bg.ac.rs

Oralno-disperzibilne tablete (ODT) predstavljaju relativno nove ¢vrste farmaceutske oblike
koji se brzo raspadaju u usnoj duplji, bez dodatka vode (1). Cilj ovog istrazivanja bio je da se
analiziraju ODT preparati dostupni na trzi$tu evropskih zemalja (Nemacka, Spanija, Slovenija,
Hrvatska, Srbija). IstraZivanje je zasnovano na pretrazi komercijalno dostupnih ODT-a i njihovog
sastava. Utvrdeno je da je u Nemackoj dostupno 563 preparata tipa ODT (28 razli¢itih lekovitih
supstanci), dok je u Srbiji prisutno samo 19 ODT-a (8 razli¢itih lekovitih supstanci). Ve¢ina ODT
preparata sadrzi lekovite supstance iz grupe antipsihotika (26,6-54,2%), najcesce olanzapin, Sto se
moZe objasniti boljim prihvatanjem terapije. Izuzetak je Spanija, gde su ODT sa antimigrenicima
najcescée (22,3%), verovatno usled laksSe primene i gutanja ODT preparata (1,2). Analizom sastava
ODT-a primeceno je da se kombinacija manitol-mikrokristalna celuloza najcesc¢e dodaje kao sredstvo
za dopunjavanje (69,1%). Brza dezintegracija, kao kriti¢no svojstvo kvaliteta ODT-a, postiZe se
razli¢itim pristupima. Ve¢ina preparata (66,0%) sadrzi krospovidon kao superdezintegrator. Prijatan
ukus ODT obezbeden je kombinovanjem zasladivaca i aroma. Aspartam je veoma zastupljen u
preparatima (74,2%), i do devet puta ceS¢e od ostalih zasladivaca. Veca razlika medu preparatima
uocena je u slucaju aroma: komercijalno dostupne ODT sadrzale su aromu peperminta (39,2%),
pomorandze (20,6%), itd. Medutim, 17,5% ODT nije sadrzalo aromu, $to ukazuje da je prijatan ukus
postignut pomocu sredstva za dopunjavanje i zasladivaca (npr. manitol, saharoza). Veliki broj
komercijalno dostupnih ODT preparata ukazuje na prednosti za pacijente, posebno u slucaju
psihijatrijskih bolesti i migrene. Tipican predstavnik ODT preparata na trziStu sadrzi manitol-
mikrokristalnu celulozu, krospovidon, aspartam i aromu.
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Orodispersible tablets (ODTs) are relatively new solid dosage forms that disintegrate rapidly
in the oral cavity, without the addition of water (1). The aim of this research was to analyze ODTs
available on the market in representative European countries (Germany, Spain, Slovenia, Croatia,
Serbia). The research was based on investigation of commercially available ODTs and their
composition. In Germany, 563 ODT products are available (28 different active ingredients), while only
19 ODTs are present in Serbia (8 different active ingredients). The majority of ODTs contain
antipsychotic drugs (26.6-54.2%), particularly olanzapine, presumably due to better patient
compliance. The only exception is Spain, where antimigraine ODTs are the most frequent (22.3%),
which may be attributed to easier administration and swallowing (1,2). Regarding ODT composition,
the mannitol-microcrystalline cellulose combination was mostly used as a filler/diluent (69.1%). Fast
disintegration, as ODT critical quality attribute, is achieved by different approaches. Crospovidone
was found in the majority of formulations (66.0%). In order to ensure a pleasant taste, sweeteners
and flavors are combined. Aspartame was present up to nine times more than other sweeteners
(74.2%). More flexibility was observed regarding flavoring and ODTs contained peppermint (39.2%),
orange (20.6%), etc. However, 17.5% of products contained no flavoring, indicating that pleasant
taste was achieved by fillers and sweeteners, e.g., mannitol and sucrose. The high number of ODTs
available on the market indicates the advantages for patients, particularly in the case of psychiatric
diseases and migraine. A typical ODT product contains mannitol-microcrystalline cellulose,
crospovidone, aspartame and a flavor.
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