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Introducere. Inflamatia urechii denumita otita are cel mai
des etiologie bacteriand sau virald. Actualmente, pentru
tratamentul otitei este preferabil de utilizat preparatele de
uz topic, in special picaturile auriculare, datorita absorbti-
ei sistemice scazute, comoditatii si simplitatii de utilizare.
Un rol destul de important in tratamentul infectiei auricu-
lare este stimularea proceselor reparative. Scopul lucrarii.
Evaluarea stabilitatii unei forme farmaceutice ototopice
combinate in conditii de degradare accelerata. Material
si metode. Picaturi auriculare (serii pilot de laborator) cu
continut de izohidrafural (IHF) si metiluracil (MU). Degra-
darea accelerata a fost studiatd, actionand cu factorii de
stres: solutie de acid clorhidric 0,1 M, solutie de hidroxid de
sodiu 0,1 M, solutie peroxid de hidrogen 5%, lumina solara
si UV la 254 nm, termostatare la temperatura 40°C si 60 °C.
Probele au fost analizate prin metoda cromatografica HPLC:
cromatograf Shimadzu LC 20 (Japonia); faza mobila: ames-
tec din metanol si apa (40:60), cu debitul de 0,6 ml/min si
detector UV-Vis la lungimile de unda de 244 nm(MU) si 360
nm(IHF), coloana Tracer Excel 120 C1 5 um 15x0.46, tempe-
ratura coloanei 30°C. Rezultate. Rezultatele testelor efec-
tuate atestd o degradare practic completa (70%) a IHF in
mediul acid si bazic, iar degradarea oxidativa are loc intr-o
perioada de timp scurta cu 22,16% in 24 de ore; lumina este
un factor distructiv pentru IHF (54.14%), ambele substante
nu sunt stabile la temperatura. Concluzii. S-a stabilit gra-
dul de influenta a factorilor de stres asupra formei farma-
ceutice, fiind stabilite conditiile de ambalare si depozitare.
Cuvinte-cheie: stabilitate; stres hidrolitic, oxidativ, termic,
fotolitic.
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Background. Ear inflammation called otitis has the most
bacterial or viral etiology. Currently, for the treatment of
otitis, topical preparations are used, especially ear drops
due to the absorption of reduced systems, convenience and
ease of use. A rather important role in the treatment of ear
infection is the stimulation of reparative processes. Objec-
tive of the study. Evaluation of the stability of the combined
otic pharmaceutical form under conditions of accelerated
degradation. Material and methods. Ear drops (laboratory
pilot series) containing isohydrafural (IHF) and methylura-
cil (MU). Accelerated degradation was studied, acting with
stress factors: 0.1 M hydrochloric acid solution, 0.1 M so-
dium hydroxide solution, 5% hydrogen peroxide solution,
sunlight and UV lamp at 254 nm, thermostating at 40 °C and
60°C. The samples were analyzed by the HPLC chromato-
graphic system: Shimadzu LC 20 chromatograph (Japan);
mobile phase: mixture of methanol and water (40:60), flow
rate 0.6 ml/min and UV-Vis detector at 244 nm(MU) and
360 nm(IHF), Tracer Excel 120 C1 column 5 pm 15x0.46,
column temperature 30°C. Results. The results of the tests
performed show a practically complete degradation (70%)
of IHF in the acid and basic environment, and the oxidative
degradation occurs in a short period of time with 22.16% in
24 hours; light is a destructive factor for IHF (54.14%), both
substances are not stable at temperature. Conclusion. The
degree of influence of the stress factors on the pharmaceu-
tical form was established, and the packaging and storage
conditions were established. Keywords: stability; hydrolyt-
ic, oxidative, thermic, photolytic stress.
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