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Introducere. Hialuronidaza si chimotripsina sunt preparate enzimatice folosite pentru tratamentul
otitei medii adezive prin administrare locala si parenterala. Deficienta metodelor de tratament rezida in
absenta unei forme farmaceutice specifice pentru uz local cu continut de aceste enzime.

Scopul lucrarii. Determinarea cantitativd a activitatii hialuronidazei din amestecul lidaza —
Material si metode. Lidaza — pulbere liofilizata, hialuronidaza standard (9001-54-1), chimotripsina —
pulbere liofilizata, acid hialuronic — standard de referinta (9067-32-7), acetat de sodiu, acid acetic
glacial, clorurd de sodiu, hidroxid de potasiu, acid boric, p-dimetilaminobenzaldehida. Balanta
analiticda OHAUS, termostat, spectrofotometru UV-VIS Agilent 8453. Toti reactivii au fost preparati
in conformitate cu cerintele Farmacopeii Europene. 0,02 g lidaza si 0,01 g chimotripsina s-au dizolvat
in 5 ml solutie tampon acetat.

Rezultate. S-a determinat activitatea hialuronidazei in unitati conventionale per fiola din amestecul
lidaza — chimotripsina: 65,06 UC; 94,07 UC; 102,48 UC. Activitatea hialuronidazica a lidazei pure se
incadreaza intre valorile 64-128 UC.

Concluzii. Activitatea hialuronidazei Tn amestec cu chimotripsina corespunde indicelui ,,Determinare
cantitativa” din Specificatia de calitate a lidazei pure. Astfel, concluziondm cd chimotripsina nu
influenteaza continutul cantitativ al lidazei din amestec, deci acestea sunt compatibile.
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Introduction. Hyaluronidase and chymotrypsin are enzyme preparations used to adhesive otitis media
by topical and parenteral administration. The deficiency of the treatment methods is the absence of
specific pharmaceutical form for topical use containing these enzymes.

Objective of the study. Quantitative determination of hyaluronidase activity of lidase — chymotrypsin
mixture using biochemical method for their stability and compatibility analysis.

Material and methods. Lidase — lyophilized powder, hyaluronidase — standard sample (9001-54-1),
chymotrypsin — lyophilized powder, hyaluronic acid — standard sample (9067-32-7), sodium acetate,
glacial acid acetic, sodium chloride, potassium hydroxide, boric acid, p-dimethylaminobenzaldehyde.
Analytical balance OHAUS, thermostat, UV-VIS spectrophotometer Agilent 8453. All reagents were
prepared according to European Pharmacopoiea requirements. 0.02 g lidase and 0.01 g chymotrypsin
were dissolved in 5 ml acetate buffer.

Results. Hyaluronidase activity of lidase — chymotrypsin mixture in conventional units per vial: 65.06
UC, 94.07 UC, 102.48 UC. Hyaluronidase activity of the preparation must be within the 64-128 UC.
Conclusions. Hyaluronidase activity of the mixture with chymotrypsin corresponds to "Quantitative
determination™ index from quality specification of pure lidase. Thus, we conclude that chymotrypsin
has no influence on the content of lidase from mixture, so they are compatible.
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