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Introducere. Stabilitatea unui medicament reprezin-
td, aldturi de eficacitate, puritate si inocuitate, un factor
important in asigurarea calitatii acestuia. Pentru formele
farmaceutice combinate, cu continut de 2-3 principii ac-
tivi procesul de degradare poate fi accelerat la depozitare,
in special sub influenta factorilor de stres.

Scopul studiului. Determinarea stabilitatii picaturi-
lor auriculare combinate cu ciprofloxacind, dexametazo-
na, loratadina si ulei volatil de busuioc.

Material si metode. Depozitare in conditii de stres
oxidativ, alcalin, acid, termic, umiditate excesiva, iradiere
UV; vascozimetrul rotational MultiVisc Rheometer, Fun-
gilab; pH-metrul inoLab 7110. HPLC: Shimadzu LC cu
detector UV-VIS, coloana ZORBAX Eclipse XDB- C18, 5
pm, 250mmx4,6cm, 40°C, 1,0mL/min, 20uL; faza mobi-
14: 0,1% H3PO4-ACN(65:35)-MeOH(80:20) la pH 3,0 cu
trietilamind. Picdturi auriculare serii pilot de laborator;
placebo; peroxid de hidrogen; HCI 0,1 mol/l; NaOH 0,1
mol/l.

Rezultate. In cromatogramele solutiilor stres nu au
existat picuri corespunzitoare produselor de degradare
care sa interfere cu picurile substantelor active. Stresul
UV determind o degradare majord a ciprofloxacinei.
Dexametazona degradeaza la umiditate, iar loratadina
este sensibild in mediu alcalin la majorarea temperatu-
rii. Continuturile de principii active la depozitare in timp
real timp de 6 luni s-au incadrat in limitele admisibile.
Valorile pH-ului si a vascozitdtii nu s-au modificat (4,5-
5,0 si 3080,6cP*10?).

Concluzii. Au fost stabiliti factorii de stres care
influenteaza stabilitatea picéturilor auriculare combinate.
La péstrarea in timp real dupa 6 luni nu au fost detectate
modificari majore ale concentratiile principiilor active.
Studiile de stabilitate continua.

Cuvinte cheie: picaturi auriculare combinate, stabili-
tate, conditii de stres.
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Introduction. The stability of a drug , as well as effi-
cacy, purity and safety is an important factor in ensuring
its quality. The degradation process of the coated phar-
maceutical forms, containing 2-3 active substances, can
be accelerated, especially under the influence of stress
factors.

The aim of the study. Determination of stability of
combined ear drops with ciprofloxacin, dexamethasone,
loratadine and volatile basil oil.

Material and methods. Storage under stressful con-
ditions: oxidative, alkaline, acidic, thermic, excessive hu-
midity, UV irradiation; rotational viscometer MultiVisc
Rheometer, Fungilab; pH-meter inoLab 7110. HPLC:
Shimadzu LC with UV-VIS detection, ZORBAX Eclipse
XDB-C18 column, 5 pm with dimensions 250 mm x 4,6
cm, 40°C, mobile phase flow rate 1,0 mL/min, 20 uL;
mobile phase: 0,1% H3PO4-ACN(65:35)-MeOH(80:20)
at pH 3.0 with triethylamine. Laboratory ear drops; pla-
cebo; hydrogen peroxide; HCI 0,1 mol/l; NaOH 0,1 mol/l.

Results. In the chromatograms of stress solutions,
there were no peaks of degradation products, that would
interfere with the peaks of active substances. UV stress
causes major degradation of ciprofloxacin. Dexametha-
sone degrades to moisture, and loratadine is sensitive to
alkaline at high temperature. The contents of active prin-
ciples in real time-storage for 6 months, were within the
allowed limits. The values of pH and viscosity were not
modified (4,5-5,0 and 3080,6 cP*10?).

Conclusions. Stress factors that influence the stability
of the combined ear drops were established. No major
changes were detected in the concentrations of the acti-
ve principles after 6 months of storage. Stability studies
continue.
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