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Chemical Stability of 2% Ketoconazole in Polyethylene Glycol

Ear Drops
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Background and Objectives : According to the Thai

National Formulary 2013, clotrimazole ear drops was a
single topical antifungal agent indicated for the
treatment of otomycosis and available commercially.
Ketoconazole ear drops was developed as alternative
medication for patients who did not response to
clotrimazole. To assure the quality of the developed
product, the chemical stability of 2% ketoconazole ear
drops was studied for 180-days period.

Methods : The experiment on chemical stability of 2%

ketoconazole ear drops was conducted at Srinagarind
hospital. Ketoconazole solution was prepared by
dissolving ketoconazole powder in polyethylene glycol
400 and stored at room temperature. The samples were
analyzed for the concentrations of ketoconazole on days

0, 30, 60, 90, 120, 150 and 180 by using HPLC.

Results : The mean percentages of labeled amount

were 102.43, 102.70, 100.70, 97.50, 90.10, 85.80
and 84.30 on days 0, 30, 60, 90, 120, 150 and 180,
respectively. The mean percentages of the initial
concentration remaining of ketoconazole were 100.00,
100.26, 98.31, 95.18, 88.02, 83.79 and 82.26 on days
0, 30, 60, 90, 120, 150 and 180, respectively. The
concentrations of ketoconazole remained less than 90
percent on days 120, 150 and 180.

Conclusions : The result of the study indicated that 2%

ketoconazole ear drops, consisting of ketoconazole and
polyethylene glycol 400 were stable within 90 days when
stored at room temperature.

Keywords : Chemical stability, Ketoconazole ear drops,
Otomycosis
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1. @sadl msadfildiasoue ldun ketoconazole
powder (S. Tong Chemicals) Las polyethylene glycol
400 (PEG 400) (Thriumph Supply) s13tafifild3iasnes
@ur acetonitrile (Burdick&Jackson), disodium hydrogen
orthophosphate (Carlo Erba Reagents), diethylamine
(Merck), orthophosphoric acid (Carlo Erba Reagents) LLas
methanol (Burdick&Jackson)

2, Lﬂ‘%aoﬁa léun HPLC (Agilent Technologies
1260 Infinity), column T reversed-phase 250 W4l x
4.6 V. Uii@(ﬁ’m C18 ?l%ﬁﬂa‘téﬂ’]ﬂ 5.0 vL&Jﬂi?J%, UV de-
tector (Agilent Technologies 1260 Infinity), Integrator
(Agilent Technologies 1260 Infinity), 1630959 (Mettler
toledo), ultrasonicator (Crest), pH meter (Mettler toledo),
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\fiu methanol uazUSuLSHNATIUATY 10 1A, F8tin

Acetonitrile
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