OTTOZOLE EAR DROPS (CLOTRIMAZOLE 1% W/V)

Name and Strength of Active Substance(s)

Clotrimazole.........cooooiiiiiii 1% wiv
Preservatives:

Sodium Methyl Paraben ................ 0.05% w/v
Propyl Paraben ...................... ... 0.01% w/v

Product Description
Clear, colourless viscous liquid.

Pharmacodynamics

Clotrimazole is an imidazole antifungal agent and is effective against a wide variety of fungi
including. Epidermophyton, Microsporum and Trichophyton spp, Coccidioides immitis,
Histoplasma capsulatum, Aspergillus and Candida spp. Other fungi responding to Clotrimazole
include Crytococcus neoformans, Malassezia furfur [Pityrosporum  orbiculare],
Paracoccidioides brasilliensis, Sporothrix schenckii, Psedallescheria, Medurella and and
Phialophora spp.

Clotrimazole also has antibacterial action and some strains of Staphylococcus aureus and
Streptococcus Pyogenes have been reported to be sensitive.

Clotrimazole is believed to exert its activity on the cell membrane of the fungus. It appears that
the drug inhibits protein synthesis and so influences the utilisations and the incorporation of
the acylated amino acids essential for fungi.

Pharmacokinetics

Clotrimazole appears to be well absorbed in humans following oral administration and is
eliminated mainly as inactive metabolites. Following topical and vaginal administration,
however, clotrimazole appears to be minimally absorbed. Six hours after the application of
radioactive clotrimazole 1% cream and 1 % solution onto to intact acutely inflamed skin, the
concentration of clotrimazole varied from 100 mcg / cm 3 in the stratum corneum to 0.5 to 1
mcg / cm3 in the stratum reticulare, and 0.1 mcg / cm3 in the subcutis. No measurable amount
of radioactivity [ <0.0001 mcg/ml ] was found in the serum within 48 hours after application
under occlusive dressing of 0.5ml of the solution or 0.8 g of the cream. Only 0.5% or less of
the applied radioactivity was excreted in the urine.

Indications

. Otomycosis

. Concomitant therapy with Antibiotic and Corticosteroid Ear Drops.
. Prophylaxis for swimmers.

Recommended Dose
4 -5 drops are instilled in the ear 3-4 times daily or as directed by the physician.

Route of Administration
Auricular (Otic)



Contraindications
Hypersensitivity to clotrimazole.

Warning and Precautions
Perforated eardrum.

Interactions with Other Medicaments
No known drug interaction.

Pregnancy & Lactation

Pregnancy:

There is a limited amount of data from the use of clotrimazole in pregnant women. Animal
studies with clotrimazole have shown reproductive toxicity at high oral doses. At the low
systemic exposures of clotrimazole following topical treatment, harmful effects with respect to
reproductive toxicity are not predicted. Clotrimazole can be used during pregnancy, but only
under the supervision of a physician or midwife.

Lactation:

Available pharmacodynamic/toxicological data in animals have shown excretion of
clotrimazole/metabolites in milk after intravenous administration. A risk to the suckling child
cannot be excluded. A decision must be made whether to discontinue breast-feeding or to
discontinue/abstain from clotrimazole therapy taking into account the benefit of breast-feeding
for the child and the benefit of therapy for the woman.

Adverse Effects / Undesirable Effects
Local reactions such as irritation and burning sensations rarely occurs subject to application.

Overdose and Treatment

No risk of acute intoxication is seen as it is unlikely to occur following a single dermal
application of an overdose (application over a large area under conditions favourable to
absorption) or inadvertent oral ingestion. There is no specific antidote.

However, in the event of accidental oral ingestion, routine measures such as gastric lavage
should be performed only if clinical symptoms of overdose become apparent (e.g. dizziness,
nausea or vomiting). Gastric lavage should be carried out only if the airway can be protected
adequately.

Effects on Ability to Drive and Use Machine
Clotrimazole has no or negligible influence on the ability to drive or use machines.

Storage Condition

Keep container tightly closed. Store below 30°C. After opening, store below 30°C and discard
any remaining solution after 7 days.

Dosage Forms and Packaging Available
10ml bottle. The filled bottle is packed in a preprinted carton with package insert.
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