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Introduction

Otic dosage forms are applied to the ear canal and are used
for the treatment of infection, inflammation and/or pain.
Otic dosage forms:

— mostly solution and suspension

— ointment may be applied

category of therapeutic agent:

— agents that soften ear wax (oil, H202, synthetic solution contain
emulsifying agent). e.g.

— antimicrobial agents (, chloramphenicol, neomycin, polymixin B
sulphate, nystatin)

— local anaesthetics (benzocaine)
— steroids (prednisolone sodium phosphate, hydrocortisone)



Anatomy and physiology of ear

e The QOuter Ear

e The Middle Ear
e The Inner Ear
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Formulation considerations for otic
(aural) preparations

Vehicle

Preservatives
Viscosity-modifying agents
Antioxidants



Formulation considerations for otic
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Formulation considerations for otic
(aural) preparations
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Chlorobutanol (0.5% w/w)

Combination of parabens (0.2 % w/w total)
Benzalkonium chloride (0.002 — 0.02 % w/v)
Thimerosal (0.002 — 0.005 % )
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Formulation considerations for otic
(aural) preparations
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Formulation considerations for otic
(aural) preparations
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Packaging of otic preparation

e Plastic or glass container (5 -15 ml) equipped
with dropper

* Spray



TABLE 17.6 SOME COMMERCIAL OTIC PREPARATIONS

PRODUCT

MANUFACTURER

ACTIVE INGREDIENT

VEHICLE

USE/IMDICATIONS

Americaine otic

Cerumenex ear drops

Chloromycetin otic

Novartis

Purdue Frederick

Parke-Dawvis

Cortisporin otic solutionGlaxo Wellcome

Debrox drops

PediOtic suspension

Metreton ophthalmic,
otic solution

Marion Merrell Dow

Glaxo Wellcome

Schering-Plough

Benzocaine

Triethanolamine
polypeptide oleate
condensate

Chloramphenicol

Polymyxin B sulfate,
neomycin sulfate,
hydrocortisone

Carbamide peroxide

Polymyxin B sulfate,
neomycin sulfate,
hydrocortisone

Prednisolone sodium

phosphate

Glycerin, polyethylene
glycol 300

Propylene glycol

Propylene glycol

Glycerin, propylene
glycol, water for
injection

Anhydrous glycerin
Mineral oil, propylene
glycol, water for
injection

Aqueous

Local anesthetic for ear
pain, pruritus in otitis
media, swimmer’s ear,
similar conditions

Removes impacted
earwax

Anti-infective

Superficial bactenal
infections

Earwax removal

Superficial bactenal
infections

Anti-inflammatory
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