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Dexamethasone sodium phosphate 0.985mg
Benzododecinitm chloride 0.100 mg
Carbomer 3.000 mg
Sorbitol ©o- 49.000 mg
Disodium edetate 0.100 mg
Sodium bydroxide 1.46 - 1.54 mg
‘Water for injections in bulk ’ : q.s.
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+ Dr. Gerhard Mann CHem.-pharm. Fabrik GmbH
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Important ! Read Carefully ! -

DEXAGEL.

Active ingredients: 1 g contains dexamethasone sodium phosphate

Composition

0.985 mg, preserved with benzododecinium chloride 0.1 mg. .
Other ingredients: Carbomer; Sorbitol, Disodium edetate, sodium
hydroxide, water for injections, .

Properties

Dexagel is a new formulation of dexamethasone sodium phosphate in
the form of a viscous crystal-clear hydrogel developed by Dr. Mann
Pharma GmbH, Berlin.

The ingredient carbomer increase the viscosity of formulation and
thereby slows down the washout of the drug from eye. Bioavailability
of dexamethasone in corneal tissue, aqueous humour and tear film is
increased after application of the Dexagel, resulting in better action for
treatment of inflammation.

Pharmacological Action

Dexamethasone is a longer effective corticosteroid. The biological
half-life is 36-54 hours. Dexamethasone displays its effect via an
intracellular binding to the steroid receptor. This dexamethasone-
receptor complex influences the DNA transcription and protein
synthesis in the cell nucleus. The therapeutic effects are based on
its strong anti-inflammatory and immunosuppressive activity.

Indications

Non-bacterial inflammation of the cornea and conjunctive.

As supplementary treatment to an antibiotic basic therapy in the
presence of bacterial conjunctivitis and superinfected allergic
conjunctivitis.

Dosage and administration

Instil into the conjunctival sac.

Initially, instil 1 drop every 4 hours into the lower conjunctival sac.
Afterwards, 3 to 4 daily applications are sufficient.

The duration of treatment should not exceed 4 weeks.

Contraindieations -

Herpes comea superficialis; injuries and uicerous processes of cornea;
«ocular tuberculosis; ophthalmic mycosis; ulcerous lesions of the cornes;
narrow-and open-angle glaucoma; hypersensitivity to any ingredient of
the medicinal product. :

Precautions

Like all other corticoids, dexamethasone may impair the patient's
antibacterial resistance owing to its protein-catabolic effect and, thus,
may occasionally also promote and infection. If an infection occurs,
treatment with dexamethasone should be discontinued as long as the
infection has safely healed up under specific (and antibiotic) treatment,
unless the inflammatory reaction is so severe that antiphlogistic
treatment is absolutely necessary.

Bven when used as indicated, this medicinal product may cause
transient blurring of vision, and patients should exercise caution when
driving vehicles or operating machinery.

Side effects

Under long-term treatment, glaucoma and cataract may develop in rare
cases.

Diabetics may experience a rise in blood ghicose level.

Please note: owing to the side effects mentioned above which may
possibly occur with all corticosteroids, patients should be examined
adequately by their ophthalmologist at least once weekly.

Drug interactions

Special interactions with other medicinal products have mot been
reported. Nevertheless if Dexagel is used along with other eye
drops/ointments, there should be an application interval of approx. 5
minutes between the medications and Dexagel should always be the last
medication to be administered.

Overdose

Overdosing due to frequent instillation increases the risk of side effects
such as elevated intra-ocular pressure and the development of opacities
of the lens.

Storage

Do not store at temperature exceeding 25°C.

Do not use this product beyond the expiry date. Discard any remaining
content 4 weeks after opening the tube.
Presentation

Tube of 5 g.

Keep all medicines in a safe place out of the reach of children!
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