MO n dO XOl Sterile Ophthalmic Solution.

Composition:
Each 1 ml of solution contains 5 mg betaxolol as 5.6 mg betaxolol hydrochloride. Le 078
Excipients: Benzalkonium chloride 0.01% , disodium edetate, sodium chloride, water for injection. =———=
Properties:

Betaxolol is a cardioselective Betai receptor blocker which, when applied topically to the eye,
lowers intraocular pressure. It is thought to produce this effect by reducing the rate of production

of aqueous humour.

Pharmacokinetics:

Betaxolol is highly lipophilic which results in good permeation of the cornea, allowing high
intraocular levels of the drug. Betaxolol is characterised by its good oral absorption, and a
relatively long half-life of approx 16-22 hours. The elimination of betaxolol is primarily by
the renal rather than faecal route.

Indications:

Reduction of elevated intraocular pressure in conditions such as ocular hypertension and chronic open-

angle glaucoma.

Contraindications:

- Sinus bradycardia, sick sinus syndrome, sino-atrial block.

- Cardiogenic shock.

- Overt cardiac failure.

- Second or third degree atrioventricular block not controlled with pace-maker.

- Hypersensitivity to the active substance (betaxolol), to any of the excipients or other beta-blockin agents.
- Reactive airway disease including severe bronchial asthma or a history of severe bronchial asthma,

severe chronic obstructive pulmonary disease.

Side effects:

* Very Common:

Ocular discomfort.

* Common:

Vision blurred, lacrimation increased.

* Uncommon:

Punctate keratitis, keratitis, conjunctivitis, blepharitis, visual impairment, photophobia, eye pain, dry eye,
asthenopia, blepharospasm, eye pruritus, eye discharge, eyelid margin crusting, eye inflammation, eye
irritation, conjunctival disorder, conjunctival oedema, ocular hyperaemia.

Warnings & Precautions:

For ocular use only.

* General:

Like other topically applied ophthalmic drugs, betaxolol is absorbed systemically. Due to
beta-adrenergic component, betaxolol, the same types of cardiovascular, pulmonary and other adverse
reactions seen with systemic beta-adrenergic blocking agents may occur. Incidence of systemic ADRs
after topical ophthalmic administration is lower than for systemic administration.

« Cardiac disorders:

Patients with cardiovascular diseases should be watched for signs of deterioration of these diseases and
of adverse reactions.

Due to its negative effect on conduction time, beta-blockers should only be given with caution to patients
with first degree heart block.

*Vascular disorders:

Patients with severe peripheral circulatory disturbance (i.e. severe forms of Raynaud’s syndrome) should
be treated with caution.

* Respiratory disorders:

Patients with mild/moderate bronchial asthma, a history of mild/moderate bronchial asthma or, mild/
moderate chronic obstructive pulmonary disease (COPD) should be treated with caution.

Drug Interactions:

No specific drug interaction studies have been performed with Mondoxol.

If more than one topical ophthalmic medicinal product is being used, the medicines must be administered
at least 5 minutes apart. Eye ointments should be administered last.

Pregnancy:

There are no adequate data for the use of betaxolol in pregnant women. Mondoxol should not be used
during pregnancy unless clearly necessary.

Breast-feeding:

Beta-blockers are excreted in breast milk, having the potential to cause serious undesirable effects in
the infant of nursing mother. However, at therapeutic doses of betaxolol in eye drops, it is not likely that
sufficient amounts would be present in breast milk to produce clinical symptoms of beta-blockade in the
infant.

Dosage & Administration:

The recommended dose is one drop of Mondoxol to be instilled into the affected eye twice a day.

* Paediatric population

No clinical studies have been performed to establish safety and efficacy in children. Therefore, this
product is currently not recommended for use in children.

* Method of administration

- When using nasolacrimal occlusion or closing the eyelids for 2 minutes, the systemic absorption is
reduced. This may result in a decrease in systemic side effects and an increase in local activity.

- Intraocular pressure should be reassessed approximately four weeks after starting treatment because
response to Mondoxol eye drops may take a few weeks to stabilise.

- In order to prevent the active substance from being washed out when additional ophthalmic medication
is used, an interval of at least 10 minutes between each application is recommended.

The use of two topical beta-adrenergic agents is not recommended.

- Patients should be instructed to remove soft contact lenses before using Mondoxol.

Overdosage and Treatment:

Symptoms of overdose from betablockade may include bradycardia, hypotension, cardiac failure and
bronchospasm.

If overdose with Mondoxol occurs, treatment should be symptomatic and supportive.

A topical overdose of Mondoxol may be flushed from the eye(s) with warm tap water.

Storage Conditions:

Do not store above 30°C.

Package:

Mondoxol is available in a bottle of 5 mL.

Rev. No: 12107

THIS IS A MEDICAMENT

- The medicament is a product which affects your health, and its consumption
contrary to instruction is dangerous for you.

Follow strictly the doctor's prescription, the method of use and the instructions
of the pharmacist who sold the medicament. The doctor and the pharmacist are
experts in medicine, its benefits and risks.

Do not by yourself interrupt the period of treatment prescribed for you.

Do not repeat the same prescription without consulting your doctor.

KEEP THE MEDICAMENT OUT OF THE REACH OF CHILDREN
Council of Arab Health Ministers Arab Pharmacists Association

DIAMOND PHARMA - Damascus suburb — Syria
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