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IOPIDINE 0.5% is indicated for short-term adjunctive therapy of chronic glaucoma in patients on maximally
tolerated medical therapy who require additional intraocular pressure (IOP) reduction to delay laser
treatment or glaucoma surgery.

apraclonidine 5 mg/ml :2wan a2
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4.2 Posology and method of administration

Paediatric Population

IOPIDINE 0.5% is not indicated for children and adolescents under 18 years old
The safety and efficacy of IOPIDINE 0.5% in children has not been established. No data are available.

4.4 Special warnings and precautions for use

As IOPIDINE 0.5% contains the preservative benzalkonium chloride, this may cause eye irritation and is known
to discolour soft contact lenses. Avoid contact with soft contact lenses.

4.5 Interaction with other medicinal products and other forms of interaction

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.

4.6 Fertility, pregnancy and lactation

There are no or limited studies of IOPIDINE 0.5% in pregnant women. IOPIDINE 0.5% sheuld-be-used is not

recommended during pregnancy enly-if-the-potential-benefitto-the-motherjustifies-the-petential-risk-to-the
foetus.
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Breast Feeding

It is not known if topically applied apraclonidine is excreted in human milk.
A risk to newborns/infants cannot be excluded. Breast-feeding should be discontinued during treatment with
IOPIDINE 0.5%.

4.7 Effects on ability to drive and use machines

OPIDINE 0.5% has a moderate influence on the ability to drive and use machines.

Since clonidine-like drugs may cause dizziness or somnolence, patients so affected are advised not to drive or
operate machinery. The attention of drivers and machinery operators should be drawn to the risks related to
the use of this drug.

4.8 Undesirable effects

In clinical trials using IOPIDINE the most common adverse reactions were ocular hyperaemia, eye pruritus, and
conjunctivitis, occurring in approximately 12% to 23% of patients.

System Organ Classification MedDRA Preferred Term (v. 19.0)
Infections and infestations Common: rhinitis

Immune system disorders Not known: hypersensitivity

Eye disorders Very common: conjunctivitis, ...

Common: ..., dry eye, conjunctival follicles, foreign body
sensation in eyes, eyelid margin crusting, ...

Uncommon:  mydriasis, ... visual acuity reduced, visual
impairment, ..., blepharospasm, ..., eyelid

ptosis, ...
Vascular disorders Uncommon: vasodilation
Respiratory, thoracic and mediastinal
disorders Uncommon: ..., rhinorrhoea, ..., throat irritation
Skin and subcutaneous tissue disorders Common: dermatitis
General disorders and administration site
conditions Uncommon: ..., fatigue, irritability
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