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1 ml of eye drops, solution contains 50 micrograms of latanoprost.
DWND

Reduction of elevated intraocular pressure as a first line treatment in patients with open angle
glaucoma and ocular hypertension.
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Special warnings and precautions for use
Xalatan may gradually change eye colour by increasing the amount of brown pigment in the iris...

This change in eye colour has predominantly been seen in patients with mixed coloured irides, i.e.
blue-brown, grey-brown, yellow-brown and green-brown. In studies with latanoprost, the onset of
the change is usually within the 8 monthsfirst-year-of treatment, rarely during the second or third
year, and has not been seen after the fourth year of treatment. The rate of progression of iris
pigmentation decreases with time and is stable for five years. The effect of increased pigmentation
beyond five years has not been evaluated. In an open 5-year latanoprost safety study, 33% of

patlents developed iris plgmentatlon (see section 4.8). During-clinicaktrialsthe-increase-in-brown

Neither naevi nor freckles of the iris have been affected by treatment. Accumulation of pigment in the
trabecular meshwork or elsewhere in the anterior chamber has not been observed in clinical trials.
Based on 5 years clinical experience, increased iris pigmentation has not been shown to have any
negatlve cllnlcal sequelae and Xalatan can be contlnued if iris plgmentatlon ensues. Ihese—resutts—a%e

should be monltored regularly and if the cllnlcal S|tuat|on warrants Xalatan treatment may be
discontinued.

Reports of macular oedema including-cystoid-macularedema have occurred (see section 4.8) mainly in

aphakic patients, in pseudophakic patients with torn posterior lens capsule or anterior chamber lenses,
or in patients with known risk factors for cystoid macular oedema (such as diabetic retinopathy and
retinal vein occlusion). Xalatan should be used with caution in aphakic patients, in pseudophakic
patients with torn posterior lens capsule or anterior chamber lenses, or in patients with known risk
factors for cystoid macular oedema.

Periorbital skin discolouration has been observed, the majority of reports being in Japanese patients.
Experience to date shows that periorbital skin discolouration is not permanent and in some cases has
reversed while continuing treatment with Xalatan.

Effects on ability to drive and use machines

—In common with other
eye preparatlons instillation of eye drops may cause tranS|ent qurrlng of vision. Until this has resolved,
patients should not drive or use machines.




Undesirable effects
Infections and infestations: Rare: Herpetic keratitis

Nervous system disorders: Uncommon: Headache; dizziness

Eye disorders:

Common: conjunctivitis

Uncommon: macular oedema including cystoid macular oedema; uveitis
Rare: trichiasis; iris cyst; pseudopemphigoid of ocular conjunctiva

Cardiac disorders: Uncommon: Angina; palpitations

Respiratory, thoracic and mediastinal disorders: Uncommon: Asthma; dyspnoea

Skin and subcutaneous tissue disorders: Rare: Pruritus

Musculoskeletal and connective tissue disorders: Uncommon: Myalgia; arthralgia

General disorders and administration site conditions: Uncommon: Chest pain

Overdose

If Xalatan is accidentally ingested the following information may be useful: One bottle contains 125
micrograms latanoprost. More than 90% is metabolised during the first pass through the liver.
Intravenous infusion of 3 micrograms/kg in healthy volunteers produced mean plasma concentrations

200 times higher than during clinical treatment and induced no symptoms, but a dose of 5.5-10
micrograms/kg caused nausea, abdominal pain, dizziness, fatigue, hot flushes and sweating....
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