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Antibiotic for the treatment of superficial eye infections caused by bacteria sensitive to
Tobramycin.
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4.4. Special warnings and precautions for use
FOR TOPICAL OPHTHALMIC USE ONLY. NOT FOR INJECTION INTO THE EYE.
Hypersensitivity

Sensitivity to topically administered aminoglycosides may occur in some patients. Severity of hypersensitivity
reactions may vary from local effects to generalized reactions such as erythema, itching, urticarial, skin rash,
anaphylaxis, anaphylactoid reactions, or bullous reactions.

Caution should be exercised when prescribing Tobrex 2X eye drops to patients with known or suspected
neuromuscular disorders such as myasthenia gravis or Parkinson’s disease. Aminoglycosides may
aggravate muscle weakness because of their potential effect on neuromuscular function.

Renal, auditory, vestibular, or neuromuscular impairment

Patients receiving concomitant parenteral tobramycin (aminoglycoside) and topical tobramycin therapies
should be monitored as clinically appropriate. Caution should be exercised with known or suspected
renal, auditory, vestibular, or neuromuscular dysfunction.
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4.5 Interactions with other medicinal products and other forms of interactions

Concurrent and/or sequential use of Tobrex 2X with other drugs with neurotoxic or ototoxic potential
should be avoided.

Do not use Tobrex 2X simultaneously with a topical beta lactam type antibiotic as this is likely to resultin
inactivation of tobramycin.

4.6 Fertility, pregnancy and lactation

Fertility

Studies have not been performed to evaluate the effect of topical ocular administration of Tobrex 2X eye
drops on human fertility.

Tobrex Eye drops has a boron containing excipient. In animal studies, boron has been shown to cause
reduced fertility and embryofoetal development effects, and this appears to be dose related. The
relevance of this to humans is uncertain. When used as directed (see section 4.2), the use of this medicine
is unlikely to exceed the safety threshold for maximum daily boron exposure.

4.8 Undesirable effects

The most frequent adverse reactions to Tobrex 2X eye drops are localised ocular toxicity and
hypersensitivity, including punctate keratitis, eye and lid itching, lid swelling, ocular hyperaemia,
conjunctival erythema and lacrimation. These reactions occur in approximately 3% of patients treated with
Tobrex 2X.

Other adverse reactions associated with ophthalmic tobramycin are burning and stinging of the eyes.

Immune system disorders
Uncommon (>0.1% to < 1%): hypersensitivity.

Not known: anaphylactic reaction.

Eye disorders
Common (> 1% to < 10%): ocular discomfort, ocular hyperaemia.

Uncommon (>0.1% to < 1%): keratitis, corneal abrasion, conjunctival disorder, visual impairment, vision
blurred, erythema of eyelid, conjunctival oedema, eyelid oedema, eyelid disorder, eye pain, dry eye, eye
discharge, eye pruritus, foreign body sensation in eyes, lacrimationincreased.

Not known: eye allergy, eye irritation, eyelids pruritus.
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Skin and subcutaneous tissue disorders
Uncommon (> 0.1% to < 1%): urticaria, dermatitis, madarosis, leukoderma, pruritus, dry skin.
Not known: Stevens-Johnson syndrome, erythema multiforme, rash.

If topical ocular tobramycin is administered concomitantly with systemic aminoglycoside antibiotics, the
possibility of increased systemic toxicity cannot be excluded and care should be taken to monitor the total
serum concentration. Prolonged levels above 12 micrograms/mL should be avoided.

5.3  Preclinical safety data
Pregnancy

Eighth cranial nerve damage has also been reported following in utero exposure to some of the
aminoglycosides.
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