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Prolonged use may result in glaucoma, with | Prolonged use may result in glaucoma, with | 4.4 Special

damage to the optic nerve, decrease of
visual acuity and field of vision, and
posterior subcapsular cataract formation. In
patients receiving prolonged ophthalmic
corticosteroid therapy, intraocular pressure
should be checked routinely and frequently.
This is especially important in paediatric
patients, as the risk of corticosteroid-
induced ocular hypertension may be greater
in children and may occur earlier than in
adults. The risk of corticosteroid-induced
raised intraocular pressure and/or cataract
formation is increased in predisposed
patients (e.g. diabetes).

damage to the optic nerve, decrease of
visual acuity and field of vision, and
posterior subcapsular cataract formation

If steroids are used for 10 days or longer,
intraocular pressure should be regularly
monitored even though it may be difficult in
children and uncooperative patients. In
case of glaucoma, IOP should be monitored
weekly.

warnings and
precautions for use

Patients using ophthalmic preparations
containing neomycin sulphate should be
advised to consult a physician if ocular pain,
redness, swelling, or irritation worsens or
persists.

Serious adverse reactions including
neurotoxicity, ototoxicity and nephrotoxicity
have occurred in patients receiving
systemic neomycin or when applied
topically to open wounds or damaged skin.
Nephrotoxic and neurotoxic reactions have
also occurred with systemic polymyxin B.
Although these effects have not been
reported following topical ocular use of this
product, caution is advised when used
concomitantly with systemic aminoglycoside
or polymyxin B therapy.

NA

4.4 Special
warnings and
precautions for use

Corticosteroids may reduce resistance to
and aid in the establishment of
nonsusceptible bacterial, viral, or fungal
infections and mask the clinical signs of
infection or may suppress hypersensitivity
reactions to MAXITROL suspension. Fungal
infection should be suspected in patients
with persistent corneal ulceration who have
been or are receiving these drugs;
corticosteroid therapy should be
discontinued if fungal infection occurs.

To avoid the risk of enhancement of
herpetic corneal disease, frequent slit lamp
examination is essential.

Secondarv infection

The development of secondary infection
has occurred after use of combinations
containing steroids and antimicrobial
agents. After long-term use of
corticosteroids the cornea is particularly
prone to develop fungal infections. The
possibility of fungal proliferation must be
considered in any corneal ulcer where
steroid-based treatment has been used.
Secondary bacterial infection due to
suppressing host responses on micro-
organisms may also occur.

4.4 Special
warnings and
precautions for use




Topical ophthalmic corticosteroids may slow
corneal wound healing. Topical NSAIDs are
also known to slow or delay healing.
Concomitant use of topical NSAIDs and
topical steroids may increase the potential
for healing problems.(See section 4.5).

NA

Concomitant use of topical steroids and
topical NSAIDs may increase the potential
for corneal healing problems.

Concomitant and/or sequential use of an
aminoglycoside (neomycin) and other
systemic, oral, or topical drugs that have
neurotoxic, ototoxic, or nephrotoxic effects
may result in additive toxicity and should be
avoided, whenever possible.

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

NA

4.5 Interaction with
other medicinal

products and other
forms of interaction

Fertility

There are no data available on the use of
this medicine affecting male or female
fertility.

NA

4.6 Fertility,
pregnancy and
lactation

Pregnancy
Studies in animals with some active

components of MAXITROL suspension
have shown reproductive toxicity (see
section 5.3).

MAXITROL eye drops, suspension is not
recommended during pregnancy.

Pregnancy
The safety of MAXITROL for use during

pregnancy and breast-feeding has not been
Established.

Therefore, MAXITROL should not be
prescribed to pregnant women unless it is
necessary.

4.6 Pregnancy and
lactation

Lactation

It is unknown whether topical ophthalmic
dexamethasone, neomycin or polymyxin B
are excreted in human milk. Because
systemic corticosteroids and
aminoglycosides may be distributed into
milk, a risk to the suckling child cannot be
excluded.

A decision must be made whether to
discontinue/abstain from breast-feeding or
to discontinue therapy with MAXITROL
suspension taking into account the benefit
of breast-feeding for the child and the
benefit of the product to the woman.

Lactation

It is not known whether topical
administration of MAXITROL could result in
sufficient systemic absorption of the active
substances to produce detectable
guantities in human milk.

Therefore, the use of MAXITROL must be
avoided during this period.

4.6 Pregnancy and
lactation

MAXITROL suspension has no or negligible
influence on the ability to drive and use
machines. As with any other eye drop,
temporarily blurred vision or other visual
disturbances may affect the ability to drive
or use machines. If blurred vision occurs at
instillation, the patient must wait until the
vision clears before driving or using
machinery.

Temporarily blurred vision or other visual
disturbances may affect the ability to drive
or use machines. If blurred vision occurs at
instillation, the patient must wait until the
vision clears before driving or using
machinery.

4.7 Effects on
ability to drive and
use machines

Summary of the safety profile

In clinical trials with MAXITROL suspension,
the most common adverse reactions were
ocular discomfort, keratitis and eye irritation,
occurring in 0.7% to 0.9% of patients.

NA

4.8 Undesirable
effects

Immune system disorders

Uncommon: hypersensitivity (systemic or
ocular)

Nervous system disorders

The product may cause local irritation. Most
frequently occurring reactions caused by

antibiotics are allergic  sensitisation.
Hypersensitivity reactions may include rash,




Not known: headache

Eye disorders

Uncommon: keratitis, intraocular pressure
increased, glaucoma, vision-blurred,
photophobia, mydriasis, eyelid ptosis, eye
pain, eye swelling, eye pruritus, ocular
discomfort, foreign body sensation in eyes,
eye irritation, ocular hyperaemia, increased
lacrimation

Not known: corneal thinning, itching, rash,
reddening, oedema of the conjunctiva and
eyelid, conjunctival erythema, contact
dermatitis; optic nerve damage; posterior
subcapsular cataract formation; delayed
wound healing; perforation of the cornea.

itching, irritation, swelling, reddening,
oedema of the conjunctiva and eyelid,
conjunctival erythema or contact dermatitis.
Cross-sensitivity to other aminoglycosides
is possible. The reactions due to the steroid
component are: elevation of intraocular
pressure (IOP), possibly with development
of glaucoma and, less frequent, optic nerve
damage, posterior subcapsular cataract
formation;  delayed wound healing;
perforation of the cornea. A secondary
adrenal insufficiency has been associated
with the topical administration of eye drops
containing corticoids.

Description of selected adverse event

Due to the steroid component, in diseases
causing thinning of the cornea or sclera
there is a higher risk for perforation
especially after long treatments (See
Section Special warnings and precautions
for use).

Topical ophthalmic steroid use may result in
increased intraocular pressure with damage
to the optic nerve, reduced visual acuity and
visual field defects. Also it may lead to
posterior subcapsular cataract formation
(See Section Special warnings and
precautions for use).

Sensitivity to topically administered
aminoglycosides may occur in some
patients (See Section Special warnings and
precautions for use). Systemic side effects
may occur with extensive use.

NA

4.8 Undesirable
effects

No case of overdose has been reported.
Signs and symptoms of an overdosage of
MAXITROL suspension may be similar to
adverse reaction effects seen in some
patients (punctuate keratitis, erythema,
increased lacrimation, oedema and lid
itching).

Due to the characteristics of this
preparation, intended for topical use, no
toxic effects are expected when
administered to the eye neither at the
recommended dose nor in the event of
accidental ingestion of the contents of a
bottle.

A topical ophthalmic overdose of

MAXITROL suspension may be flushed
from the eye(s) with lukewarm water.

Long-term topical use of high doses may
lead to systemic effects.

Oral ingestion of the contents (1 bottle, or 1
tube) is unlikely to lead to any serious
adverse effect. Treatment of effects should
be symptomatic and supportive.

4.9 Overdose
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