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sick sinus syndrome, sino-atrial block, second- and third-
degree atrioventricular block not controlled with pace-maker,

Contra-Indications

Section 4.2 Posology and 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.

Posology, dosage &
administration

To reduce the systemic absorption, see 4.2.

Vascular disorders

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

Corneal diseases
Ophthalmic beta-blockers may induce dryness of eyes.
Patients with corneal diseases should be treated with caution.

Special Warnings and
Special Precautions
for Use




There have been reports of skin rashes and/or dry eyes
associated with the use of beta-adrenoreceptor blocking drugs.
The reported incidence is small and in most cases the
symptoms have cleared when treatment was withdrawn.
Discontinuation of the drug should be considered if any such
reaction is not otherwise explicable. Cessation of therapy
involving beta-blockade should be gradual.

No specific drug interaction studies have been performed with
timolol maleate.

There is a potential for additive effects resulting in
hypotension and/or marked bradycardia when ophthalmic
beta-blockers solution is administered concomitantly with oral
calcium-channel blockers, beta-adrenergic blocking agents,
antiarrhythmics (including amiodarone), digitalis glycosides,
rauwolfia alkaloids, parasympathomimetics, guanethidine.

Potentiated systemic beta-blockade (e.g. decreased heart rate,
depression) has been reported during combined treatment with
CYP2D6 inhibitors (e.g. quinidine, fluoxetine, paroxetine)
and timolol.

The potential exists for hypotension, AV conduction
disturbances and left ventricular failure to occur in patients
receiving a beta-blocking agent when an oral calcium-channel
blocker is added to the treatment regimen. The nature of any
cardiovascular adverse effects tends to depend on the type of
calcium-channel blocker used. Dihydropyridine derivatives,
such as nifedipine, may lead to hypotension, whereas
verapamil or diltiazem have a greater propensity to lead to AV
conduction disturbances or left ventricular failure when used
with a beta-blocker.

Interaction with Other
Medicaments and
Other Forms of
Interaction

To reduce the systemic absorption, see 4.2.

Epidemiological studies have not revealed malformative
effects but show a risk for intra uterine growth retardation
when beta-blockers are administered by the oral route. In
addition, signs and symptoms of beta-blockade (e.g.
bradycardia, hypotension, respiratory distress and
hypoglycaemia) have been observed in the neonate when
beta-blockers have been administered until delivery. If
‘Tiloptic’is administered until delivery, the neonate should be
carefully monitored during the first days of life.

Fertility, Pregnancy
and Lactation

Possible side effects such as dizziness, visual disturbances,
refractive changes, diplopia, ptosis, frequent episodes of mild
and transient blurred vision and fatigue may affect some
patients’ ability to drive or operate machinery.

Effects on the ability
to drive and use
machines




Eye disorders: blurred vision, corneal erosion

Cardiac disorder:

ocular: congestive heart failure, atrioventricular block
systemic: AV block (second- or third-degree), sino-atrial
block,

Skin and subcutaneous tissue disorders:

ocular: skin rash

systemic: exfoliative dermatitis.

Psychiatric disorders:
systemic: increased dreaming.

Gastrointestinal disorders:
ocular: dysgeusia, abdominal pain, vomiting

Musculoskeletal and connective tissue disorders:
ocular:myalgia;

4.9  Overdose (additional systemic effects)
hypotension, acute cardiac insufficiency

Adverse events

Diminished response after prolonged therapy with ‘Tiloptic’
has been reported in some patients.

5.1

Pharmacodynamic

properties




