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Indication

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

contraindications

Posology, dosage &
administration

Cardiac disorders

Patients with cardiovascular diseases (e.g.
coronary heart disease, Prinzmetal's angina and
cardiac failure) and hypotension therapy with
beta-blockers should be critically assessed and
therapy with other active substances should be
considered. Patients with cardiovascular
diseases should be watched for signs of
deterioration of these diseases and of adverse
reactions.

Due to its negative effect on conduction time,
beta-blockers should only be given with
caution to patients with first degree heart
block.

Vascular disorders

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

Respiratory disorders

Respiratory reactions, including death due to
bronchospasm in patients with asthma have
been reported following administration of
some ophthalmic beta-blockers.

GANFORT should be used with caution, in
patients with mild/moderate chronic
obstructive pulmonary disease (COPD) and
only if the potential benefit outweighs the
potential risk.

Special Warnings
and Special
Precautions for
Use




Corneal diseases

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

Other beta-blocking agents

The effect on intra-ocular pressure or the
known effects of systemic beta-blockade may
be potentiated when timolol is given to the
patients already receiving a systemic beta-
blocking agent. The response of these patients
should be closely observed. The use of two
topical beta-adrenergic blocking agents is not
recommended (see section 4.5).

Choroidal detachment

Choroidal detachment has been reported with
administration of aqueous suppressant therapy
(e.g. timolol, acetazolamide) after filtration
procedures.

Surgical anaesthesia

B-blocking ophthalmological preparations may
block systemic B-agonist effects e.g. of
adrenaline. The anaesthesiologist should be
informed when the patient is receiving timolol.

Ganfort should be used with caution in patients
with active intraocular inflammation (e.g.
uveitis) because the inflammation may be
exacerbated.

Skin

There is a potential for hair growth to occur in
areas where GANFORT solution comes
repeatedly in contact with the skin surface.
Thus, it is important to apply GANFORT as
instructed and avoid it running onto the cheek
or other skin areas.

anti-arrhythmics (including amiodarone)

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.

Mydriasis resulting from concomitant use of
ophthalmic beta-blockers and adrenaline
(epinephrine) has been reported occasionally.

Interaction with
Other
Medicaments and
Other Forms of
Interaction

Pregnancy
There are no adequate data from the use of

bimatoprost / timolol fixed combination
GANEORT-in pregnant women. GANFORT
should not be used during pregnancy unless
clearly necessary. To reduce the systemic
absorption, see section 4.2.

Fertility
There are no data on the effects of GANFORT
on human fertility.

Pregnancy
There are no adequate

data from the use of
GANFORT in pregnant
women.

Fertility,
Pregnancy and
Lactation




Eye disorders

Common

visual acuity worsened, blepharitis,
eyelid oedema, eye irritation, epiphora,
Uncommon

iris hyperpigmentation, deepening of
eyelid sulcus

Skin and subcutaneous tissue disorders
Common

hirsutism, periocular skin
hyperpigmentation.

Timolol

Immune system disorders

Systemic allergic reactions including
angioedema, urticaria, localized

and generalized rash, pruritus, anaphylaxis

Metabolism and nutrition disorders
Hypoglycaemia

Psychiatric disorders depression,

Eye disorders blurred vision

Cardiac disorder Atrioventricular block,
Gastrointestinal disorders

Dysgeusia, abdominal pain, vomiting
Skin and subcutaneous tissue disorders
skin rash

Musculoskeletal and connective tissue Disorders
Myalgia,

Reproductive system and breast disorders
Sexual dysfunction

General disorders and administration site
conditions Asthenia

Adverse events
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