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The possible role of brinzolamide on corneal
endothelial function has not been investigated in
patients with compromised corneas (particularly in
patients with low endothelial cell count). Specifically,
patients wearing contact lenses have not been studied
and careful monitoring of these patients when using
brinzolamide is recommended, since carbonic
anhydrase inhibitors may affect corneal hydration. This
may lead to a corneal decompensation and oedema
and wearing contact lenses might increase the risk for
the cornea. Careful monitoring of patients with
compromised corneas, such as patients with diabetes
mellitus or corneal dystrophies, is recommended.

The possible role of brinzolamide on
corneal endothelial function has not been
investigated in patients with compromised
corneas (particularly in patients with low
endothelial cell count). Specifically,
patients wearing contact lenses have not
been studied and careful monitoring of
these patients when using brinzolamide is
recommended, since carbonic anhydrase
inhibitors may affect corneal hydration and
wearing contact lenses might increase the
risk for the cornea. Careful monitoring of
patients with compromised corneas, such
as patients with diabetes mellitus or
corneal dystrophies, is recommended.

4.4 Special
warnings and
precautions for use

Fertility

Studies have not been performed to evaluate the effect
of topical ocular administration of Azarga on human
fertility.

Non clinical data do not show any effects of either
brinzolamide or timolol on male or female fertility.
No effects on male or female fertility are anticipated
from the use of AZARGA.

Fertility

Non clinical data do not show any effects
of either brinzolamide or timolol on male or
female fertility.

No effects on male or female fertility are
anticipated from the use of AZARGA.

4.6 Fertility,
pregnancy and
lactation

MedDRA Preferred
Term (v. 18.0)

System Organ
Classification

Not known:
nasopharyngitis®,
pharyngitis®, sinusitis®,
rhinitis®

Infections and
infestations

Blood and Uncommon: white blood
lymphatic system | cell count decreased’
disorders

Not known: decreased
red blood cell count?,
increased blood chloride®

Not known: anaphylaxis®,
anaphylactic shock®,
systemic allergic
reactions including

Immune system
disorders

4.8 Undesirable
effects




angioedema,  localised
and generalised rash?,
hypersensitivityl,
urticaria®, pruritus2

Metabolism and
nutrition disorders

Not known:
hypoglycaemia®

Psychiatric
disorders

Rare: insomnia’

Not known: depression’,
memory loss®, apathy?,
depressed mood?,
decreased libido®,
nightmare??,
nervousness®

Nervous system
disorders

Common: dysgeusia’

Not known: cerebral
ischaemia?,
cerebrovascular
accident®, syncope?,
increases in the signs and
symptoms of myasthenia
gravis®, somnolence®,
motor dysfunction®,
amnesia®, memory
impairment®,
paraesthesia®*, tremor>,
hypoaesthesia®, ageusia®,
dizziness', headache’

Eye disorders

Common: punctate
keratitis*, blurred vision®,
eye painl, eye irritation’;

Uncommon: keratitis>??3,
dry eyel, vital dye
staining cornea presentl,
eye dischargel, eye
pruritus’, foreign body
sensation in eyes’, ocular
hyperaemia®, conjunctival
hyperaemia’

Rare: corneal erosionl,
anterior chamber flare?,




photophobia’, lacrimation
increased’, scleral
hyperaemia’, erythema of
eyelid", eyelid margin
crusting®

Not known: increased
optic nerve cup/disc
ratio®, choroidal
detachment following
filtration surgery® (see
section 4.4 Special
warnings and precautions
for use), keratopathy?®,
corneal epithelium
defect®, corneal
epithelium disorder?,
increased intraocular
pressure®, eye deposit’,
corneal staining®, corneal
oedema’®, decreased
corneal sensitivity?,
conjunctivitis®,
meibomianitis®, diplopia®
3 glare®, photopsia®,
reduced visual acuity?’,
visual impairment’,
pterygium?, ocular
discomfort®
keratoconjunctivitis
sicca®, hypoaesthesia of
the eye®, scleral
pigmentation®,
subconjunctival cyst®,
visual disturbance®, eye
swelling®, eye allergy®,
madarosis®, eyelid
disorder?, eyelid
oedema’, ptosis’.

Ear and labyrinth
disorders

Not known: vertigo®,
tinnitus®

Cardiac disorders

Common: heart rate
decreased”

Not known: cardiac
arrest®, cardiac failure?,
congestive heart failure?,
atrioventricular block?,
cardio-respiratory
distress®, angina




pectoris”, bradycardia®’,
irregular heart rate®,
arrhythmia®?,
palpitations®®,
tachycardia®, increased
heart rate®, chest painz,
oedema’

Vascular
disorders

Uncommon: decreased
blood pressure®

Not known: h;/potensionz,
hypertension®, blood
pressure increased’,
Raynaud's phenomenon?,
cold hands and feet”

Respiratory,
thoracic and
mediastinal
disorders

Uncommon: cough’

Rare: oropharyngeal
pain’, rhinorrhoea’

Not known:
bronchospasm?
(predominantly in patients
with pre-existing
bronchospastic disease),
dyspnoea’, asthma’®,
epistaxis’, bronchial
hyperactivity®, throat
irritation®, nasal
congestion®, upper
respiratory tract
congestione’, postnasal
drip®, sneezing®, nasal
dryness®

Gastrointestinal
disorders

Not known: vomiting””®,
abdominal pain upper”,
abdominal pain®,
diarrhoea’, dry mouth®,
nausea’, oesophagitisS,
dyspepsiaz’a, abdominal
discomfort®, stomach
discomfort®, frequent
bowel movements®,
gastrointestinal disorder®,
oral hypoaesthesia® oral
paraesthesiaa, flatulence®

Hepatobiliary

Not known: abnormal liver

disorders function test®
Skin and Not known: urticaria®,
subcutaneous maculo-papular rash’,

generalised pruritus®, skin
tightness®, dermatitis®,




tissue disorders

alopecia’, psoriasiform
rash or exacerbation of
psoriasisz, rash’,
erythema’'

Musculoskeletal
and connective
tissue disorders

Not known: myalgia®
muscle spasms®,
arthralgia®, back pain®,
pain in extremity®

Renal and urinary

Uncommon: blood urine

disorders presentl
Not known: renal pain®,
pollakiuria3
Reproductive Not known: erectile

system and breast
disorders

dysfunction®, sexual
dysfunction?, decreased
libido®

General disorders
and administration
site conditions

Uncommon: malaise™”

Not known: chest pain’,
pain®, fatigue',
asthenia®”, chest
discomfort®, feeling
jittery®, irritability®,
peripheral oedema’,
medication residue®

Investigations

Uncommon: blood
potassium increase’,
blood lactate
dehydrogenase
increased”
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