For the use only of a Registered Medical Practitioner or a Hospital or a Laboratory.

IOBET EYE DROPS

Betaxolol Ophthalmic Solution USP

DISCRIPTION:
Clear, Colourless solution

NAME(S) AND STRENGTH (S) OF ACTIVE INGREDIENTS(S):
Betaxolol ....0.5% w/v

(As equivalent to Betaxolo! hydrochlonde USP .._.0.56% wiv)
Benzalkonium chioride NF as preservative ...........0.01% wiv,

DOSAGE FORM:EyaDrops

PHARMACODYNAMICS:
Ophthalmelogy: Antiglaucoma Preparations & Miotics. Betaxolol is a catdioselective Beta receptor blocker which, when applied

topically to the eye, lowars intraocular pressure. 1t is thought to produce this effect by reducing the rate of production of aquacus
hamour,

Clinical Pharmacology : Several studies have indicated that betaxolol may have a beneficial effect on visual function for up to 48
months in patients with chronic open- angle glaucoma and up 1o 60 months in patients with ocular hypertension. Moreover there is
evidence that betaxolol maintains or increase ocular blood flow/ perfusion.

PHARMACOKINETICS:
Betaxolol is highly lipophilic which results in good permeation of the cornea, allowing high intragcular levels of the drug. Betaxolol is

characterized by its good oral absorption, low first pass loss and a relatively long hali-life of approx 16-22 hours. The elimination of
betaxolol is primarily by the renal rather than faecal route. The major metabolic pathways yield two carboxylic acid forms plus
unchanged betaxoclol in the urine(approx. 16% ofthe administered dose).

INDICATION
labet is indicated for the reduction of elevated intraocular pressure in patients with ocular hypertension and chronic open angle

glaucoma.

CONTRA INDICATIONS
Hypersensitivity to any component of this product. Betaxolol 0.5% eye drops are contraindicaled in patients with sinus bradycardia,

greater than a first degree atrioventricutar block, cardiogenic shock, or patients with overt cardiac failure.

DOSAGE AND ADMINSTRATION:

Children and Adults{including the elderly) the usual dose is cne drop to be instiled irto the affected eye(s) twice daily.
Children : lobetis not recommended for use in children.

Use the solution within one month after opening the vial.

USE INPREGNANCY AND LACTATION:

There have been no adequate and wel controlled studies in pregnant women, Because anirmal reproduction studies are not aways
predictive of human reponse. This drug should be used during pregnancy only if clearly indicated. Beta-adrenergic receptor blocking
agents may cause bradycardia in the foetus and new born infant. During the final part of the pregnancy and parturition these drugs
should, therefors, only be given after weighing the needs of the mother against the risk to the foetus. it is not known whether
ophthalmic betaxolol hydrochloride is excreted in human mitk., therefore caution should be exercised when ophthalmic betaxoiol

hydrochloride is prescribed for breast-feeding women.

SYMPTOMS AND TREATMENT OF OVERDOSE :
A topical overdose of lobetmay be fushed from the eye(s} with warm1ap water.

WARNING:
Patients who ars receiving a beta-adrenergic blocking agent orally and iobet shoukd be observed for potential additive effect aither on

intraocular pressure or the known systemic effects of beta-blockade. While lobet has demonstrated a low potential for systemic
effects, it should be used with caution in patients with diabetes(especially labile diabetes) or in patients suspected of developing
thyrotoxicosis. Consideration should be given 1o the gradual withdrawa! of beta-adrenergic blocking agents prior to general
anaesthesia because of the reduced ability of the heart 1o respond to beta-adrenergically mediated sympathetic reflex stimuli. lobet, a
cardioselective beta-blocker, has produced only minimal effecls in patients with reversible awway obstruction, however, caubon
should be exercised in the treatment of patients with a history of obstructive pulmanary disease. In patients with angle-closure
glaucoma, the immediate treatment objective is to re-open the angle by censtriction of the pupil with a miotic agent, betaxolot has no
effect on the pupil, therefore, lobet should be used with a miotic to reduce elevaled intraocular pressure n angle-closure glaucoma.
This product contains benzalkonium chioride and is not recommended for use when soft contact lenses are being worm.

SIDEEFFECTS:

Alhough lobet is generally well tolerated, discomfort of short duration may be expenenced by
some patients upon instillation and occasional tearing has been reported.

Ocular Effects

Commaon: discomfort

Uncommaon; learing Rare: decreasad corneal sensilivity, erythema, itching, comeal punctate
staining, keratitis, anisocoria and photophobia.

Systemic reactions following topical administration of betaxolol have been rarely reported.

Systemic Effects:

Nervous System : Rare: insermnia, depression

Body as a whole :Rare:headache

Cardiovascular: Rare: bradycardia

Respiratory. Rare: dyspnoea, asthma.

Skin and Appendages: Rare: alopecia

Since topically applied beta-adrenergic blocking agents may be absorbed systemically, adverse reactions foung with systemic
administration of beta adrenergic blocking agents may ocour with topical administration. These may include bradycardia, a stowed
AV conduction or increase of an existing AV block, hypolension, heart failure, cold and cyanctic exiremitias, Raynaud phanomeanon,
paraesthesia of the extremities, increase of an existing ntermitient claudication, fatigue, headaches, impaired vision, hallucinations,
psychoses, confusion, impotence, dizziness, steep disturbances, depression, nightmares, gastro-intestinal problems, nausea,
vomiting, diarthoea, bronochospasm in patients with bronchial asthma or history of asthmatic complaints, disorder of the sk,
especially rash, and dry eyes. Beta blockers may mask the symptoms of thyrotoxicosis or hypoglycemia. An increase in Ant Nuciear
Antibodies (ANA) has been seen ;its clinical relevance is unclear.

DRUG INTERACTIONS:

Patients who are receiving a beta-adrenergic blocking agent orally and should be observed for a potential additive eflect either onthe
intraocular pressure or on the known systemic effects of beta blockade. Close observation of the patient is recommended when a beta
blacker is administered 1o patients receiving catecholamine-depleting drugs such as reserpine, because ol passible additive effects
and the production of hypolension and/or bradycardia. Betaxclol is an adrenergic blocking agent; therefore caution should be
exercised in patients using concomitant adrenergic psychotropic drugs.

STORAGE CONDITION:
Store the vial well closed at a temperature below 36°C. Discard containet one month after opening.

SHELF LIFE:
24 Months from the date of Manufacturing

THERAPEUTIC CLASS:
Ant Glaucoma Agent,

Presentation:
lobet Eye drops available in 5 mi of plastic container

MODE OF USE

SPIKE o
""e/ The spike in Dispense drops
Tichten th s % the cap will with gentle
c:lagp nen € i‘ : pierce the tip pressure
the nozzle - + of the vial Replace the cap
@ after every use

Imported By:

Unimed SON BHD

No. 53, Jalan Tembaga SD 5/2B.
Bandar Sri Damansara 52200,
Kuala Lumpur, Malaysia

Manufactured in India by:

FDC Limited

B-8, MIDC Indusirial Area, Waluj,
Aurangabad - 431 136, Maharashira,
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