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IOBRIM EYE DROPS
(Brimonidine Tartrate 0.2% w/v)

Composition
Brominodine Tartrate ..... 0.2% w/v (2 mg/ml)
Benzalkonium Chloride Ph Eur ......... 0.005% wi/v (0.05 mg/ml)

(as preservative)

Description
Clear, greenish yellow solution.

Pharm nami

Mechanism of action

Brimonidine tartrate ophthalmic solution is an alpha-2 adrenergic agonist. It has a peak ocular
hypotensive effect occurring at two hours post-dosing. Fluorophotometric studies in animals and
humans suggest that brimonidine tartrate has a dual mechanism of action by reducing aqueous
humor production and increasing uveoscleral outflow.

—
After ocular administration of either a 0.1% or 0.2% solution, plasma concentrations peaked within 0.5
to 2.5 hours and declined with a systemic half-life of approximately 2 hours. In humans, systemic
metabolism of brimonidine is extensive. It is metabolized primarily by the liver. Urinary excretion is the
major route of elimination of the drug and its metabolites. Approximately 87% of an orally
administered radioactive dose was eliminated within 120 hours, with 74% found in the urine.

Indication

Brimonidine Eye Drops are effective for lowering intraocular pressure in patients with chronic open-
angle glaucoma or ocular hypertension. Brimonidine Eye Drops may also be used as adjunctive
therapy when intraocular pressure (IOP) is not adequately controlled by a topical beta-blocking agent.
There is no known cure for glaucoma. Treatment with Brimonidine Eye Drops (as with any other
therapy) aims to preserve visual field through decrease of IOP.

Recommended Dose

The recommended dose is one drop of Brimonidine tartrate ophthalmic solution 0.2% in the affected
eye(s) two times daily. For those patients whose IOP peaks in the afternoon or need additional IOP
control, an additional drop of brimonidine in the afternoon can be added.

R fAdministration

For Ocular use only.

Contraindications

Brimonidine is contraindicated in patients with hypersensitivity to brimonidine tartrate or any
component of this medication. It is also contraindicated in patients receiving monoamine oxidase
(MAOQ) inhibitor therapy.

Warnin nd pr ion
General
Although brimonidine had minimal effect on blood pressure of patients in clinical studies, caution

should be exercised in treating patients with severe cardiovascular disease.

Brimonidine has not been studied in patients with hepatic or renal impairment; caution should be used
in treating such patients.



Brirnonidine should be used with caution in patients with depression, cerebral or coronary
insufficiency, Raynaud's phenomenon, orthostatic hypotension or thromboangiitis obliterans. Patients
prescribed IOP-lowering medication should be routinely monitored for IOP.

Paediatric Use

Safety and effectiveness in paediatric patients have not been established. Agitation, apnea,
bradycardia, convulsions, cyanosis, depression, dyspnea, emotional instability, hypotension,
hypothermia, hypotonia, hyperventilation, irritability. Lethargy, somnolence, and stupor have been
reported in pediatric patients receiving brimonidine tatrate ophthalmic solution 0.2%.

Geriatric Use

No overall differences in safety or effectiveness have been observed between elderly and other adult
patients.

Interactions with other medicamen

Although specific drug interaction studies have not been conducted with brimonidine, the possibility of
an additive or potentiating effect with CNS depressants (alcohol, barbiturates, opiates, sedatives, or
anaesthetics) should be considered. Alpha-agonists, as a class, may reduce pulse and blood
pressure. Caution in using concomitant drugs such as beta-blockers (ophthalmic and systemic), anti-
hypertensives and/or cardiac glycosides is advised.

Tricyclic antidepressants have been reported to blunt the hypotensive effect of systemic clonidine. It is
not known whether the concurrent use of these agents with brimonidine in human can lead to
resulting interference in IOP lowering effect. No data on the level of circulating catecholamines after
brimonidine administration are available. Caution, however, is advised in patients taking tricyclic
antidepressants which can affect the metabolism and uptake of circulating amines.

Preanancy and Lactation
Teratogenic Effects: Pregnancy Category B.

No evidence of impaired fertility or harm to the fetus due to brimonidine.

Lactation

It is not known whether brimonidine is excreted in human milk. A decision should be made whether to
discontinue nursing or to discontinue the drug, taking into account the importance of the drug to the
mother.

Side Effects

Side effects: allergic conjunctivitis, conjunctival hyperemia, and eye pruritus.

Adverse events: burning sensation, conjunctival folliculosis, hypertension, oral dryness, and visual
disturbance.

Events: allergic reaction, asthenia, blepharitis, bronchitis, conjunctival edema, conjunctival
hemorrhage, conjunctivitis, cough, dizziness, dyspepsia, dyspnea, epiphora, eye discharge, eye
dryness, eye irritation, eye pain, eyelid edema, eyelid erythema, flu syndrome, follicular conjunctivitis,
foreign body sensation, headache, pharyngitis, photophobia, rash, rhinitis, sinus infection, sinusitis,
stinging, superficial punctuate keratopathy, visual field defect, vitreous floaters, and worsened visual
acuity.

The following adverse reactions reported: corneal erosion, insomnia, nasal dryness, somnolence, and
taste perversion.

Symptoms and treatment of Overdose
No information is available on overdosage in humans. Treatment of an oral overdose includes

supportive and symptomatic therapy; a patent airway should be maintained.



Storage
Store below 30°C. To avoid contamination of the solution keep container tightly closed. Do not touch
dropper tip to any surface. Contents are sterile if seal is intact. KEEP OUT OF REACH OF

CHILDREN.

After opening: Store below 30°C. Discard contents 28 days after opening the bottle.
Shelf Life: 24 months

After opening: 28 days

Presentation: A bottle of 5ml.

Manufactured in India by:

EDC LIMITED

B-8, MIDC Area, Waluj,
Aurangabad- 431 136.
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