OFLOXIBACT EYE DROPS
For the use of a Registered Medical Practitioner or a Hospital or a Laboratory Only

Abbreviated Prescribing information for OFLOXIBACT EYE DROPS [Ofloxacin Ophthalmic Solution
LP]
[Please refer the complete prescribing information available at www.torrentpharma.com]|

PHARMACOLOGICAL PROPERTIES:

MECHANISM OF ACTION: Ofloxacin has in vitro activity against a broad range of gram-positive and
gram-negative aerobic and anaerobic bacteria. Ofloxacin is bactericidal at concentrations equal to or
slightly greater than inhibitory concentrations. Ofloxacin is thought to exert a bactericidal effect on
susceptible bacterial cells by inhibiting DNA gyrase, an essential bacterial enzyme that is a critical catalyst
in the duplication, transcription, and repair of bacterial DNA.

INDICATIONS: For the topical treatment of external infection of eyes in adults & children above 1 year.

DOSAGE AND ADMINISTRATION: Bacterial conjunctivitis: Instill one to two drops every two to
four hours in the affected eye(s). Instill one to two drops four times daily. Bacterial corneal ulcers:
Instill one to two drops into the affected eye every 30 minutes, while awake. Awaken at approximately
four and six hours after retiring and instill one to two drops. Instill one to two drops hourly, while
awake. Instill one to two drops, four times daily.

CONTRAINDICATION: Ofloxacin ophthalmic solution is contraindicated in patients with a history of
hypersensitivity to ofloxacin, to other quinolones, or to any of the components in this medication.

WARNINGS & PRECAUTIONS: The drug may cause low blood sugar and mental health related side
effects. Low blood sugar levels, also called hypoglycaemia, can lead to coma. The mental health side
effects more prominent and more consistent across the systemic fluoroquinolone drug class. The mental
health side effects to be added to or updated across all the fluoroquinolones are disturbances in attention,
disorientation, agitation, nervousness, memory impairment, serious disturbances in mental abilities
called delirium.

DRUG INTERACTIONS: Specific drug interaction studies have not been conducted with ofloxacin
ophthalmic solution. However, the systemic administration of some quinolones has been shown to elevate
plasma concentrations of theophylline, interfere with the metabolism of caffeine, and enhance the effects
of the oral anticoagulant warfarin and its derivatives, and has been associated with transient elevations in
serum creatinine in patients receiving cyclosporine concomitantly.

ADVERSE REACTIONS: ocular burning, discomfort, stinging, redness, itching, chemical
conjunctivitis/keratitis, ocular/periocular/facial edema, foreign body sensation, photophobia, blurred
vision, tearing, dryness, and eye pain, dizziness, nausea.
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