W= 110 mm, L= 180 mm

LeVOXi n ®0tic Solution

Levofloxacin Hemihydrate
USP 1.5%

2831

Presentation
Levoxin® Otic Solution: Each ml otic solution contains Levofloxacin Hemihydrate USP 15 mg.

Description

Levofloxacin is a synthetic, broad-spectrum, third generation fluoroquinolone antibacterial agent. It
works by inhibiting bacterial topoisomerase IV and DNA gyrase enzymes required for DNA replication,
transcription, repair, and recombination.

Indication and uses
It is indicated for the treatment of otitis externa and otitis media caused by following bacteria-
- Levofloxacin-sensitive Staphylococcus spp.
- Streptococcus spp.
- Streptococcus pneumoniae
+ Moraxella (Branhamella) catarrhalis

* Klebsiella pneumoniae

Dosage and Administration

Adult and children 6 months of age and older

Instill 6 to 10 drops at a time into the affected ear, twice daily for up to 10 days. The dosing frequency
may be adjusted according to the symptoms.

« Enterobacter spp.

« Serratia spp.

*Haemophilus influenzae

* Pseudomonas aeruginosa and
«Acinetobacter spp.

Directions for use:

Lie down with the affected ear facing upwards. Hold the dropper over the ear and instill the prescribed
number of drops into the ear. Continue to lie on your side for approximately ten minutes to allow the
drops to reach the base of the ear canal. Repeat the process for the other ear if needed. Do not touch
the dropper to avoid contamination.

Side effects

The most commonly reported side effects include inflammation of the external ear caused by mold or
other factors (fungal otitis externa), vertigo, dizziness, diarrhea, and application site ear pain. Some
rare side effects include pallor face, cold sweat, respiratory distress etc.

Contraindications
Levofloxacin otic solution is contraindicated in patients with a history of hypersensitivity to
Levofloxacin, other quinolones, or any other components of this product.

Warmng & precaution
You may experience dizziness if the temperature of the otic solution is low on application. In that
case, hold the dropper bottle in your hand before use so that the otic solution is close to body
temperature. Do not place the product in hot water, blow warm air on it, or use any tools to heat
the product

+ Since children are often unable to communicate their subjective symptoms, parents should
consult their doctor immediately if they feel something is wron

+ You may need to be careful when using this medicine If you have previously experienced any
allergic reactions (itch, rash etc.) to any medicines or foods

Use in Pregnancy & lactation

There are no adequate and well-controlled studies of Levofloxacin otic solution in pregnant women. It
should be used during pregnancy only if the potential benefit justifies the potential risk to the fetus.
Levofloxacin otic solution has not been measured in human milk. Caution should be exercised when
Levofloxacin otic solution is administered to a nursing mother.

Drug interactions

No drug interaction studies have been performed.

Overdosage
There is no report of cases of overdosage.

Storage
Do not store above 30°C. Keep away from light and out of the reach of children. Try not to utilize after
the bottle has been opened for more than one month.

Commermal pack
Levoxin® Otic Solution: Each plastic dropper bottle contains 10 ml sterile otic solution.

Manufactured by
. .
Crncepfo Incepta Pharmaceuticals Ltd
Savar, Dhaka, Bangladesh
® Registered Trademark
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