Loteba

Loteprednol Etabonate 0.5%
& Tobramycin 0.3%

Sterile Eye Suspension

Description

Loteprednol Etabonate is a sterile multiple dose topical anti-inflammatory
corticosteroid and Tobramycin is antibiotic. Loteprednol Etabonate is
structurally similar to other corticosteroid .It is highly lipid soluble which
enhances its penetration into cells.

Composition
Loteba™ Sterile Eye Suspension: Each ml contains Loteprednol
Etabonate INN 5 mg and Tobramycin USP 3 mg.

Indications

Loteba™ is indicated for steroid responsive inflammatory ocular
conditions for which a corticosteroid is indicated and where superficial
bacterial ocular infection or a risk of bacterial ocular infection exists. The
use of a combination drug with an anti-infective component is indicated
where the risk of superficial ocular infection is high, where dangerous
number of bacteria will be present in the eye.

Dosage and administration

Shake the bottle well before use

Apply 1 to 2 drops of Loteba™ into the conjunctival sac of the affected
eye (s) every 4 to 6 hours.During the initial 24 to 48 hours, the dosing
may be increased, to every 1 to 2 hours. Frequency should be
decreased gradually as warranted by improvement in clinical signs. Care
should be taken not to discontinue therapy prematurely or as directed by
the physician.

Side effects

Prolong use may increase IOP which may be associated with possible
development of glaucoma and frequent optic nerve damage, posterior
sub-capsular cataract formation and perforation of the glove where there
is thinning of cornea or sclera. The most frequent adverse reactions to
topical Tobramycin are hypersensitivity and localized ocular toxicity
including lid itching and swelling and conjuctival erythema.

Precautions

Patient should not wear soft contact lenses when using this drug. The
possibility of fungal infections of the cornea should be considered after
long term steroid dosing. The use of steroids after cataract surgery may
delay healing. If super infection occurs, appropriate therapy should be
initiated.

Contraindications
This drops as with other steroid anti-infective ophthalmic combination
drugs, is contraindicated in most viral diseases of the cornea and
conjunctiva including epithelial herpes simplex keratitis. It is also
contraindicated in mycobacterial infection in the eye and fungal diseases
of ocular structures.

Drug interaction
No information is available.

Use in pregnancy and lactation

Pregnancy: Pregnancy category C. There is no adequate and well
controlled studies in pregnant women. It should be used during
pregnancy only if the potential benefit justifies the potential risk to the
fetus.

Lactation: It is not known whether topical ophthalmic administration of
corticosteroids could result in sufficient systemic absorbtion to produce
detectable quantities in human milk. Caution should be exercised when it
is administered to nursing women.

Use in pediatric
Safety and effectiveness in pediatric patients have not been established.

Pharmaceutical precautions:

Keep all medicines out of the children's reach. Should be dispensed only
on the prescription of a registered physician. Close the dropper
immediately after use. Do not use for longer than one month after
opening the dropper.

Commercial supply
Loteba™ Sterile Eye Suspension: Each plastic dropper bottle contains
5 ml Sterile Eye Suspension and an insert.

Manufactured by:

Navana Pharmaceuticals Ltd. ~2 NAVANA PHARMA
Rupshi, Rupganj, Narayanganj, Bangladesh ‘%‘ JUHURULISLA CONPINY
NCLT0481_04-18_02
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