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Loteprednol

Each gram of Loteprednol-Najo

0.5% Ophthalmic Ointment
Contains:

Loteprednol Etabonate 5 mg
1.CATEGORY

Ophthalmic Corticosteroid

2.MECHANISM OF ACTION
Loteprednol etabonate is a topical oph-
thalmic corticosteroid that suppresses
inflammation by inhibiting inflammatory
mediators, reducing edema, capillary
dilation, leukocyte migration and scar
formation.
3.INDICATIONS
Loteprednol-Najo  0.5%
Ointment is indicated for:
Treatment of postoperative ocular
inflammation and pain following ocular
surgery.

4. PERCAUTIONS TO CONSIDER
Sensitivity

Do not use this product if you are aller-
gic to loteprednol, other corticosteroids,
or any component of the formulation.
Before use of this product

Inform your physician or pharmacist

if you have glaucoma, increased intra-
ocular pressure, corneal thinning, eye
infection, or a history of ocular herpes
simplex.

While using this medication

* For ophthalmic use only.

* Wash hands before and after use.

* Do not wear contact lenses unless
advised by your physician.

* Prolonged use of corticosteroids may
result in increased intraocular pressure

Ophthalmic

(IOP), optic nerve damage, and impair-
ment of visual acuity or visual field. Use
with caution in patients with glaucoma.
 If use is required for more than 10
days, intraocular pressure should be
monitored by a physician.

* Prolonged use of corticosteroids may
suppress the immune response and
increase the risk of secondary ocular
infections, including fungal and bacterial
infections. In acute ocular infections,
corticosteroids may mask signs of infec-
tion or exacerbate existing infection. If
symptoms do not improve within 48
hours, the patient should be re-evaluat-
ed.

* In patients with corneal or scleral
thinning, there is a risk of perforation
with the use of topical corticosteroids.

» Use after cataract surgery may delay
wound healing.

* Ocular corticosteroids should be used
with extreme caution in patients with a
history of herpes simplex infection, as
they may prolong the course and
increase the severity of the disease.

* Visual disturbance warning: Cortico-
steroid use may cause blurred vision or
other visual disturbances. If such symp-
toms occur, consult a physician for eval-
uation and appropriate management.

* Missed dose: If a dose is missed,
apply it as soon as remembered unless
it is almost time for the next scheduled
dose. In that case, do not apply a double
dose.

* Initial prescription and continuation of
therapy beyond 14 days should only be
carried out by a physician following a
complete ophthalmic examination.

» Complete the full course of treatment.

» Avoid contact between the tip of the
tube and the eye or any other surface to
prevent contamination.

Do not use if

You have viral, fungal or mycobacterial
infections of the eye unless specifically
prescribed by your physician.
Pregnancy and Breastfeeding

There are no sufficient data available
regarding systemic absorption of this
drug following ophthalmic administration
during pregnancy and breastfeeding;
however, systemic absorption is expect-
ed to be very minimal.

Use of this medication during pregnancy
and breastfeeding should be only under
physician prescription, and the benefits
of treatment should be weighed against
the potential risks.

5.INTERACTIONS

Drug interactions

No clinically significant drug interactions
are known. Inform your physician about
all medicines you are using, especially
other ophthalmic medications.

6. MEDICAL CONSIDERATIONS
Patients receiving treatment for more
than 10 days should have intraocular
pressure monitored. Long-term use may
increase the risk of glaucoma, cataract
formation, delayed wound healing and
secondary ocular infections.

7. CONTRAINDICATIONS

Do not use this medicine in patients
with:

* Hypersensitivity to loteprednol or other
corticosteroids.

+ Viral diseases of the cornea or
conjunctiva (including herpes simplex
keratitis).

* Fungal eye infections.

» Mycobacterial eye infections.

8. SIDE EFFECTS

Corticosteroid use may lead to
increased intraocular pressure and an
increased risk of secondary ocular infec-
tions. The most commonly reported
adverse reactions associated with this
medication include ocular inflammation,
conjunctival  hyperemia  (redness),
corneal edema, and eye pain. It should
be noted that many of these adverse
effects may be related to the surgical
procedure itself rather than the medica-
tion. The most common non-ocular
adverse reaction is headache.

If you experience severe eye pain,
decreased or blurred vision, significant
redness or swelling of the eye, abnormal
discharge, or any other signs of hyper-
sensitivity reactions, discontinue the
medication and seek medical attention
immediately.

9. DOSAGE AND DIRECTION
Apply approximately a 1.3 cm (%2 inch)
ribbon of ointment into the conjunctival
sac of the affected eye(s). Treatment is
usually administered four times daily,
starting 24 hours after ocular surgery,
and continued for the first 2 weeks post-
operatively, or as directed by the physi-
cian.

Direction

Wash your hands thoroughly with soap
and water. Remove the tube cap. Tilt
your head slightly backward. Gently pull
down the lower eyelid. Carefully apply
the prescribed amount of ointment into
the conjunctival sac. Close your eye
gently for 1-2 minutes. Replace the cap
after use.

If other ophthalmic medications are

used, administer the ointment last.

)
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10. STORAGE

» Store below 30°C.

» Keep the tube tightly closed after each
use.

* Discard any remaining ointment one
month after first opening the tube.

» Keep out of reach of children.
PACKAGING

Loteprednol-Najo 0.5% Sterile Ophthal-
mic Ointment is supplied in 3.5 g alumi-
num tubes.

REFERENCE

» UpToDate® Drug Information: 2024.
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