Levofloxacin 0.5%

sterile eye drops, single-dose container

| category
Antibiotic

| Composition

Levofloxacin 0.5% is a sterile topical solution for ophthalmic use. It is
a clear, light yellow to light greenish-yellow solution, practically free of
visible particulate matter.

Each 0.5 mL contains 2.56 mg of levofloxacin hemihydrate equivalent
to 2.5 mg of levofloxacin as active ingredient. Each five single-dose
containers covered with aluminum foil and 30 vials are packed in carton
boxes along with leaflet.

This product is a preservative free.
To be used only by prescription.

| Indications

Levofloxacin 0.5% is an antibiotic of the type called fluoroquinolones.
It works by killing some types of bacteria that can cause an infection of
the covering of the front of the eye (conjunctiva).

| Consumer Information

Do not pass it on to others. It may harm them, even if their signs of
illness are the same as yours.

| Contraindication

Levofloxacin 0.5% ophthalmic solution is contraindicated in patients
with a history of hypersensitivity to levofloxacin, to other quinolones, or
any of the other ingredients of this medicine.

| Warnings and precautions

* For topical ophthalmic use only.

* This product is sterile until first opening, so it is important to keep the
vial as clean as possible during use. Avoid touching the dropper to
eyelids or to other surfaces.

® In patient receiving systemically administered quinolones, including
Levofloxacin, serious and occasionally fatal hypersensitivity (@anaphylactic)
reactions have been reported, some following the first dose.
Discontinue the drug immediately if this occurs.

¢ Levofloxacin drops may cause blurred vision. Do not drive or perform
other unsafe tasks until you know how you react to it.

e This product is preservative free, so which should be thrown away
immediately after use.

¢ If you are using any other eye products leave 5-15 minutes between
applying each one.

e Patients should be advised not to wear contact lenses if they have
signs and symptoms of bacterial conjunctivitis.

e Long-term use of the medicine may cause the growth of
microorganisms, including fungi.

¢ Keep the medicine out of the sight and reach of children.

* Do not use after the expiry date which is stated on the label. The
expiry date refers to the last day of that month.

¢ Do not use if the single-dose container is damaged or contains visible
particulate matter.

| Administration and Dosage

Always take this medicine exactly as described in this leaflet or as your
physician have told you. The physician recommended dosage regimen
for the topical treatment of bacterial conjunctivitis in adults and children
aged 1 year and older is as follows:

Days 1 and 2: Instill 1 to 2 drops into the affected eye(s) every 2 hours
while awake, up to 8 times per day.

Days 3 through 7: Instill 1 to 2 drops into the affected eye(s) every 4 hours
while awake, up to 4 times per day.

Safety and effectiveness in children < 1 year have not yet been established.

Do not miss any doses of levofloxacin drops. If you miss a dose, use it as
soon as you remember. If it is almost time for your next dose, skip the missed

dose and go back to your regular dosing schedule. Do not double up.

Levofloxacin drops for the full course of treatment. Keep using it even if
you feel better in a few days. You must talk to a doctor if you do not feel
better or if you feel worse after 5 days.

How to use Single-dose container, Sterile Eye Drops

-

.Wash your hands thoroughly then open
foil pouch (figure 1).

™

Holding the unit, remove a vial from the
strip (figure 2).

w

. Twist the cap off vial (figure 3).

IN

. Tilt head backward, pull down the lower
eyelid with your forefinger downwards to
form a pocket (figure 4).

o

. Hold the drop upside down near your eye.
Avoid touching your eye or eyelids. Apply
enough pressure to release one drop into
the eye. Only use a second drop if the first
one misses the eye (figure 4).

o

. Close your eyes for one or two minutes.

~

. Repeat the process in the other eye if
instructed.

®

. Discard the vial immediately after use.

Pregnancy and Lactation

Safety for use during pregnancy has not established. If you are pregnant or
breast-feeding, think you may be pregnant or are planning to have a baby,
ask your physician or pharmacist for advice before taking this medicine.

| Adverse Reactions
Like all medicines, this medicine can cause side effects, although not
everybody gets them.

side effects may affect in 1 to 3 percent of users include burning
sensation of eyes, eye pain, foreign body sensation of eye, photophobia,
vision loss, pharyngitis and fever. Side effects may affect in less than
one percent of users include dry eye syndrome, eyelid edema, eye
pruritus and hypersensitivity reaction. Rare side effects (may affect up
to 1in 1,000 users) included allergic reactions such as skin rash.

If any side effect gets serious, or if you notice any side effects not listed
in this leaflet, such as worsening or persistent burning or blurred vision
please discontinue and contact physician or pharmacist.

It is possible, even though rare, to develop an allergic reaction to
Levofloxacin even after just one dose. You notice this because your
eyes may become red or itchy, or the lids may be swollen. If this should
happen, stop using Levofloxacin and contact your physician immediately.

| Storage

* Store below 30 °C and protect from light and freezing.

* Keep the single-dose container in the original aluminum pouch to
protect from light and contamination.

o After using single-dose container, throw it away.

Marketing Authorization Holder and Manufacturer
niki sam Pharma Mashhad Iran

Tel: 051-35000111

Fax: 051-35423100

Email: info@nikisampharma.com

This leaflet was last revised in 03/2026
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