VIVAXIN
EYE DROPS

Prescription Only Medicine

Composition:
Each 1 ml contains:

Levofloxacin hemihydrate 5.12 mg equivalent to levofloxacin 5 mg

Preservative:
Benzalkonium chloride 0.005 %

Therapeutic Activity:
Antibiotic (fluoroquinolone group).

Indications:
ViVaxin is indicated for the topical treatment of bacterial conjunctivitis caused by
levofloxacin susceptible microorganisms.

When Should Not This Preparation Be Used:

ViVaxin is contraindicated in the following conditions:

- In patients with hypersensitivity to the active substance levofloxacin or to other
quinolones

- Children younger than 1 year of old.

Do Not Take This Medicine Without Consulting Your Physician Before Starting
Treatment:

- If you are taking any prescription or nonprescription medicine, herbal preparation, or
dietary supplement

- If you are Pregnant or breast-feeding.

Warnings and precautions:
- ViVaxin may cause dizziness or light headedness. These effects may be worsen if
you take it with

alcohol or certain medicines, therefore caution should be exercised when engaging in
activities such as

driving a car and operating dangerous machinery
- If you are using another kind of eye medication (e.g., drops or ointments), wait at
least 5 minutes before

applying other medications. Use eye drops before eye ointments to allow the drops
to enter the eye
- ViVaxin must not be injected sub-conjunctivally. The solution should not be
introduced directly into the

anterior chamber of the eye
- If an allergic reaction occurs, discontinue the medication
- As with other anti-infective, prolonged use may result in overgrowth of non-
susceptible organisms,

including fungi. If worsening of infection occurs, or if a clinical improvement is not
noted within a

reasonable period, discontinue use and institute alternative therapy
- ViVaxin contains benzalkonium chloride as a preservative and should not be used in
patients wearing

contact lenses as the preservative may be absorbed and cause eye irritation. Patients
should be advised




not to wear contact lenses if they have signs and symptoms of
bacterial conjunctivitis.

Side Effects:

In addition to the desired effects of ViVaxin eye drops, some side effects may appear
during the course of treatment such as:

Get emergency medical help if you have any of an allergic reaction

symptoms: Hives, difficulty breathing, and swelling of your face, lips, tongue or
throat.

Common: Burning feeling in the eye, decreased vision or mucus in the eye.

Uncommon: Stinging or irritation of the eyes, painful eyes, dry or sore eyes, swelling
or redness of the conjunctivae, sensitivity to light, itchy eyes, sticky eyelids,
headache, rash around the eye, stuffed or runny nose.

Rare: Allergic reactions such as skin rash.
Very rare: Swelling and tightness in the throat, breathing difficulty.

Call your doctor at once if you have a serious side effect such as: Drainage or
crusting of your eye, severe eye irritation after using the eye drops, feeling like there
is something in your eye, vision problems, increased light sensitivity, eye redness or
swelling or fever, or any signs of a new infection.

If any of the side effects gets serious, or if you notice any side effects not listed in this
leaflet, tell your doctor or pharmacist.

How Will This Medicine Affect Your Daily Life:

After you apply this drug, your vision may become temporarily blurred or unstable.
Do not drive, use machinery, or do any activity that requires clear vision until you are
sure you can perform such activities safely.

Drug Interactions:

If you are taking another medicine concomitantly or if you have just finished treatment
with another medicine inform your physician in order to prevent hazards and lack of
efficacy resulting from drug interactions. This is especially important for the following
drugs: Caffeine, Theophylline and warfarin.

To Avoid Poisoning:
1. Keep the medicine out of the reach of children
2. If an excessive dose is applied or if a child swallowed the medication accidentally,
seek help at an
emergency and take the remaining medicine with you
3. Do not induce vomiting without consulting the physician
4. Do not use your medication in the dark, always read the label and make sure you
are using the right
medication
5. Always notice the expiry date and never use the medicine after the mentioned date
6. Avoid exposure of the drug to excessive heat and humidity during storage
7. Use the drug only as prescribed. In the case any adverse effect not mentioned in
this leaflet develops,
discontinue use and consult your physician.

Directions for Use:



http://www.rxlist.com/script/main/art.asp?articlekey=2822

- Use this medication exactly as prescribed by your doctor. Do not use it in larger
amounts or for longer
than recommended
- It is important to ensure that the bottle is sealed well with the first use
- Wash your hands first
- Remove the cap of the bottle
- Tilt the head back, look upward and pull down the lower eyelid to make a pouch
- Download the bottle between fingers upside down; place the dropper directly over
your eye and then
press on the bottle to administer the prescribed number of drops
- Look downward and gently close your eye for 1 to 2 minutes
- Try not to blink and do not rub your eye
- Do not rinse the dropper. Place the cap immediately after each use
- To prevent contaminating the dropper tip and solution, care should be taken not to
touch the eyelids
or other adjacent surfaces
- If you are wearing contact lenses, you should wait at least 15 minutes between
applying ViVaxin
and putting your contact lenses in
- Keep using this medication for the full prescribed length of time. Your symptoms may
improve before the
infection is completely cleared.

Missed Dose:

- Take the missed dose as soon as you remember, unless it is the time for your next dose,
skip the missed
one and continue as your regular dose schedule

- Do not double the dose to make up the missed dose.

Attention:
For external use only.

Storage:
- Store ViVaxin eye drops in its original pack at temperature between 15-25 °C,

protected from light
- Do not use ViVaxin eye drops 28 days after opening the bottle.

Presentation:
A plastic bottle of 5 ml sterile solution with a dropper.

B
Beit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.O.Box 58
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