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Patient Information leaflet (PIL)
Antivine® 0.14% & 0.025% Eye Drops
Zinc Sulfate (H20) 0.14% & Naphazoline HCI 0.025%

Read all of this leaflet carefully before you start taking this medicine because it contains

important information for you (POM).

o Keep this leaflet. You may need to read it again.

e If you have any further questions, ask your doctor or pharmacist.

e This medicine has been prescribed for you only. Do not pass it on to others. It may harm
them, even if their symptoms are the same as yours.

e If any of the side effects get serious, talk to your doctor or pharmacist. This includes any
possible side effects not listed in this leaflet.

In this leaflet:
What Antivine is and what it is used for.

Before you use Antivine.

How to use Antivine.

Possible side effects.

How to store Antivine.

Contents of the pack and other further information.
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1. What Antivine is and what it is used for

Pharmacological action:
Antivine is an eye decongestant and astringent. It works by constricting the blood vessels in the
eye and coating the eye, which relieves redness, dryness and irritation.

Indications:
Temporarily relieving redness, burning, and irritation caused by dry eyes. It may also be used
for other conditions as determined by your doctor.

2. Before you use Antivine

Do not use

Some medical conditions may interact with Antivine. Tell your doctor or pharmacist if you

have any medical conditions, especially if any of the following apply to you:

(X Hypersensitivity to any of the ingredients.

In patients suffering from narrow-angle glaucoma, dry eye and keratoconjunctivitis sicca.

(%l Not to be used in infants.

Not to be administered during Monoamine oxidase inhibitors or within 14 days of
termination of such treatment.

In pregnancy and lactation as safety has not been established.

Warnings and precautions

! Uncontrolled use of Antivine over extended periods of time should be avoided, due to
the rebound effect.

! Use with caution in patients with hyperthyroidism, cardiovascular disease, hypertension,
diabetes mellitus or hyperglycemia and eye disease, infection or injury.
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! Contact lens to be removed before instillation and are not to be worn for at least 15
minutes after application of Antivine.
! Results of ocular tonometry may be affected by previous application of Antivine.

Interactions:

If you are taking, or have recently taken, other medicines, including non-prescription

medicines and nutritional supplements, tell the doctor or pharmacist. In particular, inform

the doctor or pharmacist if you are taking:

= Tricyclic antidepressants, hypnotics, drugs that have a sedative effect, alcohol, ethanol-
containing medication increases the effects on the CNS.

= Antihypertensive drugs increased hypotensive effect.

= Nootropics, vasodilators - increases the action of nootropic drugs and vasodilators.

Important information about some of the ingredients in this medicine

The Antivine contains:

= Benzalkonium chloride may also cause eye irritation, especially if you have dry eyes or
disorders of the cornea (the clear layer at the front of the eye). If you feel abnormal eye
sensation, stinging or pain in the eye after using this medicine, talk to your doctor.

3. How to use Antivine

Use Antivine as directed by your doctor. Check the label on the medicine for exact dosing
instructions.

Dosage and application:

v Adults: One drop in the conjunctival sac, three to four times per day.

v' Children: This eye drop has not been studied in children. Generally, in children the
dosage of vasoconstrictors should be low and selected with caution.

= Antivine is for use in the eye only "For external use only". Avoid contact with other
mucous membranes.

= To use Antivine in the eye, first, wash your hands. Tilt your head back. Using your index
finger, pull the lower eyelid away from the eye to form a pouch. Drop the medicine into
the pouch and gently close your eyes. Immediately use your finger to apply pressure to
the inside corner of the eye for 1 to 2 minutes. Do not blink. Remove excess medicine
around your eye with a clean, dry tissue, being careful not to touch your eye. Wash your
hands to remove any medicine that may be on them.

= To prevent germs from contaminating your medicine, do not touch the applicator tip to
any surface, including the eye. Keep the container tightly closed.

Missed dose

If you miss a dose of Antivine and you are using it regularly, use it as soon as possible. If it
is almost time for your next dose, skip the missed dose and go back to your regular dosing
schedule.

If you have any further questions about the use if this medicine, ask your physician or
pharmacist.

4. Possible Side Effects:

Like all medicines, this medicine can cause side effects, although not everybody gets them.
= Asslight and transient burning sensation may occur after instillation.
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= Less frequent local effects are mydriasis, blurred vision and a slight increase in intra-
ocular pressure.

= Long term use may result in reactive redness of the eye (rebound effect).

= If eye pain or change in vision occurs or if redness or irritation of the eye continues,
worsens or lasts for more than 72 hours, discontinue treatment and consult with the
physician.

= Systemic absorption, especially in children and the elderly has been reported following
ocular application of Naphazoline (Antivine) containing solutions. Symptoms of
Naphazoline (Antivine) being absorbed into the body are dizziness, headache, increased
sweating, nausea, nervousness and weakness.

= Caution should be exercised with concurrent use of tricyclic antidepressants, as this will
potentiate the pressor effect of Naphazoline (Antivine), should systemic absorption of
Naphazoline (Antivine) take place following ocular administration.

Reporting of side effects

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

% To report any side effect(s) directly to ministry of health, using the on-line reporting form at the
following link: https://www.pharmacy.moh.ps/index/Form/Language/ar & to the company web site
https://www.beitjalapharma.com

5. How to store Antivine

Care should be taken not to use the product 30 days after opening the bottle.

Keep the medicine out of the reach of children.

Store in the original container in refrigerator.

Do not throw away any medicines via waste water or household waste. Ask your
pharmacist how to throw away medicines you no longer use. These measures will help
protect the environment.

6. Contents of the pack & other further information:

What Antivine contains

The active substances:

Zinc Sulfate (H20) 0.14 %
Naphazoline HCI 0.025 %

What Antivine looks like and contents of the pack
Antivine Eye Drops is clear blue sterile solution. It is available in 10 ml round plastic bottle
(LDPE) with LDPE dropper and TE cap

Marketing authorization holder and manufacturer
Product Licence held by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma .com

Manufactured by Beit Jala Pharmaceutical Company
81, Al-Madaress Str., P.O.Box 58, Beit Jala —Palestine
http://www.beitjalapharma .com

The information provided applies only to Antivine Eye Drops.
This leaflet was last revised in April 2020, version number 1408005-3


https://www.pharmacy.moh.ps/index/Form/Language/ar
https://www.beitjalapharma.com/
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