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Patient Information leaflet (PIL)
Jordacycline 0.5% Eye Ointment
Oxytetracycline (HCI)

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.
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L J In this leaflet:

. What Jordacycline is and what it is used for.
Before you use Jordacycline.

How to use Jordacycline.

Possible side effects.

How to store Jordacycline.

Contents of the pack and other further information.
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1. What Jordacycline is and what it is used for
Pharmacological group
Tetracycline antibiotic.

Indications

Jordacycline is used for the treatment of the following indications:

Blepharitis (inflammation of the eyelids)

Conjunctivitis (inflammation of the ocular surface)

Keratitis (inflammation of the cornea)

Dacryocystitis (inflammation of the tear sac)

Sty

Trachoma (a serious infectious eye disease)

Prevention of inflammation in eye surgery (used before and after eye surgery)

Prevention of neonatal conjunctivitis (a type of bacterial infection of the ocular surface
in neonates).
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2. Before you use Jordacycline
Do not use the medicine

If you are allergic to Tetracycline, or other tetracycline antibiotics.
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. Warnings and precautions

! Stop using the medicine and talk to your doctor or pharmacist if you develop allergic
reactions such as shortness of breath, skin rash, swelling of the face or neck, decreased
blood pressure and dizziness.

! Stop using the medicine and talk to your doctor if you experience reddening of the eyes,
or itching/swelling of the eyelids.

! This medicine may cause increased sensitivity to sunlight. Avoid intensive sun
exposure when using this medicine.

! Do not use this medicine for more than recommended by your doctor. Prolonged use of
this medicine may cause superinfections with bacteria or fungi that are not susceptible
to this medicine.

! The simultaneous use of this medicine with corticosteroids for eye use (e.g.
dexamethasone, prednisolone or hydrocortisone) is not recommended, due to
unfavorable symptoms that may be masked.

! Do not wear contact lenses if you have an eye infection.
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L J Other medicines and Jordacycline

Tell your doctor or pharmacist if you are using, have recently used or might use any other

medications including eye drops.

e |f you are using other antibiotic eye drops (aminoglycosides, penicillin, cephalosporins).

e |f you are using corticosteroids (dexamethasone, prednisolone or hydrocortisone) for
eye use.
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L J Pregnancy and breastfeeding

Pregnancy: There are no controlled studies to date using topical tetracyclines
in pregnant women. The use of systemic tetracyclines in pregnant women has
resulted in retardation of skeletal development and bone growth in the fetus.
None the less, topical tetracyclines should be used during pregnancy only
when the possible benefits outweigh the potential risks.

Lactation: It is not known whether topically applied tetracyclines are
distributed into breast milk. Tetracyclines are distributed into milk following
systemic administration. Because of the potential for serious adverse
reactions in nursing infants, a decision should be made whether to
discontinue nursing or discontinue the drug, taking into account the
importance of the drug to the mother.

Driving and use of machines

Make sure not to drive or use any machines immediately after applying the eye drops
because it can affect your vision. You can drive or use machines once your eyesight
becomes clear again.
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Important information about some of the ingredients in this medicine
Not applicable
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J 3. How to use Jordacycline

v" Use this medicine exactly as recommended by your doctor. Talk to your doctor or
pharmacist if you are not sure.

v" The usual duration of treatment is 5 to 7 days. You should continue using the medicine for 2
to 3 days after symptoms relief. If you are using this medicine for more severe eye
infections and acute or chronic trachoma, your doctor may recommend continuing the
medicine for 1 to 2 months and may combine this treatment with oral antibiotic therapy.

v" If you are using other eye medicines, make sure to space your eye drops by at least 10
minutes and use the ointment last.

v Avoid contact of the eye ointment tip with your eye or other surfaces to prevent bacterial
contamination.

v Wash your hands before you apply the ointment.

v" Talk to your doctor before you continue the treatment if you think your ointment may be
contaminated.

v" Make sure that the cap and the tube is not broken before you use the ointment. Wash your
hands and open the tube by unscrewing the cap. Hold the ointment tube between your index
finger and thumb, as close as possible to your eyelid. Tilt your head slightly back and pull
the lower eyelid away from your eye to form a pouch between the eyelid and the eye.
Squeeze carefully a strip of the ointment (length of about 1-1.5 cm). Afterwards, make sure
to close gently your eyelid for 1 to 2 minutes and then rotate your eyeball in all directions,
to enhance the spread of the medicine on the entire eye surface. Remove the excessive
amount of the medicine from the eyelid or eyelashes with a clean tissue. Using another clean
tissue, make sure to wipe the tip of the ointment tube and then close it tightly with the cap.
Repeat all steps for the other eye if necessary.

v" This ointment is intended for ophthalmic use only.

Dosage
Adults and children

Depending on the severity of your case, a strip of the eye ointment (1 — 1.5 cm length) is
inserted into the fold of the lower eyelid 3 to 4 times daily. This medicine may be inserted
more frequently (up to 6 times daily) in more severe cases.

Prevention of neonatal conjunctivitis

A strip of the eye ointment (length of 0.5 — 1 cm) is inserted into the conjunctival folds of
the lower eyelids of both eyes of the newborn baby within 1 hour after delivery. Your
doctor should make sure to open a new tube for each newborn baby.

If you use more Jordacycline than you should
Rinse excessive dose with tepid water if you apply more ointment than you should.

If you forget to use Jordacycline
Apply the missed dose as soon as you remember. If it is already close to the next dose, just
skip the missed dose and continue with your usual routine. Do not double the dose.

If you stop use Jordacycline
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Stopping this medicine may delay or stop your eye problem recovery. Do not stop your
medication without consulting your doctor.

If you have any further questions regarding use of this medicine, consult your
physician or pharmacist.
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4. Possible Side Effects

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

Talk to your doctor if you experience any of the signs that are not listed or any signs or symptoms that

are concerning you. Tell your doctor or get medical help if you have any of the following signs or

symptoms:

¢ Signs of an allergic reaction, like rash; hives; itching; red, swollen, blistered, or peeling skin with
or without fever; wheezing; tightness in the chest or throat; trouble breathing, swallowing, or
talking; unusual hoarseness; or swelling of the mouth, face, lips, tongue, or throat.

¢ ltching, soreness, discomfort around your eyes or blurred vision that is causing you a problem.

Other side effects

Eye stinging or burning

Blurred vision

Swelling of the eyelid

Itching in the eye or eyelid

Lacrimation (excessive tear discharge)

Reddening of the conjunctiva

Eye pain

Photodermatitis (increased sensitivity to UV rays and sunlight)

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
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L J 5. How to store Jordacycline

Keep the medicine away of the reach of children.

Store at a temperature between 15-30°C, protect from freezing.

Keep away from light.

Do not use the ointment 30 days after first opening.

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 Jordacycline contains
The active substance:



https://www.pharmacy.moh.ps/index/Form/Language/ar
https://www.beitjalapharma.com/
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Oxytetracycline (HCI) 0.5%

What Jordacycline looks like and contents of the pack
Jordacycline Eye Ointment is a light yellow, homogenous, consistent ointment. It is available in
an aluminum tube of 4 g ointment.

Marketing authorization holder:

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

Manufactured by:

B
Eeit Jala Pharmaceutical Co.

81, Al-Madaress Str.

P.0.Box 58

Beit Jala - Palestine

http: //www.beitjalapharma.com

This leaflet was last revised in April 2023, version number 1403045-4
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