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REGULATORY MUST ANSWER QUESTIONS BELOW BEFORE
ARTWORK CAN BE FINALIZED:

DO PROPOSED CHANGES REQUIRE HEALTH AUTHORITY APPROVAL

PRIOR TO IMPLEMENTATION WITH COMMERCIAL PRODUCT?
YES NO

[] []

IF YES, PROVIDE TYPE OF FILING/VARIATION REQUIRED, STATUS
OF FILING AND OTHER DETAILS IN THE COMMENT BOX BELOW.

COMMENTS:

BAUSCH+LOMB
Lotemax™
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Lotemax”

0.5% Eye Gel
Loteprednol Etabonate

Read all of this leaflet carefully before you start
using this medicine because it contains important
information for you.

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

< Ifyou have any further questions, ask your doctor or
pharmacist.

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

« If'you get any side effects, talk to your doctor or
pharmacist. This includes any possible side effects not
listed in this leaflet. See section 4.

‘What is in this leaflet

What Lotemax is and what it is used for

What you need to know before you use Lotemax
How to use Lotemax

Possible side effects

How to store Lotemax

Contents of the pack and other information

AN

. What Lotemax is and what it is used for
Lotemax is a sterile preserved ophthalmic gel.

Loteprednol etabonate the active ingredient in Lotemax

is one of a group of medicines called corticosteroids. It
acts by reducing inflammation and eases the symptoms.
Because it is used in low doses directly where it is needed,
its action is only at this place.

Lotemax is used for the treatment of inflammation and
pain of the eye following ocular surgery.

2. What you need to know before you use
Lotemax

Do not use Lotemax;

« if you are allergic to the active substance
(loteprednol etabonate) or any of the other ingredients
of this medicine (listed in section 6).

« if you have been allergic to any other corticosteroid.

« if you have eye diseases caused by viruses such as
herpes simplex, vaccinia, and varicella.

< if you have eye diseases caused by mycobacterium
and fungi.

Warnings and precautions:
Not for Injection into the eye.
Tell your doctor if you already have glaucoma.

Tell your doctor if pain develops, or if redness, itching, or
inflammation gets worse.

See your doctor if your symptoms do not get better within
2 days. He/she may want to re-evaluate your condition.

You should not use Lotemax longer than 10 days without
having the pressure in your eye checked by your doctor.

Long-term use of Lotemax or other eye products that
contain steroids, may result in glaucoma or raised pressure
in the eye, which can cause damage to the optic nerve,
problems with vision, and formation of cataracts.

Long-term use of Lotemax or other eye products that
contain steroids, may lower your ability to fight viral,
bacterial, or fungal infections and may increase your
chance of getting an eye infection including herpes
simplex. In acute purulent conditions of the eye, steroids
may mask infection or enhance existing infection.

Using steroid eye gel like Lotemax may make viral
diseases of the eye worse and last longer.

Contact lens usage
You should not wear contact lenses when using Lotemax.

Other medicines and Lotemax:

Tell your doctor or pharmacist if you are taking or have
recently taken any other medicines, including medicines
obtained without a prescription.

* The systemic absorption of loteprednol etabonate and
its major metabolite (PJ-91) have been evaluated in
healthy volunteers following the application into the
eye and found to be below the limit of quantitation.

 Since loteprednol etabonate is not detected in plasma
following the topical administration of LOTEMAX,
it is not expected to affect the pharmacokinetics of
systemically administered medicinal products.

* Systemically administered medicinal products with
anticholinergic activity may adversely affect the low
potential of loteprednol etabonate eye gel to increase
the intraocular pressure.

 If loteprednol etabonate concomitantly used with
ocular hypotensive therapy , this may increase
intraocular pressure and decrease the apparent ocular
hypotensive effect of these medicinal products.

« Concurrent administration of cycloplegics may
increase the risk of raised intraocular pressure.

* No in vitro studies have been conducted to assess the
potential for pharmacokinetic drug interactions.

Pregnancy and breast-feeding

If you are pregnant or breast-feeding, think you may be
pregnant or are planning to have a baby, ask your doctor
or pharmacist for advice before taking this medicine.

There are no adequate and well-controlled studies with
loteprednol etabonate in pregnant women, therefore
Lotemax should not be used in pregnancy unless clearly
necessary. The background risk of major birth defects
and miscarriage for the indicated population is unknown.
However, the background risk in the U.S. general popula-
tion of major birth defects is 2 to 4%, and of miscarriage
is 15 to 20%, of clinically recognized pregnancies.

There are no data on the presence of loteprednol etabonate
in human milk, the effects on the breastfed infant, or the
effects on milk production.

Caution should be exercised when Lotemax administered
to a nursing woman.

Driving and using machines
Eye drops/Gel/Ointment can cause your vision to be

blurred. Do not drive or use machines until your vision
is clear.

No studies have been performed on the ability to drive
and use machines after instillation.

Lotemax contains benzalkonium chloride: The
preservative Benzalkonium chloride may cause eye
irritation.

3. How to use Lotemax
Always use this medicine exactly as your doctor or

pharmacist has told you. Check with your doctor or
pharmacist if you are not sure.

Apply one to two drops into the conjunctival sac of the
affected eye four times daily beginning the day after
surgery and continuing throughout the first 2 weeks of the
post-operative period.

Package leaflet: Information for the user

Paediatric population

The safety and effectiveness of Lotemax have been
established in the pediatric population.

Use of Lotemax in this population is supported by
evidence from adequate and well-controlled trials of
Lotemax in adults with additional data from a safety and
efficacy trial in pediatric patients from birth to 11 years
of age.

Method of administration

« For administration into Eye. Not for Injection into
the eye.

« Invert closed bottle and shake once to fill tip before
instilling drops.

« If another topical ophthalmic medicinal product is
being used, the medicines should be administered at
least ten minutes apart. Eye ointments or gels should
be administered last.

« Do not allow the tip of the dropper to touch any
surface because this may contaminate the medicine.

* The bottle should be closed immediately after use.

* Your doctor will tell you how long your treatment with
Lotemax will last.

« Do not stop treatment without talking with your doctor.

If you use more Lotemax than you should
Tell your doctor or a pharmacist.

If you forget to use Lotemax
Do not take a double dose to make up for a forgotten dose.
Wait until the next dose and then continue as before.

If you stop using Lotemax

Always use this medicine exactly as your doctor has told
you. Do not stop using Lotemax without speaking to your
doctor first.

If you have any further questions on the use of this
medicine, ask your doctor or pharmacist.

4. Possible side effects

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

Adverse reactions associated with ophthalmic steroids
include elevated intraocular pressure, which may be
associated with infrequent optic nerve damage, visual
acuity and field defects, posterior subcapsular cataract
formation, delayed wound healing and secondary ocular
infection from pathogens including herpes simplex, and
perforation of the globe where there is thinning of the
cornea or sclera.

The most common adverse drug reactions (2-5%)

were anterior chamber inflammation, eye pain, and
foreign body sensation. The initial prescription and
renewal of the medication order should be made by a
physician only after examination of the patient with the
aid of magnification such as slit lamp biomicroscopy and,
where appropriate, fluorescein staining.

Reporting of side effects

Healthcare professionals are asked to report any suspected
adverse reactions

« Saudi Arabia:

The National Pharmacovigilance and Drug Safety

Centre (NPC)

»  Fax: +966-11-205-7662

« Call NPC at +966-11-2038222, Exts:
2317-2356-2353-2354-2334-2340.

 Toll free phone: 8002490000

¢ E-mail: npc.drug@sfda.gov.sa

* Reporting hotline: 19999

*  Website: www.sfda.gov.sa/npc

¢ In United Arab Emirates
Tel: 80011111
Email : pv@mohap.gov.ae
P.0.box: 1853 Dubai
* Other GCC States: Please contact the relevant
competent authority.

5. How to store Lotemax

Do not store above 25°C.
Store in upright position.
Do not use after 28 days from opening date.

DO NOT USE IF PROTECTIVE SEAL IS BROKEN
6. Contents of the pack and other information

What Lotemax contains

« The active ingredient is Loteprednol Etabonate. (0.5%)
5 mg/g

* The other ingredients are:

Edetate Disodium Dihydrate

Glycerin

Propylene Glycol

Boric Acid

Polycarbophil

Sodium Chloride

Tyloxapol

Sodium Hydroxide to adjust to a pH of between

6and 7

*  Benzalkonium Chloride (0.003%)

»  Water for injection

What Lotemax looks like and contents of the pack

Lotemax 0.5% ophthalmic gel is available in the

following packaging configurations:

¢ 5mg/gina 10 ml white low density polyethylene
(LDPE) bottle with a white LLDPE controlled drop
tip, and a pink polypropylene cap

Marketing Authorisation Holder and Manufacturer

Bausch & Lomb Incorporated

Tampa, Florida 33637

USA

This leaflet was last revised in: September 2020

THIS IS AMEDICAMENT

Medicament is a product, which affects your health

and its consumption contrary to instructions is dan-

gerous for you. Follow strictly the doctor s prescrip-

tion, the method of use and the instructions of the

pharmacist who sold the medicament.

e The doctor and the pharmacist are the experts in
medicines, their benefits and risks.

* Do not by yourself interrupt the period of
treatment prescribed.

* Do not repeat the same prescription without
consulting your doctor.

*  Keep all medicaments out of reach of children.

Council of Arab Health Ministers, Union of Arab
Pharmacists.

Lotemax is a trademark of Bausch & Lomb Incorporated or
its affiliates.
© 2021 Bausch & Lomb Incorporated or its affiliates

9732300 (Flat) 9732400 (Fold)






