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Besivance@‘

BESIVANCE 0.6% ophthalmic suspension
besifloxacin hydrochloride

Package leaflet: Information for the user

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.

« If you 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

« Ifyou 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
1. What BESIVANCE is and what it is used for
2. What you need to know before you use
BESIVANCE
. How to use BESIVANCE
. Possible side effects
. How to store BESIVANCE

1. What BESIVANCE is and what it is used

BESIVANCE is an ophthalmic suspension
Off-white to slightly yellow, opaque liquid
Which contains 6.63 mg besifloxacin hydrochlo-
ride, equivalent to 6 mg besifloxacin.
BESIVANCE is indicated for the treatment of
bacterial conjunctivitis caused by the susceptive
strains of the bacteria listed below.

* Aerococcus viridans*

¢ CDC coryneform group G

Corynebacterium pseudodiphtheriticum*
Corynebacterium striatum*

Haemophilus influenzae

Moraxella catarrhalis*

3

4

5

6. Contents of the pack and other information
fo

r

Moraxella lacunata*
Pseudomonas aeruginosa™
Staphylococcus aureus
Staphylococcus epidermidis
Staphylococcus hominis*
Staphylococcus lugdunensis*
Staphylococcus warneri*
Streptococcus mitis group
Streptococcus oralis
Streptococcus pneumoniae
Streptococcus salivarius*

* For these organisms, efficacy was studied for
less than 10 infections.

2. What you need to know before you use BESIVANCE

Do not use BESIVANCE:

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

Warnings and precautions:

¢ Contains Benzalconium Chloride (0.01%) as

preservative.

Only intended for topical use.

DO NOT INJECT INSIDE THE EYE.
BESIVANCE is only intended for topical
ophthalmic use and shall not be injected
subconjunctivally, or directly applied on the
anterior chamber of the eye.

Reproduction of resistant microorganisms in

case of long-term use.

Same as all anti-infective drugs, long-term use

of BESIVANCE may also cause the excess

reproduction of non-susceptive organisms,
including fungi. In case of superinfection,
product use is terminated and an alternative
treatment shall be initiated. When clinically
acceptable, examinations shall be performed
with the help of slit lamb microscopes, biomi-
croscopy and when applicable, magnification
such as applying fluorescein dyes.

Avoid using contact lenses.

Patients shall not use contact lenses during

besifloxacin ophthalmic suspension treatment

or the period bacterial conjunctivitis symptoms
are experienced.

Avoid contamination.

Patients shall be warned that they shall wash

their hands thoroughly before administration

and that they shall avoid the contamination of
the applicator tip by contact with eyes, fingers
or other sources of contamination.

Anaphylaxis and hypersensitivity

Although BESIVANCE is not intended for

systemic administration, systematically

administered quinolons may be correlated with
hypersensitivity reactions even after a single
dose. Patients shall stop using the product
immediately after the first sign of rash or
allergic reactions and consult their doctors.

Other medicines and BESIVANCE

No specific interaction studies were performed
with BESIVANCE. If more than one topical
ophthalmic medicinal products are to be used,
at least a 15 minute window shall be present
between two applications

Pregnancy and Lactation
General recommendation
Pregnancy category: C

Women with childbearing potential/Birth
control (Contraception):

There is no information concerning the use
of BESIVANCE by women with childbearing
potential or any requirement for women using
BESIVANCE to use contraceptives.

Pregnancy period:
Studies performed on animals are insufficient
to show the effects on pregnancy and/or

embryonal/fetal development and/or birth and/
or development after birth. The potential risk on
humans is unknown.

Pregnancy Category C. Oral doses of besifloxacin
up to 1000 mg/kg/day were not associated

with visceral or skeletal malformations in rat
pups in a study of embryo-fetal development,
although this dose was associated with maternal
toxicity (reduced body weight gain and food
consumption) and maternal mortality.

Increase in post-implantation loss, decrease

in fetal body weight and decrease in fetal
ossification were observed. In pregnant rats or
rats that have given birth, at this dose, Cmax
was approximately 20 mcg/mL, this value was
45,000 times higher than the average plasma
concentration measured in humans. In this
embryo fetal development study, NOAEL (No
Observed Adverse Effect Level) Dose is 100 mg/
kg/day (Cmax: 5 meg/mL, 11,000 times higher
than the average plasma concentration measured
in humans).

For rats, in the prenatal and postnatal devel-
opment study, NOAEL for fetal and maternal
toxicity is 100 mg/kg/day. At a dose of 1000 mg/
kg/day, the rat pups were lighter in weight than
the control group and neonatal survival rates are
lower. Although pups that have survived and
reached maturity at this dose group have not
presented any behavioral deficiencies in terms of
activity, learning and memory, etc. and although
their reproductive capacity seems normal, there
were delays in their development signs and age of
sexual maturity.

As there are not sufficient controlled studies on
pregnant women, BESIVANCE shall only be
used in pregnancy after an analysis is performed
for the comparison of the expected benefits and
the potential risk to the fetus.

Lactation period:

Although besifloxacin was not observed in breast
milk, it may be assumed that it is eliminated
from the body via breast milk. Caution should

be exercised when prescribing lactating mothers
with BESIVANCE.

Fertility and embryonic development

In a fertility and early embryonic development
study in rats, besifloxacin did not impair the
fertility of male or female rats at oral doses of
up to 500 mg/kg/day. This is over 10,000 times
higher than the recommended total daily human
ophthalmic dose.

Driving and using machines

As with all eye drops, patients may experience
temporary blurred vision, redness, pain or itching
on the eye the medication is administrated. If

the patient experiences blurry vision during
administration, he/she shall wait for his/her vision
to get back to normal before driving or operating
machinery.

3. How to use BESIVANCE
Invert the closed bottle and shake once before use.

Instill one drop in the affected eye(s) 3 times a day,
four to twelve hours apart for 7 days

Pediatric population:
Efficacy and safety of besifloxacin was not
studied on infants younger than one year old.

For children, who are one-year-old or older, the
efficacy of the besifloxacin ophthalmic suspen-
sion on bacterial conjunctivitis was proven with
controlled clinical studies. (See Clinical Studies)

Although it is shown that some quinolons cause
arthropathy in immature animals, there is no
evidence supporting any effect of ophthalmic
administrations of quinolons on joints carrying
weight.

Geriatric population:

No difference was observed with regard to the
efficacy and safety of the medicine between
young and old individuals

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

If you forget to use BESIVANCE
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 BESIVANCE

Always use this medicine exactly as your doctor
has told you. Do not stop using BESIVANCE
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

As clinical studies are performed in environments
with different variables, the rate of undesirable
effects reported in one study may not directly

be compared to the rates in clinical studies
performed with the same or different medication.
The data provided below, reflect approximately
1000 patients between the ages of 1 to 98

with bacterial conjunctivitis symptoms, to

whom besifloxacin ophthalmic suspension is
administered.

The most commonly reported undesirable effect
is conjunctival redness and was observed in 2%
of the patients.

The frequencies are defined as follows: very
common (> 1/10); common (>1/100 to <1/10);
uncommon (>1/1,000 to < 1/100); rare (>1/10,000
< 1/1,000); very rare (<1/10,000) and unknown
(cannot be determined with the available data).

Possible side effects in a table form

Undesirable effects Incidence
Ocular adverse .
“reactions. Ob§erve§i in 2% pf the

e patients in the clinical

Conjunctival redness
J study
Blurred vision, eye
pain, eye irritation,
itching of the eye

Observed at a frequency
of 1-2% of the patients
in the clinical study

Non-ocular adverse
reactions:
Headache

Observed at a frequency
of 1-2%. of the patients
in the clinical study

The other undesirable effects on patients to whom
Besivance is administered are reported as blurred
vision, eye pain, eye irritation, itching of the eye
and headache, which are observed at a frequency
of 1-2%.

Nervous system diseases
Common: Headaches

Ophthalmic diseases
Common: Conjunctival redness blurred vision,
eye pain, eye irritation, itching of the eye.

Reporting of suspected adverse reactions
Reporting suspected adverse reactions after
authorization of the medicinal product is
important. It allows continued monitoring of the
benefit/risk balance of the medicinal product.
Healthcare professionals are asked to report any
suspected adverse reactions.

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 E-mail: npc.drug@sfda.gov.sa

» Website: www.sfda.gov.sa/npc

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

5. How to store BESIVANCE

Do not store above 25°C. Protect from light.
Do not use after 28 days from opening date.

DO NOT USE IF PROTECTIVE SEAL IS
BROKEN

6. Nature and content of the packaging

Besifloxacin ophthalmic suspension is provided in
a 7.5 mL, white, low density polyethylene (LDPE)
bottle with a controlled dropper and a tan colored,
polypropylene cap as 5 mL sterile ophthalmic
suspension.

Inactives: polycarbophil, mannitol, poloxamer 407,
sodium chloride, edetate disodium dihydrate, sodium
hydroxide and water for injection.

For tamper evidence, a tape is wrapped around the
cap and the bottleneck.

Marketing Authorization Holder and Manufacturer
Bausch & Lomb Incorporated

Tampa, Florida 33637 USA

Besivance is a trademark of Bausch & Lomb
Incorporated or its affiliates.

© Bausch & Lomb Incorporated
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THIS IS A MEDICAMENT

Medicament is a product, which affects your health and its consumption contrary to instructions
is dangerous for you. Follow strictly the doctor’s prescription, 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.

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

e Keep all medicaments out of reach of children.
Council of Arab Health Ministers, Union of Arab Pharmacists.
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