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For the use of a Registered Medical Practitioner or a Hospital
ora Laboratory

MOXIFLOXACIN 0.5% w/v OPHTHALMIC
SOLUTION USP

MOVELOX

Moxifloxacin 0.5% w/v Ophthalmic Solution USP
MOVELOX

COMPOSITION
EachmL confains:
Moxifloxacin Hydrochloride USP...... 5.45mg
equivalentto Moxifloxacin. Smg
Sterile aqueous Vehicle:

q.s.

Dosage Form

Ophthalmic Solution

Product Description - A yellow coloured, clear solution, free
from visible particles of foreign matter

respectively when dosed 3 fimes a day bilateraly. The plasma
half life of Moxifloxacin estimated to be 13 hrs

Indication

MOVELOX is indicated for the freatment of patlznts 1 year of
age and older with bacterial conjunciivifis caused

susceptible strains of the following organisms

Gram-positive bacteria:

Corynebacterium species®

Microbacterium species Micrococcus luteus* [ including
erythromycin, gemam.cm tetracycline, and/or trimethoprim
resistant strains] <!

[including methicillin,
gentamicin, ofloxacin, tetracycline and/or trimethoprim
resistant strains|

Staphylococcus epidermidis llndudlng methicillin,
erythromycin, gentamicin, ofloxacin, tetracycline and/or
irimethoprim resistant sirains]

Staphylococcus haemolyticus [including methicillin,
erythromycin, gentamicin, ofloxacin, tetracycline and/or
trimethoprim resistant sirains|

Staphylococcus hominis [including methicillin, erythromycin,
gentamicin, ofloxacin, tetracycline and/or trimethoprim
resistant strains]

PHARMACOLOGY:
Pharmacodynamics
p: O] fi-infe 3
other anti-infectives.
Code: SO1AE07
Maode of Action:
a fourth tic inhibits the

DNA gyrase and topoisomerase IV required for bacterial DNA
replication, repair, and recombination.
R

arneri (including resistant
strains]
Streptococcus mitis* including penicillin, ervthromycin,
tetracycline and/or trimethoprim resistant strains]
Streptococeus pneumoniae [including penicilln, erythromycin,
gentamicin, teracycline and/or trimethoprim resistant strains]
Streptococeus viridans [including penicillin, erythromycin,
tetracycline and/or mmethopnm resistant strains]

bacteri

nerally
oceurs by chromosomal mutations in genes encoding DNA
gyrase and fopoisomerse l\/ In Gramnegative _bacteio,

i ue mar (multiple
anibiotic resistance) and |hz aqur (qulnolone resistance) gene
systems. Resistance is also associated with expression of bacteria
efflux proteins and inactivating enzymes. Cross-resistance with
beta-lactams, macrolides and aminoglycosides is not expected
duetodifferences in mode of action.

st
There are no pharmacological data correlated with clinical
outcome for moxifloxacin administered as a topical agent. As a
result, the European Committee on Anfimicrobial Susceptiblty
Testing (EUCAST) sugag 1l cut-off

Acinetobacter species Haemcrphﬂus “alconae” [including
ampicillin resistant strains]

Haemophilus influenzae [including ampicillin resistant strains]
Klebsiella pneumoniae

Moraxella catarrhalis®

Pseudomonas aeruginosa®

Other microorganisms:

Chlamydia trachom:
* Efficacy for this organism was studied in fewer than 10
infections.

Preoperative and postoperative sterilization (when prophylactic
antibioic treatment is require

values (ECOFF mg/l) derived from MIC distribution curves to
indicate susceptibility to topical moxifloxacin:

Corynebacterium ND
Staphylococcusaureus 025mg/
Staphylococcus, coag-neg. 025mg/l
Streptococcus pneumoniae 05mgl
Streptococeus pyogenes 05mgl
Streptococeus, viridansgroup 05mgl
Enterobacter spp. 025mg/
Haemophilus influenzae 0.125ma/l
Klebsielle spp. 025mgl
Moraxella catarrhalis 025mgl
Morganellamorganii 025mg/
Neisseriagonorthoeae 0.032mg/
Pseudomonas aeruginosa 4mgl
Serratiamarcescens 1mgl

co
Moxifloxacin uphlhalmlc solution is contraindicated in patients
with a history of hypersensitivity to moxifloxacin, to other
uinolones, or toany of is medicai

WARNINGS AND PRECAUTIONS
NOTFORINJECTION.
In patients receiving synem.cauy administered quinolones,
serious and fatal
reactions have been reported, some following the first dose.
Some reactions were accompanied by cardiovascular collapse,
loss of consciousness, angioedema (including laryngeal,
pharyngeal o facial oedema), airway obstruction, dyspnoea,
urticaria, and itching,
I an allergic reaction to MOVELOX oceurs, discontinue use of
the medicinal product. Serious acute hypersensitivty reactions
to moxifloxacin or any other product ingredient may require
immediate emergency treatment. Oxygen and airwiay

ould be administered where clinically indicated.

The prevalence of acquired resistance may vary
and with time for selected species and local information on
resistance s desirable, particularly when treating severe

As with okhcr anti-infectives, prolonged use may result in
overgrowth of non-susceplible organisms, including fungi. If

occurs, discontinue use and institute alternative

infections.

local prevalence of resistance is such that the uilty of

therapy.
Tendon i ion and rupture may occur with systemic

CCOMMONLY SUSCEPTIBLESPECIES
Aerobic Gram-positive micro-organisms:
Corynebacterium speciesincluding
Corynebacterium diphtheriae

Staphylococcus aureus (methicillin susceptible)
Streptococcus pneumoniae

Streptococcus pyogenes
Streptococeusviridans Group

Aerobic Gram-negative micro-organisms:
Enterobacter cloacac

Haemophilus influenzae

Klebsiella oxytoca

Moraxella catarrhalis

Serratia marcescens

Anaerobic micro-organisms:
Proprionibacterium acnes

Other micro-organisms:

Chlamydia trachomaus

SPECIES FOR WHICH ACQUIRED RESISTANCE MAY

BE A PROBLEM

Aerobic Gram-positive micro-organisms:

Staphylococcus aureus (methicilln resistant)
taphylococcus, coagulase-negative species (methicillin

resistant)

Aerobic Gram-negative micro-organisms:

Neisseria gonorthoeae

Other micro-organisms:

None

INHERENTLY RESISTANT ORGANISMS

Aerobic Gram-negative micro-organisms:

Pseudomonas aeruginosa

Other micro-organisms:

None

Pharmacokinetics
The mean steady state Cmax and AUC of topical ocular
Moxifloxacin is reported to be 2.7ng/mal and 45ng.hr/ml

fluoroquinolone therapy including moxifloxacin, particularly in
older patients and those m:au:d concurmntly with

MOVELOX pLasma concentrations of moxifloxacin are much
lower than after therapeutic oral doses of moxifloxa
however, caution should be exercised and Arealmem wllh
MOVELOX should be discontinued at the first sign of tendon
inflammation.
Data are very limited to establish efficacy and safety of
MOVELOX in the treatment of conjunctivitis in neonates.
Therefore use of this medicinal product to treat conjunctivitis in
neonates is not recommended.
MOVELOX should not be used for the prophylaxis or empiric
treatment of gonococcal conjunctivitis, including gonococcal
ophthalmia neonatorum, because of the prevalence of

i Neisseria Patients with
eye infecti ed by Nei hould receive
appropriate systemic treatment.
The medicinal product is not recommended for the treatment
of Chlamydia trachomatis in patients less than 2 vears of age
as it has not been evaluated in such patients. Patients older
than 2 years of age with eye infections caused by Chlamydia
trachomitis should receive appropriate systemic treatment.
Neonates with ophthalmia neonatorum should recei\/e
appropriate treatment for their condition, e.g. systemi
treatment in cases oaused by Chlamydia rachomits o
Neisseria gonorthoe:
Patonts should b acufsed no o ear contact lenses they
have signs and symptoms of a bacterial ocular infection.

f myasthenia qravis: hav
neuromuscular blocking activity and may exacerbate e
weakness in person with myasthenia gravis. Post marketing
serious adverse events, including deaths and requirement for
ventilator support have been associated with flouroguinolones
use in persons with myasthenia gravis. Avoid flouroquinolones
in patients with known history of myasthenia gravis.
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PATIENT INFORMATION
” .

the eye, fingers or
reactions, even foll gle dose. Disconti i contact

Recommended Dose:

Instil one drop in the affected eye 3 times a day for 7 days. For preoperative and postoperative sterilization: Usually, instil one drop in
the affected eye(s) 5 times per day before operation, and 3 times per day after operation.

Route of Administration - Ophthalmic

Overdose and Treatment

No case of overdose has been reported. A topical overdosage may be flushed from the eye(s) with warm tap water.

Drug Interactions
Dn i ELOX solu
In vitro studies indicate that moxifloxacin does not inhibit CYP3A4, CYP2D6, CYP2C9, CYP2C19, or CYPIA indicating that

MOVELOX has no or negligible influence on the ability to drive and use machines, however, as with any eye drops, temporary
blurred vision or other visual disturbances may affect the ability to drive or use machines. If Fhssed vson oceies o mallation, he

Pregnancy:
There are no adequate data from the use of MOVELOX in pregnant women. However, no effects on pregnancy are anticipated since the
e nogligtble. The medi o used durt

Lactation
Itis unknown whether eted in human milk have shown excretion of low levels in breast
milkafier However, MOVELOX noeff
pe food
Adverse Reactions/Side Effects
System Organ Classification Frequency Adverse reactions
Blood and lymphatic system disorders Rare haemoglobin decreased
Immune system disorders Not known
Nervous system disorders Uncommon headache
are paresthesia
Not known diziness
Eye disorders Common eve pain, eye inifation
Uncommon punctate keratitis, dry eye, conjunctival haemorrhage,
Rare ocular hyperaemia, eye pruritus, eyelid oedema,
Not known ocular discomfort, corneal epithelium defect, comeal
viti, blepharitis, eve swelling,
conjunctival oedema, vision blurred, visual acuity
reduced aslhenopla, erythema of eyelid
endophthalmitis, ulcerative keratitis, comeal erosion,
comeal abraslon, intraocular pressure increased,
comeal opacity, comeal infitrates,corneal deposits, eve
allergy, keratitis, corneal oedema, photophobia, eyelid
oedema lactimation increased, eye discharge, foreign
body sensation in eyes
Cardiac disorders Not known palpitations
Respiratory, thoracic and mediastinal Rare nasal discomfort, pharyngolaryngeal pain, sensation of
disorders Not known foreign body (throat)
dyspnoea
Gastrointestional disorders Uncommon dysgeusia
Rare vomiting
Not known nausea
Hepatobiliary disorders Rare alanine aminolransferase increased, gamma-
glutamyliransferase increase
Skin and subcutaneous tissue disorders Not known erythema, rash, prusitus, urticaria

Description ofselected adverse eactions

Y. I i luding
laryngeal, facial oed X
Ruptures of the shoulder, hand, Achilles, or other tendons that required surgical repair or resuled in prolonged disability have been
reported in patients Studles and post experience with systemic quin e indicate thata
risk of these ruptu be increased in i D id in tendons under high stress,

including Achilles tendon.

Paediatric population
In clinicl trials, MOVELOX has shown 10 be safe in paediatric patients,inchuding neonates In patients under 18 years old the two most
9%

pain,
Based on data fmm chmcal Inals involving Daedlamc Dailcms, including neonates, the type and severity of adverse reactions in the

Juding d d ventilator support have

Exacerbation of myasthenia gravis: P ing serious ad:
o !

SHELF-LIFE
36months.
L

STORAGE CONDITION

Before opening : Store below 30°C. Protect from Light.
After opening : Store below 30°C.
PACKAGING INFORMATION
MOVELOX O i i ottle of 5 ith insert

Manufactured by:

INDOCO REMEDIES LTD.
1-32, 33, 34, Verna Industrial Area, Verna, Goa - 403 722, INDIA.
Regd. Office: 166, C.5.T. Road, Mumbai 400 098, INDIA

Name & address of Product Registration Holder:
Arms Pharma Sdn. Bhd. 22-1, Jalan PJU 5/20D,

The Strand, 47810 Kota Damansera, Selangor, Malaysi

Date of Revision - March 2018
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