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DESCRIPTION:
CIBANAC 0 i ion) is sterile, topical, atory (NSAID) prodrug

for ophthalmic use.

COMPOSITION:
Each ml contains:
Nepafenac..
(Innovator’s specification)

1mg

CLINICAL PHARMACOLOGY:

1) Pharmacodynamics:

After topical ocular dosing, Nepafenac penetrates the cornea and is converted by ocular tissue hydrolase to amefenac, a
non-steriodal anti-inflammatory drug. Amefenac is thought to inhibit the action of Prostaglandin in H synthase
(cycloxygenase), an enzyme required for prostaglandin production.

Pharmacokinetics:

Low but quantifiable plasma concentration of Nepafenc and amefenac were observed in the majority of subjects 2 and 3
hours post dose, respectively, following bilateral topical ocular three-times daily dose of Nepafenac Ophthalmic
suspension.
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NON CLINICAL TOXICOLOGY

Carcinogenesis

Nepafenac has not been evaluated in long-term carcinogenicity studies. Increased chromosomal aberrations were
observed in Chinese hamster ovary cells exposed in vitro to Nepafenac suspension.

Mutagenesis

Nepafenac was not mutagenic in the Ames assay or in the mouse lymphoma forward mutation assay. Oral doses up to
5,000mg/kg did not result in an increase in the formation of micronucleated polychromatic erythrocytes in vivo in the
mouse micronucleus assay in the mice bone marrow.

Impairment of fertility

Nepafenac did not impair fertility when administered orally to male rats at 3mg/kg (approximately 90 and 380 times the
plasma exposure to the parent drug, nepafenac, and the active ite, amefenac, ively at the

human topical ophthalmic use).
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INDICATION AND USAGE:
CIBANAC Ophthalmic suspension is indicated for the treatment of pain and inflammation associated with cataract surgery.

DOSAGE AND ADMINISTRATION:
One drop of CIBANAC should be applied to the affected eye (s) three-times daily starting 1 day prior to cataract surgery,
continued on the day of surgery and through the first 2 weeks of post-operative period.

CONTRA-INDICATIONS:
CIBANAC is contra-indicated in patients with previously demonstrated itivity to any of the ingredients in the formula
or to other NSAIDs.

WARNING AND PRECAUTIONS:

a) Increased bleeding time
There have been reports that ocularly applied NSAIDs may cause increased bleeding of ocular tissues in conjunction with
ocular surgery. There exists potential for increased bleeding time due to interference with thrombocyte aggregation.

b)

Delayed healing
Topical NSAIDs including CIBANAC may slow or delay healing. Concomitant use of topical NSAIDs and topical steroids may
increase the potential for healing problems.

c) Corneal effects
Use of topical NSAIDs may result in keratitis. In some susceptible patients, continued use of topical NSAIDs may result in

epithelial breakdown, corneal thinning, corneal crosion, corneal ulceration or corneal perforation.

d

Contact lense wear
CIBANAC should not be administered while using contact lense.

USE IN SPECIFIC POPULATION:
1. Pregnancy (Pregnancy category C)
ion studies performed with in rabbits and rats at oral doses up to 10mg/kg/day have revealed no

evidence of teratogenicity due to nepafenac, despite the induction of maternal toxicity, Nepafenac has been shown to
cross the placental barrier in rats. There are no adequate and well-controlled studies in pregnant women Because animal
reproduction studies are not always predictive of human response, CIBANAC should be used during pregnancy only if the
potential benefit justifies the potential risk to the fetus. The use of CIBANAC during late pregnancy should be avoided.

2. Nursing mother:
Caution should be exercised when CIBANAC Ophthalmic suspension is administered to a nursing mother because it is
excreted in the milk of lactating rats.

3. Pediatric use:
The safety and effectiveness of CIBANAC in pediatric patient below the age of 10 years have not been established.

4. Geriatric use:-
No overall difference in safety and effectiveness has been observed between elderly and younger patients.

ADVERSE REACTIONS:

The most frequently reported ocular adverse reactions following cataract surgery were capsular opacity, decreased visual
acuity, foreign body sensation, increased intraocular pressure and sticky sensation. These events occured in approximately 5
to 10% of patients. Other ocular adverse reactions occuring at an incidence of approximately 1 to 5% included conjunctival
edema, corneal edema, dry eye, lid margin crusting, ocular discomfort, ocular hyperemia, ocular pain, ocular pruritus,
photophobia, tearing and vitreous detachment. Non-ocular adverse reactions include headache, hypertension, nausea and

vomiting. WSp
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5 ml sterile ophthalmic suspension in dropper bottle. -G il PLoss
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STORAGE AND PRECAUTIONS: L e Fuidorin
Shake well before use. M M

Store below 25°C. B Y

Protect from light, heat & moisture.
Keep all medicines out of the reach of children. Use only on medical advice.
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Use within one month after first opening the bottle. o
Do ot freeze. e G sl LS
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Manufactured By: Marketed by:
ISIS Pharmaceuticals & Chemical Works For CIBA Pharmaceutical (Pvt) Ltd. LUME
25/1-3, Sector 12-C, North Karachi, A-371, Nooriabad, S.I.TE EHARME

Industrial Area Karachi Karachi-Hyderabad, Super Highway.



