Pred iCOt® Sterile Ophthalmic Emulsion
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Difluprednate 0.05%

Description: Difluprednate is an anti-inflammatory drug belongs to corticosteroid
group.

Mode of action: Difluprednate acts by the inhibition of phospholipase A2, thereby
inhibits the synthesis of prostaglandins. Thus reduces ocular inflammation and
pain.

Composition: Predicot® sterile ophthalmic emulsion: Each ml sterile
ophthalmic emulsion contains Difluprednate INN 0.5 mg.

Indications: ¢ Inflammation and pain associated with ocular surgery ¢ Uveitis

Dosage & administration: ¢ Inflammation and pain associated with ocular
surgery: 1 drop in the affected eye(s) 4 times daily, beginning 24 hours after
surgery and continuing throughout the first 2 weeks of the postoperative period,
followed by 2 times daily for 1 week. ® Uveitis: 1 drop in the affected eye(s) 4
times daily for 14 days or as directed by the physician.

Contraindications: Contraindicated in most active viral diseases of the cornea
and conjunctiva including epithelial herpes simplex keratitis (dendritic keratitis),
vaccinia, and varicella, and also in mycobacterial and fungal infection of the eye.

Side effects: Ocular adverse reactions occurring in 5-15% of subjects in clinical
studies included corneal edema, ciliary and conjunctival hyperemia, eye pain,
photophobia, posterior capsule opacification.

Use in pregnancy & lactation: Pregnancy Category C. It is not known whether
this drug is excreted in human milk or not following topical ocular administration.

Precautions: Prolonged use of corticosteroids may result in glaucoma with
damage to the optic nerve, defects in visual acuity and fields of vision. Steroids
should be used with caution in the presence of glaucoma.

Drug interactions: Specific drug interaction studies have not been conducted.
Over dosage: There is no adequate data regarding overdose of Difluprednate.

Storage: Keep out of reach of children. Store in a dry place, bellow 25° C
temperature and protected from light. Do not touch dropper tip since this may
contaminate the drops. Do not use after one month of first opening.

Packaging: Predicot® sterile ophthalmic emulsion: Each dropper bottle
contains 5 ml sterile ophthalmic emulsion.
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Manufactured by

Opsonin Pharma Limited
Rupatali, Barishal, Bangladesh
® Registered Trade Mark

Opsonin Pharma
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