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prednisolone acetate 0.12%
sterile ophthalmic suspension

DESCRIPTION
Each mL contains: prednisolone acetate 1.2 mg with: benzalkonium chloride 0.04 mg, polysorbate 80,
boric acid, sodium citrate, sodium metabisulfite, sodium chloride, edetate disodium, hydroxypropyl
methylcellulose and purified water.

ACTIONS
Prednisolone acetate is a glucocorticoid that, on the basis of weight, has 3 to 5 times the anti-inflammatory
potency of hydrocortisone. Glucocorticoids inhibit the edema, fibrin deposition, capillary dilatation and
phagocytic migration of the acute inflammatory response as well as capillary proliferation, deposition of
collagen and scar formation.
INDICATIONS
Mild to moderate non-infectious allergic and inflammatory disorders of the lid, conjunctiva, cornea and
sclera (including chemical and thermal burns).
CONTRAINDICATIONS
Acute untreated purulent ocular infections, acute superficial herpes simplex (dendritic keratitis), vaccinia,
varicella and most other viral diseases of the cornea and conjunctiva, ocular tuberculosis, and fungal
diseases of the eye, and sensitivity to any components of the formulation.
WARNINGS
. Inthose diseases causing thinning of the cornea, perforation has been reported with the use of topical
steroids. Various ocular diseases and long-term use of topical corticosteroids have been known to cause
corneal or scleral thinning. Use of topical corticosteroids in the presence of thin corneal or scleral tissue
may lead to perforation.

2. Since PRED MILD® contains no antimicrobial, if infection is present appropriate measures must be taken
to counteract the organisms involved.

3. Acute purulent infections of the eye may be masked or enhanced by the use of topical steroids. Prolonged
use may suppress the host immune response in ocular tissues and thus increase the possibility of
secondary ocular infections.

4. Use of steroid medication in the treatment of patients with a history of herpes simplex requires caution
and should be followed by frequent mandatory slit-lamp microscopy.

5. As fungal infections of the cornea have been reported coincidentally with long-term local steroid
applications, fungal invasion may be suspected in any persistent corneal ulceration where a steroid has
been used, or is in use.

6. Use of topical corticosteroids may cause increased intraocular pressure in certain individuals. This may
result in glaucoma with damage to the optic nerve with defects in the visual fields. It is advisable that
the intraocular pressure be checked frequently, particularly in patients with a history or presence of
glaucoma.

7. Use in Pregnancy - Safety of intensive or protracted use of topical steroids during pregnancy has not
been substantiated.

8. Nursing Mothers - It is not known whether topical administration could result in sufficient systemic
absorption to produce detectable quantities in breast milk. Caution should be exercised when PRED
MILD® is administered to a nursing woman taking into consideration the importance of the drug to the
mother.

9. Use in Children - Safety and effectiveness of corticosteroids in children below the age of two years has not
been established.

PRECAUTIONS
Posterior subcapsular cataract formation has been reported after heavy or protracted use of topical
ophthalmic corticosteroids.

ADVERSE REACTIONS
Increased intraocular pressure, with optic nerve damage, defects in the visual fields. Also posterior
subcapsular cataract formation, secondary ocular infections from fungi or viruses liberated from ocular
tissues, perforation of the globe when used in conditions where there is thinning of the cornea or sclera,
and delayed wound healing. Systemic side effects may occur with extensive use of steroids.
DOSAGE AND ADMINISTRATION

1 to 2 drops instilled into the conjunctival sac two to four times daily. During the initial 24 to 48 hours the
dosage may be safely increased to 2 drops every hour. Care should be taken not to discontinue therapy
prematurely.

HOW SUPPLIED
As a sterile suspension in 5 mL and 10 mL plastic dropper bottles.
Note: Store between 15° - 25°C; protect from freezing. Store upright. On prescription only. Keep out of the
reach of children. Shake well before use.
® marks owned by Allergan, Inc.
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0.12% Pred Mild Ophthalmic Suspension
(Prednisolone acetate)
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K& A& prednisolone acetate 1.2mgbA & benzalkonium chloride 0.04mg,
polysorbate 80, boric acid, sodium citrate, sodium citrate, sodium metabisulfite,

sodium chloride, edetate disodium, hydroxypropyl methylcellulose, purified water.
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