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prednisolone acetate 1%
sterile ophthalmic suspension

DESCRIPTION
Each mL contains: prednisolone acetate 10 mg with: benzalkonium chloride 0.06 mg, polysorbate
80, boric acid, sodium citrate, 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
For steroid responsive inflammation of the palpebral and bulbar conjunctiva, cornea and anterior
segment of the globe.

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

1. In those 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 FORTE® 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 FORTE® 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. Acute anterior uveitis may occur in susceptible individuals. The use of
steroids after cataract surgery may delay healing and increase the incidence of filtering blebs. If
signs of hypersensitivity or other serious reactions occur, discontinue use of this preparation.
Cross-sensitivity among corticosteroids has been demonstrated (see ADVERSE REACTIONS).

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. Corticosteroid-containing preparations can also cause acute
anterior uveitis or perforation of the globe. Mydriasis, loss of accommodation and ptosis have
occasionally been reported following local use of corticosteroids. Systemic side effects may occur
with extensive use of steroids. There have been rare occurrences of systemic hypercorticoidism
after use of topical 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.

= ALLERGAN
Manufactured by:

Allergan Pharmaceuticals Ireland,
Westport, Ireland

Part number: 72021UT10X
Drawing number: 0284301
V-code: 2232

Artwork is actual size

Drop template before processing
Page 1 of 2



o RAHYRARFRI%
| 1% PRED FORTE® Ophthalmic Suspension
HE I 5 % 018654%%

I
I
FARAG |
Prednisolone acetate 10 mg, benzalkonium chloride 0.06 mg, vA & |
| polysorbate 80, boric acid, sodium citrate, sodium chloride, edetate disodium
I
I
I

| hydroxypropyl methylcellulose and purified water.

| VER A .
Prednisolone acetate % glucocorticoid + iR T2 ik 3+ » LI KR %

| hydrocortisoneZ 3~54& e glucocorticoids™ 47 4] /K J& » 4k 4 & & AT
X S Y SV T ) AL VT T L

/g}uﬁﬁ%ﬂiﬁzﬁ’ﬁk |
&
lﬁ&ﬁ WK BERR  FHRABRKRBYNRIT AL IR

| -

|
BT ARG RO X - SRR S E S AR
AREE) » FB o KB R AHKYE - BRERLEZRE ST
T4 £ R o BHE -

ﬁff_ .
U o mom sl AR R BRI B A i
ARBEF I o
2. BARESTEWAR - B s R e/Adg ek
BEAHTAER
3. %%ﬁlﬁﬂ@Tﬁ? 558 R An F & AL b R e 2 IR R

4. uﬁ@%é%%%z AR O S A I S NN G B 3
WA MR E o

5. 'ﬁﬁiﬁﬁ%&m%%ﬁ@%%'m%ﬁ%ﬁ%%%k
AL B L AR AR 0 R e R EAEA
B BEL R MAREREAMERLE

6. ﬁ%kiéﬁm%%ﬁ@ﬁﬁ@&ﬁWRﬁmﬁéﬁﬁﬁ

AR AR lﬂﬁtﬁjﬁ%‘#ﬁ’é‘ﬁf’cﬁﬂ@o

Zd f S0 338 An ) B0 4G G2 A B AR R BEE o

RIS E R %%&Hﬁgb#ﬁiz%é%@ﬂﬁ'

|
|
|
|
|
|
|
|
|
|
|
|
ARSUIE R TR0 E - B4 AT o FRBAS |
|
|
|
|
|
|
|
|
|
|
|

© N

A A EAA RS HIZ LT 2L g o
9. JAANNIZ L AR B B R T SLE S A A AL
KBk o

E e
Wﬁiq ERMBGTER HRRA KT HEAES  FEAKET
BNE . ERTAENABLERAEESBENEYET - ANEFHEER
ﬁ@ﬁ%ﬁvTﬁ@k&%UﬁA#wm&Aﬁmﬂ%%io%ﬁ
WA BAE R IR T R BN PR R HEREY - HER
B 2 4G 5 S SRR BT AT T 2 (3 A @R BR) o
F1ER ¢
R BRIE A AV MR A ETANE  REKE -
A MR AR c L ARRERE N LR EE S 5
R CF IL o AR R A 4A B B R LT AR 5] AR S bR AT B H) BB K SRR AR
FIL o BHLA M - A AEAGEA  ARBRTEGRE o &
FABBETREGELE S WAMER o F LA AR 48 B B4 &
ARG MR A B B ST A SR 4 o

|M%mz KEAGERRFER o okl ~ 28 HR2~ 4%k B
505 24 ~ A8 B BT 2 2 m B A iR G m@@az|
| T i 45 3 o |

| &% @ 5mL, 10 mL# } 5 #% o

|
a7 X ERTHA  RELR  BANERTAZE B TJ
| AR — — —

&

I

| % ¥ f% 4 Allergan Pharmaceuticals Ireland |
‘ Castlebar Road, Westport, County Mayo, Ireland. —_—
VBT EBME A RA TN 593 |
%ﬁ:Akﬁ%ﬁ@%#&mH@& e

| &3 1 (02)2366-9888 72021UT10X |

INSERT STANDARDIZED,
4" X 10
0284301

Part number: 72021UT10X
Drawing number: 0284301
V-code: 2232

Artwork is actual size

Drop template before processing
Page 2 of 2



