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Proparacaine Hydrochloride Ophthalmic Solution USP, 0.5%
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DESCRIPTION

Proparacaine Hydrochloride Ophthalmic Solution USP, 0.5% is a local anesthetic for ophthalmic instil-
fation. Each mL of stenle. aqueous solution contains: Active: Proparacaine Hydrochloride 5 mg (0.5%}
Preservative: Benzalkonum Chioride 0.1 mg (0.01%). Inactives: Glycerin as a stabiizer. Hydrochtonc
Acid and/or Sodium Hydroxide (to adjust pH to 3.5-6.0), Water for Injection USP.

Proparacaine hydrochlonde is designed chemically as 2-(Diethytamino)ethyt 3-amino-4-propoxybenzoate
monohydrochloride. The active ingredient is represented by the structural formula:

CH;CH,CH;0 COOCH:CH,N(C,Hs5), * HCI
NH,
C1gH2gN2C3 « HC MW=330 86 &
CLINICAL PHARMACOLOGY »
Proparacaine Hydrochlonde Ophthalmic Solution is a rapid acting focal anesthetic suitable for ophthalmic

use. With a single drop. the onset of anesthesia begins within 30 seconds and persists for 15 minutes
of longer.
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The main site of anesthetic action is the nerve cell membrane where proparacaine interferes with the
large transient increase in the membrane permeability to sodium 1ons that )s normally produced by a
slight depolarization of the membrane. As the anesthetic action progressively deveiops in a nerve. the
threshold for electrical stimulation gradually increases and the safety factor for conduction decreases.
when this action is sufficiently well developed. block of conduction is produced.

The exact mechanism whereby proparacaine and other local anesthetics influence the permeabiiity of
the cell membrane 1s unknown: however. several studies indicate that local anesthetics may limit sodi-
um ion permeability by closing the pores through which the 1ons migrate in the lipid jayer of the nerve
cell membrane. This limitation prevents the fundamental change necessary for the generation of the action
potential.

INDICATIONS AND USAGE

Proparacaine Hydrochioride Ophthalmic Solution is indicated for topical anesthesia in ophthaimic prac-
tice. Representative ophthalmic procedures in which the preparation provides good iocal anesthesia include
measurement of ntraocular pressure (tonometry), removal of foreign bodies and sutures from the
cornea. conjunctival scraping in diagnosis and gonioscopic examination. it1$ also indicated for use as
a topical anesthetic prior to surgical operathons such as cataract extraction.

CONTRAINDICATIONS
This preparation is contraindicated in patients with known hypersensitivity to any component of the
solution

WARNINGS

NOT FOR INJECTION. FOR TOPICAL OPHTHALMIC USE ONLY.

Prolanged use ot a topical ocutar anesthetic may produce permanent corneal opacification with accom-
panying loss of wision.

PRECAUTIONS

Generat

Proparacaine should be used cautiously and sparingly in patients with known allergies. cardiac disease.
or hyperthyroidism. The long-term toxicity of proparacaine is unknown; prolonged use may possibly delay
wound healing. Although exceedingly rare with ophthalmic application of local anesthetics. it shouid be
bome in mind that systemic toxicity imanifested by central nervous system stimuilation followed by depres-
SI0N} may occur

Protection-of the eye from rntating chemicals, foreign bodies and rubbing during the period of anesthesia
15 very important. Tonometers scaked in sterilizing or detergent solutions should be thoroughly nnsed
with sterile distlied water prior '0 use. Patients should be advised to avoid touching the eye until the
anasthesia has worn off. Do not touch dropper tip to any surtace as this may contaminate the sclution.
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Carcinogenesis, Mutagenesis. Impairment of Fertility
LIng-term stues in animais have rot been performed to evaluate carcinggenic potertial mutagen.c-
ty. or possible impairmeni of fertility in maies or fernales
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< Pregnancy: Teratogenic Effects
. - Categary C
< Animal reproduction studies have not been conducted with Proparacaine Hydrochionde Jprhthalmic
Solution It is also not known whether proparacaine hydrochlonde can cause ‘etal harm wnen admin-
istered 1o a pregnant woman or can affect reproduction capacity. Proparacaine hyar.chiorde should
- be administered to a pregnant woman only if clearly needed

Nursing Mothers

it 1s not known whether this drug is excreted in human miik. Because many drugs are 2xcreted in numan
mifk, caution should be exercised when proparacaine hydrochloride s administered 0 a ~ursng
woman

Pediatric Use

Controlled chinical studies have not been performed with Proparacaine Hydrochionde Oghnthaimg
Solution to establish safety and offectiveress in pediatnc patients however. the iiterature cites 'me Lse
of proparacaine hydrachionde as a topical ophthalmic anesthetic agent in pediatric paterts

ADVERSE REACTIONS

Pupillary dilatation or cycloplegic effects have rarely been observed with praparacaine nyaracnionde
The drug appears to be safe for use in patients sensitive to other local anesthetcs. but local or sys-
temic sensitivity occasionally occurs. Instilation of proparacame in the eye at reccmmended cange”
tration and dosage usually produces little or no smtial irritation. stinging. ourning. conjunctival redress
lacrimation or increased wnking. However some local irritation and stinging may Jccur sever i fours
after the nstiitation

Rarely. a severe, immediate-type. apparently hyperailergic corneal reaction may cccur wrich o~
acute. .ntense and diffuse epithenal keratitis: a gray. greund-jlass appearance sloughing of "arg=
areas of necrotic epithelium: corneal ifaments and. sometimes. irtis with descemetis

Allergic contact dermatitis with drying and fissuring of the fingerips has been regared

) Sottening and erosion cf the comeal epithelium and conjunctival congestion and nemarrhage nasve teen
reported

DOSAGE AND ADMINISTRATION
Deep anesthesia 3s .n cataract extraction:
instill 1 drop every 5 to 10 minutes for S to 7 doses
Removar of sutures
: Instil 1 or 2 drops 2 ar 3 rrinutes betore removal of sbitches
Rerroval of toregn bodies
instill 1 or 2 drops pricr to operating
Tonometry
instil 1 or 2 Jrops immediately before measurement

HOW SUPPLIED
Proparacaine Hydrochlonde QOphthaimic Solution USP. 0.5%: is supplied s a sterie ' .Lonin 13 =0
plastic dropper bottles — NDC 17478-263-12

STORAGE: Refrigerate at 2 to 8 C (36°-46 F). Keep bottle tightly closed. Store ncatzn urbl empry
10 protect from hight. if solution shows more than a faint yellow color, it snould not be used

-—————«1 WARNING — KEEP THIS AND ALL DRUGS OUT OF THE REACH OF CHILDREN.
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FOR TOPICAL
OPHTHALMIC USE
ONLY. NOT FOR
INJECTION.

Usual Dosage:

1 or 2 drope.
See package insert.

WARNING-KEEP THIS
AND ALL DRUGS OUT
OF THE REACH OF
CHILDREN

Storage: Refrigerate at
2° to 8°C (36° to 46°F).
Keep bottle tightly
closed. Store in carton
until empty to protect
from light. if solution
shows more than a faint
yellow color, it should
not be used.

DO NOT USE IF
IMPRINTED SEAL IS

BROKEN OR MISSING.
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Each mL contains:
Active:

Proparacaine
Hydrochloride 5 mg (0.5%).

Preservative:
Benzalkonium Chioride
0.1 mg (0.01%).
inactives: Glycerin as a
stabilizer, Hydrochloric
Acid and/or Sodium
Hydroxide (to adjust pH
to 3.5 - 8.0), Water for
Injection USP.
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