Resight’

Pilocarpine Hydrochloride USP
Ophthalmic Solution

DESCRIPTION

Resight™ is a cholinergic agonist prepared as a sterile Ophthalmic Solution, containing
1.25% of Pilocarpine Hydrochloride. It is a miotic agent for topical administration to the
eyes.

COMPOSITION

Each mL of Resight™ contains Pilocarpine Hydrochloride USP 12.5 mg as the active
ingredient.

Preservative: Benzalkonium Chloride 0.075 mg.

CLINICAL PHARMACOLOGY

Pilocarpine Hydrochloride directly stimulates cholinergic receptors, it produces
contraction of the iris sphincter muscle, resulting in pupillary constriction (miosis).
Constriction of pupil improve near and intermediate visual acuity. Resight™ also
contracts the ciliary muscle and may shift the eye to a more myopic state.

INDICATIONS
Resight™ is indicated for the treatment of presbyopia in adults

DOSAGE & ADMINISTRATION

Instill 1 drop in each eye once daily. A second dose (one additional drop in each eye)
may be administered 3-6 hours after the first dose. If more than one topical ophthalmic
product is being used, the products should be administered at least 5 minutes apart.

CONTRAINDICATIONS
Resight™ is contraindicated in patients with known hypersensitivity to the active
ingredient or to any of the excipients.

PRECAUTION
 Poor illumination: Exercise caution in night driving and other hazardous occupations
in poor illumination.

« Risk of Retinal Detachment: Rare cases of retinal detachment have been reported
with other miotics when used in susceptible individuals and those with pre-existing
retinal disease. Patients should be advised to seek immediate medical care with sudden
onset of vision loss.

« Iritis: Caution is advised in patients with iritis.

« Use with Contact Lenses: Contact lens wearers should be advised to remove their
lenses prior to the instillation of Resight™ and to wait 10 minutes after dosing before
reinserting their contact lenses.

USE IN SPECIFIC POPULATIONS

Pregnancy
There are no adequate and well-controlled studies of Resight™ administration in
pregnant women to inform a drug-associated risk.

Nursing Mothers
It is not known whether this drug is excreted in human milk.

Pediatric Use
Presbyopia does not occur in the pediatric population.

Geriatric Use
Clinical studies of Resight™ did not include subjects aged 65 and over to determine
whether they respond differently from younger subjects.

OVERDOSAGE

Overdosage can produce sweating, salivation, nausea, tremors and slowing of the pulse
and a decrease in blood pressure. In moderate overdosage, spontaneous recovery is to
be expected and is aided by intravenous fluids to compensate for dehydration. For
patients demonstrating severe poisoning, atropine, the pharmacologic antagonist to
pilocarpine, should be used.

PHARMACEUTICAL PRECAUTION

Store below 25 °C temperature. Keep away from light and wet place. Keep out of reach
of children. To prevent contamination of the dropper tip and solution, care should be
taken. Don't touch the eyelids, surrounding areas, finger or other surfaces with the
dropper tip of the bottle. Do not use after 4 weeks of first opening.

PACKAGING
Resight™ Ophthalmic Solution: LDPE dropper bottle containing 2.5 mL sterile
ophthalmic solution. Each mL contains Pilocarpine Hydrochloride USP 12.5 mg.
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