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Pregnancy:

Animal reproduction studies have not been conducted with cyclopentolate. It is also not known whether cyclopentolate
can cause fetal harm when administered to a pregnant woman or can affect reproduction capacity. Cyclopentolate

should be administered to a pregnant woman only if clearly needed.

FDA: Pregnancy Category | i#iZzL (2022 4F 9 A)T | +: Cyclopentolate Hydrochloride Ophthalmic Solution, USP 1%

A —ANTVT B B2 (2023 4F 10 A)* ¥ Prescribing medicines in pregnancy database ZY75|H

(BZ HEOME)
FA—ANZVU7 43 %8 (The Australian categorisation system for prescribing medicines in pregnancy.)
Category B2: Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or indirect harmful

effects on the human fetus having been observed.

Studies in animals are inadequate or may be lacking, but available data show no evidence of an increased

occurrence of fetal damage.
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K OURAT CE (202249 A)T

Pediatric Use

Use of cyclopentolate has been associated with psychotic reactions and behavioral disturbances in pediatric patients.
Increased susceptibility to cyclopentolate has been reported in infants, young children, and in children with spastic
paralysis or brain damage. These disturbances include ataxia, incoherent speech, restlessness, hallucinations,
hyperactivity, seizures, disorientation as to time and place, and failure to recognize people. Feeding intolerance and
necrotizing enterocolitis (in preterm infants) may follow ophthalmic use of this product in infants. It is recommended
that feeding be withheld for four (4) hours after examination. Observe infants closely for at least 30 minutes (see

WARNINGS).

T: Cyclopentolate Hydrochloride Ophthalmic Solution, USP 1%

J[E O SmPC (202249 H)*

4.2 Posology and method of administration

(i) Refraction / Fundoscopy

Children 6-16 years:

One drop of 1 % solution instilled into the eye, repeated after 15 minutes if necessary, approximately 40 minutes
before examination.

Children under 6 years:

One or two drops of 1 % solution instilled into the eye, repeated after 15 minutes if necessary, approximately 40
minutes before examination.

(ii) For Uveitis, Iritis and Iridocyclitis:

Children:

At the discretion of the physician

Do not use during the first three months of life due to possible association between the cycloplegia produced and the
development of amblyopia and also the increased risks of systemic toxicity in neonates.

Cycloplegia following administration is quick in onset and short-lived. Maximal cycloplegia is achieved within 15 -
45 minutes of instillation and lasts on average about 20 minutes. Recovery normally takes place in about 4 hours, but
very occasionally some effect persists for up to 24 hours.

Mydriasis is produced very rapidly and an average pupil diameter of 7 mm is usually reached 15 - 30 minutes after
instillation of one drop of 0.5 % solution. Complete recovery from the mydriatic effect generally occurs spontaneously

in not more than 20 hours.

*: Mydrilate 1.0% Eye Drops
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