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Tropicamide:

PRECAUTIONS

Pregnancy

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

capacity. Tropicamide should be given to a pregnant woman only if clearly needed.

Nursing Mothers

23



It is not known whether this drug is excreted in human milk. Because many drugs are excreted in human

milk, caution should be exercised when tropicamide is administered to a nursing woman.

Phenylephrine Hydrochloride:

USE IN SPECIFIC POPULATIONS

Pregnancy

Animal reproduction studies have not been conducted with topical phenylephrine. It is also not known
whether phenylephrine can cause fetal harm when administered to a pregnant woman or can affect
reproduction capacity. Phenylephrine hydrochloride should be given to a pregnant woman only if clearly
needed.

Nursing Mothers

It is not known whether this drug is excreted in human breast milk. Because many drugs are excreted

in human milk, caution should be exercised when phenylephrine hydrochloride ophthalmic solution

2.5% and 10% is administered to a nursing woman.
*Tropicamide Ophthalmic Solution, USP & UF Phenylephrine Hydrochloride Ophthalmic Solution, USP £V 75| ]

Tropicamide: B2(2024 4 2 H)
Phenylephrine: B2 (2024 4 2 H )
¥ Prescribing medicines in pregnancy database XV5|H

(B35 pEOBE)

A —ANZVT 4y %

Z—AKZVU7 43 ¥4 (An Australian categorization of risk of drug use 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 E O s L E (Tropicamide: 2023 45 9 F  Phenylephrine Hydrochloride: 2023 4= 12 A) *

Tropicamide:

WARNINGS
This preparation may cause CNS disturbances which may be dangerous in pediatric patients. The possibility
of psychotic reaction and behavioral disturbance due to hypersensitivity to anticholinergic drugs should be
considered.

PRECAUTIONS

Pediatric Use:
Tropicamide may rarely cause CNS disturbances which may be dangerous in pediatric patients. Psychotic
reactions, behavioral disturbances, and vasomotor or cardiorespiratory collapse in children have been

reported with the use of anticholinergic drugs. Keep this and all medications out of the reach of children.

Phenylephrine Hydrochloride:

DOSAGE AND ADMINISTRATION

Dosing in Pediatric Patients Less Than 1 Year of Age
In pediatric patients less than 1 year of age, one drop of phenylephrine hydrochloride ophthalmic solution
2.5% should be instilled at 3 to 5 minute intervals up to a maximum of 3 drops per eye.

CONTRAINDICATIONS

Pediatric Patients Less Than 1 Year of Age
Phenylephrine hydrochloride ophthalmic solution 10% is contraindicated in pediatric patients less than 1
year of age due to the increased risk of systemic toxicity. Phenylephrine hydrochloride ophthalmic solution
2.5% should be used in these patients.

USE IN SPECIFIC POPULATIONS

Pediatric Use:

Phenylephrine hydrochloride ophthalmic solution 10% is contraindicated in pediatric patients less than 1

year of age.

K Tropicamide Ophthalmic Solution, USP % T Phenylephrine Hydrochloride Ophthalmic Solution, USP LY 5| H

#[E] @ SPC (Tropicamide: 2020 4= 1 H  Phenylephrine Hydrochloride: 2016 4= 3 A ) *

Tropicamide:
CLINICAL PARTICULARS
Posology and method of administration
Use in Children :
Tropicamide has been reported to be inadequate for cycloplegia in children. A more powerful cycloplegic
agent such as atropine may be required.Do not use in concentrations greater than 0.5% in small infants.
Special warnings and precautions for use

Pediatric Population

* Tropicamide may cause central nervous system disturbances, which may be dangerous in infants and
children.

* Excessive use in children may produce systemic toxic symptoms. Use with extreme caution in infants, small
or premature children, or children with Down syndrome, spastic paralysis or brain damage.

» Parents should be warned of the oral toxicity of this preparation for children and advised to wash their own

hands and the child's hands after use.

25



Undesirable effects

Paediatric Population

Tropicamide may cause central nervous system disturbances, which may be dangerous in infants and
children.
An increased risk for systemic toxicity has been observed in infants, small or premature children, or children
with Down syndrome, spastic paralysis or brain damage with cycloplegic drugs.

Overdose
Systemic toxicity may occur following topical use, particularly in children, it is manifested by flushing and
dryness of the skin,(a rash may be present in children), blurred vision, a rapid and irregular pulse, fever
abdominal distention in infants, convulsions and hallucinations and the loss of neuro-muscular co-ordination.
Treatment is symptomatic and supportive, (there is no evidence that physostigmine is superior to supportive
management). In infants and small children the body surface must be kept moist. If accidentally ingested,

induce emesis or perform gastric lavage.

Phenylephrine Hydrochloride:

CLINICAL PARTICULARS
Posology and method of administration

Paediatric Population

Apply one drop topically to the eye. It is not usually necessary to exceed this dose.
Phenylephrine 2.5%w/v eye drops may be combined with other mydriatics/cycloplegics to produce adequate
mydriasis/cycloplegia. Heavily pigmented irides may require larger doses and caution should be exercised to
avoid overdosage.
The use in preterm and newborn infants is not recommended unless clearly necessary and only with caution
because of safety concerns associated with the risk of systemic adverse reactions including transient
increases in blood pressure. If treatment is medically justified the lowest possible concentration and dose
should be used and instillation of more than one drop per eye must be avoided.

Special warnings and precautions for use

Paediatric Population

Use with caution in children. The lowest dose necessary to produce the desired effect should always be used.
Parents should be warned not to get this preparation in their children's mouth or cheeks and to wash their
hands and the child's hands or cheeks following administration.

Both full-term, but especially low birth weight and premature infants may be at an increased risk for
systemic adverse reactions including transient increases in blood pressure which potentially increases the risk
of intraventricular haemorrhage. The infant should be monitored after instillation and routines to adequately

deal with emergency situations should be in place.

% Mydriacyl 1% eye drops, solution & U8 Minims Phenylephrine Hydrochloride 2.5% w/v Eye drops, solution
L5 H
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