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(1) EmICET 5BHNER (FDA, F—R 35U T HEH)
AIBIZBT MM EOEE ML m, i, L E~OKR S5 | OHEOD
FHEUIRF IR ESNTEL T, Kk FDA, A —AZUT 3 EIT R 2D,

FDA:Pregnancy Category

Tropicamide: C (2016 4 7 J)

Phenylephrine Hydrochloride: C (2013 4= 6 H)*

A —=ANZUT 53

Tropicamide:B2 (2016 4 12 A)

Phenylephrine Hydrochloride: B2 (2016 4 12 H)

51

<BE EOME >
FDA:Pregnancy Category

¥ 2.5% or10% Phenylephrine Hydrochloride Ophthalmic Solution J¥

Category C:Adequate, well-controlled human studies are lacking, and
animal studies have shown a risk to the fetus or are lacking as well.
There is a chance of fetal harm if the drug is administered during

pregnancy; but the potential benefits may outweigh the potential risk.

F—ANZU7 43 %6 (An Australian categorisation 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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KEORE CE (Tropicamide:2016 4£ 7 / /Phenylephrine Hydrochloride:2015 4 1 A )

Tropicamide:
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:

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.

¥ 2.5%or 10% Phenylephrine Hydrochloride Ophthalmic Solution Xv#|[

HE D SPC (Tropicamide:2017 4 5 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

e 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.
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Phenylephrine Hydrochloride:
CLINICAL PARTICULARS

Posology and method of administration

Pediatric 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

Pediatric 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.

% 1% Tropicamide,”2.5%Phenylephrine Hydrochloride Eye drops solution LY 5|
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