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8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy:

Pregnancy. Category C. Animal reproduction studies have not been conducted with pilocarpine hydrochloride. It is
also not known whether pilocarpine hydrochloride can cause fetal harm when administered to a pregnant woman or
can affect reproduction capacity. Isopto® Carpine should be given to a pregnant woman only if clearly needed.

8.3 Nursing Mothers:

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 Isopto® Carpine is administered to a nursing woman.

3 Isopto® Carpine £V 7|

FDA : Pregnancy Category C (2016 & 7 H&3ET)
A —ALTVT 5 H B3 (2023 4 1 H 8L1E)
(BZE B OME)
A —ANZ7U7 538 (An Australian categorisation of risk of drug use in pregnancy)

Category B3 :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 have shown evidence of an increased occurrence of fetal damage, the significance of which is

considered uncertain in humans.

NEFICE T SR
RO L EOLBIIUA T OLBYTHD,

IHENDEREEITIEREEBICHITIIE
9.7 INR%H
N R G LU R R R BR IXE T L TR,
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2 DOSAGE AND ADMINISTRATION

2.6 Use in Pediatric Patients

In children under 2 years of age, one drop of Isopto Carpine 1% should be applied topically in the eye(s) three times
daily. Children 2 years of age and over should be dosed as for adults. For the induction of miosis prior to goniotomy
or trabeculotomy in children, one drop of Isopto Carpine 1% or 2% should be applied topically in the eye 15 to 60
minutes prior to surgery.

5 WARNINGS AND PRECAUTIONS

5.4 Primary Congenital Glaucoma

Caution is advised when using Isopto Carpine in pediatric patients with primary congenital glaucoma for control of
IOP as cases of a paradoxical increase in IOP have been reported. In addition, the use of Isopto Carpine is not
recommended in pediatric patients diagnosed with glaucoma secondary to anterior segment dysgenesis or uveitis
(especially if uveitis is active).

8 USE IN SPECIFIC POPULATIONS

8.4 Pediatric Use

Safety and effectiveness of pilocarpine hydrochloride ophthalmic solution in pediatric patients have been

established.

3 Isopto® Carpine KV 5|

H[E O SmPC (2016 4= 4 A)

4.2 Posology and method of administration

Posology

Paediatric population

Based on the infrequency of reports of adverse events in children, and the extensive experience of use of pilocarpine
in childhood glaucoma, concentrations of up to 2% may be safely used in children. Currently available data are
described in section 5.1 but no recommendation on a posology can be made.

Treatment should be started with the lowest available dose and concentration in patients under 18 years of age.
Depending on clinical response and tolerability, the dose may be increased up to the maximum recommended adult
dosage of the 2% pilocarpine eye drop solution. Directly after administration of any dose, the lacrimal punctum
should be occluded for one minute with a finger to limit systemic exposure.

4.5 Interaction with other medicinal products and other forms of interaction

Paediatric population

Interaction studies have only been performed in adults.

5.1 Pharmacodynamic properties

Paediatric population

There are literature reports of the ocular use of pilocarpine in concentrations up to 2% in patients aged 1 month and
older. However, information on the dose and strength used is limited. Safety data do not suggest any significant

safety issues in children, or any difference between the safety profiles of pilocarpine in children and adults.

$¢_Pilocarpine Eye Drops BP 1.0% w/v X035
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