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8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Risk Summary

There are no adequate and well-controlled studies with ISOPTO® Atropine 1% administration in pregnant women to inform a drug-
associated risk. Adequate animal development and reproduction studies have not been conducted with atropine sulfate. In humans, 1%

atropine sulfate is systemically bioavailable following topical ocular administration [see Clinical Pharmacology (12.3)]. ISOPTO®

Atropine 1% should only be used during pregnancy if the potential benefit justifies the potential risk to the fetus.

% CKETIE T MeE UIREUE T3 52 S TR = AR ISOPTO® ATROPINE) L95 | H

A —ANTUT 54 A (2021 = 4 H BIfE)* 3% Prescribing medicines in pregnancy database V73|

<BE HEOBME>
A —ANZVU7 43 ¥4 (An Australian categorisation of risk of drug use in pregnancy)
Category A:Drugs which have been taken by a large number of pregnant women and women of childbearing age
without any proven increase in the frequency of malformations or other direct or indirect harmful effects on the

fetus having been observed.
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8 USE IN SPECIFIC POPULATIONS

8.4 Pediatric Use

Due to the potential for systemic absorption of atropine sulfate ophthalmic solution the use of ISOPTO® Atropine
1% in children under the age of 3 months is not recommended and the use in children under 3 years of age should
be limited to no more than one drop per eye per day. Safety and efficacy in children above the age of 3 months has

been established in adequate and well controlled trials.
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