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KEOUHSCE* (2023 41 H)

Pregnancy

Fluorometholone has been shown to be embryocidal and teratogenic in rabbits when administered at low multiples of the human ocular
dose. Fluorometholone was applied ocularly to rabbits daily on days 6-18 of gestation, and dose-related fetal loss and fetal abnormalities
including cleft palate, deformed rib cage, anomalous limbs and neural abnormalities such as encephalocele, craniorachischisis, and spina
bifida were observed. There are no adequate and well controlled studies of fluorometholone in pregnant women, and it is not known
whether fluorometholone can cause fetal harm when administered to a pregnant woman. Fluorometholone should be used during
pregnancy only if the potential benefit justifies the potential risk to the fetus.

Nursing Mothers

Systemically administered corticosteroids appear in human milk and could suppress growth, interfere with endogenous corticosteroid
production, or cause other untoward effects. It is not known whether topical administration of corticosteroids could result in sufficient
systemic absorption to produce detectable quantities in human milk. Because many drugs are excreted in human milk, caution should be

exercised when FLAREX (fluorometholone acetate ophthalmic suspension) 0.1%, is administered to a nursing woman.

FDA  Pregnancy Category | Zo#i 7 L¥ (2023 4 1 A)
*—AZVT 5 ¥ B3(2023 4= 8 HHI7E) "
*FLAREX (fluorometholone acetate ophthalmic suspension) 0.1%

T Prescribing medicines in pregnancy database 40 5|H

(% HOME)

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.

NRFICE T HEEH
HAROUH XEOTHIZILL TDOLBVTHY, FDA CREORA CHE) BLOS[E O SPC L3R 7225,

I B EDEREFIHEEICHILHEER
9.7 /NR

FrZ 2 R 0% B3 MEICR G $228, NRFEEH R LUK RBUIFE L T,

KEOWA SCEH (202341 A)

Pediatric Use

Safety and effectiveness in pediatric patients have not been established.

% FLAREX (fluorometholone acetate ophthalmic suspension) 0.1%

HE O SmPCH* (2022 4 3 A)

Paediatric population

The safety and efficacy in children aged 2 years or less has not been established.

% %X FML Liquifilm Ophthalmic 1 mg/ml eye drops, suspension
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https://www.tga.gov.au/prescribing-medicines-pregnancy-database
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