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KEOWRMCE (201747 A) [LUMIGAN® 0.01%]

8.1 Pregnancy

Risk Summary

There are no adequate and well-controlled studies of LUMIGAN® (bimatoprost ophthalmic solution)
0.01% administration in pregnant women. There is no increase in the risk of major birth defects or

miscarriages based on bimatoprost postmarketing experience.

In embryofetal developmental studies, administraton of bimatoprost to pregnant mice and rats during
organogenesis, resulted in abortion and early delivery at oral doses at least 33 times (mice) or 94 times
(rats) the human exposure to bimatoprost 0.03% dosed bilaterally once daily (based on blood area under
the curve [AUC] levels). These adverse effects were not observed at 2.6 times (mice) and 47 times (rats)

the human exposure to bimatoprost 0.03% dosed bilaterally once daily (based on blood AUC levels).

In pre/postnatal development studies, administration of bimatoprost to pregnant rats from organogenesis
to the end of lactation resulted in reduced gestation length and fetal body weight, and increased fetal and
pup mortality at oral doses at least 41 times the human systemic exposure to bimatoprost 0.03% dosed
bilaterally once daily (based on blood AUC levels). No adverse effects were observed in rat offspring at
exposures estimated at 14 times the human exposure to bimatoprost 0.03% dosed bilaterally once daily
(based on blood AUC levels).

Because animal reproductive studies are not always predictive of human response LUMIGAN®0.01%
should be administered during pregnancy only if the potential benefit justifies the potential risk to the

fetus.
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F—ANZUT 53 HE B3 (201846 A)
<BE . SEOME>

4 —AZRZV7 4338 (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.

QD INRE~ADEEICETHEEH
AKIIZBTHEH EOEBETVNRE~OR G | OHEOFEHITILL TOHEYTHY, K
E O X EBLIOEEO SPC LITHR2D,

(ERLDEE]) MNERE~ADERES
R A s R TR L LIRS R ST AT T2 A M IR NE LT e v (O R B 3 e
W)

KEOWAM CHE (2017 47 A) [LUMIGAN® 0.01%]

USE IN SPECIFIC POPULATIONS
Pediatric Use:

Use in pediatric patients below the age of 16 years is not recommended because of potential safety

concerns related to increased pigmentation following long-term chronic use.

JeE o SPC (2017 4 6 H) [LUMIGAN 0.1 mg/ml eye drops, solution]

Clinical particulars
Posology and method of administration

Paediatric population:

The safety and efficacy of LUMIGAN in children aged 0 to 18 years has not yet been established.
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