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FDA  CKERMSCE OFLH)
8.1 Pregnancy
Animal reproduction studies have not been conducted with topical phenylephrine. It is also not known
whether phenylephrine can cause fetal harm when administered to a pregnant woman or can affect repro-
duction capacity. Phenylephrine hydrochloride 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 breast milk. Because many drugs are excreted in human
milk, caution should be exercised when Phenylephrine Hydrochloride Ophthalmic Solution, 2.5% and 10%
is administered to a nursing woman.
*K[E ORI 3CE (PHENYLEPHRINE HYDROCHLORIDE - phenylephrine hydrochloride solution/ drops ™, 2020 4 §
HYGED &0
) PHENYLEPHRINE HYDROCHLORIDE - phenylephrine hydrochloride solution/ drops 7 = = L 7 | >t it i
FEIE 2.5%XUE 10%Cd .,

g

A=A FZ7 U T D453¥E (An Australian categorisation of risk of drug use in B2 (20204E6 A) **

pregnancy)

**Prescribing medicines in pregnancy database (2 June 2020) J ¥
2% PO
A —A N7 U7 D448 : (An Australian categorisation of risk of drug use in pregnancy)

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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8.4 Pediatric Use
Phenylephrine Hydrochloride Ophthalmic Solution, 10% is contraindicated in pediatric patients less than

1 year of ageinfants. Phenylephrine Hydrochloride Ophthalmic Solution, 2.5% should be used in these

patients.
*K[E ORI 3CE (PHENYLEPHRINE HYDROCHLORIDE - phenylephrine hydrochloride solution/ drops ™, 2020 4 §

HEET) &b
#£) PHENYLEPHRINE HYDROCHLORIDE - phenylephrine hydrochloride solution/ drops O 7 = =L 7 | ¥ Feth i

FEI 2.5% 0% 10%Th 5,
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