Perrico

Israel

2021
,n/T221 n/npin a/xonN
'WONN 7w XOINYTI DIX7 D17V 12TV 7Y DONX YT NY{Zan 12119 NNaNn
Sunactic gel 3% / 3% "1'a jropxaxo

Dosage Form: gel
Composition: diclofenac sodium 3%
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For the treatment of Actinic Keratosis
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4.4 Special warnings and precautions for use

This medicine contains 10 mg benzyl alcohol in each g. Benzyl alcohol may
cause allergic reactions and mild local irritation.
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Perrigo

4.6 Fertility, pregnancy and lactation
Pregnancy:

If NSAID treatment is necessary between about 20 weeks and 28 weeks
gestation, limit Sunactic use to the lowest effective dose and shortest duration
possible.

Premature Closure of Fetal Ductus Arteriosus:

Avoid use of NSAIDs, including Sunactic, in pregnant women at about 28
weeks gestation and later. NSAIDs, including Sunactic, increase the risk of
premature closure of the fetal ductus arteriosus at approximately this
gestational age.

Oligohydramnios/Neonatal Renal Impairment:

Use of NSAIDs, including Sunactic, at about 20 weeks gestation or later in
pregnancy may cause fetal renal dysfunction leading to oligohydramnios and,
in some cases, neonatal renal impairment. These adverse outcomes are
seen, on average, after days to weeks of treatment, although oligohydramnios
has been infrequently reported as soon as 48 hours after NSAID initiation.
Oligohydramnios is often, but not always, reversible with treatment
discontinuation. Complications of prolonged oligohydramnios may, for
example, include limb contractures and delayed lung maturation. In some
postmarketing cases of impaired neonatal renal function, invasive procedures
such as exchange transfusion or dialysis were required.

Consider ultrasound monitoring of amniotic fluid if Sunactic treatment extends
beyond 5 days. Discontinue Sunactic if oligohydramnios occurs and follow up
according to clinical practice.
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