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Indication

Contraindications

Posology, dosage
& administration

Special Warnings

Fucidin cream Fucidin cream and Special
Precautions for

Fucidin cream contains Fucidin cream contains Use

butylhydroxyanisole, potassium butylhydroxyanisole,

sorbate and cetyl alcohol. These potassium sorbate and cetyl

excipients may cause local skin alcohol which may cause local

reactions (e.g. contact dermatitis). In allergic skin reactions (e.g.

addition, butylhydroxyanisole may contact dermatitis). In

also cause irritation to the eyes and addition, butylhydroxyanisole

the mucous membranes. Fucidin® may cause irritation to the

Cream should therefore be used with eyes and the mucous

care when applied in the proximity of membranes.

the eyes.

Fucidin ointment

Fucidin ointment

When Fucidin® ointment is

Fucidin® ointment contains cetyl used on the face; care should
alcohol and wool fat (lanolin). These be taken to avoid the eyes as
excipients may cause local skin sodium fusidate may cause
reactions (e.g. contact dermatitis). conjunctival irritation.
Fucidin® Ointment contains

butylhydroxytoluene (E321) which Fucidin® ointment contains
may cause local skin reactions (e.g. butylhydroxytoluene, cetyl
contact dermatitis) or irritation to the alcohol and wool fat which
eyes and mucous membranes. may cause local skin

reactions (e.g. contact
When Fucidin® ointment is used on dermatitis).




the face; care should be taken to
avoid the eyes as sedium-fusidate the
excipients may cause conjunctival
irritation.

Nene-krewn- No interaction studies None Known Interaction with
have been performed. Interactions Other

with systemically administered '\O/lteh%'f ?:rgﬁrr:]tss gfnd
medical products are considered Interaction
minimal as the systemic absorption of

topical Fucidin® is negligible.

Fertility: Pregnancy: Pregnancy and

There are no clinical studies with
topical Fucidin® regarding fertility. No
effects in women of childbearing
potential are anticipated, since
systemic exposure following topically
applied fusidic acid/sodium fusidate is
negligible.

Pregnancy:

No effects during pregnancy are
anticipated, since systemic exposure
to topically applied fusidic acid/sodium
fusidate is negligible. Topical Fucidin
can be used during pregnancy.

Breast-feeding:

No effects on the breast-fed
newborn/infant are anticipated since
the systemic exposure of topically
applied fusidic acid/sodium fusidate to
the breast-feeding woman is
negligible. Topical Fucidin can be
used during breast-feeding but it is
recommended to avoid applying
topical Fucidin on the breast.

For fusidic acid/sodium
fusidate no clinical data on
exposed pregnancies are
available. Animal studies do
not indicate a direct or indirect
harmful effect with respect to
pregnancies, embryonal/foetal
development, parturition or
postnatal development.
Caution should be exercised
when prescribing to pregnant
women.

Lactation:

No effects on the suckling
child are anticipated since the
systemic exposure of the
breast-feeding woman to
fusidic acid is negligible.
Fucidin cream and ointment
can be used during breast-
feeding.

Fertility, Lactation
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Based on combined clinical data
for Fucidin cream and Fucidin
ointment, approximately 5% of
patients can be expected to

Adverse events




The estimation of the frequency of
undesirable effects is based on a
pooled analysis of data from clinical
trials and from spontaneous reporting.

Based on pooled data from clinical
studies including 4724 patients who
received Fucidin® cream or Fucidin®
ointment, the frequency of undesirable
effects is 2.3%.

The most frequently reported adverse
reactions during treatment are various
skin reactions such as pruritus and
rash, followed by various application
site conditions such as pain and
irritation, which all occurred in less
than 1% of patients.

lerai : I I "
have-beenreported:

Hypersensitivity and angioedema have
been reported.

Undesirable effects are listed by the
MedDRA system Organ Class (SOC)
and the individual undesirable effects
are listed starting with the most
frequently reported. Within each
frequency grouping, adverse reactions
are presented in the order of
decreasing seriousness.

Very common = 1/10

Common 21/100 and <1/10
Uncommon 21/1,000 and <1/100
Rare = 1/10,000 and < 1/1,000
Very rare <1/10,000

Immune system disorders

Rare (=1/10,000 and <1/1,000):
Allergicreaction-Hypersensitivity

Eye Disorders
Rare (=21/10,000 and <1/1,000):

Conjunctivitis

experience an undesirable effect.

The most frequently reported
adverse drug reactions are
various skin reactions and in
particular application site
reactions.

Allergic reactions and contact
dermatitis have been reported.

Undesirable effects are listed
by MedDRA SOC and the
individual undesirable effects
are listed starting with the
most frequently reported.

Immune system disorders

Rare (=1/10,000 and
<1/1,000):
Allergic reaction

Eye Disorders

Rare (=1/10,000 and
<1/1,000):

Conjunctival irritation

Skin and subcutaneous
tissue disorders
Uncommon (21/1,000 and
<1/100):

Rash*

Irritation at site of application
(incl. pain, stinging, burning
and erythema)

Pruritus

Contact dermatitis

* Various types of rash
reactions such as
erythematous, maculo-papular
and pustular have been
reported.

Frequency unknown:
Urticaria
Angioneurotic oedema
Eczema

Periorbital oedema




Skin and subcutaneous tissue
disorders
Uncommon (=1/1,000 and <1/100):

Dermatitis (including dermatitis
contact, eczema)

Rash*

Pruritus

Erythema

* Various types of rash reactions such
as erythematous, pustular, vesicular,
maculo-papular and papular have
been reported. Rash generalised has
also occurred.

Rare (= 1/10,000 and < 1/1,000)
Angioedema

Urticaria

Blister

General disorders and
administration site conditions
Uncommon (21/1,000 and <1/100)
Application site pain (including skin
burning sensation)

Application site irritation

Paediatric population

Frequency, type and severity of
adverse reactions in children are
expected to be the same as in adults.

S
Qme_eula . I
Eczema
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