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1. __ S&M Medical Ltd, Canesten Cream 1%, PIL, revised 21Dec.2012. UK. Bayer pilc,

Canesten Solution, PIL, approved in Dec.2009, UK

2. Canesten Cream PIL from the eMC 11/2013

3. Canesten Solution PIL from the eMC 11/2013.
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Fertility:

No human studies of the effects of
clotrimazole on fertility have been
performed; however, animal studies have
not demonstrated any effects of the drug
on fertility.

Pregnancy:

There is a limited amount of data from
the use of clotrimazole in pregnant
women. Animal studies with clotrimazole
have shown reproductive toxicity at high
oral doses (see section 5.3). At the low
systemic exposures of clotrimazole
following topical treatment, harmful
effects with respect to reproductive
toxicity are not predicted.Clotrimazole
can be used during pregnancy, but only
under the supervision of a physician.

Lactation:

Available pharmacodynamic/
toxicological data in animals have shown
excretion of clotrimazole/metabolites in
milk after intravenous administration (see
section 5.3). A risk to the suckling child
cannot be excluded. A decision must be
made whether to discontinue breast-
feeding or to discontinue/abstain from
clotrimazole therapy taking into account
the benefit of breast-feeding for the child
and the benefit of therapy for the woman.

Use in Pregnancy
In animal studies,
clotrimazole has not been
associated with teratogenic
effects. However,
following oral
administration of high
doses to rats, there was
evidence of fetotoxicity.
The relevance of this
effect to topical
administration in humans
is not known.
Although,-eletrimazole has
been used in pregnant
patientsfor overa-deeade
without-attributable
adverse-effects; it should
only be used in pregnancy
when-considered
necessary.

Use in Breastfeeding
Hisnotkrown-whether

Pregnancy and
Lactation




Laboratory tests have suggested that,
when Clotrimazole cream is used
together, this product may cause damage
to latex contraceptives. Consequently the
effectiveness of such contraceptives may
be reduced. Patients should be advised to
use alternative precautions for at least
five days after using this product.

Interaction with
other medicinal
products and other
forms of
interaction

As the listed undesirable effects are based
on spontaneous reports, assigning an
accurate frequency of occurrence for each
is not possible.

Immune system disorders: allergic
reaction (syncope, hypotension, dyspnea,
urticaria).

Signs of an allergic reaction may include:
rash, swallowing or breathing problems,
swelling of your lips, face, throat or
tongue, weakness, feeling dizzy or faint,
nausea.

Skin and subcutaneous tissue disorders:
blisters, discomfort/pain, oedema,
erythema, irritation, peeling/exfoliation,
pruritus, rash, stinging/burning

Rarely, patients may

experience mHd-burning,

stinging or irritation-

; Latelv af i

the Agisten cream,

solution or spray.-Very-
.

b e pat | j”

and stop treatment.

O e .

Aay-ocett:

Undesirable effects

No risk of acute intoxication is seen as it
is unlikely to occur following a single
dermal application of an overdose
(application

over a large area under conditions
favourable to absorption) or inadvertent
oral ingestion. There is no specific
antidote.

However, in the event of accidental oral
ingestion, routine measures such as
gastric lavage should be performed only
if clinical symptoms of overdose become
apparent (e.g. dizziness, nausea or
vomiting). Gastric lavage should be
carried out only if the airway can be
protected adequately.

Overdose

Agisten cream contains
cetostearyl alcohol, which may
cause local skin reactions (e.g.
contact dermatitis). Avoid
contact with the eyes.

Precautions
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Bayer plc, Canesten cream, PI. Revised 05/2012, UK
Canesten Cream SPC from the eMC 11/2013.

Bayer plc, Canesten solution, PI. Revised 02/07/2010, UK.
Canesten Solution SPC from the eMC 11/2013.
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