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Pediatrics

In infants and children, caution is advised when
DAKTACORT is applied to extensive surface areas or
under occlusive dressings including baby napkins
(diapers). In infants, long term continuous topical
corticosteroid therapy should be avoided (see Warnings
and Precautions).

Elderly

Natural thinning of the skin occurs in the elderly, hence
corticosteroids should be used sparingly and for short
periods of time.

Special populations

If a reaction suggesting sensitivity or irritation should
occur, the treatment should be discontinued.
DAKTACORT must not come into contact with the
mucosa of the eyes.

As with any topical corticosteroid, eare-is-advised caution
is advised with infants and children when DAKTACORT
is to be applied to extensive surface areas or under
occlusive dressings including baby napkins (diapers).
Similarly application to the face should be avoided.

In infants, long-term continuous topical corticosteroid
therapy should be avoided. Adrenal suppression can

If a reaction suggesting sensitivity or irritation should occur,
the treatment should be discontinued. DAKTACORT must
not come into contact with the mucosa of the eyes.

As with any topical corticosteroid, care is advised with
infants and children when DAKTACORT is to be applied to
extensive surface areas or under occlusive dressings
including baby napkins (diapers). Similarly application to
the face should be avoided.

In infants, long-term continuous topical corticosteroid
therapy should be avoided. Adrenal suppression can occur

Speeial warnings and
speeial precautions
for-use




occur even without occlusion.

Because of its corticosteroid content avoid long-term
treatment with DAKTACORT. Once the inflammatory
symptoms have disappeared treatment may be continued
with Daktarin miconazole nitrate 20mg/g cream. (See
indications)

DAKTACORT can damage certain synthetic materials.
Therefore, it is recommended to wear cotton underwear if
this clothing comes into contact with the affected area.

Severe hypersensitivity reactions, including anaphylaxis
and angioedema, have been reported during treatment
with miconazole topical formulations.

If a reaction suggesting hypersensitivity or irritation
should occur, the treatment should be discontinued.

Contact should be avoided between latex products such as
contraceptive diaphragms or condoms and
DAKTACORT since the constituents of DAKTACORT

may damage the latex.

even without occlusion.

Because of its corticosteroid content avoid long-term
treatment with DAKTACORT. Once the inflammatory
symptoms have disappeared treatment may be continued
with Daktarin .

DAKTACORT can damage certain synthetic materials.
Therefore, it is recommended to wear cotton underwear if
this clothing comes into contact with the affected area.

Severe hypersensitivity reactions, including anaphylaxis and
angioedema, have been reported during treatment with
miconazole topical formulations.

If a reaction suggesting hypersensitivity or irritation should
occur, the treatment should be discontinued.




Pregnancy

Caution is recommended during pregnancy asnd-ltactation,
Treatment of large surfaces and the application under
occlusive dressing should be avoided during that time.

Miconazole has not been observed to be embryotoxicor
teratogenic in animals, but has been shown to be
embryotoxic at maternal toxic doses. Corticosteroids are
known to cross the placenta and consequently can affect
the feetus. (See Non clinical information.)

Breast-feeding

There are no adequate and well-controlled studies on the
topical administration of DAKTACORT during lactation.
It is not known whether topical administration of
DAKTACORT to the skin could result in sufficient
systemic absorption to produce detectable quantities of
hydrocortisone and miconazole in breast milk in humans.
Caution is recommended during lactation. Treatment of
large surfaces and the application under occlusive
dressing should be avoided during that time.

Caution is recommended during pregnancy and lactation.
Treatment of large surfaces and the application under
occlusive dressing should be avoided during that time.

Miconazole has not been observed to be embryotoxic or
teratogenic in animals,. Corticosteroids are known to cross
the placenta and consequently can affect the foetus. (See

Pregnancy and lactation
Breast-feeding

Symptoms

Prolonged and excessive use can result in skin irritation,
which usually disappears after discontinuation of therapy.
Topically applied, corticosteroids can be absorbed in

Symptoms

Prolonged and excessive use can result in skin irritation,
which usually disappears after discontinuation of therapy.
Topically applied, corticosteroids can be absorbed in

Overdose




sufficient amounts to produce systemic effects.

sufficient amounts to produce systemic effects.
Treatment

If accidental ingestion of large quantities of the product
occurs, an appropriate method of gastric emptying may be
used if considered to be necessary.

Pharmacotherapeutic group: Imidazole and triazole

derivatives, combinations, ATC code: DO1AC20.
Mechanism of action

Miconazole combines an antifungal activity against the
common dermatophytes, yeasts and various other fungi
with an antibacterial activity against certain gram-positive
bacilli and cocci.

Miconazole inhibits the biosynthesis of ergosterol in
fungi and changes the composition of other lipid
components in the membrane, resulting in fungal cell
Necrosis.

Miconazole has also been proven to be effective in
secondarily infected mycoses.

Hydrocortisone is an anti-inflammatory steroid. Its anti-
inflammatory action is due to reduction in the vascular

Miconazole combines an antifungal activity against the
common dermatophytes, yeasts and various other fungi with
an antibacterial activity against certain gram-positive bacilli
and cocci.

Miconazole inhibits the biosynthesis of ergosterol in fungi
and changes the composition of other lipid components in
the membrane, resulting in fungal cell necrosis.

Miconazole has also been proven to be effective in
secondarily infected mycoses.

Miconazole in combination with hydrocortisone acts very
rapidly on pruritus, which frequently accompagnies
dermatophyte and yeast infections. This symptomatic
improvement is seen before the first signs of healing are
observed. However, treatment with hydrocortisone is
symptomatic and lesions may flare up again after a
discontinuation of the treatment.

Pharmacodynamic
properties




component of the inflammatory response, suppression of
migration of polymorphonuclear leukocytes, and reversal
of increased capillary permeability. The vasoconstrictor
action of hydrocortisone may also contribute to its anti-
inflammatory activity.

Miconazole in combination with hydrocortisone acts very
rapidly on pruritus, which frequently accompagnies
dermatophyte and yeast infections. This symptomatic
improvement is seen before the first signs of healing are
observed. However, treatment with hydrocortisone is
symptomatic and lesions may flare up again after a
discontinuation of the treatment.




s Pharmacodynamic effects

Microbiology

The clinical efficacy of miconazole has been demonstrated
against dermatophytes, Candida spp., Aspergillus spp.,
dimorphous fungi, Cryptococcus neoformans, Malassezia
spp. and Torulopsis glabrata. Miconazole also has an
antibacterial activity against some gram-positive bacilli and
coccl.

Neneknown. Contact should be avoided between latex | None known. Incompatibilities
products such as contraceptive diaphragms or condoms
and DAKTACORT since the constituents of
DAKTACORT may damage the latex.

36-menths—See expiry date on the outer pack 36 months Shelf life
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