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Patients with a history of
hypersensitivity reactions to other
imidazole antifungal agents (e.g.
econazole, clotrimazole, miconazole)
must take bifonazole containing
products with caution.

Long-term continuous topical steroid
therapy can produce atrophic skin
changes and dilation of the superficial
blood vessels particularly when
occlusive dressings are used or where
skin folds are involved. Prolonged use
of topical steroids or treatment of
extensive areas, even without
occlusion, can result in sufficient
absorption of the steroid to produce
the features of hypercorticalism and
underlying adrenal suppression,
especially in infants and children.

It is recommended that treatment on the
face should not normally be extended
beyond 5 days, and occlusion in such
cases should not be used.

Where there is bacterial infection
associated with an inflammatory skin
condition, Comagis should only be
administered if adequate antibacterial
cover is also given.

When using topical steroids to treat
psoriasis there are risks of rebound
relapse following the development of
tolerance, and of generalised pustular
psoriasis. Impairment of the barrier
function of the skin may lead to local
and systemic toxicity. Careful patient
supervision is important.

Treatment should be discontinued if
unfavourable reactions are seen.

Absorption is greatest where the skin
is thin or raw.

Avoid contact with the eyes. Severe
irritation is possible if it contacts the
eye. If that should occur immediate
flushing of the eye with a large
volume of water is recommended. If
rosacea or perioral dermatitis is
present, Comagis must not be applied
to the face.

Use in Pregnancy:
See Contraindications.

Use in Breastfeeding:

It is not known whether topical
application of corticosteroids or
Bifonazole may result in sufficient
systemic absorption to produce
detectable quantities in breast milk.
Nevertheless, caution should be
exercised when the preparation is
applied to a nursing woman. It should
not be applied to the breasts prior to
nursing.

Use in Pediatrics:

Pediatric patients may demonstrate
greater susceptibility to topical
corticosteroid-induced hypothalamic
pituitary adrenal (HPA) axis
suppression and Cushing’s syndrome
than mature patients, because of a
larger skin surface area to
bodyweight ratio. Therefore,
application of topical corticosteroids
to children should be limited to the
least amount compatible with an
effective therapeutic regime

Precautions

If sensitization occurs, medication
should be discontinued.

If local infection should continue or
become severe, or in the presence of
systemic infection, appropriate
antimicrobial therapy should be

Special warnings and
precautions for use




If symptoms continue/persist after
treatment, seek medical advice.

Generally:
- Keep medicine out of the reach of

children. Avoid contact with eyes.
- Do not swallow

instituted. If a favorable response is
not obtained, medication should be
temporarily discontinued until the
infection has been controlled.
Systemic absorption of topical
corticosteroids has produced
reversible HPA axis suppression,
manifestations of Cushing’s
syndrome, hyperglycemia, and
glucosuria in some patients.
Conditions which augment systemic
absorption include the application of
potent steroids, use over large surface
areas, prolonged use, and the use of
occlusive dressings, tight-fitting
diapers and nylon pants. Such
patients should be periodically
evaluated for evidence of HPA axis
suppression. This is performed using
urinary-free cortisol and
adrenocorticotropic hormone
(ACTH) stimulation tests. If HPA
axis suppression is noted, an attempt
should be made either to reduce the
frequency of application, or to
substitute a less potent steroid.
Recovery of the HPA axis function is
generally prompt and complete upon
discontinuation of the drug.

Limited data suggest that an
interaction between topical bifonazole
and warfarin may be possible, leading
to increases in INR. If bifonazole is
used in a patient on warfarin therapy,
they should be appropriately
monitored.

Interaction with other
medicinal products
and other forms of
interaction

e Hypersensitivity to the active
substance(s) or to any of the
excipients listed in section 6.1

e Comagis is contraindicated in
rosacea, acne and peri-oral
dermatitis.

e As with all topical steroids,
Comagis is contra-indicated in
Tuberculous, syphilitic and viral
infections of the skin.

e The product should not be used for
napkin eruption or anogenital
pruritus.

e Application to large areas of the
body or for prolonged periods
must be avoided.

e Topical corticosteroids should not
be applied in the external auditory

Contraindications

Known hypersensitivity to any of the
ingredients.

Topical corticosteroids are
contraindicated in tuberculosis of the
skin, herpes simplex, vaccinia and
varicella.

As a general rule, topical
preparations containing corticoids
should not be applied during the first
trimester of pregnancy or in patients
who are planning to become
pregnant. In particular, application to
large areas of the body or for
prolonged periods must be avoided.
Topical corticosteroids should not be
applied in the external auditory canal
of patients with perforated eardrum.

Contraindications




canal of patients with perforated
eardrum.

This preparation is not intended for

ophthalmic use.

This preparation is not intended for
ophthalmic use.

Adults

A small amount of the cream
should be applied to the
affected skin area once daily
(preferably before retiring),
using a gentle, but thorough
massage.

Children

Under one year: Fluocinonide
preparations are not advised in
the treatment of children under
one year of age.

Over one year: As adult dose,
howeyver, it is recommended
that treatment should not
normally be extended beyond
five days and occlusion in
such cases should not be used.

Overall, in infants and
toddlers, the medicinal
product should only be used
under medical supervision.

Directions for Use

A small amount of the cream should
be applied to the affected skin area
once daily (preferably before
retiring), using a gentle, but thorough
massage

Posology, dosage &
administration




The following adverse reactions
have been identified during post-
approval use of bifonazole. Because
these reactions are reported
voluntarily from a population of
uncertain size, it is not always
possible to reliably estimate their
frequency.

* General disorders and
administration site
conditions
Administration site pain,
oedema peripheral (at
administration site)

* Skin and subcutaneous
tissue disorders
Dermatitis contact,
dermatitis allergic,
erythema, pruritus, rash,
urticaria, blister, skin
exfoliation, eczema, dry
skin, skin irritation, skin
maceration, skin burning
sensation

These side effects are
reversible after
discontinuation of the
treatment.

R
Concerning the use of
Fluocinonide, as with all
topical steroids, the
occasional patient may
show an adverse reaction
such as hypersensitivity.
Irritation at the site of
application may occur
infrequently. Extensive
treatment, particularly
involving occlusive
dressings or where skin
folds are involved, can
result in both local atrophic
changes, such as striae, skin
thinning and telangiectasia,
and systemic effects such as
adrenal suppression.

The use of topical
steroids on infected
lesions, without the

Adverse Reactions

The following local adverse
reactions have been reported
infrequently with topical
corticosteroids and are listed in
an approximate decreasing
order of occurrence: burning,
itching, irritation, dryness,
folliculitis, hypertrichosis,
acneiform eruptions,
hypopigmentation, perioral
dermatitis, allergic contact
dermatitis, maceration of the
skin, secondary infection, skin
atrophy, striae, miliaria.

It should be noted that these
adverse reactions may occur
more frequently with occlusive
dressings, tight-fitting diapers
or nylon pants.

Concerning the use of
Bifonazole, skin reactions such
as slight reddening, burning,
irritation and scaling may
rarely occur. If skin reactions
do occur, they are usually
transient.

Undesirable effects




addition of
appropriate anti-
infective therapy, can
result in the spread of
opportunist infection.

The eyes should be avoided.

Local side effects
include contact
dermatitis, perioral
dermatitis, acne, or
worsening of acne or
acne rosacea, mild
depigmentation
which may be
reversible and
hypertrichosis.




