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= Substrates known to prolong the | supstrates known to prolong
QT-interval e.g., astemizole, the OT-interval e contraindications
bepridil; cisapride, dofetilide, Q 9
halofantrine, mizolastine, | astemizole, bepridil,




pimozide, quinidine, sertindole
and terfenadine

cisapride, dofetilide,
halofantrine, mizolastine,
pimozide, quinidine,
sertindole and terfenadine

For oral administration.

Posology, dosage &
administration

Severe hypersensitivity reactions,
including anaphylaxis and angioedema,
have been reported during treatment
with Daktarin and with other miconazole
formulations (see section 4.8). If a
reaction suggesting hypersensitivity or
irritation should occur, the treatment
should be discontinued.

Special Warnings and
Special Precautions
for Use

Substrates known to prolong the QT-
interval e.g., astemizole, bepridil,
cisapride, dofetilide, halefantrine,
mizolastine, pimozide, quinidine,
sertindole and terfenadine

Substrates known to prolong
the QT-interval e.g.,
astemizole, bepridil,
cisapride, dofetilide,
halofantrine, mizolastine,
pimozide, quinidine,
sertindole and terfenadine

Interaction with
Other Medicaments
and Other Forms of

Interaction

pregnancy Fertility,
and Lactation

The safety of Daktarin Oral Gel was
evaluated in 111 patients with oral
candidiasis or oral mycoses who
participated in 5 clinical trials. Of these
111 patients, 88 were adults with oral
candidiasis or oral mycoses who
participated in 1 randomised, active-
controlled, double-blind clinical trial and
3 open-label clinical trials. The other 23
patients were paediatric patients with
oral candidiasis who participated in 1
randomised, active-controlled, open-
label clinical trial in paediatric patients
(aged =1 month to 10.7 years). These
patients took at least one dose of
Daktarin Oral Gel and provided safety
data.

Based on the pooled safety data from
these 5 clinical trials (adult and
paediatric), the most commonly reported
(21% incidence) adverse reactions were
nausea (6.3%), product taste abnormal
(3.6%), vomiting (3.6%), oral discomfort
(2.7%), regurgitation (1.8%), and dry
mouth (1.8%). Dysgeusia was reported
in 0.9% of patients.

The safety of DAKTARIN
Oral Gel was evaluated in 88
adult patients with oral
candidiasis or oral mycoses
who participated in one
randomised, active-
controlled, double-blind
clinical trial and three open-
label clinical trials. These
patients took at least one
dose of DAKTARIN Oral Gel
and provided safety data.

Adverse events




Adult Patients

Based on the pooled safety data from
the 4 clinical trials in adults, common
adverse reactions reported included
nausea (4.5%), product taste abnormal
(4.5%), oral discomfort (3.4%), dry
mouth (2.3%), dysgeusia (1.1%), and
vomiting (1.1%).

Paediatric Patients

In the 1 paediatric clinical trial, the
frequency of nausea (13.0%) and
vomiting (13.0%) was very common,
and regurgitation (8.7%) was common.
As identified through post-marketing
experience, choking may occur in
infants and young children (See Section
4.3 Contraindications and Section 4.4
Special Warnings and Special
Precautions). The frequency, type, and
severity of other adverse reactions in
children are expected to be similar to
that in adult.

Table A includes all identified adverse
reactions, including those that that have
been reported from post-marketing
experience.

The frequency categories use the
following convention: very common
(21/10); common (21/100 to <1/10);
uncommon (21/1,000 to <1/100); rare
(=1/10,000 to <1/1,000); very rare
(<1/10,000); and not known (cannot be
estimated from the available clinical trial
data).

Symptoms and signs
In the event of accidental overdose,
vomiting and diarrhoea may occur.

Treatment

Treatment is symptomatic and
supportive. A specific antidote is not
available.

Symptoms and signs

In the event of accidental
overdose, vomiting and
diarrhoea may occur.

Treatment

Treatment is symptomatic
and supportive. A specific
antidote is not available.

In the event of accidental
ingestion of large quantities
of DAKTARIN an appropriate
method of gastric emptying
may be used, if considered
necessary. (See Section 4.5
Interactions with Other
Medicinal Products and
Other Forms of Interaction.)

Over dose
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