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Generally: Generally: Posology and
o If symptoms persist for more than 7 days the
Method of

patient may have a medical condition that
requires treatment by a doctor. Administration

e The treatments can be repeated if necessary,
however recurrent infections may indicate an
underlying medical cause, including diabetes
or HIV infections. Patients should seek the
medical advice if symptoms return within 2
months.

e Do not use tampons, intravaginal douches,
spermicidies or other vaginal products while
using this product.

e Avoidance of vaginal intercourse is
recommended while using this product
because the infection could be transferred to
your partner, and the effectiveness and safety
of latex products such as condoms and
diaphragms may be reduced.

e Intended for use by adults and children 12
years of age and older.

o The treatments can be repeated
if necessary.

Medical advice should be sought if this is the Special Warnings
first time the patient has experienced symptoms and Precautions
of candidal vaginitis.

for use

Before using Agisten vaginal tablets and cream,
medical advice must be sought if any of the
following are applicable:

- more than two infections of candidal
vaginitis in the last six months.

- previous history of sexsually transmitted
disease or exposure to partner with
sexually transmitted disease.
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- pregnancy or suspected pregnancy
- known hypersensitivity to imidazoles or
other vaginal anti-fungal products

Agisten vaginal tablets or cream should not be

used if the patient has any of the following

symptoms whereupon medical advice should be

sought:

- irregular vaginal bleeding

- abnormal vaginal bleeding or a blood-
stained discharge

- vulval or vaginal ulcers, blisters or sores

- lower abdominal pain or dysuria

- any adverse events such as redness,
irritation or swelling associated with the
treatment

- fever (temperature of 38°C or above) or
chills

- nausea or vomiting

- diarrhea

- foul smelling vaginal discharge

Patients should be advised to consult their
physician if the symptoms have not been
relieved within one week of using Agisten
tablets or cream. The tablets or cream can be
used again if the candidal infection returns after
7 days. However, if the candidal infection
occurs more than twice within six months,
patients should be advised to consult their
physician.

Laboratory tests have suggested that, when 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.

Concomitant medication with vaginal
Clotrimazole and oral tacrolimus (FK-506;
immunosuppressant) might lead to increased
tacrolimus plasma levels. Patients should thus
be closely monitored for signs and symptoms of
tacrolimus overdosage, if necessary by
determination of the respective plasma levels.

Interactions with
other medicaments
and other forms of
interactions
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Undesirable Effects Adverse Reactions Undesirable
As the listed undesirable effects are based Effects

on spontaneous reports, assigning accurate
frequency of occurrence for each is not
possible.

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

Reproductive system and breast disorders:
genital peeling, pruritus, rash, edema,
discomfort, burning, irritation, pelvic pain

Gastrointestinal disorders:
abdominal pain

Body as a whole: allergic reaction
(syncope, hypotension, dyspnea,
gastrointestinal disorders), pain

Skin and appendages: pruritus,
rash

“Action” section has been deleted and an
updated new section “Pharmacological
Properties” has been added, which consists
of:

Pharmacotherapeutic group
Mechanism of action
Pharmacodynamic properties
Pharmacokinetic properties
Preclinical safety data

See updated PI.

Action

Clotrimazole is a broad-spectrum
antifungal agent which acts against
fungi by inhibiting ergosterol
synthesis. Inhibition of ergosterol
synthesis leads to structural and
functional impairment of the
cytoplasmic membrance and altering
its permeability. As a result, loss of
essential intracellular elements may
occur. Azoles also inhibit
biosynthesis of triglycerides and
phospholipids by fungi. In addition,
azoles inhibit oxidative and
peroxidative enzyme activity,
resulting in intracellular buildup of
toxic concentrations of hydrogen
peroxide, which may contribute to
deterioration of subcellular organelles
and cellular necrosis. In candida
albicans, azoles inhibit transformation
of blastospores into invasive
mycelical form.

Pharmacological
Properties
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