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Broad spectrum antimycotic with fungicidal and trichomonacidal action (for single dose .n"inn
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4.4 Special warnings and precautions for use

Treatment during the menstrual period should not be performed due to the risk of the pessary being

washed out by the menstrual flow. The treatment should be finished before the onset of

menstruation.
Do not use tampons, intravaginal douches, spermicides or other vaginal products while using this

product.
Vaginal intercourse should be avoided in case of vaginal infection and while using this product

because the partner could become infected.

When used in pregnancy, the pessary should be inserted without using an applicator (See

Pregnancy”).

4.6 Fertility, pregnancy and lactation

Lactation:

There are no data on the excretion of clotrimazole into human milk. However,

systemic absorption is minimal after administration and is unlikely to lead to systemic effects.

Clotrimazole may be used during lactation.

Undesirable Effects 4.8
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Frequency not known. As the listed undesirable effects are based on spontaneous reports,

assigning accurate frequency of occurrence for each is not possible.

Immune system disorders:Anaphylactic reaction, angioedema, hypersensitivity.

Vascular disorder: syncope, hypotension.

Respiratory, thoracic and mediastinal disorders: dyspnea.

Gastrointestinal disorders: abdominal pain, nausea

Skin and Subcutaneous Tissue Disorders: rash, urticaria, pruritus.

Reproductive system and breast disorders:_vaginal exfoliation, vaginal discharge, vaginal

haemorrhage, vulvovaginal discomfort, vulvovaginal erythema, vulvovaginal burning sensation,

vulvovaginal pruritus, vulvovaginal pain.

General disorders and administration site conditions: application site irritation, oedema, pain

5.1 Pharmacodynamic properties

Azoles (e.g. clotrimazole) are usually recommended for the local treatment of vulvovaginal

candidosis that is characterized by vulvovaginal symptoms such as itching, burning, discharge,

redness, swelling and soreness.
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