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4.5 Interaction with other medicinal products and other forms of interaction

[..]

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

4.6 Fertility, pregnancy and lactation

[..]

Lactation:

Available pharmacodynamic/toxicological data in animals have shown excretion
of clotrimazole/metabolites in milk after intravenous administration (see section
5.3). Arisk to the suckling child cannot be excluded. A decision must be made
whether to discontinue breast-feeding or to discontinue/abstain from clotrimazole
therapy taking into account the benefit of breast feeding for the child and the
benefit of therapy for the woman
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4.8 Undesirable Effects
[...]

Reproductive system and breast disorders:

genital peeling, pruritus, rash, oedema, erythema, discomfort, burning, irritation,
pelvic pain, vaginal haemorrhage.

5.2 Pharmacokinetic properties

[ ]

reflecting that clotrimazole applied intravaginally does not lead to measurable
systemic effects or side effects.
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