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For treatment of abrasions and skin infections caused by species of fungi sensitive to clotrimazole

DIV vad X
Padagis Israel Pharmaceuticals LTD

T272 ovniInnn 0ARTYA (NN 1R YT 7Y) D2YXN T AyTIina

DNI7N2 12 NI9XY [N NIRMAN TYYN ANXRAY NISINNA 1ARNA DI0197 IN7W1 DD TIVAN DI7VN

0'AXTND NN2N7 N9 "y 09T I7vn DX 72777 [N D D .hitp://www.health.gov.il :naimda

03-5773700 19702 n"ya NE'LAYNID XY

X917 i
2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Excipients with known effect: Wool fat, butyl hydroxy toluene, propyl
parahydroxybenzoate

4. CLINICAL PARTICULARS

4.4Special warnings and precautions for use

This product contains:

Wool fat that may cause local skin reactions (e.g. contact dermatitis).
Butyl hydroxy toluene that may cause local skin reactions (e.g. contact
dermatitis), or irritation to the eyes and mucous membranes.

Propyl parahydroxybenzoate that may cause allergic reactions (possibly

delayed).

4.6 Fertility , Pregnancy and lactation

Lactation:
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5.1

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. If used topically
on the nipple area, wash breasts before feeding child.

4.7 Effects on ability to drive and use machines
Clotrimazole has no or negligible influence on the ability to drive or use machines.

4.8 Undesirable effects

Immune system disorders: anaphylactic reaction, angioedema, hypersensitivity.

Vascular disorders: syncope, hypotension.

Respiratory, thoracic and mediastinal disorders: dyspnoea.

Skin and subcutaneous tissue disorders: blisters, contact dermatitis, erythema,
paraesthesia, skin exfoliation, pruritus, rash, urticaria, stinging/burning sensation of the
skin.

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

4.9 Overdose

No risk of acute intoxication is seen as it is unlikely to occur following a single dermal
application of an overdose (application over a large area under conditions favourable to
absorption) or inadvertent oral ingestion. There is no specific antidote.

However, in the event of accidental oral ingestion, gastric lavage is rarely required and
should be considered only if a life-threatening amount of Clotrimazole has been ingested
within the preceding hour or if clinical symptoms of overdose become apparent (e.g.
dizziness, nausea or vomiting). Gastric lavage should be carried out only if the airway can
be protected adequately.

PHARMACOLOGICAL PROPERTIES

Pharmacodynamic properties

Primarily resistant variants of sensitive fungal species are very rare; the development of
secondary resistance by sensitive fungi has so far only been observed in very isolated
cases under therapeutic conditions.
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