הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 

תאריך: 05.2014
שם תכשיר באנגלית ומספר הרישום: Lyclear Dermal Cream       060-18-27015-06  
שם בעל הרישום: GlaxoSmithKline (ISRAEL) Ltd 
טופס זה מיועד לפרוט ההחמרות בלבד !
בעלון לרופא
	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Posology and method of administration
	Use in adults and children over 2 months of age:
In view of the great individual variability in body area and skin types precise recommendations are not possible.
	Use in adults and children over 2 months of age:

In view of the great individual variability in body area and skin types precise recommendations are not possible.

Children under 2 years: Do not use the product without medical supervision.

	
	Use in the Elderly:

In the elderly Lyclear Dermal Cream should be use as directed for adults and children over 12 years but should also include the head, neck, scalp and ears. Care must be taken to avoid applying Lyclear Dermal Cream to areas close to the eyes.
	Use in the Elderly:

In the elderly Lyclear Dermal Cream should be used as directed for adults and children over 12 years but should also include the head, neck, scalp and ears. Care must be taken to avoid applying Lyclear Dermal Cream to areas close to the eyes. Patients over 70 years should be treated under medical supervision.

	Special warnings and precautions for use
	-----
	In the event of accidental ingestion of permethrin, please seek immediate medical attention.

	
	-----
	Lyclear Dermal Cream contains formaldehyde and butylated hydroxytoluene (E321) which may cause local skin reactions (e.g. contact dermatitis) or irritation to the eyes and mucous membranes.

	Fertility, pregnancy and lactation
	Pregnancy
There are limited data on the use of Lyclear Dermal Cream in pregnancy which provide no indication of any risk to the foetus.  Furthermore the amount of permethrin absorbed systemically following a whole body application is extremely low, less than 0.5% of the applied dose is absorbed. These data together with the negative mutagenicity tests and the very low mammalian toxicity would suggest that any risk to the foetus following treatment with Lyclear Dermal Cream is minimal.
	Pregnancy

There are limited data on the use of Lyclear Dermal Cream in pregnancy which provide no indication of any risk to the foetus. Furthermore, the amount of permethrin absorbed systemically following a whole body application is extremely low, less than 0.5% of the applied dose is absorbed.  These data together with the negative mutagenicity tests and the very low mammalian toxicity would suggest that any risk to the foetus following treatment with Lyclear Dermal Cream is minimal. Women who are pregnant should use permethrin only after prior consultation with a healthcare professional. 

	
	Lactation
Studies, following oral administration of permethrin in cattle have indicated that very low concentrations of permethrin are excreted in milk. It is not known whether permethrin is excreted in human breast milk, although there are very limited data, which suggest that suckling infants are unaffected following maternal use of permethrin containing products.  However, because only extremely small amounts of permethrin are absorbed systemically following treatment with Lyclear Dermal Cream and in theory only a very small percentage of this systemic permethrin may pass into the breast milk, it is unlikely that the concentrations of permethrin in the milk will present any risk to the neonate/infant.
	Lactation

Studies, following oral administration of permethrin in cattle have indicated that very low concentrations of permethrin are excreted in milk. It is not known whether permethrin is excreted in human breast milk, although there are very limited data, which suggest that suckling infants are unaffected following maternal use of permethrin containing products. However, because only extremely small amounts of permethrin are absorbed systemically following treatment with Lyclear Dermal Cream and in theory only a very small percentage of this systemic permethrin may pass into the breast milk, it is unlikely that the concentrations of permethrin in the milk will present any risk to the neonate/infant. Women who are breastfeeding should only use permethrin containing products after consultation with a healthcare professional.

	Overdose
	Symptoms and Signs:

There are no reports of overdosage with Lyclear Dermal Cream.

Application of a full tube of cream to a 2 month-old child would result in a dose of approximately 350mg/kg bodyweight to the skin. It is unlikely that such a dose would cause overt signs of systemic toxicity even if 100% of the permethrin was absorbed.
	Symptoms and Signs

Symptoms of overdose are generally likely to occur primarily because of accidental or deliberate oral ingestion due to swallowing and in rare cases because of skin absorption following excessive topical application and may include dizziness, loss of appetite, nausea, vomiting, headache, weakness, seizures, and loss of consciousness. 


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.
שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע ירוק. 

