הודעה על החמרה  ( מידע בטיחות)  

 תאריך __________17/09/11_____________

שם תכשיר באנגלית___ TOCTINO 10 & 30MG__________
מספרי רישום (33163,33164)                       
שם בעל הרישום___ניאופרם סיינטיפיק_________
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Name of the medicinal product
	TOCTINO 10 mg 30mg capsules, soft


	TOCTINO 10 mg 30mg capsules, soft

TOCTINO 30 mg capsules, soft


	Qualitative and quantitative composition
	Each capsule, soft contains 10 mg 30mg of alitretinoin


	Each capsule, soft contains 10 mg 30mg of alitretinoin

Each capsule, soft contains 30 mg of alitretinoin


	Posology and method of administration
	...

Children
...

	...

Paediatric population

Children
...

	Special warnings and precautions for use - Psychiatric disorders


	...suicide attempts and suicide have been reported in patients treated with systemic retinoids. Particular care needs...
	...suicide attempts and suicide have been reported in patients treated with systemic retinoids including alitretinoin. Particular care needs...

	Undesirable effects
	ראה טבלה מצורפת
	ראה טבלה מצורפת

	
	
	


	
	Very common
(≥ 1/10)
	Common
(≥ 1/100 < 1/10)
	Uncommon 
(≥ 1/1000, < 1/100)
	Rare
(≥ 1/10,000 < 1/1000)
	Unknown

	Blood and lymphatic system disorders
	
	Anaemia, increased iron binding capacity, monocytes decreased; thrombocytes increased
	
	
	

	Endocrine Disorders
	
	TSH decreased, free T4 decreased
	
	
	

	Psychiatric disorders
	
	
	
	
	Depression, mood changes, suicidal ideation

	Nervous system disorders
	Headache
	
	
	Benign intracranial hypertension
	

	Eye disorders
	
	Conjunctivitis, dry eye, eye irritation
	Blurred vision, cataract
	
	

	Vascular disorders
	
	Flushing
	
	Vasculitis
	

	Respiratory, thoracic and mediastinal disorders
	
	
	Epistaxis
	
	

	Hepatobiliary disorders
	
	Transaminase increased1)
	
	
	

	Skin and subcutaneous tissues disorders
	
	Dry skin, dry lips, cheileitis, eczema1), dermatitis1) , erythema, alopecia
	Pruritus, rash, skin exfoliation, asteatotic eczema
	
	

	Musculo-skeletal and connective tissue disorders
	
	Arthralgia1), myalgia1
	Exostosis, (hyperostosis), ankylosing spondylitis
	
	

	Investigations
	Hypertriglyceridemia, high density lipoprotein decreased, hypercholesterolemia
	Blood creatinine phosphokinase increased
	
	
	


	Very common
(≥ 1/10)

Common
(≥ 1/100 < 1/10)

Uncommon 
(≥ 1/1000, < 1/100)

Rare
(≥ 1/10.000 < 1/1000)

Blood and lymphatic system disorders
Anaemia, increased iron binding capacity, monocytes decreased; thrombocytes increased

Endocrine Disorders
TSH decreased, free T4 decreased

Nervous system disorders
Headache

Benign intracranial hypertension

Eye disorders
Conjunctivitis, dry eye, eye irritation

Blurred vision, cataract

Vascular disorders
Flushing

Vasculitis

Respiratory, thoracic and mediastinal disorders

Epistaxis

Hepatobiliary disorders

Transaminase increased1)
Skin and subcutaneous tissues disorders

Dry skin,  dry lips, cheileitis, eczema1), dermatitis1) , erythema, alopecia

Pruritus, rash, skin exfoliation, asteatotic eczema

Musculo-skeletal and connective tissue disorders

Arthralgia1), myalgia1
exostosis, (hyperostosis), ankylosing spondylitis

Investigations

Hypertriglyceridemia, high density lipoprotein decreased, hypercholesterolemia

Blood creatinine phosphokinase increased




	Special precautions for storage
	Do not store above 30 (C. Store in the original package. Keep the blister in the outer carton in order to protect from light. 

	TOCTINO 10 mg - Do not store above 30 (C. Store in the original package. Keep the blister in the outer carton in order to protect from light. 

TOCTINO 30 mg - Do not store above 30 25(C. Store in the original package. Keep the blister in the outer carton in order to protect from light. 


















