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

 תאריך _____________24.07.2014__________

שם תכשיר באנגלית ומספר הרישום ___Ferinject- 146423333101_____
שם בעל הרישום _______________כצט בע"מ_____________________
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Indication
	
	

	contraindications
	
	

	Posology, dosage  & administration
	
	

	Special Warnings and Special Precautions for Use
	Parenterally administered iron preparations can cause hypersensitivity reactions including anaphylactoid reactions, which may be potentially fatal (see section 5.3). Therefore, facilities for cardio-pulmonary resuscitation must be available. 
In patients with liver dysfunction, parenteral iron should only be administered after careful risk/benefit assessment. Parenteral iron administration should be avoided in patients with hepatic dysfunction where iron overload is a precipitating factor, in particular Porphyria Cutanea Tarda (PCT). Careful monitoring of iron status is recommended to avoid iron overload.


	Parenterally administered iron preparations can cause hypersensitivity reactions including anaphylactoid reactions, which may be fatal (see section 5.3). Therefore, facilities for cardio-pulmonary resuscitation must be available. If allergic reactions or signs of intolerance occur during administration, the treatment must be stopped immediately. 
Hypersensitivity reactions have also been reported after previously uneventful doses of any parenteral iron complexes, including ferric carboxymaltose. Each patient should be observed for adverse effects for at least 30 minutes following each FERINJECT injection.
In patients with liver dysfunction, parenteral iron should only be administered after careful risk/benefit assessment. Parenteral iron administration should be avoided in patients with hepatic dysfunction where iron overload is a precipitating factor, in particular Porphyria Cutanea Tarda (PCT). Careful monitoring of iron status is recommended to avoid iron overload.



	Interaction with Other Medicaments and Other Forms of Interaction
	
	

	Fertility,   pregnancy and Lactation
	
	

	Adverse events
	The most commonly reported ADR is headache, occurring in 3.3% of the patients.

Very common (>1/10) 
Common (>1/100, <1/10) 

Uncommon (>1/1,000, <1/100) 

Rare (>1/10,000, <1/1,000) 

Very rare (<1/10,000), including isolated reports 
Immune System Disorders

Uncommon (>1/1,000, <1/100): Hypersensitivity including anaphylactoid reactions
Nervous system disorders

Common (>1/100, <1/10): Headache, dizziness 

Uncommon (>1/1,000, <1/100): Paraesthesia

Vascular disorders

Uncommon (>1/1,000, <1/100): Hypotension, flushing

Respiratory, thoracic and mediastinal disorders 

Rare (>1/10,000, <1/1,000): Dyspnoea

Gastrointestinal disorders

Common (>1/100, <1/10): Nausea, abdominal pain, constipation, diarrhoea

Uncommon (>1/1,000, <1/100): Dysgeusia, vomiting, dyspepsia, flatulence

Skin and subcutaneous tissue disorders

Common (>1/100, <1/10): Rash

Uncommon (>1/1,000, <1/100): Pruritus, urticaria

Musculoskeletal and connective tissue disorders

Uncommon (>1/1,000, <1/100): Myalgia, back pain, arthralgia

General disorders and administration site conditions

Common (>1/100, <1/10): Injection Site Reactions

Uncommon (>1/1,000, <1/100): Pyrexia, fatigue, chest pain, rigors, malaise, oedema peripheral

Investigations
Common (>1/100, <1/10): Transient blood phosphorus decreased, alanine aminotransferase increased

Uncommon (>1/1,000, <1/100): Aspartate aminostransferase increased,  gamma-glutamyltransferase increased, blood lactate dehydrogenase increased

	Cardiac Disorders

Tachycardia
Vascular Disorders

Hypertension
Skin and Subcutaneous Tissue Disorders

erythema,
Musculoskeletal and Connective Tissue Disorders

muscle spasms
General Disorders and Administration Site Conditions

pain, chills
Investigations
blood alkaline phosphatase increased
Metabolism and Nutritional Disorders

Hypophosphataemia
The most commonly reported ADR is nausea, occurring in 3.1% of the patients.

Undesirable Effects from Post‑marketing Spontaneous Reporting

As part of the continuing post-marketing surveillance of ferric carboxymaltose, the following serious adverse reactions have been observed:
Post-marketing Spontaneous Reports 

System Organ Class

Preferred Terms(1)
Nervous System Disorders

Loss of consciousness and vertigo

Psychiatric Disorders

Anxiety

Cardiovascular Disorders

Syncope

Skin and Subcutaneous Tissue Disorders

Angioedema, dermatitis, pallor, and face oedema

Respiratory, Thoracic and Mediastinal Disorders

Bronchospasm



	Overdose
	
	

	Pharmacodynamic properties
	
	 


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע שונה. יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
