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

 תאריך __23/11/2014_____

שם תכשיר באנגלית ומספר הרישום Elaprase   138-94-31772-00  _
שם בעל הרישום ___מדיסון פארמה בע"מ____
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	4.4

Special warnings and precautions for use

	Anaphylactoid reactions
Anaphylactoid reactions, which have the potential to be life threatening, have been observed in some patients treated with Elaprase. Late emergent symptoms and signs of anaphylactoid reactions have been observed as long as 24 hours after an initial reaction. If an anaphylactoid reaction occurs the infusion should be immediately suspended and appropriate treatment and observation initiated. The current medical standards for emergency treatment are to be observed. Patients experiencing severe or refractory anaphylactoid reactions may require prolonged clinical monitoring. Patients who have experienced anaphylactoid reactions should be treated with caution when re-administering Elaprase
	Anaphylactoid/anaphylactic reactions
Anaphylactoid/anaphylactic reactions, which have the potential to be life threatening, have been observed in some patients treated with Elaprase up to several years after initiating treatment. Late emergent symptoms and signs of anaphylactoid/anaphylactic reactions have been observed as long as 24 hours after an initial reaction. If an anaphylactoid/anaphylactic reaction occurs the infusion should be immediately suspended and appropriate treatment and observation initiated. The current medical standards for emergency treatment are to be observed. Patients experiencing severe or refractory anaphylactoid/anaphylactic reactions may require prolonged clinical monitoring. Patients who have experienced anaphylactoid/anaphylactic reactions should be treated with caution when re-administering Elaprase, appropriately trained personnel and equipment for emergency resuscitation (including epinephrine) should be available during infusions. Severe or potentially life-threatening hypersensitivity is a contraindication to rechallenge, if hypersensitivity is not controllable (see section 4.3). 

	4.8 

Undesirable effects
	System Organ Class

Adverse Reaction (Preferred Term)

Very Common 
Common
Not Known

Immune system disorders

Anaphylactoid reaction

Nervous system disorders

Headache

Dizziness, tremor

Cardiac disorders

Cyanosis, arrhythmia, tachycardia

Vascular disorders

Hypertension, flushing

Hypotension

Respiratory, thoracic and mediastinal disorders

Wheezing, dyspnoea

Hypoxia, tachypnoea, bronchospasm, cough

Gastrointestinal disorders

Abdominal pain, nausea, dyspepsia, diarrhoea, vomiting
Swollen tongue

Skin and subcutaneous tissue disorders

Urticaria, rash, pruritus

Erythema

Musculoskeletal and connective disorders

Arthralgia

General disorders and administration site conditions

Pyrexia, Chest pain, infusion site swelling.

Face oedema, oedema peripheral

Injury, poisoning and procedural complications

Infusion-related reaction

…..

…..

There have been post-marketing reports of anaphylactoid reactions. Please see section 4.4 for further information.


	System Organ Class

Adverse Reaction (Preferred Term)

Very Common 
Common
Not Known

Immune system disorders

Anaphylactoid/anaphylactic reaction

Nervous system disorders

Headache

Dizziness, tremor

Cardiac disorders

Cyanosis, arrhythmia, tachycardia

Vascular disorders

Hypertension, flushing

Hypotension

Respiratory, thoracic and mediastinal disorders

Wheezing, dyspnoea

Hypoxia, tachypnoea, bronchospasm, cough

Gastrointestinal disorders

Abdominal pain, nausea, dyspepsia, diarrhoea, vomiting
Swollen tongue

Skin and subcutaneous tissue disorders

Urticaria, rash, pruritus

Erythema

Musculoskeletal and connective disorders

Arthralgia

General disorders and administration site conditions

Pyrexia, Chest pain, infusion site swelling.

Face oedema, oedema peripheral

Injury, poisoning and procedural complications

Infusion-related reaction

….

….

There have been post-marketing reports of anaphylactoid/anaphylactic reactions. Please see section 4.4 for further information.




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

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