הודעה על החמרה  ( מידע בטיחות)  

 תאריך : 22.11.2011
שם תכשיר באנגלית : Boostrix Polio
מספר רישום: 136-97-31449
שם בעל הרישום      GlaxoSmithKline (ISRAEL) Ltd     :
השינויים בעלון מסומנים ברקע צהוב
עלון לרופא

	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון
	טקסט נוכחי
	טקסט חדש

	Special warnings and precautions for use
	
	Syncope (fainting) can occur following, or even before, any vaccination as a psychogenic response to the needle injection. It is important that procedures are in place to avoid injury from faints.

	Undesirable effects 
	Clinical trials
- Subjects aged 4 - 8 years (N=908)
Blood and lymphatic system disorders

Uncommon: lymphadenopathy
Metabolism and nutrition disorders

Common: anorexia 

Psychiatric disorders

Common: irritability
Uncommon: sleep disorder, apathy
Nervous system disorders

Very common: somnolence

Common: headache

Respiratory, thoracic and mediastinal disorders

Uncommon: dry throat
Gastrointestinal disorders

Uncommon: diarrhoea, vomiting, abdominal pain, nausea
General disorders and administration site conditions

Very common: injection site reactions (such as redness and/or swelling), injection site pain

Common: pyrexia (fever ≥ 37.5°C, including fever > 39°C), extensive swelling of vaccinated limb (sometimes involving the adjacent joint), injection site reactions (such as haemorrhage, pruritus and induration) 

Uncommon: fatigue
- Subjects aged 10 - 93 years (N = 955)
Infections and infestations

Uncommon: oral herpes
Blood and lymphatic system disorders

Uncommon: lymphadenopathy
Metabolism and nutrition disorders

Uncommon: decreased appetite
Nervous system disorders

Very common: headache

Uncommon: paraesthesia, somnolence, dizziness

Respiratory, thoracic and mediastinal disorders

Uncommon: asthma
Gastrointestinal disorders

Common: gastrointestinal disorders (such as vomiting, abdominal pain, nausea) 
Skin and subcutaneous tissue disorders

Uncommon: pruritus
Musculoskeletal and connective tissue disorders

Uncommon: arthralgia, myalgia

General disorders and administration site conditions

Very common: injection site reactions (such as redness and/or swelling), fatigue, injection site pain

Common: pyrexia (fever ( 37.5°C), injection site reactions (such as haematoma, pruritus, induration and warmth numbness) 

Uncommon: extensive swelling of vaccinated limb (sometimes involving the adjacent joint), pyrexia (fever > 39.0°C), chills, pain
The following undesirable effects were additionally reported during clinical trials with GlaxoSmithKline Biologicals’ other reduced-antigen content diphtheria-tetanus-acellular pertussis vaccine (Boostrix) where Boostrix was administered to 839 children (from 4 to 8 years of age) and 1931 adults, adolescents and children (from 10 to 76 years of age):
- Subjects aged 4 - 8 years (N = 839)
Infections and infestations

Uncommon: upper respiratory tract infection
Nervous system disorders

Uncommon: disturbances in attention
Eye disorders
Uncommon: conjunctivitis
Gastrointestinal disorders

Common: gastrointestinal disorders
Skin and subcutaneous tissue disorders
Uncommon: rash
General disorders and administration site conditions

Uncommon: pain
- Subjects aged 10 - 76 years (N = 1931)
Infections and infestations

Uncommon: upper respiratory tract infection, pharyngitis
Nervous system disorders

Uncommon: syncope
Respiratory, thoracic and mediastinal disorders

Uncommon: cough
Gastrointestinal disorders
Uncommon: diarrhoea
Skin and subcutaneous tissue disorders

Uncommon: hyperhidrosis, rash
Musculoskeletal and connective tissue disorders

Uncommon: joint stiffness, musculoskeletal stiffness
General disorders and administration site conditions

Very common: malaise
Common: injection site reactions (such as injection site mass and injection site abscess sterile)

Uncommon: influenza like illness
Post-marketing surveillance
The following undesirable effects were reported during post marketing surveillance after vaccination with Boostrix Polio:
Immune system disorders

Allergic reactions, including anaphylactic and anaphylactoid reactions
Nervous system disorders

Hypotonic-hyporesponsiveness episodes, convulsions (with or without fever)
The following undesirable effects were additionally reported during post marketing surveillance after vaccination with GlaxoSmithKline Biologicals’ other reduced-antigen content diphtheria-tetanus-acellular pertussis vaccine (Boostrix):
Blood and lymphatic system disorders
Angioedema
Skin and subcutaneous tissue disorders

Urticaria 
General disorders and administration site conditions

Asthenia 
Data suggest that in subjects with DTP in childhood a booster dose might give an increase of local reactogenicity.

Following administration of tetanus toxoid containing vaccines, there have been very rare reports of adverse reactions on the central or peripheral nervous systems, including ascending paralysis or even respiratory paralysis (e.g. Guillain-Barré syndrome).


