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

 תאריך 23.09.2014
שם תכשיר באנגלית ומספר רישום:  
PREVENAR 13                                               143-54-33058-00
  שם בעל הרישום: פייזר פרמצבטיקה ישראל בע"מ
טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Posology and method of administration
	Special Populations

Individuals who have underlying conditions predisposing them to invasive pneumococcal disease (such as sickle cell disease or HIV infection) including those previously vaccinated with one or more doses of 23‑valent pneumococcal polysaccharide vaccine may receive at least one dose of Prevenar 13 (see section 5.1).

	Special Populations

Individuals who have underlying conditions predisposing them to invasive pneumococcal disease (such as sickle cell disease or HIV infection) including those previously vaccinated with one or more doses of 23‑valent pneumococcal polysaccharide vaccine may receive at least one dose of Prevenar 13 (see section 5.1).
In individuals with an haematopoietic stem cell transplant (HSCT), the recommended immunisation series consists of four doses of Prevenar 13, each of 0.5 ml. The primary series consists of three doses, with the first dose given at 3 to 6 months after HSCT and with an interval of at least 1 month between doses. A fourth (booster) dose is recommended 6 months after the third dose (see section 5.1).


	Special Warnings and Special Precautions for Use
	Safety and immunogenicity data are available for a limited number of individuals with sickle cell disease or, HIV infection, (see section 5.1). Safety and immunogenicity data for Prevenar 13 are not available for individuals in other specific immuno-compromised groups (e.g., malignancy, haematopoietic stem cell transplant, or  nephrotic syndrome) and vaccination should be considered on an individual basis.
	Safety and immunogenicity data are available for a limited number of individuals with sickle cell disease or , HIV infection, or with an haematopoietic stem cell transplant (see section 5.1). Safety and immunogenicity data for Prevenar 13 are not available for individuals in other specific immuno-compromised groups (e.g., malignancy, haematopoietic stem cell transplant,or  nephrotic syndrome) and vaccination should be considered on an individual basis.

	Interaction with Other Medicaments and Other Forms of Interaction
	Infants and children aged 6 weeks to 5 years

Prevenar 13 can be given concomitantly with any of the following vaccine antigens, either as monovalent or combination vaccines: diphtheria, tetanus, acellular or whole cell pertussis, Haemophilus influenzae type b, inactivated poliomyelitis, hepatitis B (see section 4.4 for guidance on Infanrix hexa), meningococcal serogroup C, measles, mumps, rubella, varicella and rotavirus vaccine. 

	Infants and children aged 6 weeks to 5 years

Prevenar 13 can be given concomitantly with any of the following vaccine antigens, either as monovalent or combination vaccines: diphtheria, tetanus, acellular or whole cell pertussis, Haemophilus influenzae type b, inactivated poliomyelitis, hepatitis B (see section 4.4 for guidance on Infanrix hexa), meningococcal serogroup C, measles, mumps, rubella, varicella and rotavirus vaccine. 
Data from a postmarketing clinical study evaluating the impact of prophylactic use of antipyretics (ibuprofen and paracetamol) on the immune response to Prevenar 13 suggest that administration of paracetamol concomitantly or within the same day of vaccination may reduce the immune response to Prevenar 13 after the infant series. Responses to the booster dose administered at 12 months were unaffected. The clinical significance of this observation is unknown.


	Undesirable effects
	Children and adolescents aged 6 to 17 years of age 
…

Additional information in special populations

Children and adolescents with sickle cell disease have similar frequencies of adverse reactions, except that headaches, vomiting, diarrhoea, pyrexia, fatigue, arthralgia, and myalgia were very common.
Adults aged 50 years and older 
…

Additional information in special populations

Adults with HIV infection (free of active AIDS-related illness, CD4 cell count of ≥200 cells/µL, viral load <50,000 copies/mL) previously vaccinated with the 23-valent pneumococcal polysaccharide vaccine, have similar frequencies of adverse reactions, except that vomiting was very common and nausea common. 
Overall, no significant differences in frequencies of adverse reactions were seen when Prevenar 13 was given to adults previously vaccinated with the pneumococcal polysaccharide vaccine.
…

	Children and adolescents aged 6 to 17 years of age 
…

Additional information in special populations

Children and adolescents with sickle cell disease, HIV infection, or an haematopoietic stem cell transplant  have similar frequencies of adverse reactions, except that headaches, vomiting, diarrhoea, pyrexia, fatigue, arthralgia, and myalgia were very common.

Adults aged 50 years and older
…

Additional information in special populations

Adults with HIV infection (free of active AIDS-related illness, CD4 cell count of ≥200 cells/µL, viral load <50,000 copies/mL) previously vaccinated with the 23-valent pneumococcal polysaccharide vaccine, have similar frequencies of adverse reactions, except that pyrexia and vomiting was were very common and nausea common. 
Overall, no significant differences in frequencies of adverse reactions were seen when Prevenar 13 was given to adults previously vaccinated with the pneumococcal polysaccharide vaccine.
Adults with an haematopoietic stem cell transplant have similar frequencies of adverse reactions, except that pyrexia and vomiting were very common.
…


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.
