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טופס זה מיועד לפרוט ההחמרות בלבד !

	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Therapeutic indications
	Active immunisation for the prevention of disease, caused by Streptococcus pneumoniae serotypes 1,3,4,5,6A, 6B, 7F, 9V, 14,18C,19A,19F, 23F (including sepsis, meningitis, bacteraemia, pneumonia and acute otitis media) in infants and, children from 2 months to 5 years of age.

…..

See sections 4.4 and 5.1 for information on protection against specific pneumococcal serotypes.1
The use of Prevenar 13 should be determined on the basis of official recommendations taking into consideration the impact of invasive disease in different age groups, as well as the variability of serotype epidemiology in different geographical areas.1

	Active immunisation for the prevention of invasive disease, pneumonia and acute otitis media caused by Streptococcus pneumoniae in infants, children and adolescents from 6 weeks to 17 years of age.

……

See sections 4.4 and 5.1 for information on protection against specific pneumococcal serotypes.1
The use of Prevenar 13 should be determined on the basis of official recommendations taking into consideration the risk of invasive disease in different age groups, underlying comorbidities as well as the variability of serotype epidemiology in different geographical areas.1


	4.2
Posology and method of administration


	Children aged 2‑5 years 

One single dose of 0.5 ml.


	Preterm infants (< 37 weeks gestation)

In preterm infants, the recommended immunisation series consists of four doses, each of 0.5 ml. The primary infant series consists of three doses, with the first dose given at 2 months of age and with an interval of at least 1 month between doses. The first dose may be given as early as six weeks of age. The fourth (booster) dose is recommended between 11 and 15 months of age (see sections 4.4 and 5.1).
Children and adolescents aged 2‑17 years 

One single dose of 0.5 ml.

Children and adolescents 5 –17 years 

Children 5 to 17 years of age may receive a single dose of Prevenar 13 if they have been previously vaccinated with one or more doses of Prevenar. This dose of Prevenar 13 should be administered at least 8 weeks after the final dose of Prevenar (7-valent) (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).


	4.4
Special warnings and precautions for use


	Safety and immunogenicity data for Prevenar 13 are not available for individuals in specific immuno-compromised groups (e.g., congenital or acquired splenic dysfunction, HIV infected, malignancy, haematopoietic stem cell transplant, nephrotic syndrome) and vaccination should be considered on an individual basis.
When Prevenar 13 is administered concomitantly with Infanrix hexa (DTPa‑HBV-IPV/Hib), the rates of febrile reactions are similar to those seen with concomitant administration of Prevenar 
(7-valent) and Infanrix hexa (see section 4.8). 
	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, nephrotic syndrome) and vaccination should be considered on an individual basis.
When Prevenar 13 is administered concomitantly with Infanrix hexa (DTPa‑HBV-IPV/Hib), the rates of febrile reactions are similar to those seen with concomitant administration of Prevenar 
(7-valent) and Infanrix hexa (see section 4.8).Increased reporting rates of convulsions (with or without fever) and hypotonic hyporesponsive episode (HHE) were observed with concomitant administration of Prevenar 13 and Infanrix hexa (see section 4.8).


	4.5
Interaction with other medicinal products and other forms of interaction


	Infants and children aged 8 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, 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. 

Children and adolescents 6 to 17 years of age

No data are currently available regarding concomitant use with other vaccines. 



	4.6 Fertility, pregnancy and lactation 1
	Pregnancy
There are no data from the use of pneumococcal 13-valent conjugate in pregnant women.


	Pregnancy
There are no data from the use of pneumococcal 13-valent conjugate vaccine in pregnant women. 
Therefore the use of Prevenar 13 should be avoided during pregnancy.

	4.8Undesirable effects


	Nervous system disorders:

Rare:
Convulsions (including febrile convulsions); hypotonic-hyporesponsive episode

Gastrointestinal disorders:

Very common:
Decreased appetite

Uncommon:
Vomiting; diarrhoea

Skin and subcutaneous tissue disorders:

Rare:
Rash;urticaria or urticaria-like rash


	Analysis of postmarketing reporting rates suggests a potential increased risk of convulsions, with or without fever, and HHE when comparing groups which reported use of Prevenar 13 with 
Infanrix hexa to those which reported use of Prevenar 13 alone.
Nervous system disorders:

Uncommon:
Convulsions (including febrile convulsions)
Rare:
Hypotonic-hyporesponsive episode

Gastrointestinal disorders:

Very common:
Decreased appetite

Common:
Vomiting; diarrhoea

Skin and subcutaneous tissue disorders:

Common:
Rash

Uncommon:
Urticaria or urticaria-like rash

Children and adolescents aged 6 to 17 years of age 

Safety was evaluated in 592 children ( 294 children aged 5 to 10 years previously immunised with at least one dose of Prevenar and 298 children aged 10 to 17 years who had not received a pneumococcal vaccine).

The most common adverse events in children and adolescents 6 to 17 years of age were:

Nervous system disorders:

Common:

Headaches

Gastrointestinal disorders:

Very common:
Decreased appetite

Common: 
Vomiting; diarrhoea

Skin and subcutaneous tissue disorders:

Common:
Rash; urticaria or urticaria-like rash

General disorders and administration site conditions:

Very common:
Irritability; any vaccination-site erythema; induration/swelling or pain/tenderness; somnolence; poor quality sleep; 


vaccination-site tenderness (including impaired movement)

Common:
Pyrexia

Other adverse events previously observed in infants and children 6 weeks to 5 years of age may also be applicable to this age group but were not seen in this study possibly due to the small sample size.
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.
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. 




