הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 

 תאריך __________15/10/12_____________

שם תכשיר באנגלית___ Prevenar 13__________
מספרי רישום (33058)                       
שם בעל הרישום___ניאופרם בע"מ_________
מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Posology and method of administration


	Prevenar 13 vaccine schedule for infants and children previously vaccinated with Prevenar (7-valent) (Streptococcus pneumoniae serotypes 4, 6B, 9V, 14, 18C, 19F, and 23F)

Prevenar 13 contains the same 7 serotypes included in Prevenar, using the same carrier protein CRM197. Infants and children who have begun immunisation with Prevenar may switch to Prevenar 13 at any point in the schedule.

Children aged 12-23 months

Children who have not received two doses of Prevenar 13 during the infant series should receive two doses of the vaccine (with an interval of at least 2 months between doses) to complete the immunisation series for the six additional serotypes. Alternatively, complete the immunisation series according to official recommendations.

Children aged 2-5 years

One single dose
Method of administration
The vaccine should be given by intramuscular injection. The preferred sites are the anterolateral aspect of the thigh (vastus lateralis muscle) in infants or the deltoid muscle of the upper arm in children
.


	Prevenar 13 vaccine schedule for infants and children previously vaccinated with Prevenar (7-valent) (Streptococcus pneumoniae serotypes 4, 6B, 9V, 14, 18C, 19F, and 23F)

Prevenar 13 contains the same 7 serotypes included in Prevenar, using the same carrier protein CRM197. Infants and children who have begun immunisation with Prevenar may switch to Prevenar 13 at any point in the schedule.

Children aged 12-23 months

Children who have not received two doses of Prevenar 13 during the infant series should receive two doses of the vaccine (with an interval of at least 2 months between doses) to complete the immunisation series for the six additional serotypes. Alternatively, complete the immunisation series according to official recommendations.

Children aged 2-5 years

One single dose.

Young Children (12-59 months) completely immunized with Prevenar (7-valent)

Young children who are considered completely immunised with Prevenar (7-valent) should receive one dose of 0.5 ml of Prevenar 13 to elicit immune responses to the 6 additional serotypes. This dose of Prevenar 13 should be administered at least 8 weeks after the final dose of Prevenar (7-valent) (see section 5.1).
Adults aged 50 years and older

One single dose.

The need for revaccination with a subsequent dose of Prevenar 13 has not been established.

Regardless of prior pneumococcal vaccination status, if the use of 23‑valent polysaccharide vaccine  is considered appropriate, Prevenar 13 should be given first (see sections 4.5 and 5.1).
Method of administration

The vaccine should be given by intramuscular injection. The preferred sites are the anterolateral aspect of the thigh (vastus lateralis muscle) in infants or the deltoid muscle of the upper arm in children and adults. 



	4.8
Undesirable effects


	Adverse reactions from Prevenar postmarketing experience

Although the following adverse drug reactions were not observed in the Prevenar 13 clinical studies in infants and children, the following are considered adverse drug reactions for Prevenar and are considered adverse drug reactions for Prevenar 13 as well. These frequencies are based on spontaneous reporting rates for Prevenar.


	Adverse reactions from Prevenar Prevenar13 postmarketing experience

Although the following adverse drug reactions were not observed in the Prevenar 13 clinical studies in infants and children, the following are considered adverse drug reactions for Prevenar and are considered adverse drug reactions for Prevenar 13 as well. These frequencies are based on spontaneous reporting rates for Prevenar.13 as they were reported in the postmarketing experience. Because these reactions were derived from spontaneous reports, the frequencies could not be determined and are thus considered as not known
Adults aged 50 years and older

Safety was assessed in 6 clinical studies including 6,198 adults ranging in age from 50 to 95 years. Prevenar 13 was administered to 5,667 adults; 2,616 (46.2 %) aged 50 to 64 years, and 3,051 (53.8 %) aged 65 years and older. Of the Prevenar 13 recipients 1,916 adults were previously vaccinated with the 23‑valent pneumococcal polysaccharide vaccine at least 3 years prior to study vaccination, and 3,751 were 23-valent polysaccharide vaccine unvaccinated.  Subjects older than 65 years of age reported fewer adverse reactions than younger adults, regardless of prior pneumococcal vaccination status.  Overall, the frequency categories were similar for both age groups.

Adverse reactions from clinical studies

Local reactions and systemic events were solicited daily for 14 days after each vaccination in all the clinical studies. The following frequencies are based on adverse reactions assessed as related to vaccination with Prevenar 13 in adults:

Metabolism and nutrition disorders:

Very common:

Decreased appetite

Nervous system disorders:

Very common:

Headaches

Gastrointestinal disorders: 

Very common:

Diarrhoea 

Common: 

Vomiting

Uncommon:

Nausea

Immune system disorders: 

Uncommon:

Hypersensitivity reaction including face oedema, dyspnoea, bronchospasm

Skin and subcutaneous tissue disorders:

Very common:

Rash

General disorders and administration site conditions:

Very common :
Chills; fatigue; injection-site erythema; injection-site induration/swelling; injection-site pain/tenderness; limitation of arm movement

Common:

Pyrexia

Uncommon:

Lymphadenopathy localized to the region of the injection site

Musculoskeletal and connective tissue disorders:

Very common:

Arthralgia; myalgia
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.

Higher frequency in some solicited systemic reactions was observed when Prevenar 13 was administered concomitantly with trivalent inactivated influenza vaccine (TIV) compared to TIV given alone (headache, chills, rash, decreased appetite, arthralgia, and myalgia) or Prevenar 13 given alone (headache, fatigue, chills, decreased appetite, and arthralgia). 



	4.5
Interaction with other medicinal products and other forms of interaction


	
	Adults aged 50 years and older

Prevenar 13 may be administered concomitantly with the seasonal trivalent inactivated influenza vaccine (TIV).

In two studies conducted in adults aged 50-59 and 65 years and older, it was demonstrated that Prevenar 13 may be given concomitantly with trivalent inactivated influenza vaccine (TIV).  The responses to all three TIV antigens were comparable when TIV was given alone or concomitantly with Prevenar 13.

When Prevenar 13 was given concomitantly with TIV, the immune responses to Prevenar 13 were lower compared to when Prevenar 13 was given alone.  The clinical significance of this is unknown.

Concomitant use with other vaccines has not been investigated.
Different injectable vaccines should always be given at different - vaccination sites.

Concomitant administration of Prevenar 13 and 23-valent polysaccharide vaccine  has not been studied. In clinical studies when Prevenar 13 was given 1 year after 23-valent polysaccharide vaccine the immune responses were lower for all serotypes compared to when Prevenar 13 was given to subjects not previously immunized with 23-valent polysaccharide vaccine.  The clinical significance of this is unknown. 



	4.6
Fertility, pregnancy and lactation


	Prevenar 13 is not intended for use in adults. Human data on the use during pregnancy or lactation and animal reproduction studies are not available
	Fertility and pregnancy
Prevenar 13 is not intended for use in adults. Human data on the use during pregnancy or lactation and animal reproduction studies are not available.
There are no data from the use of pneumococcal 13-valent conjugate in pregnant women.

Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity (see section 5.3).

Lactation

It is unknown whether pneumococcal 13-valent conjugate is excreted in human milk.


	5.3
Preclinical safety data

	Studies with a vaccine formulation representative of Prevenar 13 revealed no special hazard for humans based on conventional studies of safety pharmacology, repeated dose toxicity, juvenile toxicity and local tolerance.


	Studies with a vaccine formulation representative of Prevenar 13 revealed no special hazard for humans based on conventional studies of safety pharmacology, repeated dose toxicity, juvenile toxicity and local tolerance.

Non-clinical data for Prevenar 13 revealed no special hazard for humans based on conventional studies of safety pharmacology, single and repeated dose toxicity, local tolerance, and reproduction and developmental toxicity.



