הודעה על החמרה  ( מידע בטיחות)  
 תאריך:       27.9.2012

שם תכשיר באנגלית:      Influvac
מספר רישום: 33.66.22645 
שם בעל הרישום:  פריגו ישראל סוכנויות בע"מ

השינויים בעלון מסומנים על רקע צהוב
בעלון לרופא:
	 פרטים על השינוי/ים המבוקש/ים

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Qualitative and quantitative composition
	Influenza virus surface antigens (inactivated) (haemagglutinin and neuraminidase) of the following strains*:

- A/california/7/2009 (H1N1): derived strain used reass. virus NYMC X-181

15 micrograms HA **

- A/Perth/16/2009 (H3N2): like strain used reass. virus NYMC X-187  derived from A/Victoria/210/2009 
 

15 micrograms HA **

- B/Brisbane/60/2008 



15 micrograms HA**

per 0.5 ml dose.
* 
propagated in fertilised hens’ eggs from healthy chicken flocks

** 
haemagglutinin.


	Influenza virus surface antigens   (haemagglutinin and neuraminidase) of the following strains*:

A/California/7/2009 (H1N1)pdm09-derived strain used (NYMC X-181)

    15 micrograms HA** 

A/Victoria/361/2011 (H3N2)-derived strain used (IVR-165)



15 micrograms HA** 

B/Wisconsin/1/2010-like strain used (NYMC BX-39) derived from B/Hubei-Wujiagang/158/2009



15 micrograms HA** 
per 0.5 ml dose.
* 
propagated in fertilised hens’ eggs from healthy chicken flocks

** 
haemagglutinin.

Influvac may contain traces of eggs (such as ovalbumin, chicken proteins), formaldehyde, cetyltrimethylammonium bromide, polysorbate 80, or gentamicin, which are used during the manufacturing process.


	Posology and method of administration
	Adults and children from 36 months: 0.5 ml.
Children from 6 months to 35 months: Clinical data are limited. Dosages of 0.25 ml or 0.5 ml have been used. 
For instructions for preparation, see section  6.6.


	Posology

Adults : 0.5 ml.

Paediatric population
Children from 6 months to 35 months: Clinical data are limited. Dosages of 0.25 ml or 0.5 ml may be given. The dose given should be in accordance with existing national recommendations.
Children less than 6 months: the safety and efficacy of Influvac in children less than 6 months have not been established.

No data are available.
Method of administration

Precautions to be taken before handling or administrating the medicinal product:
For instructions for preparation of the medicinal product before administration, see section  6.6.


	Contra-

indications
	Hypersensitivity to the active substances, to any of the excipients and to residues of eggs, chicken proteins (such as ovalbumin ), formaldehyde, cetyltrimethylammonium bromide, polysorbate 80, or gentamicin.


	Hypersensitivity to the active substances, to any of the excipients or to any component that may be present as traces such as  eggs, (ovalbumin, chicken proteins ), formaldehyde, cetyltrimethylammonium bromide, polysorbate 80, or gentamicin.


	
	Immunisation shall be postponed in patients with febrile illness or acute infection. 

	Immunisation shall be postponed in patients/children with febrile illness or acute infection. 
Interference with serological testing: see section 4.5.

	Fertility, pregnancy and lactation
	The limited data from vaccinations in pregnant women do not indicate that adverse fetal and maternal outcomes were attributable to the vaccine. The use of this vaccine may be considered from the second trimester of pregnancy. For pregnant women with medical conditions that increase their risk of complications from influenza, administration of the vaccine is recommended, irrespective of their stage of pregnancy.


	Inactivated influenza vaccines can be used in all stages of pregnancy. Larger datasets on safety are available for the second and third trimester, compared with the first trimester; however, data from worldwide use of influenza vaccine do not indicate any adverse foetal and maternal outcomes attributable to the vaccine.
Fertility: No fertility data are available


	Effects on ability to drive and use machines
	Influvac is unlikely to produce an effect on the ability to drive and use machines.
	Influvac has no or negligible influence on the ability to drive and use machines.

	Special precautions for disposal and handling
	Influvac should be allowed to reach room temperature before use. Shake the syringe before use. Remove the needle guard and expel air by pressing the plunger rod in an upward direction. 

For administration of an 0.25 ml dose (1/2 dose) from a syringe, push the front side of the plunger exactly to the edge of the hub (the Knurled polypropylene ring); a reproducible volume of vaccine remains in the syringe, suitable for administration. 
	The vaccine should be allowed to reach room temperature before use.

Shake before use. 

Inspect visually prior to administration. 

For the administration of a 0.25 ml dose from a single dose 0.5ml syringe, push the front side of the plunger exactly to the edge of the hub (the knurled polypropylene ring); a reproducible volume of vaccine remains in the syringe, suitable for administration. 



	Special precautions for storage
	Influvac should be stored in a refrigerator (2ºC to +8ºC). Do not freeze.

Protect from light. 


	Store in a refrigerator (+2ºC to +8ºC). Do not freeze.
Store in the original package in order to protect from light.




