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CEPIVA PROTI SEZONSKI GRIPI (sezona 2013/2014)


	IME CEPIVA
	IZDELOVALEC
	Pakiranje
	Šifra
	Aplikacija
	Tip cepiva
	Navodilo 
	[image: image6.jpg]SmPC

	VAXIGRIP

suspenzija za injiciranje v napolnjeni injekcijski brizgi
	Sanofi Pasteur S.A., Francija 
	sc / 

1 brizga
	006483
	Intramuskularno ali

globoko subkutano
	Cepivo proti gripi z delci virionov, inaktivirano
	Cepivo je namenjeno

odraslim in otrokom, starim 36 mesecev in več
	
[image: image1.emf]VAXIGRIP 2013-2014  Navodilo.pdf


VAXIGRIP 2013-2014 Navodilo
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VAXIGRIP 2013-2014 SmPC


	
	Zdravilne učinkovine
	Pomožne snovi
	Adjuvant
	Konzervans
	Snovi v sledovih
	Potencialni alergeni

	
	1 odmerek (0,5 ml) vsebuje 15 μg HA vsakega izmed treh sevov
	Na klorid, Na hidrogenfosfat dihidrat, K dihidrogenfosfat, K klorid, voda za injekcije
	NE
	NE
	Formaldehid,

neomicin,

oktoxinol 9
	- jajčne / piščančje beljakovine - DA

- želatina - NE

- lateks - NE


	IME CEPIVA
	IZDELOVALEC
	Pakiranje
	Šifra
	Aplikacija
	Tip cepiva
	Navodilo
	SmPC

	VAXIGRIP pediatric
	Sanofi Pasteur S.A., Francija 
	sc / 

1 brizga
	002810
	Intramuskularno ali

globoko subkutano
	Cepivo proti gripi z delci virionov, inaktivirano
	Cepivo je namenjeno otrokom od 6 do 35 meseca
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VAXIGRIP PED 2013-2014 SmPC


	
	Zdravilne učinkovine
	Pomožne snovi
	Adjuvant
	Konzervans
	Snovi v sledovih
	Potencialni alergeni

	
	1 odmerek (0,25 ml) vsebuje 7,5 μg HA vsakega izmed treh sevov
	Na klorid, dinatrijevfosfat dihidrat, K dihidrogenfosfat, K klorid, voda za injekcije
	NE
	NE
	Formaldehid,

neomicin,

oktoxinol 9
	- jajčne / piščančje beljakovine - DA

- želatina - NE

- lateks - NE


Ikone navodil za uporabo (Navodila) in ikone povzetkov glavnih značilnosti zdravila (SmPC) se odpre z dvojnim levim klikom.

Povezave do navodil za uporabo (Navodila) in povezave do povzetkov glavnih značilnosti zdravila (SmPC) se odpre s sočasnim pritiskom na tipko »Ctrl« in z dvojnim levim klikom.

CEPIVA PROTI SEZONSKI GRIPI (sezona 2013/2014)

Inštitut za varovanje zdravja Republike Slovenije je, tako kot vsako leto, za nakup cepiva proti sezonski gripi izvedel javno naročilo in za sezono 2013/2014 izbral cepiva v skladu z razpisnimi pogoji.
Cepiva so proizvedena v skladu z dobro proizvodno prasko. Vsa cepiva vsebujejo antigene treh različnih sevov virusa gripe glede na priporočila Svetovne zdravstvene organizacije za sezono 2013/2014.

http://www.who.int/influenza/vaccines/virus/recommendations/2013_14_north/en/index.html
Vsa cepiva imajo dovoljenje za promet (Vaxigrip – dovoljenje je izdano s strani Javne Agencije Republike Slovenije za zdravila in medicinske pripomočke,  Vaxigrip pediatric - dovoljenje je izdala Francoska agencija za zdravila), vsa cepiva so učinkovita ter varna.

Vse sestavine cepiv (zdravilne učinkovine in pomožne snovi) ter postopki proizvodnje so odobreni s strani pristojnih organov za zdravila. V cepivih so lahko v sledovih prisotne snovi, ki se uporabljajo v proizvodnem procesu cepiv. 

Cepiva proti gripi so mrtva cepiva in ne vsebujejo celih virusov. Virusi so inaktivirani ter razgrajeni, ter ne morejo povzročiti bolezni.

Cepiva se financirajo v skladu z veljavnim programom cepljenja:

http://www.ivz.si/cepljenje/strokovna_javnost/program_cepljenja?pi=18&_18_view=item&_18_newsid=2016&pl=243-18.0.
Datum: 24.9.2013
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1. IME ZDRAVILA
VAXIGRIP suspenzija za injiciranje v napolnjeni injekcijski brizgi

cepivo proti gripi z delci virionov, inaktivirano
Sevi 2013/2014

2. KAKOVOSTNA IN KOLICINSKA SESTAVA
Sevi* virusa influence (inaktivirani, razcepljeni):

15 mikrogramov HA* seva NYMC X-179A (pridobljen iz seva A/California/7/2009 (HIN1)pdm09)
15 mikrogramov HA* seva NYMC X-223A (pridobljen iz seva A/Texas/50/2012), ki je podoben sevu
AfVictoria/361/2011 (H3N2)

15 mikrogramov HA™ seva B/Massachusetts/2/2012

v enem odmerku 0,5 ml.
* pripravljeni na oplojenih koko§jih jajcih zdrave jate
** hemaglutinina

Sestava cepiva ustreza priporo¢ilom Svetovne zdravstvene organizacije (za severno poloblo) in
dolocilom Evropske zveze za sezono 2013/2014.

Za celoten seznam pomoznih snovi glejte poglavje 6.1.

Vaxigrip lahko vsebuje sledi jajc kot je ovalbumin ter neomicina, formaldehida in oktoksinola 9, ki se
uporabljajo v procesu izdelave zdravila (glejte poglavje 4.3).

3. FARMACEVTSKA OBLIKA

Suspenzija za injiciranje.

Suspenzija ima po rahlem pretresanju izgled rahlo belkaste opalescentne tekodine.
4. KLINICNI PODATKI

4.1 Terapevtske indikacije

Prepredevanje gripe, zlasti pri osebah s povecanim tveganjem za zaplete pridruzene gripi.
Vaxigrip se uporablja pri odraslih in otrocih od 6 meseca dalje.

Cepivo Vaxigrip uporabljajte po uradnih priporo¢ilih.

1.2 Odmerjanje in nadin uporabe

Odmerjanje

Odrasli - 0,5 ml

Pediatricna populacija:

Otroci od 36 mesecev naprej: 0,5 ml

Otroci od 6 mesecev do 35 mesecev: Klini¢ni podatki so pomanjkljivi. Odmerjate lahko 0,25 ml ali
0,5 ml. Odmerjanje naj bo skladno z nacionalnimi priporoéili.
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Za otroke, ki $e niso bili cepljeni, se daje drugi odmerek po 4 tednih.

Otroci mlajsi od 6 mesecev: varnost in u¢inkovitost cepljenja s cepivom Vaxigrip pri otrocih mlajsih
od 6 mesecev $e nista bili dokazani. Podatkov ni na voljo

Nadin uporabe
Cepivo Vaxigrip se daje intramuskularno ali globoko subkutano.
Zanavodila glede rekonstitucije glejte poglavje 6.6.

1.3 Kontraindikacije

Preoblutljivost za zdravilne uéinkovine ali katerokoli pomoZno snov ali na katerokoli snov, ki bi lahko
bila prisotna v sledovih kot so jajca (npr. na ovalbumin) ali pi§¢an&ji proteini, neomicin, formaldehid

in oktoksinol 9.
Cepljenje pri osebah z vro€insko boleznijo ali akutno okuzbo prestavite.

4.4 Posebna opozorila in previdnostni ukrepi

Kot pri vseh parenteralnih cepivih je treba zagotoviti ustrezno ukrepanje in nadzor za primere
anafilakti¢ne reakcije po cepljenju.

Cepiva Vaxigrip ne smete nikoli injicirati intravaskularno.

Imunski odgovor je lahko nezadosten pri bolnikih z endogeno ali z zdravili povzro¢eno
imunosupresijo.
Glede vpliva na seroloske teste glejte poglavije 4.5.

4.5 Medsebojno delovanje z drugimi zdravili in druge oblike interakcij

Cepivo Vaxigrip je mogoce uporabiti so¢asno z drugimi cepivi. Cepljenje mora biti opravljeno na
drugo mesto. NeZeleni u¢inki se v primeru so¢asnega cepljenja lahko stopnjujejo.

Imunski odziv je lahko zmanjSan, e bolnik prejema imunosupresivno zdravljenje.

Po cepljenju proti gripi so ugotavljali lazno pozitivne rezultate seroloskih testov za ugotavljanje
protiteles proti HIV1, hepatitisu C in zlasti HTLV1, z metodo ELISA. Western Blot metoda ovrze
lazno pozitivne rezultate preiskave ELISA. Prehodne laZno pozitivne reakcije so morda posledica
tvorbe IgM zaradi cepiva.

4.6 Plodnost, nosecnost in dojenje

Nosecnost

Inaktivirano cepivo proti gripi se lahko uporablja v vseh obdobjih nosecnosti. Za drugi in tretji
trimester obstaja ve¢ podatkov o varnosti cepljenja kot za prvi trimester, vendar podatki o uporabi
inaktiviranega cepiva, zbrani po vsem svetu, ne kazejo nezelenih u¢inkov na plod ali nose¢nico, ki bi
jih lahko pripisali cepivu.

Dojenje
Cepivo Vaxigrip se lahko uporabi v obdobju dojenja.

Plodnost
Ni podatkov o vplivu na plodnost.
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4.7 Vpliv na sposobnost voZnje in upravljanja s stroji
Cepivo Vaxigrip nima oziroma ima zanemarljiv vpliv na sposobnost voZnje in upravljanja s stroji.
4.8 Nezeleni uéinki

NEZELENI UCINKI ZABELEZENI V KLINICNIH PRESKUSANJIH:

Varnost trivalentnega inaktiviranega cepiva proti gripi se ocenjuje z odprtimi, nekontroliranimi
kliniénimi preskusanji, ki se opravljajo vsakoletno v skladu z zahtevami ter vkljuujejo najmanj 50
odraslih v starosti od 18-60 let in najmanj 50 starostnikov, starih 61 let ali starejsih. Ocena varnosti
obsega spremljanje preiskovancev v prvih 3 dneh po cepljenju.

Tekom klini¢nih preskusSanj so opazili sledece nezelene ucinke v naslednji pogostnosti:

zelo pogosti (>1/10); pogosti (21/100 do <1/10); ob&asni (21/1.000 do <1/100).

Klasifikacija | Zelo pogosti Pogosti Obcasni
organskih >1/10 >1/100 do <1/10 >1/1.000 do
sistemov <1/100
bolezni glavobol*
Zivievja
bolezni koze potenje *
in podkoZja
bolezni bolecine v misicah
misi¢no- in sklepih*
skeletnega
sistema in
vezivnega
tkiva
splosne poviSana telesna
tezave in temperatura,
spremembe splo$no slabo
na mestu pocutje, mrzlica,
aplikacije utrujenost,
lokalne reakcije:
rdecina, oteklina,
boledine, ekhimoze,
zatrdlina *

* Ti neZeleni u¢inki obi¢ajno izginejo v 1-2 dneh brez zdravljenja.
NEZELENI UCINKI, O KATERIH SO POROCALI V OBDOBJU PO PRIHODU CEPIVA NA
TRG:

Nezeleni u¢inki, o katerih so porocali v obdobju po prihodu cepiva na trzisée, so bili, poleg tistih, o
katerih so poro€ali v klini¢nih presku$anjih, naslednji:

Bolezni krvi in limfatiénega sistema:
prehodna trombocitopenija, prehodna limfadenopatija
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Bolezni imunskega sistema:
alergijske reakcije, ki so v redkih primerih privedle do Soka, angioedem

Bolezni Zivéevja:
nevralgija, parestezije, vro¢inski kréi, nevroloske motnje kot npr. encefalomielitis, nevritis in sindrom
Guillain-Barré

Zilne bolezni:
vaskulitis, ki je zelo redko povezan s prehodno okvaro ledvic

Bolezni koZe in podkoZja:
generalizirane koZne reakcije, ki vkljuéujejo: pruritis, urtikarije in nespecifi¢ni izpuscaj.

NEZELENE UCINKE JE TREBA TAKOJ SPOROCITI CENTRALNEMU REGISTRU ZA
NEZELENE UCINKE PRI CEPLJENJU NA INSTITUT ZA VAROVANJE ZDRAVIJA RS.

4.9 Preveliko odmerjanje

Ni verjetno, da bi imel prevelik odmerek nezelene posledice.

5.  FARMAKOLOSKE LASTNOSTI

5.1 Farmakodinamicéne lastnosti
Farmakoterapevtska skupina: Cepivo proti gripi, ATC oznaka: JO7BB02

Seroloska za§Cita se praviloma razvije v 2 do 3 tednih. Imunost na homologne seve ali seve, ki so jim
sorodni, traja razli¢no dolgo, a obi¢ajno 6 do 12 mesecev.

52 Farmakokineti¢ne lastnosti
Navedba smiselno ni potrebna.
53 Predklinicni podatki o varnosti

Navedba smiselno ni potrebna.

6. FARMACEVTSKI PODATKI
6.1 Seznam pomoZnih snovi

Puferna raztopina:

e natrijev klorid
natrijev hidrogenfosfat dihidrat
kaljev dihidrogenfosfat
kalijev klorid
voda za injekcije.
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6.2 Inkompatibilnosti

Zaradi pomanjkanja 3tudij kompatibilnosti cepiva Vaxigrip ne smete meSati z drugimi zdravili.
6.3 Rok uporabnosti

1 leto

6.4 Posebnosti navodila za shranjevanje

Shranjujte v hladilniku (2 °C - 8 °C).

Ne zamrzujte.
Napolnjeno injekcijsko brizgo shranjujte v zunanji ovojnini za zagotovitev za&ite pred svetlobo.

6.5 Vrsta ovojnine in vsebina

0,5 ml suspenzije v napolnjeni injekcijski brizgi iz stekla hidroliti¢nega razreda I z injekcijsko iglo,
opremljene z elastomerno batno zaporko (klorobromobutil ali klorobutil ali bromobutil) - pakiranje po
1 v Skatli.

6.6 Posebni varnostni ukrepi za odstranjevanje in ravnanje z zdravilom

Cepivo Vaxigrip je treba pred cepljenjem ogreti na sobno temperaturo.
Pred uporabo pretresite. Pred uporabo je treba cepivo vizualno pregledati.
Ce opazite delce v suspenziji, ne uporabite cepiva Vaxigrip.

Kadar je pri otrocih predpisan odmerek 0,25 ml, je treba iztisniti iz napolnjene injekcijske brizge
polovico vsebine toéno do oznake. Otroku injicirajte preostalo vsebino (glejte poglavje 4.2).
Neuporabljeno cepivo ali odpadni material zavrzite v skladu z lokalnimi predpisi.

7. IMETNIK DOVOLJENJA ZA PROMET
Sanofi Pasteur SA
2, avenue Pont Pasteur
69007 Lyon — Francija

8. STEVILKA DOVOLJENJA ZA PROMET
5363-1-1444/13

9. DATUM PRIDOBITVE/PODALJSANJA DOVOLJENJA ZA PROMET
Datum pridobitve: 30. 05. 1997
Datum podalj$anja: 14. 12. 2010

10. DATUM ZADNJE REVIZIJE BESEDILA
03.09.2013
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ANNEX llIB
PACKAGE LEAFLET: INFORMATION FOR THE USER

Name of the medicinal product

VAXIGRIP PEDIATRIC USE, suspension for injection in prefilled syringe

Influenza vaccine (split virion, inactivated)

Box

Read all of this leaflet carefully before your child is vaccinated.

Keep this leaflet. You may need to read it again.

If you have any further questions, ask your doctor or pharmacist.

This medicine has been prescribed for your child. Do not pass it on to others.

If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please
tell your doctor or pharmacist.

Summary package leaflet

In this leaflet:

What VAXIGRIP PEDIATRIC USE is and what it is used for
Before your child uses VAXIGRIP PEDIATRIC USE

How to use VAXIGRIP PEDIATRIC USE

Possible side effects

How to store VAXIGRIP PEDIATRIC USE

Further information

SOk =

1. WHAT VAXIGRIP PEDIATRIC USE IS AND WHAT IT IS USED FOR

| Pharmacotherapeutic group

Not applicable.

] Therapeutic indications

VAXIGRIP PEDIATRIC USE is a vaccine.

This vaccine helps to protect your child against influenza (flu), particularly if your child runs a high risk of
associated complications. VAXIGRIP PEDIATRIC USE should be wused according to official
recommendations.

When a person is given the vaccine VAXIGRIP PEDIATRIC USE, the immune system (the body’s natural
defence system) will produce its own protection (antibodies) against the disease. None of the ingredients in
the vaccine can cause flu.

Flu is a disease that can spread rapidly and is caused by different types of virus strains that can change
every year. This is why your child needs to be vaccinated every year. The greatest risk of catching flu is
during the coldest months, between October and March. If your child was not vaccinated in the autumn, it
is still possible to do it until spring since your child runs the risk of catching flu until then.

Your doctor will be able to recommend the best time for your child to be vaccinated.

VAXIGRIP PEDIATRIC USE will protect your child against the three strains of virus contained in the
vaccine after about 2 to 3 weeks following the injection.

The incubation period for flu is a few days, so if your child is exposed to flu immediately before or after the
vaccination, he could still develop the iliness.

The vaccine will not protect your child against the common cold, even though some of the symptoms are
similar to flu.

Product Information EN — VAXIGRIP Pediatric use — 20 August 2013 12/16
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2. BEFORE YOUR CHILD USES VAXIGRIP PEDIATRIC USE

List of information necessary before taking the medicinal product

To make sure that VAXIGRIP PEDIATRIC USE is suitable for your child, it is important to tell your doctor
or pharmacist if any of the points below apply to your child.

If there is anything you do not understand, ask your doctor or pharmacist to explain.

Contraindications

Do not use VAXIGRIP PEDIATRIC USE

e If your child is allergic (hypersensitive) to:
o the active substances or
o any of the other ingredients of VAXIGRIP PEDIATRIC USE, see Section 6. "Further information”,
or
o any component that may be present in very small amounts such as eggs (ovalbumin or chicken
proteins), neomycin, formaldehyde or octoxinol-9,
» [f your child has an iliness with a high temperature or acute infection, the vaccination should be
postponed until after your child has recovered.

Precautions for use; special warnings

Take special care with VAXIGRIP PEDIATRIC USE

* You should tell your doctor before vaccination if your child has a poor immune response
(immunodeficiency or taking medicines affecting the immune system).

e Your doctor will decide if your child should receive the vaccine.

e If, for any reason, your child has to have a blood test within the days following the flu vaccination,
please tell your doctor. This is because false positive blood test results have been observed in a few
patients who had recently been vaccinated.

As with all vaccines, VAXIGRIP PEDIATRIC USE may not fully protect all persons who are vaccinated.

Interactions with other medicinal products

Using other medicines

e Please tell your doctor or pharmacist if your child is taking or has recently taken any other vaccines or
any other medicines, including medicines obtained without a prescription.

o VAXIGRIP PEDIATRIC USE can be given at the same time as other vaccines by using separate limbs.
In this case, the side effects may be intensified.

¢ The immunological response may decrease in case of immunosuppressant treatment, such as
corticosteroids, cytotoxic drugs or radiotherapy.

Interactions with food and drink

Not applicable.

\ Interaction with phytotherapy or alternative therapy products

Not applicable.

| Use during pregnancy and breast-feeding W

Not applicable.

| Athletes

Not applicable.

] Effects on ability to drive or use machines

Not applicable.
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| List of excipients with recognised effect

Not applicable.
3. HOW TO USE VAXIGRIP PEDIATRIC USE

] Instructions for proper use

Not applicable.

Dosage/ Method and/or route(s) of administration/ Frequency of administration/ Duration of treatment

Dosage

Children from 6 months to 35 months may receive either one 0.25 ml dose or one 0.5 ml dose in
accordance with existing national recommendations.

If your child has not been previously vaccinated against flu, a second dose should be given after at least 4
weeks.

Method and/or route(s) of administration

Your doctor will administer the recommended dose of the vaccine as an injection into the muscle or deep
under the skin.

If you have any further questions on the use of this product, ask your doctor or pharmacist.

Symptoms and instructions in the case of overdose

Not applicable.

| Instructions in the case of missing doses

Not applicable.

‘ Risk of withdrawal syndrome

Not applicable.

4. POSSIBLE SIDE EFFECTS

{ Description of side effects

Like all medicines, VAXIGRIP PEDIATRIC USE can cause side effects, although not everybody gets them.

During clinical trials, the following side effects have been observed. Their frequencies have been estimated
as Common: affects 1 to 10 users in 100:

headache,

sweating,

muscular pain (myalgia), joint pain (arthralgia),

fever, generally feeling unwell (malaise), shivering, fatigue,

local reactions: redness, swelling, pain, bruising (ecchymosis), hardness (induration) around the area
where the vaccine is injected.

These reactions usually disappear within 1-2 days without treatment.

e © o o o

In addition to the common side effects listed above, the following side effects occurred after the vaccine
came on the market:

o allergic reactions:
o leading to medical emergency with a failure of the circulatory system to maintain adequate blood
flow to the different organs (shock) in rare cases,
o swelling most apparent in the head and neck, including the face, lips, tongue, throat or any other
part of the body (angioedema) in very rare cases,
e skin reactions that may spread throughout the body including itchiness of the skin (pruritus, urticaria),
rash,
e blood vessel inflammation which may result in skin rashes (vasculitis} and in very rare cases temporary
kidney problems,
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e pain situated on the nerve route (neuralgia), anomalies in the perception of touch, pain, heat and cold
(paraesthesia), fits (convulsions) associated with fever, neurological disorders that may result in stiff
neck, confusion, numbness, pain and weakness of the limbs, loss of balance, loss of reflexes,
paralysis of part or all the body (encephalomyelitis, neuritis, Guillain-Barré Syndrome),

e temporary reduction in the number of certain types of particles in the blood called platelets; a low
number of these can result in excessive bruising or bleeding (transient thrombocytopenia), temporary
swelling of the glands in the neck, armpit or groin (transient lymphadenopathy).

If any of the side effects gets serious, or if you notice any side effects not listed in this leaflet, please tell

your doctor or pharmacist.

5. HOW TO STORE VAXIGRIP PEDIATRIC USE

Keep out of the reach and sight of children.

Expiry date

Do not use VAXIGRIP PEDIATRIC USE after the expiry date which is stated on the carton after EXP. The
expiry date refers to the last day of that month.

Storage conditions

Store in a refrigerator (2°C - 8°C). Do not freeze. Keep the syringe in the outer carton in order to protect
from light.

Where appropriate, warning against certain visible signs of deterioration

Medicines should not be disposed of via wastewater or household waste. Ask your pharmacist how to
dispose of medicines no longer required. These measures will help to protect the environment.

6. FURTHER INFORMATION

Full statement of the active substances and excipients

What VAXIGRIP PEDIATRIC USE contains
The active substances are: Influenza virus (inactivated, split) of the following strains*:
A/California/7/2009 (H1N1)pdm09-derived strain used (NYMC X-179A)........ccccoeee.. 7.5 micrograms HA**

AlVictoria/361/2011 (H3N2)-like strain used (NYMC X-223A) derived from A/Texas/50/2012
......................................................................................................................................... 7.5 micrograms HA™*

BiMassachuseltsiO2/2012 .. omuswmnmpammmmsmer cnrmsm s s m e i S i v 7.5 micrograms HA**
Per 0.25-ml dose.

*Propagated in fertilised hens’ eggs from healthy chicken flocks

**Haemagglutinin

This vaccine complies with the WHO (World Health Organisation) recommendations (Northern
hemisphere) and European Union decision for the 2013/2014 season.

The other ingredients are: a buffer solution containing sodium chloride, disodium phosphate dihydrate,
potassium dihydrogen phosphate, potassium chloride and water for injections.

Pharmaceutical form and contents

What VAXIGRIP PEDIATRIC USE looks like and contents of the pack

VAXIGRIP PEDIATRIC USE is a suspension for injection in a prefilled syringe of 0.25 ml in box of 1, 10 or
20. Not all pack sizes may be marketed.

The vaccine, after shaking gently, is a slightly whitish and opalescent liquid.
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Name and address of the marketing authorisation holder and of the manufacturing authorisation holder
responsible for batch release, if different

Holder

SANOFI PASTEUR

2 AVENUE PONT PASTEUR
69007 LYON

FRANCE

Distributor

SANOFI PASTEUR MSD SNC
8 RUE JONAS SALK

69007 LYON

FRANCE

Manufacturer

SANOFI PASTEUR

2 AVENUE PONT PASTEUR
69007 LYON

FRANCE

‘ Names of the medicinal product in the Member States of the European Economic Area

In accordance with local requirements.

[ Date of approval of the package leaflet T

This leaflet was last approved in: 08/2013,

| Marketing authorisation under exceptional circumstances T

Not applicable.

| Internet information

Detailed information on this medicine is available on the ANSM (France) web site:
http://www.ansm.sante.fr

| Information intended for healthcare professionals

The following information is intended for medical or healthcare professionals only:

As with all injectable vaccines, appropriate medical treatment and supervision should be readily available
in case of an anaphylactic reaction, although rare, following the administration of the vaccine.

The vaccine should be brought to room temperature before use.

Shake before use.

The vaccine should not be used if foreign particles are present in the suspension.
It should not be mixed with other medicinal products in the same syringe.

This vaccine is not to be injected directly into a blood vessel.

See also Section 3. HOW TO USE VAXIGRIP PEDIATRIC USE.

Other

Not applicable.
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ANNEX |
SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE MEDICINAL PRODUCT
VAXIGRIP PEDIATRIC USE, suspension for injection in prefilled syringe

Influenza vaccine (split virion, inactivated)

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Influenza virus (inactivated, split) of the following strains*:
A/California/7/2009 (H1N1)pdm09-derived strain used (NYMC X-179A).........cc.......... 7.5 micrograms HA™

AlVictoria/361/2011 (H3N2)-like strain used (NYMC X-223A) derived from A/Texas/50/2012
7.5 micrograms HA**

B/Massachusetts/02/2012. . ... 7.5 micrograms HA**
Per 0.25-ml dose.

*Propagated in fertilised hens’ eggs from healthy chicken flocks

**Haemagglutinin

This vaccine complies with the WHO recommendations (Northern hemisphere) and European Union
decision for the 2013/2014 season.

For the full list of excipients, see Section 6.1.

VAXIGRIP PEDIATRIC USE may contain traces of eggs, such as ovalbumin, traces of neomycin, of
formaldehyde and of octoxinol-9, which are used during the manufacturing process (see Section 4.3).

3. PHARMACEUTICAL FORM

Suspension for injection in prefilled syringe

The vaccine, after shaking gently, is a slightly whitish and opalescent liquid.
4. CLINICAL PARTICULARS

4.1 Therapeutic indications

Prophylaxis of influenza, especially in children who run a high risk of associated complications.
VAXIGRIP PEDIATRIC USE is indicated in children from 6 to 35 months of age.

The use of VAXIGRIP PEDIATRIC USE should be based on official recommendations.

4.2 Posology and method of administration

Posoclogy

Children from 6 months to 35 months: clinical data are limited. Doses of 0.25 ml or 0.5 ml may be given.
The dose given should be in accordance with the existing national recommendations.

For children who have not previously been vaccinated, a second dose should be given after an interval of
at least 4 weeks.

Children less than 6 months: the safety and efficacy of VAXIGRIP PEDIATRIC USE in children less than 6
months have not been established. No data are available.

Method of administration

Vaccination should be carried out by intramuscular or deep subcutaneous injection.

Precautions to be taken before handling or administering the medicinal product
For instructions for preparation of the medicinal product before administration, see Section 6.6.
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4.3 Contraindications

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), neomycin, formaldehyde and

octoxinol-9.
Vaccination shall be postponed in case of febrile illness or acute infection.

4.4 Special warnings and precautions for use

As with all injectable vaccines, appropriate medical treatment and supervision should be readily available
in case of an anaphylactic reaction, although rare, following the administration of the vaccine.

VAXIGRIP PEDIATRIC USE should under no circumstances be administered intravascularly.
Antibody response in children with congenital or acquired immunosuppression may be insufficient.
Interference with serological testing

See Section 4.5.

4.5 Interaction with other medicinal products and other forms of interaction

VAXIGRIP PEDIATRIC USE may be given at the same time as other vaccines. However, injections should
be carried out on separate limbs. It should be noted that the adverse reactions may be intensified.

The immune response may be diminished if the child is undergoing immunosuppressant treatment.

Following influenza vaccination, false-positive results in serology tests using the ELISA method to detect
antibodies against HIV1, hepatitis C and especially HTLV1 have been observed. The Western Blot
technique disproves these transient false-positive reactions, which may be due to the IgM response
induced by vaccination.

4.6 Pregnancy and lactation

Not applicable.

4.7 Effects on ability to drive and use machines

Not applicable.

4.8 Undesirable effects

Adverse reactions observed from clinical trials

The safety of trivalent inactivated influenza vaccines is assessed in open label, uncontrolled clinical trials
performed as annual update regulatory requirement, including at least 50 adults aged 18 — 60 years of age
and at least 50 elderly aged 61 years or older.

Safety evaluation is performed during the first 3 days following vaccination.
The following undesirable effects have been observed during clinical trials with the following frequencies:
Very common (21/10); common (21/100, <1/10); uncommon (21/1,000, <1/100).

Organ class Very common Common Uncommon
(=1/10) (21/100, <1/10) (21/1,000, <1/100)

Nervous system Headache*

disorders

Skin and sub- Sweating”

cutaneous tissue

disorders 5

Musculo-skeletal Myalgia, arthralgia*

and connective

tissue disorders
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Organ class Very common Common Uncommon
(=1/10) (21/100, <1/10) (=1/1,000, <1/100)
General disorders Fever, malaise,
and administration shivering, fatigue.
site conditions Local reactions:
redness, swelling,
pain, ecchymosis,
induration®

* These reactions usually disappear within 1-2 days without treatment.

Adverse reactions reported from post-marketing surveillance

Adverse reactions reported from post-marketing surveillance are, next to the reactions which have also
been observed during the clinical trials, the following:

Blood and Ilymphatic system disorders:

Transient thrombocytopenia, transient lymphadenopathy.

Immune system disorders:

Allergic reactions, in rare cases leading to shock, angioedema.

Nervous system disorders:

Neuralgia, paraesthesia, febrile convulsions, neurological disorders, such as encephalomyelitis, neuritis
and Guillain Barré syndrome.

Vascular disorders:

Vasculitis associated in very rare cases with transient renal involvement.

Skin and subcutaneous tissue disorders:

Generalized skin reactions including pruritus, urticaria or non-specific rash.

4.9 Overdose

Overdosage is unlikely to have any untoward effect.
5. PHARMACOLOGICAL PROPERTIES

5.1 Pharmacodynamic properties

Pharmacotherapeutic group: Influenza vaccine
ATC code: JO7TBB02

Seroprotection is generally obtained within 2 to 3 weeks. The duration of postvaccinal immunity to
homologous strains or to strains closely related to the vaccine strains varies but is usually 6-12 months.

5.2 Pharmacokinetic properties
Not applicable.

5.3 Preclinical safety data
Not applicable.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Buffer solution containing sodium chloride, disodium phosphate dihydrate, potassium dihydrogen
phosphate, potassium chloride and water for injections.

6.2 Incompatibilities

In the absence of compatibility studies, this vaccine must not be mixed with other medicinal products.
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6.3 Shelf life

1 year.

6.4 Special precautions for storage

Store in a refrigerator (2°C - 8°C). Do not freeze. Keep the syringe in the outer carton in order to protect
from light.

6.5 Nature and contents of container

0.25 ml of suspension in prefilled syringe (type | glass) with attached needle, equipped with a plunger
stopper (elastomer chlorobromobuty! or chlorobutyl or bromobutyl) — box of 1, 10, or 20.

0.25 ml of suspension in prefilled syringe (type | glass) without needle, equipped with a plunger stopper
(elastomer chlorobromobutyl or chlorobutyl or bromobutyl) — box of 1, 10, or 20.

Not all pack sizes may be marketed.

6.6 Special precautions for disposal and other handling

The vaccine should be brought to room temperature before use.

Shake before use. Inspect visually prior to administration.

The vaccine should not be used if foreign particles are present in the suspension.

Any unused product or waste material should be disposed of in accordance with local requirements.

78

MARKETING AUTHORISATION HOLDER

SANOFI PASTEUR

2 AVENUE PONT PASTEUR
69007 LYON

FRANCE

8.

9.

MARKETING AUTHORISATION NUMBER(S)

345 914-7 or 34009 345 914 7 1: 0.25 ml of suspension in prefilled syringe (type | glass) with attached
needle, equipped with a plunger stopper (elastomer chlorobromobutyl or chlorobutyl or bromobutyl) —
box of 1.

349 044-7 or 34009 349 044 7 9: 0.25 ml of suspension in prefilled syringe (type | glass) with attached
needle, equipped with a plunger stopper (elastomer chlorobromobutyl or chlorobutyl or bromobutyl) —
box of 10.

349 045-3 or 34009 349 045 3 0: 0.25 ml of suspension in prefilled syringe (type | glass) with attached
needle, equipped with a plunger stopper (elastomer chlorobromobutyl or chlorobutyl or bromobutyl) —
box of 20.

349 047-6 or 34009 349 047 6 9: 0.25 ml of suspension in prefilled syringe (type | glass) without
needle, equipped with a plunger stopper (elastomer chlorobromobuty! or chlorobutyl or bromobutyl) —
box of 1.

349 193-2 or 34009 349 193 2 9: 0.25 ml of suspension in prefilled syringe (type | glass) without
needle, equipped with a plunger stopper (elastomer chlorobromobutyl or chlorobutyl or bromobutyl) —
box of 10.

349 194-9 or 34009 349 194 9 7: 0.25 ml of suspension in prefilled syringe (type | glass) without
needle, equipped with a plunger stopper (elastomer chlorobromobutyl or chlorobutyl or bromobutyl) —
box of 20.

DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Date of First Authorisation: 02 June 1998
Renewal of the Authorisation: 30 December 2011

10. DATE OF REVISION OF THE TEXT
20 August 2013
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11. DOSIMETRY
Not applicable.

12. INSTRUCTIONS FOR PREPARATION OF RADIOPHARMACEUTICALS
Not applicable.

GENERAL CLASSIFICATION FOR SUPPLY
Not applicable.
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NAVODILO ZA UPORABO
VAXIGRIP suspenzija za injiciranje v napolnjeni injekcijski brizgi

cepivo proti gripi z delci virionov, inaktivirano
Sevi 2013/2014

Pred uporabo natanéno preberite navodilo!

- Navodilo shranite. Morda ga boste Zeleli ponovno prebrati.

- Ce imate dodatna vprasanja, se posvetujte z zdravnikom ali farmacevtom.

- Zdravilo je bilo predpisano vam ali va§emu otroku in ga ne smete dajati drugim.

- Ce katerikoli neZeleni u¢inek postane resen ali e opazite katerikoli neZeleni u&inek, ki ni omenjen
v tem navodilu, obvestite svojega zdravnika ali farmacevta.

Kaj vsebuje navodilo:

Kaj je cepivo VAXIGRIP in zakaj ga uporabljamo

Kaj morate vi ali vas otrok vedeti, preden boste uporabili cepivo VAXIGRIP
Kako uporabljati cepivo VAXIGRIP

Mozni nezeleni uéinki

Shranjevanje cepiva VAXIGRIP

Dodatne informacije

I N

1. KAJ JE CEPIVO VAXIGRIP IN ZA KAJ GA UPORABLJAMO

Vaxigrip je cepivo.

To cepivo pomaga zaScititi vas ali vaSega otroka pred gripo (influenco), zlasti osebe s pove&anim
tveganjem za zaplete pridruZene gripi. Cepivo Vaxigrip uporabljamo po uradnih priporo¢ilih.

Ko prejmete cepivo Vaxigrip, zacne imunski sistem (telesna naravna obramba) proizvajati lastno
za§Cito (protitelesa) proti bolezni. Nobena sestavina cepiva ne more povzroditi gripe.

Gripa je bolezen, ki se lahko zelo hitro §iri in jo povzroéa mnogo razli¢nih sevov virusov, ki se lahko
spreminjajo vsako leto. Zaradi tega se morate vi ali vas otrok cepiti vsako leto. Najvedje tveganje za
okuzbo gripe je v hladnih mesecih med oktobrom in marcem. Ce se vi oziroma va$ otrok nista cepila
jeseni, je Se vedno smotrno, da se cepite do pomladi, ker obstaja tveganje, da bi se lahko v tem &asu vi
ali va$ otrok okuzila z gripo. Vas zdravnik vam bo svetoval najbolj§i termin za cepljenje.

Cepivo Vaxigrip vas ali vaega otroka §¢iti pred gripo, ki jo povzroajo trije sevi virusov, ki so
prisotni v cepivu, po 2 do 3 tednih po prejemu cepiva.

Inkubacijska doba za gripo je nekaj dni. Ce ste se vi ali vas otrok okuZili neposredno pred cepljenjem
ali takoj po njem, boste vi ali vas otrok lahko kljub temu zboleli za gripo.

Cepivo vas ne zasciti pred prehladom, ¢eprav so nekateri simptomi podobni gripi.

2. KAJ MORATE VI ALI VAS OTROK VEDETI, PREDEN BOSTE UPORABILI CEPIVO
VAXIGRIP

JAZMP-1I/011-3.9.2013





Da zagotovite, da je cepivo Vaxigrip primerno za vas ali vaSega otroka, je pomembno, da poveste
vasemu zdravniku ali farmacevtu, e se katerakoli spodaj navedena tocka nanasa na vas ali vaSega
otroka. Ce &esarkoli ne razumete, vprasajte svojega zdravnika ali farmacevta za pojasnilo.

Ne uporabljajte cepiva Vaxigrip
- e ste vi ali vas otrok alergi¢ni (preobcutljivi) na:
- zdravilne u¢inkovine ali
- katerokoli pomozno snov cepiva Vaxigrip, glejte poglavje 6 »Dodatne informacije« ali
- druge sestavine, ki bi bile lahko prisotne v zelo majhnih koli¢inah kot so jajeca (ovalbumin ali
pid¢anéji proteini) neomicin, formaldehid ali na oktoksinol 9.
- &e imate vi ali va$ otrok akutno vro¢insko bolezen ali akutno okuzbo, lahko odlozite cepljenje do
okrevanja.

Bodite posebno pozorni pri uporabi cepiva Vaxigrip
Pred cepljenjem opozorite zdravnika, &e imate vi ali vas otrok zmanjsan imunski odgovor (e imate
imunosupresijo ali ée jemljete zdravila, ki vplivajo na imunski sistem).

Zdravnik bo odlo¢il ali vi oziroma vas otrok lahko prejmeta cepivo.

Povejte svojemu zdravniku, e boste zaradi kar$negakoli razloga opravili krvne preiskave v nekaj dneh
po cepljenju. To je potrebno, ker so v nekaterih primerih po cepljenju opazili lazno pozitivne rezultate
preiskav.

Kot pri vseh cepivih, cepivo Vaxigrip ne more popolnoma zas¢iti vseh oseb, ki so bile cepljene.

Uporaba drugih zdravil
e Obvestite svojega zdravnika ali medicinsko sestro, ¢e vi ali va$ otrok jemljete ali ste pred
kratkim jemali katerokoli zdravilo, tudi Ce ste ga dobili brez recepta.
e Cepivo Vaxigrip se lahko daje so¢asno z drugimi cepivi, vendar na drugi ud. NeZeleni u¢inki
se v primeru so¢asnega cepljenja lahko stopnjujejo.
e Imunski odgovor na cepivo je lahko zmanjsan, ¢e prejemate imunosupresivno zdravljenje, kot
je prejemanje kortikosterolov, citotoksi¢nih zdravil ali radioterapije.

Nosecnost in dojenje
Obvestite svojega zdravnika ali farmacevta, ¢e ste nosedi ali mislite, da ste noseci.

Cepivo proti gripi se lahko uporablja v vseh obdobjih nose¢nosti. Za drugi in tretji trimester obstaja
vet podatkov o varnosti cepljenja kot za prvi trimester, vendar podatki o uporabi inaktiviranega
cepiva, zbrani po vsem svetu, ne kazejo nezelenih u¢inkov na plod ali nosecnico, ki bi jih lahko
pripisali cepivu.

Cepivo Vaxigrip se lahko uporabi med dojenjem.

Zdravnik bo odlogil, &e se smete cepiti z cepivom Vaxigrip.
Posvetujte se z zdravnikom ali s farmacevtom, preden vzamete katerokoli zdravilo.

Vpliv na sposobnost upravljanja vozil in strojev

Cepivo Vaxigrip nima oziroma ima zanemarljiv vpliv na sposobnost voznje in upravljanja s stroji.

3. KAKO UPORABLJATI CEPIVO VAXIGRIP
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Odmerjanje
Odrasli prejmejo en odmerek 0,5 ml.

Pediatricna populacija:
Otroci od 36. meseca naprej prejmejo en odmerek 0,5 ml.
Otroci od 6 mesecev do 35 mesecev prejmejo ali 0,25 ml ali 0,5 ml skladno z nacionalnimi priporoéili.

Ce vas otrok do sedaj Se ni bil cepljen proti gripi, bo prejel drugi odmerek po 4 tednih.

Nadin uporabe
Vas$ zdravnik bo injiciral priporo¢eni odmerek cepiva Vaxigrip v misico ali globoko podkozno.

Ce imate dodatna vpraanja o uporabi cepiva Vaxigrip, se posvetujte z zdravnikom ali s farmacevtom.

4. MOZNI NEZELENT UCINKI
Kot vsa zdravila ima lahko tudi cepivo Vaxigrip neZelene u¢inke, ki pa se ne pojavijo pri vseh.

V klini¢nih preskusih so zabelezili naslednje nezelene u¢inke. Frekvenco pojavljanja so ocenili kot
pogosto: pojavijo se lahko pri najve¢ 1 od 10 cepljenih.
e glavobol
potenje
bolecine v miSicah (mialgija) in sklepih (artralgija)
poviSana telesna temperatura, slabo pocutje, mrzlica, utrujenost
lokalna reakcija: rdecina, oteklina, bole¢ina, podplutba (ehimoza), zatrdlina (induracija) na
mestu vboda.

Znaki obi€ajno izginejo po 1-2 dneh brez zdravljenja.

Poleg zgoraj omenjenih neZelenih u€inkov, so porocali Se o slede¢ih neZelenih uéinkih po prihodu
cepiva Vaxigrip na trg:
e alergijske reakcije:
- vredkih primerih z motnjami v krvnem obtoku ($0k), ki zahtevajo nujno
medicinsko pomo¢ za vzdrzevanje ustreznega pretoka krvi do razli¢nih organov
v zelo redkih primerih se pojavi oteklina, ki povedini prizadene glavo in vrat, vkljuéno z
obrazom, ustnicami, jezikom, Zrelom, in ostale dele telesa (angioedem)
e koZna reakcija, ki se lahko razSiri po telesu in vkljuéuje srbecico, koprivnico ali nespecificen
izpuscaj
e vnetje Zil (vaskulitis) ki se razvije v koZne izpus¢aje in je v zelo redkih primerih povezano s
prehodno prizadetostjo ledvic
e boledine, vezane na potek Zivca (nevralgija), nenormalno zaznavanje dotika, bole¢ine, toplote
ali mraza (parestezije), kréi (konvulzije), ki jih povezujejo z visoko telesno temperaturo,
nevroloske motnje, ki imajo za posledico tog vrat, zmedenost, otrplost, bole¢ino in §ibkost v
udih, izgubo ravnoteZja, izgubo refleksa, delno paralizo ali paralizo celotnega telesa
(encefalomielitis, nevritis in sindrom Guillain — Barre')
e prehodno zmanjSanje Stevila krvnih ploi¢ic (trombocitov): nizko $tevilo teh
povzro¢i prekomerne modrice ali krvavitve (prehodna trombocitopenija), prehodne
otekline bezgavk na vratu, pod pazduhami in v dimljah (prehodna limfadenopatija).

Ce katerikoli neZeleni u¢inek postane resen ali ¢e opazite katerikoli neZelen u¢inek, ki ni omenjen v
tem navodilu, obvestite svojega zdravnika ali farmacevta.
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5. SHRANJEVANJE CEPIVA VAXIGRIP
Cepivo shranjujte nedosegljivo otrokom!

Cepiva Vaxigrip ne smete uporabljati po datumu izteka uporabnosti, ki je naveden na ovojnini poleg
oznake: »EXP«. Datum izteka roka uporabnosti se nanasa na zadnji dan navedenega meseca.

Shranjujte v hladilniku ( 2 TIC - 8 [1C).
Ne zamrzujte.
Napolnjeno injekcijsko brizgo shranjujte v zunanji ovojnini za zagotovitev zas€ite pred svetlobo.

Cepiva Vaxigrip ne smete odvre¢i v odpadne vode ali med gospodinjske odpadke. O nacinu
odstranjevanja cepiva Vaxigrip, ki ga ne potrebujete vec, se posvetujte s farmacevtom. Taksni ukrepi
pomagajo varovati okolje.

6. DODATNE INFORMACIJE

Kaj vsebuje cepivo Vaxigrip

Zdravilna ucinkovina:
Sevi* virusa influence (inaktivirani, razcepljeni):

15 mikrogramov HA* seva NYMC X-179A (pridobljen iz seva A/California/7/2009 (HIN1)pdm09)
15 mikrogramov HA* seva NYMC X-223A (pridobljen iz seva A/Texas/50/2012), ki je podoben sevu
A/Victoria/361/2011 (H3N2)

15 mikrogramov HA* seva B/Massachusetts/2/2012

v enem odmerku 0,5 ml.

* pripravljeni na oplojenih koko§jih jajcih zdrave jate
** hemaglutinina

Sestava cepiva Vaxigrip ustreza priporo¢ilom Svetovne zdravstvene organizacije (za severno poloblo)
in doloéilom Evropske zveze za sezono 2013/2014.

Pomozne snovi: puferna raztopina, ki jo sestavljajo natrijev klorid, natrijev hidrogenfosfat dihidrat,
kalijev dihidrogenfosfat, kalijev klorid in voda za injekcije.

Izgled cepiva Vaxigrip in vsebina pakiranja

Cepivo Vaxigrip je suspenzija za injiciranje, pakirana v napolnjeni injekcijski brizgi z injekcijsko iglo,
z enim odmerkom 0,5 ml suspenzije, v Skatli.

Cepivo Vaxigrip je po rahlem stresanju belkasta opalescentna tekogina.

Nacin in reZim izdaje cepiva
Predpisovanje in izdaja zdravila je le na recept s posebnim rezimom - ZZ.

Imetnik dovoljenja za promet s cepivom in izdelovalec
SANOFI PASTEUR SA, 2, avenue Pont Pasteur; 69007 Lyon — Francija

Navodilo je bilo odobreno: 03.09.2013
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Naslednje informacije so namenjene samo zdravstvenemu osebju

Kot pri vseh parenteralnih cepivih je treba zagotoviti ustrezno ukrepanje in nadzor v primeru
anafilakti¢ne reakcije po cepljenju.

Cepivo Vaxigrip je treba pred cepljenjem ogreti na sobno temperaturo.
Pred uporabo rahlo pretresite.

Ce opazite delce v suspenziji, ne uporabite cepiva Vaxigrip.

Cepiva Vaxigrip ne smete mesati z drugimi zdravili v injekcijski brizgi.

Cepiva Vaxigrip ne smete nikoli injicirati intravaskularno.

Kadar je pri otrocih predpisan odmerek 0,25 ml, je treba iztisniti iz napolnjene injekcijske brizge
polovico vsebine toéno do oznake. Otroku injicirajte preostalo vsebino.

Glejte tocko 3. Kako uporabljati cepivo Vaxigrip.
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