
1. Trade Name of the Medicinal Product
Fluarix, suspension for injection.
Influenza vaccine (split virion, inactivated)

2. Qualitative and Quantitative Composition
Split Influenza virus, inactivated, containing antigens* equivalent to:
A/Solomon Islands/3/2006 (H1N1)-like strain:
A/Solomon Islands/03/2006 (IVR-145) 15 micrograms HA**
A/Wisconsin/67/2005 (H3N2)-like strain:
(A/Wisconsin/67/2005 NYMCX-161-B) 15 micrograms HA**
B/Malaysia/2506/2004-like strain:
(B/Malaysia/2506/2004) 15 micrograms HA**

per 0.5 ml dose
* propagated in fertilized hens’ eggs from healthy chicken flocks
** haemagglutinin
This vaccine complies with the WHO recommendation (northern hemisphere) and EU decision
for the 2007/2008 season.
For a full list of excipients see section 6.1.

3. Pharmaceutical Form
Suspension for injection in a pre-filled syringe.
Fluarix is colourless to slightly opalescent.

4. Clinical Particulars

4.1 Therapeutic indications
Prophylaxis of influenza, especially in those who run an increased risk of associated complications.
The use of Fluarix should be based on official recommendations.

4.2 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 children, who have not previously been vaccinated, a second dose should be given after an
interval of at least 4 weeks.
Immunisation should be carried out by intramuscular or deep subcutaneous injection.
For instructions for preparation, see section 6.6.

4.3 Contra-indications
Hypersensitivity to the active substances, to any of the excipients, to residues, to egg and to chicken protein.
Fluarix does not contain more than 1 microgram ovalbumin per dose. The vaccine may contain residues of the
following substances, e.g. formaldehyde, thiomersal, gentamicin sulphate and sodium deoxycholate.
Immunisation shall be postponed in patients with febrile illness or acute infection.

4.4 Special warnings and special precautions for use
As with all injectable vaccines, appropriate medical treatment and supervision should always be readily available
in case of an anaphylactic event following the administration of the vaccine.
Fluarix should under no circumstances be administered intravascularly.
Antibody response in patients with endogenous or iatrogenic immunosuppression may be insufficient.
Thiomersal (an organomercuric compound) has been used in the manufacturing process of this medicinal product
and residues of it are present in the final product. Therefore, sensitisation reactions may occur (see section 4.3).

4.5 Interactions with other medicaments and other forms of interaction
Fluarix may be given at the same time as other vaccines. Immunisation should be carried out on separate limbs.
It should be noted that the adverse reactions may be intensified.
The immunological response may be diminished if the patient 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 the false positive ELISA test results. The transient false positive reactions could be due to the IgM
response by the vaccine.

4.6 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.
Fluarix may be used during lactation.

4.7 Effects on ability to drive and use machines
The vaccine is unlikely to produce an effect on the ability to drive and use machines.

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 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 (≥1/10), Common (≥1/100, <1/10); Uncommon (≥1/1,000, <1/100); Rare (≥1/10,000, <1/1,000);
Very rare (<1/10,000), including isolated reports.

*These reactions usually disappear within 1-2 days without treatment.
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Patient Information Leaflet on 

(Influenza)
2007/2008 Vaccine

This leaflet tells you about influenza (flu) vaccine. Please read it carefully. If there is anything you do not understand,
please ask your doctor, nurse or pharmacist (chemist). Please keep this leaflet. You may want to read it again.

What is in Fluarix?

The name of your vaccine is Fluarix. It is an inactivated (killed) influenza (flu) virus vaccine in a suspension for
injection. Each 0.5 ml dose of the vaccine contains 15 micrograms of highly purified sub-units (haemagglutinin) of
A/Solomon Islands/3/2006 (H1N1)-like strain, A/Wisconsin/67/2005 (H3N2)-like strain and B/Malaysia/2506/2004-like
strain. These are the flu viruses that are likely to cause flu this winter. It is supplied in a prefilled syringe.

This vaccine also contains inactive ingredients. These are sodium chloride, disodium phosphate dodecahydrate,
potassium dihydrogen phosphate, potassium chloride, magnesium chloride hexahydrate, RRR-α-tocopheryl hydrogen
succinate, polysorbate 80, octoxinol 10 and Water for Injections.

The vaccine is available in packs of one and 10 prefilled syringes.

Who makes Fluarix Vaccine?

The Product Licence holder is SmithKline Beecham plc, trading as GlaxoSmithKline UK, Stockley Park West, Uxbridge,
Middlesex UB11 1BT.

The vaccine is manufactured by SSW Dresden, Branch of SmithKline Beecham Pharma GmbH & Co. KG, Zirkusstrasse
40, 01069, Dresden, Germany.

What is Fluarix and how does it work?

The vaccine contains killed influenza virus strains. When you are given the vaccine your body will make antibodies
(your body’s natural defence system) against the influenza virus strains. This will protect you against influenza
infection.
This vaccine is used for immunisation against influenza in adults and children over six months of age.

Before having this vaccine

If you answer “Yes” to any of the following questions, tell your doctor or nurse. You may not be able to have the
vaccine or it may have to be delayed.

If you are the parent of a child who is to be vaccinated you should check that none of the following applies to your child.

• Do you have a fever or an infection?
• Have you any known allergies?
• Do you think you may be allergic to Fluarix, or any of the ingredients listed, or formaldehyde, gentamicin sulphate

or sodium deoxycholate?
- In addition, this vaccine contains small amounts of thiomersal leftover from the manufacturing process, which

could also cause an allergic reaction.
• Have you ever had a severe allergic reaction to eggs or chicken protein?
• Do you have any illness which may affect your immune system?
• Are you receiving medicines (such as steroid tablets) which may affect your immune system?
• Do you have any bleeding disorders, such as haemophilia, because you may get bleeding at the injection site?
• Are you pregnant or do you think you may be?
• Have you experienced any health problems after previous administration of a vaccine?

Organ class Very common Common Uncommon Rare Very rare
≥1/10 ≥1/100, <1/10 ≥1/1,000, <1/100 ≥1/10,000, <1/10,000

<1/1,000

Nervous system Headache*
disorders

Skin and subcutaneous Sweating*
tissue disorders

Musculoskeletal Myalgia,
and connective arthralgia*
tissue disorders

General disorders fever, malaise,
and administration shivering, fatigue
site conditions Local reactions:

redness, swelling,
pain, ecchymosis,
induration*

105 mm

42
5 

m
m

FRONT PAGE

TYPE SIZE: 6/6,5
ORIZ. TYPE SCALE: 100%

Page 1 of 2

Biologicals
Additional Information Panel

Material weight: N/A

Folded dimensions: 105x25mm

Perforation: N/A

18
0 

m
m

 M
ea

su
ri

n
g

 B
ar

Item Number: 420507

Market Trade Name:
Fluarix 

Change Order Number:
CO-19989 

Market or Pack Owner: 
United Kingdom-GBR

Manufacturing Site:
GSK-DEU-Dresden-DEDRE

No. of Colours: 2
(does NOT include varnish, if applicable)

Colour Format:
Spot

List Colours:
(include sample in fields provided below;
e.g. spot / spot-CMYK equivalent)

GlaxoSmithKline
Artwork
Information
Panel

Technical Drawing No.:
(do NOT include drawing version number)

BIO_DRW213

Point of Sale Code No.: 
N/A

Regional Service Centre: 
RSC-Verona-RSCV 

RSC Contact Name:
Gilioli Lia

RSC A/W
Version:

3

Artwork copyright is the property of the
GlaxoSmithKline Group of Companies

All suppliers providing a service to GSK for printed
components of any description must ensure that they

have a licence for all fonts / software used in conjunction
with GSK artwork. The distribution and use of fonts /
software without a licence constitutes an intellectual

property infringement. GSK will not accept any liability
for the breach of third party intellectual property rights
by printed component suppliers. The GSK certification /
audit process requires suppliers to declare that they do
not use unlicensed fonts / software and may require the

supplier to produce evidence of such licence to GSK.

IF
 a

 s
ta

tu
s 

id
en

ti
fi

ca
ti

o
n

 b
an

n
er

 D
O

ES
 N

O
T 

ap
p

ea
r 

o
n

 t
h

is
 d

o
cu

m
en

t,
 T

H
EN

 t
h

is
 d

o
cu

m
en

t 
h

as
 N

O
T 

b
ee

n
 p

ri
n

te
d

 f
ro

m
 t

h
e 

G
lo

b
al

 P
ac

k 
M

an
ag

em
en

t 
sy

st
em

.

P Pr.BLK



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 lymphatic system disorders:
Transient thrombocytopenia, transient Lymphadenopathy
Immune system disorders:
Allergic reactions, in rare cases leading to shock, angioedema
Nervous system disorders:
Neuralgia, paraesthesia, febril 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:
Generalised 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: J07 BB 02 
Seroprotection is generally obtained within 2 to 3 weeks. The duration of postvaccinal immunity to homologuous
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
Sodium chloride, disodium phosphate dodecahydrate, potassium dihydrogen phosphate, potassium chloride,
magnesium chloride hexahydrate, RRR-a-tocopheryl hydrogen succinate, polysorbate 80, octoxynol 10 and Water
for Injections.

6.2 Incompatibilities
In the absence of compatibility studies, this medicinal product must not be mixed with other medicinal products.

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 the container
0.5 ml suspension for injection in prefilled syringe (Type I glass) with a plunger stopper (butyl) with or without
needles - pack of 1, 10 or 20.
Not all pack sizes may be marketed

6.6 Special precautions for disposal and other handling
Unused vaccine and other waste material should be disposed of in compliance with local rules for the disposal of
products of this nature.
The vaccine should be allowed to reach room temperature before use. Shake before use.
When a dose of 0.25 ml is indicated, the prefilled syringe should be held in the upright position and half of the
volume should be eliminated. The remaining volume should be injected.

7. Marketing Authorisation Holder
SmithKline Beecham plc
980 Great West Road
Brentford
Middlesex TW8 9GS

Trading as:
GlaxoSmithKline UK
Stockley Park West
Uxbridge
Middlesex UB11 1BT

8. Marketing Authorisation Number
PL 10592/0118

9. Date of First Authorisation/Renewal of the Authorisation
30 December 2002

10. Date of Revision of the Text
04 May 2007

11. Legal Status
POM

Fluarix is a registered trademark of the GlaxoSmithKline group of companies
© 2007 GlaxoSmithKline group of companies

Paediatric 0.25 ml dose, instructions for handling
The syringe should be held in the upright position and the plunger pushed until the stopper reaches the marked line
on the syringe. The volume remaining in the syringe is 0.25 ml.
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Having the vaccine

Fluarix Vaccine is injected, into muscle or under the skin, usually in the upper arm. For adults and children over three
years of age a 0.5 ml dose is given. For children aged six months to 35 months either a 0.5 ml or 0.25 ml dose is
given. Children who have not been previously vaccinated against influenza should receive a second dose of vaccine
after a minimum four-week interval.

The injection should protect against influenza viruses which are likely to cause flu this winter. The viruses which cause
flu change from year to year, so it is important to have a new flu vaccine to cover these different strains of virus. Your
doctor will advise you on when you should receive your next injection.

After having the vaccine

What unwanted effects might you have?

At the site of the injection you may have pain, redness, swelling, bruising or hardness. You may feel unwell and have
a fever, shivering, sweating, tiredness, headache and aches in your muscles and joints. These effects should only last a
day or two.

You should tell your doctor if you get any of the following unwanted effects: nerve pain (neuralgia), numbness / pins
and needles (possibly with fever), convulsions, unexplained or easy bruising, skin rash, urinary symptoms.

Some people can have an allergic reaction to the vaccine. You may be asked to stay in the surgery or vaccination area
for a short time after the vaccination to check that you do not have an immediate allergic reaction. Tell the doctor or
nurse if you get a rash, have tightness in the throat or shortness of breath or any other unwanted effects.

Storage of this vaccine

This vaccine should be stored in a refrigerator between 2°C and 8°C, but not frozen. Store in the original package in
order to protect from light. The doctor or nurse will check that the expiry date on the label has not passed.

Disease information on influenza

Influenza (flu) is a highly infectious illness caused by a virus. It is passed on by breathing in droplets of air from
infected people. The main signs of the illness include fever, chills, headache, a dry cough, a sore throat and aches and
pains in the muscles. Although many people recover, usually within a few days, the illness can be serious in older
people or people with other illnesses such as diabetes, lung, kidney and heart disease.

The influenza vaccine is especially useful for older people or those at more risk of infection due to other illnesses. It is
also helpful for preventing the spread of influenza in places such as nursing homes and old people’s homes where a
rapid spread of the illness is more likely.

Fluarix will only prevent disease caused by influenza viruses. Infection with other agents causing flu-like symptoms
are not preventable by the vaccine.

Leaflet prepared in May 2007

Fluarix is a registered trademark of the GlaxoSmithKline group of companies
© 2007 GlaxoSmithKline group of companies
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