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Fluarix Tetra is indicated for active immunisation of adults and children from 6 months of age for the prevention of influenza
influenza B virus types contained in the vaccine. disease caused by the two influenza A virus subtypes and the two
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2. Qualitative

and 2. QUALITATIVE AND QUANTITATIVE COMPOSITION
quantitative

composition Influenza virus (inactivated, split) of the following strains*:

AfVictoria/28704597/2019 2021 (HIN1)pdm09 — like strain (AVictoria/258704807/20102022, IVR-

215238)
15 micrograms HA®*
A/MDarwin/9/2021 (H3N2) - like strain (A/Darwin/6/2021, IVR-227) 13 micrograms HA**

B/Austria/1359417/2021 - like strain (B/Austria/1359417/2021, EVR-16) 15 micrograms HA**
B/Phuket/3073/2013 - like strain (B/Phuket/3073/2013, wild type) 15 micrograms HA®*
per 0.5 ml dose

*  propagated in fertilized hens® eggs from healthy chicken flocks
**  haemagglutinin

This vaccine complies with the World Health Qrgamsation (WHO) recommendation (northern
hemisphere) and EU recommendation for the 2022/20237023/2024 season.

Fluarix Tetra may contain traces of eggs (such as ovalbumin, chicken proteins), formaldehyde,
gentamicin sulphate and sodium deoxycholate which are used during the manufacturing process (see
section 4.3).

For the full list of excipients see section 6.1.




4.5 Incidence of fatigue, headache, myalgia _ arthralgia gasirointestinal symptoms (including nausea,

Interacti vomiting, diarrhoea and/or abdominal pain), and shivering reported in subjects vaccinated

on with concomitantly with Fluarix Tetra and Shingrix 13 sisslarto-that ebserred wrath-Shinsr aloneand
other higher compared to Fluarix Tetra alone.

medicin o .. . ; ;

al 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.

products
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forms of
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AfVictoriaf/25704897 /28192022 (H1N1)pdmo09 - like strain
(A/Victoria/25704897 /26192027, IVR-215238)

15 micrograms
A/Darwin/9/2021 (H3N2) - like strain (Af/Darwin/6/2021, IVR-227)

15 micrograms
B/Austria/1359417/2021 - like strain (B/Austria/1359417/2021, BVR-26) 15 micrograms

B/Phuket/3073/2013 - like strain (B/Phuket/3073/2013, wild type) 15 micrograms
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