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CONVENIENCE COUPLED WITH

INACTIVATED QUADRIVALENT INFLUENZA VACCINE LICENSED'

Al Fluarix Tetra

The four-strain flu fighter

\

Influenza vaccine (inactivated, split virion), containing antigens
of types A/HIN1, AIH3N2, B/Yamagata, and B/ Victoria

It's time 4
to close

the major
gap in flu
vaccine
coverage

Reference:
1. Fluarix Prescribing information Date: November 2016

Abbreviated Prescribing Information:

Fluarix Tetra: Quadrivalent influenza vaccine (split virion, inactivated): Each 0.5 ml vaccine dose contains 15 pg haemagglutinin of each of the WHO recommended strains (Northern and Southern Hemisphere). Indications: Fluarix Tetra is a quadrivalent vaccine indicated for
active immunisation of adults and children from 3 years of age for the prevention of influenza disease caused by influenza virus types A and B contained in the vaccine. Dosage and Administration: Fluarix Tetra should be administered as a single 0.5 ml injection. Children
3 years to less than 9 years of age who have not previously been vaccinated against influenza should receive a second dose of 0.5 ml after an interval of at least 4 weeks. Vaccination should be carried out by intramuscular injection preferably into the deltoid muscle or
anterolateral thigh (depending on the muscle mass). Contra-indications: Fluarix Tetra should not be administered to subjects with known hypersensitivity after previous administration of Fluarix Tetra or influenza vaccines or to any component of the vaccine. Special
Warnings and Precautions for Use: It is good clinical practice to precede vaccination by a review of the medical history (especially with regard to previous vaccination and possible occurrence of undesirable events) and a clinical examination. 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. As with other vaccines, vaccination with Fluarix Tetra should be postponed in subjects suffering from an acute
severe febrile illness. The presence of a minor infection, such as a cold, should not result in the deferral of vaccination. It may be expected that in patients receiving immunosuppressive treatment or patients with immunodeficiency, an adequate immune response may not
be elicited. Fluarix Tetra is not effective against all possible strains of influenza virus. Fluarix Tetra is intended to provide protection against those strains of virus from which the vaccine is prepared and to closely related strains. As with any vaccine, a protective immune
response may not be elicited in all vaccinees. Fluarix TETRA SHOULD UNDER NO CIRCUMSTANCES BE ADMINISTERED INTRAVASCULARLY. As with other vaccines administered intramuscularly, Fluarix Tetra should be given with caution to individuals with thrombocytopenia or
any coagulation disorder since bleeding may occur following an intramuscular administration to these subjects. Syncope (fainting) can occur following, or even before, any vaccination as a psychogenic response to the needle injection. It is important that procedures are in
place to avoid injury from faints. Interactions: No interaction studies have been performed. If Fluarix Tetra is to be given at the same time as another injectable vaccine, the vaccines should always be administered at different injection sites. False positive ELISA serologic tests
for HIV-1, Hepatitis C, and especially HTLV-1 may occur following influenza vaccination. These transient false-positive results may be due to cross-reactive IgM elicited by the vaccine. For this reason, a definitive diagnosis of HIV-1, Hepatitis C, or HTLV-1 infection requires a
positive result from a virus-specific confirmatory test (e.g,Western Blot or immunoblot). Pregnancy and Lactation: The safety of Fluarix Tetra when administered to pregnant women has not been evaluated. Animal studies with Fluarix Tetra do not indicate direct or indirect
harmful effects with respect to reproductive and developmental toxicity (see Pre-clinical safety data). Fluarix Tetra should be used during pregnancy only when clearly needed, and the possible advantages outweigh the potential risks for the fetus. The safety of Fluarix
Tetra when administered to breastfeeding women has not been evaluated. It is unknown whether Fluarix Tetra is excreted in human breast milk. Fluarix Tetra should only be used during breast-feeding when the possible advantages outweigh the potential risks. Adverse
Reactions: Similar rates of solicited adverse events were observed in recipients of Fluarix Tetra and Fluarix. Very common (21/10): injection site pain, fatigue myalgia, irritability, Common (>1/100 to <1/10): injection site redness, injection site swelling, shivering, fever, injection
site in duration, arthralgia, sweating, gastrointestinal symptoms (including nausea, vomiting, diarrhoea and/or abdominal pain), drowsiness, headache, appetite loss, Uncommon 21/1,000 to <1/100: dizziness, rash, injection site hematoma, injection site pruritus. There has
been no post-marketing exposure to Fluarix Tetra. However, as all three of the influenza strains contained in Fluarix are included in Fluarix Tetra, the following adverse events that have been observed for Fluarix during post-marketing surveillance may occur in patients
receiving Fluarix Tetra post-approval. Rare 21/10,000 to <1/1,000: transient lymphadenopathy, allergic reactions (including anaphylactic reactions), neuritis, acute disseminated encephal litis, Guillain-Barré syndrome (S reports of Guillain-Barré synd
have been received following vaccination with Fluarix; however, a causal association between vaccination and Guillain-Barré synd has not been established.), urticaria, pruritus, erythema, angioedoema, influenza-like illness, malaise. Overdose: Insufficient data are
available. Special Precautions for Storage: Store at +2°C to +8°C (in a refrigerator). Do not freeze. Store in the original packaging in order to protect from light.

Full Prescribing Information is available on request. Please read the full prescribing information prior to administration, available from GlaxoSmithKline (Thailand), 12™ Floor Wave Place, 55 Wireless road, Lumpini, Patumwan, Bangkok 10330.

GSK is committed to the effective collection and management of human safety information relating to our products and we encourage healthcare professionals to report adverse events to us on 081903 4499 or safty_th@gsk.com

Abbreviated Prescribing Information prepared December 2016. IPI Version number 3.0
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This product is under a Safety Monitoring Program, please use it with caution. eunnAETR wA. 3482560
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For more information, please see package insert.
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