sanofi

Re: Supply of FluQuadri Quadrivalent Influenza Vaccine, Types A and B subvirion, 0.5mL
suspension for injection 2022 (International Presentation) under Section 19A of the Therapeutic
Goods Act 1989

14 June 2022

Dear Healthcare Professional,

The Australian registered product FluQuadri Inactivated Quadrivalent Influenza Vaccine (Split Virion), Influenza virus
haemagglutinin 60 mcg, 0.5 mL suspension for injection (AUST R 213963), sponsored by Sanofi-Aventis Australia
Pty Ltd, is currently in short supply due to an increase in demand of the universally funded influenza vaccination
programs implemented by State Health Departments in Australia.

Sanofi has been able to arrange a supply of FluQuadri Quadrivalent Influenza Vaccine, Types A and B subvirion,
0.5mL suspension for injection 2022 (International Presentation) on a temporary basis.

This product is NOT registered in Australia and supply is authorised under an approval granted by the Therapeutic
Goods Administration (TGA) under section 19A of the Therapeutic Goods Act 1989 until 15 January 2023 for the
following indication:
FluQuadri is indicated for active immunisation of influenza disease caused by influenza A subtype viruses
and type B viruses contained in the vaccine. FluQuadri is indicated for use in adults and children 6 months
and older.

The s19A approved product FluQuadri Quadrivalent Influenza Vaccine, Types A and B subvirion, 0.5mL suspension
for injection 2022 (International Presentation) is identical in active ingredient, strength and excipient ingredients to
the Australian registered product.

An illustration of the presentation is outlined in Table 1 to assist in identifying the different packaging components.

Please refer to the Australian Product Information for FluQuadri Inactivated Quadrivalent Influenza Vaccine (Split
Virion), Influenza virus haemagglutinin 60 mcg, 0.5 mL suspension for injection (AUST R 213963) (available at
https://www.ebs.tga.gov.au) when prescribing and administering FluQuadri Quadrivalent Influenza Vaccine, Types A
and B subvirion, 0.5mL suspension for injection 2022 (International Presentation).

Adverse Event Reporting

Reporting any suspected adverse event is important for the continued monitoring of the safety of all medicines.
Any adverse events which are experienced with FluQuadri Quadrivalent Influenza Vaccine, Types A and B
subvirion, 0.5mL suspension for injection 2022 (International Presentation) should be reported by healthcare
professionals and patients to Sanofi on 1800 818 806 or ae@sanofi.com. Alternatively, this information can be
reported to the TGA at www.tga.gov.au/reportingproblems.

Please forward this information to relevant staff members in your organisation.

If you would like further information regarding FluQuadri Quadrivalent Influenza Vaccine, Types A and B
subvirion, 0.5mL suspension for injection 2022 (International Presentation) please contact:

e For medical enquiries contact Sanofi Medical Information 1800 818 806

e For enquiries relating to supply  contact Sanofi Customer Service 1800 829 468

Thank you for your understanding.
Regards,

—

Dr Iris Depaz
Head of Medical Sanofi Pasteur and Sanofi ANZ Medical Country Lead

sanofi-aventis australia pty Itd trading as Sanofi ABN 31 008 558 807
Talavera Corporate Centre, Building D, 12-24 Talavera Road, Macquarie Park, NSW 2113
Tel: +61 (0) 2 8666 2000 — Fax: +61 (0) 2 8666 3000 - www.sanofi.com.au


http://www.sanofi.com.au/
mailto:ae@sanofi.com
http://www.tga.gov.au/reportingproblems

Table 1 — lllustration of packaging components

Carton

Vial

Leaflet

Standard
Export
Packaged
presentation

& FluQuadri™
Para 3 aiios de edad y mayores
For 3 years of age and older

S eringas Prelenadas de 0,5 mi cada ura
Prefilled Syringes of 0.5 m each

= FluQuadri™, Vacuna Antiinfluenza Tetravalente, de virus
H 5 fraccionados Tipos A y B, Formula 2022
ng ISh an _EgR Contenido: 5 jeringas prellenadas de 0,5 ml cada una.

SZE8 Férmula: cada dosis de 0,5 ml contiene:

H 23%c hemaglutinina ANictoria/2570/2010 IR.215 (1K1 15 s,

pan IS 3388 hemaglutinina A/Darwin/9/2021 SAN-010 (H3N2) 15

2£%8% Remaglutinina B/Phuket/3073/2013 (8 inje Yamagats) 15
Sea g ¥ hemsglutining B/Michigan/01/2021 cepa andlogs a B/AuSIia/1359417/2021,
2362 B linaje Victoria)
§ g E i Excipientes: Octilfenol etoxilado y solucién amortiguada que contiene:

doruro de sodio, fosfato de sodio dibisico, fosfato de sodio monobisico.
Advertencia: Manténgase en refrigeracion. Consérvese de +2°C a +8°C.
No se congele. Agitese antes de usarse.

Léase el insert en lérgicas al huevo.

No contiene conservador.

9982

FluQuadri™, Quadrivalent Influenza Vaccine, Types A and B subvirion,
2022 Formula
Contents: 5 prefilled syringes of 0.5 ml each.
Formula: each dose of 0.5 ml contains:
hemagglutinin ANldanz/ZS?D/ZmB IVR 215 (HIN1) 15 mcg,

H3N2) 15 mcg,
hemagglutinin B/Phuken/ms/zms (s Yanga!a lineage) 15 mcg, and
hemagglutinin B/Michigan/01/2021 (a B/Austria/1359417/2021-like virus,
N B Victoria lineage) 15 mcg.
= Excipients: Octylphenol ethoxilate and buffer solution which contains:
sodium chloride, sodium phosphate dibasic anhydrous, sodium phosphate
‘monobasic anhydrous.
Warning: Maintain in refrigeration. Store between +2°C to +8°C.
Do not freeze. Shake before

Read the package insert. Contraindicated in persons who are allergic to eggs.
Contains no preservative.

FluQuadri®™ es marca registrada.
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Formula 2022/2022 Formula

5 Jeringas Prellenadas de 0,5 ml cada una
5 Prefilled Syringes of 0.5 ml each

A FluQuadri”
Vacuna Antiinfluenza Tetravalente,
de virus fraccionados Tipos A y B,
Sin Conservador
Para 3 aiios de edad y mayores

Suspension inyectable

Quadrivalent Influenza Vaccine,
Types A and B subvirion, No Preservative

For 3 years of age and older SRS

SANOFI PASTEUR vp

01 U3aq Sey [2as J1

asn as oN

10

210y “uondinsaid [edipaw e saiinba ajes.

asn jou 0g

PIW £19321 213INb31 €U NS

“souiu soj

| 3p BUBDIE [e 21ap 35 ON

M 94€3] 10U 00

URIPJIYY JO Y31 Y

©
"
~
"
Y

450

7864

7863

Lot/
Lote
Exp.f
Cad.

FluQuadri™
Vatuna Antiinfluenza Tetravalente,
de virus fraccienades Tipos A y B,
Sin Conservador

Firmulla 2022

Sl para uso intrarmuscular
Quadrivalent Influenza Vaceine,
Types A& and B subvirion,

No Preservative

2022 Formulla

0.5 mll Dosis/Dose

Suspensidn

Intramuscular injection Suspension

Hecho en LISA por/Made in the USA by:

Sanofi Pasteur Inc.

™) . -

FhuQuadi™i0.5 ml Loty
Lote
Exp./
Cad,

The leaflet is written in English and
Spanish:

FluQuadri™

Quadrivalent Influenza Vaccine
Types A and B subvirion
2022 Formula

FULL PRESCRIBING INFORMATION:




