D2 Carton Arexvy (1+1 packaging)

Market Specific Packaging (MSP) — Malaysia
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Read the package leaflet before use. Medicinal product subject to medical prescription.
Keep out of the sight and reach of children. Jauhkan daripada kanak-kanak.

Controlled Medicine.

Store at 2°C to 8°C. Do not freeze. Protect from light.

After reconstitution, 1 dose (0.5 mL) contains 120 micrograms of RSVPreF31 antigen adjuvanted with ASO1g2.

1 Respiratory syncytial virus (RSV) glycoprotein F stabilized in the pre-fusion conformation (RSVPreF3) produced
by recombinant DNA technology in Chinese Hamster Ovary (CHO) cells.

2 The GlaxoSmithKline proprietary AS01g Adjuvant System is composed of the plant extract Quillaja saponaria
Molina, fraction 21 (QS-21) (25 micrograms) and 3-O-desacyl-4"-monephosphoryl lipid A (MPL) from Salmonella
minnesota (25 micrograms).

Imported & distributed by: Zuellig Pharma Sdn Bhd, Mo 15, Persiaran Pasak Bumi, Seksyen U8, Perindustrian
Bukit Jelutong, 40150 Shah Alam, Selangor, Malaysia.

Product Registration Holder in Malaysia: GlaxoSmithKline Pharmaceutical Sdn. Bhd. HZ.01, Herizon
Penthouse, 1 Powerhouse, 1, Persiaran Bandar Utama, Bandar Utama, 47800 Petaling Jaya, Selangor, Malaysia.

MAL

The powder must be reconstituted with the suspension. Gently swirl after reconstitution.

Manufactured by: GlaxoSmithKline Biologicals SA, Avenue Fleming, 20, 1300 Wavre Belgium
Released by: GlaxoSmithKline Biologicals s.a.. Rue de 'Institut 89, B-1330 Rixensart, Belgium
Trade marks are owned by or licensed to the GSK group of companies.

©2024 GSK group of companies or its licensor.

AREXVY =

Powder and suspension for suspension for injection
Respiratory Syncytial Virus (RSV) vaccine (recombinant,

adjuvanted)
[ Lyophilized RSVPreF3 antigen to be reconstituted with ASO1g Adjuvant |

Intramuscular use

1 vial: powder (antigen) + 1 vial: suspension (adjuvant) 1 dose (0.5 ml)
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General Export Pack (GEP)

B

Read the package leaflet before use, Medicinal product subject to medical prescription, Keep out of the
sight and reach of children. Do not freeze. Protect from light.

Lire la notice avant utilisation. Médicament soumis & prescription médicale. Tenir hors de lavue et de la
portée des enfants. Ne pas congeler. Protéger de la lumiére.

Lea el prospecto antes de usar. Medicamento sujeto a prescripcién médica. Mantenga fuera de la vista y
del alcance de los nifios. Mo congele. Proteger de la luz.

Storage/Cons.: (2°C - 8°C)

After reconstitution, 1 dose (0.5 mL) contains 120 micrograms of RSVPreF3! anti?an adjuvanted with ASO1g2.

1 Respiratory syncytial virus (RSV) glycoprotein F stabilized in the pre=fusion conformation (RSVPreF3) produced by recombinant
DNA technology in Chinese Hamster Ovary (CHO) cells.

2 The GlaxoSmithKline proprietary ASO1: Adjmram tem is composed of the plant extract Quillaja saponaria Malina, fraction 21
(QS=21) (25 micrograms) and 3=0O=desacyl=4'=monophosphoryl lipid A (MPL) from Salmanella minnesota (25 micrograms),

Aprés reconstitution, 1 dose (0,5 ml) contient 120 microgrammes d'antigéne RSVPreF3! adjuvé avec ASO1E2,

1 Glycoprotéine F du virus respiratoire syncytial (VRS) stabllisée dans la conformation de pré-fusion (RSVPreF3) produite par la
technologie de I'ADN recombinant dans des cellules d'ovaire de hamster chinois (CH

ile me adjuvant AS01 propriétaire de GlaxoSmithKline est composé de I'extrait de plante Quillaja saponaire Moling, fraction 21
(Q5-21) (25 microgrammes) et de 3-O-désacyl-4-monophosphoryl lipide A (MPL) de la Salmonelle minnesota (25 microgrammes).
Después de la reconstitucian, 1 dosis (0,5 ml) contiene 120 microgramos de antigeno de RSVPreF3! con adyuvante AS01¢%
1Glucoproteina F del virus respiratorio sincitial (VAS) estabilizada en la conformacion de la prefusidn (RSVPreF3) producida por
tecnologia de ADN recombinante en células de ovario de hamster chino (CHO).

2 Hl sistema adyuvante patentado por GlaxoSmithKline AS01: se compone del extracto de planta Quillaja saponaria Molina, fraccicn 21
(@18=21), (25 microgramos) y 3=O=desacik4'=monofosforil pricfoA {MPL) de la Salmanelia minnesota {25 microgramos).

The powder must be reconstituted with the suspension, Gently swirl after reconstitution,
La poudre doit &tre reconstituee avec la suspension. Agiter doucement apras reconstitution.

o
]
E § El polvo debe reconstituirse con la suspension. Agite suavemente tras la reconstitucion. E
uw
% GlaxoSmithKline Biologicals s.a., Rue de I'Institut, 89, B - 1330 Rixensart, Belgium/Belgique/Bélgica n
. A ©2023 GSK or licensor/Trade marks owned or licensed by GSK
ST AREXVY
‘E‘f %E § (1] m Powder and suspension for suspension for injection
o =] § z I'I'I Poudre et suspension pour suspension injectable
2 5L Polvo y suspensién para suspensidn inyectable
g3
%g ‘:3: g < Respiratory Syncytial Virus (RSV) vaccine (recombinant, adjuvanted)
— _g é:'g Vaccin contre le virus respiratoire syncytial (VRS) (recombinant, avec adjuvant)
% @ = ﬁ 7 < Vacuna contra el virus respiratorio sincitial (VRS) (recombinante, con adyuvante) %
E-g § =3 g' Intramuscular use/Utilisation intramusculaire/Via intramuscular &
2 - 53- 1 vial: powder (antigen) + 1 vial: suspension (adjuvant) £
L ® g: oc = 1 flacon : poudre (antigéne) + 1 flacon : suspension (adjuvant) g i
§ & 1 vial: polvo (antigeno) + 1 vial: suspension (adyuvante) 1 dose/dosis (0,5 ml) 9




D2 Carton Arexvy (10+10 packaging)

Market Specific Packaging (MSP) — Malaysia
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Powder and for ion for inj;

Lyophilized RSVPreF3 antigen to be
T i with ASO1E Adj

Respiratory Syncytial Virus vaccine (recombinant, ASO1E
adjuvanted)

Intramuscular use

10 vials: powder (antigen) + 10 vials: suspension (adjuvant)

999/0021-069¢0-140

After reconstitution, 1 dose (0.5 mL) contains 120 micrograms of RSVPreF3!
antigen adjuvanted with AS01g2

1 Respiratory syncytial virus (RSV) glycoprotein F stabilized in the pre-
fusion conformation (RSVPreF3) produced by recombinant DNA technology in
Chinese Hamster Ovary (CHO) cells.

2 The GlaxoSmithKline proprietary AS01E Adjuvant System is composed of the
plant extract Quillaja saponaria Molina, fraction 21 (QS-21) (25 micrograms) and 3-
O-desacyl-4-monophosphoryl lipid A (MPL) from Salmonella minnesota (25
micrograms)

Imported & distributed by: Zuellig Pharma Sdn Bhd, No 15, Persiaran Pasak
Bumi, Seksyen US, Perindustrian Bukit Jelutong, 40150 Shah Alam, Selangor,
Malaysia.
Product i ion Holder in Malaysia: G ithKline Pharmace 1
Sdn. Bhd. HZ.01, Horizon Penthouse, 1 Powerhouse, 1, Persiaran Bandar
Utama, Bandar Utama, 47800 Petaling Jaya, Selangor, Malaysia.

by: Glaxo$ li cals SA, Avenue Fleming, 20,
1300 Wavre Belgium
Released by: GlaxoSmilhKline Biologicals s.a, Rue de I'Inslilut 89, B-1330
Rixensart, Belgium

Trademarks are owned by or licensed to the GSK group of companics.

©2024 GSK group of companies or its licensor.
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Powder and suspension for

suspension for injection

Lyophilized RSVPreF3 antigen to be
reconstituted with ASO1g Adjuvant
Respiratory Syncytial Virus (RSV)
Vaccine (recombinant, adjuvanted)
Intramuscular use

10 vials: powder (antigen) +

10 vials: suspension (adjuvant) 1 dose (0.5 ml)
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D2 Carton Arexvy (10+10 packaging)

Market Specific Packaging (MSP) – Malaysia 
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