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Abbreviated Prescribing Information

Name of the Medicinal Product: Shingrix vaccine powder and suspension for suspension for injection.
Herpes zoster vaccine (recombinant, adjuvanted) Qualitative and Quantitative Composition: After
reconstitution, 1 dose (0.5 ml) contains 50 micrograms of gE antigen adjuvanted with ASO1B. Varicella
Zoster Virus (VZV) glycoprotein E (gE) produced by recombinant DNA technology in Chinese Hamster
Ovarian (CHO) cells. The GlaxoSmithKline proprietary ASO1s Adjuvant System is composed of the plant
extract Quillaja saponaria Molina, fraction 21 (QS-21) (50 micrograms) and 3-O-desacyl-4'-monophosphoryl
lipid A (MPL) from Salmonella minnesota (50 micrograms) Indications: Shingrix is indicated for prevention
of herpes zoster (HZ) and post-herpetic neuralgia (PHN), in adults 50 years of age or older. Posology and
Administration: The primary vaccination schedule consists of two doses of 0.5 ml each: an initial dose
followed by a second dose 2 months later. Method of administration: Intramuscular injection.
Contraindications: Hypersensitivity to the active substances or to any component of the vaccine. Special
Warnings and 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. As with other vaccines, vaccination with Shingrix should be postponed in subjects suffering
from an acute severe febrile illness. However, the presence of a minor infection, such as a cold, should not
resultin the deferral of vaccination. As with any vaccine, a protective immune response may not be elicited
in all vaccinees. Do not administer the vaccine intravascularly or intradermally. Subcutaneous
administration is not recommended. Maladministration via the subcutaneous route may lead to an
increase in transient local reactions. Shingrix should be given with caution to individuals with
thrombocytopenia or any coagulation disorder since bleeding may occur following intramuscular
administration to these subjects. Syncope (fainting) can occur following, or even before, any vaccination as
a psychogenic response to the needle injection. This can be accompanied by several neurological signs
such as transient visual disturbance, paraesthesia and tonic-clonic limb movements during recovery. It is
important that procedures are in place to avoid injury from faints. Interactions: Shingrix can be given
concomitantly with unadjuvanted inactivated seasonal influenza vaccine, 23-valent pneumococcal
polysaccharide vaccine (PPV23) or reduced antigen diphtheria-tetanus-acellular pertussis vaccine (dTpa).
The vaccines should be administered at different injection sites. Fertility, pregnancy and Lactation:
Pregnancy: There are no data from the use of Shingrix in pregnant women. The effect on breast-fed
infants of administration of Shingrix to their mothers has not been studied. Undesirable effects:
lymphadenopathy, hypersensitivity reactions including rash, urticaria, angioedema, headache,
gastrointestinal symptoms (including nausea, vomiting, diarrhoea and/or abdominal pain), myalgia,
arthralgia, injection site reactions (such as pain, redness, swelling), fatigue, chills, fever, injection site
pruritus, malaise. Please read the full prescribing information prior to administration. Full prescribing
information is available on request from GlaxoSmithKline Ltd, 23/F, Tower 6, The Gateway, 9 Canton
Road, Tsimshatsui, Kowloon, Hong Kong. Abbreviated Prescribing Information prepared in 7 Dec 2020
based on version HK052020(GDS03/EMA20200109). For adverse event reporting, please call
GlaxoSmithKline Limited at (852) 3189 8989 (Hong Kong) or (853) 28715569 (Macauy), or send an email to us
at HKAdverseEvent@gsk.com.

Please read the full prescribing information prior to administration. Full prescribing information is
available on request GlaxoSmithKline Limited - 23/F, Tower 6, The Gateway, 9 Canton Road,
Tsimshatsui, Kowloon, Hong Kong.

Foradverse event reporting, please call GlaxoSmithKline Limited at (852) 3189 8989 (Hong Kong) or (853)
2871 5569 (Macau), or send an email to us at HKAdverseEvent@gsk.com. The material is for the
reference and use by healthcare professionals.

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

©2021GSK group of companies or its licensor
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