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Varicella zoster virus glycoprotein E antigen-50mcg

Powder and suspension for suspension for injection
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Shingrix is indicated for prevention of herpes zoster (HZ) and post-herpetic neuralgia (PHN), in:
o adults 50 years of age or older;
o adults 18 years of age or older at increased risk of HZ.

The use of Shingrix should be in accordance with official recommendations.
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4.4  Special warnings and precautions for use

System Organ Class' Frequency Adverse reactions
Nervous system disorders Very common headache
Yery rare Guillain-Barré syndrome®

3 See ‘Description of selected adverse reactions’

Description of selected adverse reactions

Post-marketing observational studies of the risk of Guillain-Barré syndrome

In 2 similar post-marketing observational studies in the US among individuals aged 65 years or older, an increased risk of
Guillain-Barré syndrome (estimated 3 to 7 excess cases per million doses administered) was observed during the 42 days
following any dose of Shingrix. In further analyses, the increased risk was observed following the first dose of Shingrix
(estimated 6 to 12 excess cases of Guillain-Barré syndrome per million doses administered), but no increased risk was
observed following the second dose.
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