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After reconstitution, 1 dose (0.5 ml) contains:

Neisseria meningitidis group A polysaccharide! Smicrograms
Neisseria meningitidis group C polysaccharide' Smicrograms
Neisseria meningitidis group W-135 polysaccharide! Smicrograms
Neisseria meningitidis group Y polysaccharide! Smicrograms
'conjugated to tetanus toxoid carrier protein 44micrograms
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Nimenrix is indicated for active immunisation of individuals from the age of 6 weeks against
invasive meningococcal diseases caused by Neisseria meningitidis group A, C, W-135and Y.
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Tabulated list of adverse reactions

Adverse reactions reported are listed according to the following frequency categories:

Very common: (>1/10)

Common: (>1/100 to <1/10)
Uncommon: (>1/1,000 to <1/100)
Rare: (>1/10,000 to <1/1,000)
Very rare: (<1/10,000)

Not known (cannot be estimated from available data)

Table 1 shows the adverse reactio

ns reported from the studies in subjects aged from 6 weeks up to 55 years

of age and post-marketing experience. Adverse reactions reported in subjects aged >55 years were similar to

those observed in younger adults.

Table 1: Tabulated summary of adverse reactions by system organ class

System Organ Class Frequency Adverse reactions
Nervous system disorders Very common Drowsiness
Headache
Uncommon Hypoaesthesia
Dizziness
Rare Febrile convulsion
Skin and subcutaneous tissue Uncommon Pruritus
disorders Urticaria
Rash**
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