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Increased reporting rates of
convulsions (with or without
fever) and hypotonic
hyporesponsive episode (HHE)
were observed with concomitant
administration of Infanrix hexa

and Prevenar 13 (see section 4.8).

Special Warnings
and Special
Precautions for Use

Interaction with
other medicinal
products and other
forms of interaction




Data have shown no clinically adsorbed)-have shownno
relevant interference in the antibody | elinicallyrelevantinterference
response to each of the individual i the antibody response to each

antigens,

As with other vaccines it may be
expected that in patients receiving
immunosuppressive therapy, an
adequate response may not be
achieved.

Adverse events

Blood and lymphatic system
disorders: Rare-
Lymphadenopathy?,

Respiratory, thoracic and
mediastinal disorders: Rare-

, Apnoea’ [see section
4.4 for apnoea in very premature
infants (< 28 weeks of gestation)]




Experience in co-administration:
Analysis of postmarketing
reporting rates suggests a
potential increased risk of
convulsions (with or without
fever) and HHE when comparing
groups which reported use of
Infanrix hexa with Prevenar 13 to
those which reported use of
Infanrix hexa alone.

° Experience with hepatitis B
vaccine:
In extremely rare cases, allergic
reactions mimicking serum sickness,
paralysis, neuropathy, Reuritis,
hypotension, vasculitis, lichen
planus, erythema multiforme,
arthritis, muscular weakness,
Guillain-Barré syndrome,
encephalopathy, encephalitis and
meningitis have been reported. The
causal relationship to the vaccine has
not been established.
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