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Hepatitis B vaccines 10 mcg/0.5 ml Hepatitis B vaccines 20 mcg / ml
Suspension for injection Suspension for Injection
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Engerix B10 mcg
Active immunization against Hepatitis B virus infection

Engerix B 20 mcg
Active immunization against Hepatitis B virus
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4.4 Special warnings and precautions for use

Engerix B should under no circumstances be administered intraveneushy intravascularly

Sodium content
This medicinal product contains less than Immol sodium (23 mg ) per dose ie essentially "sodium
free"

4.8 Undesirable effects

---------

Post-marketing surveillance Frequency Adverse reactions
Infections and infestations | Not known Meningitis

(cannot be

estimated from

the available

data)

Blood and lymphatic system disorders | Not known Thrombocytopenia

(cannot be

estimated from




the available
data)

Immune system disorders | Not known Anaphylaxis, allergic reactions including
(cannot be anaphylactoid reactions and mimicking
estimated from | serum sickness

the available
data)

Nervous system disorders | Not known Encephalitis, encephalopathy,

(cannot be convulsions, paralysis, neuritis (including
estimated from | Guillain-Barré syndrome, optic neuritis
the available and multiple sclerosis), neuropathy,

data) hypoaesthesia

Vascular disorders | Not known Vasculitis, hypotension
(cannot be
estimated from
the available
data)

Respiratory thoracic and mediastinal | Not known Apnoea in very premature infants (< 28

disorders | (cannot be weeks of gestation) (see section 4.4)
estimated from
the available
data)

Skin and subcutaneous tissue disorders | Not known Erythema multiforme, angioneurotic
(cannot be oedema, lichen planus

estimated from
the available
data)

Musculoskeletal and connective tissue | Not known Arthritis, muscular weakness

disorders | (cannot be
estimated from
the available
data)
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