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bot /ADACEL suspension for injection 0.5 ml

(PERTUSSIS TOXOID VACCINE 2.5 MCG/DOSE, FILAMENTOUS HAEMOGGLUTININ (FHA) 5 MCG/DOSE,

EIMBRAE TUPES 2 + 3 (FIM) 5 MCG/DOSE, PERTACTIN (PRN) 3 MCG/DOSE,

DIPHTHERIA TOXOID 2 LF /1 DOSES, TETANUS TOXOID 5 LF /1 DOSES)
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Active booster immunization against diphtheria, tetanus and pertussis in children, adolescents and adults

aged 4 to 64 years.
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Adacel is not indicated for treating diseases caused by B.pertussis, C.diphtheriae or C. tetani infections.

4.8 Undesirable effects

Summary of the safety profile

[...]
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Table 1: Adverse events from trials and worldwide post-marketing experience

Children Adolescents Adults
System Organ Class Frequency (4 to 6 Years) (11 to 17 Years) (18 to 64 Years)
Immune system Not known Hypersensitivity (Anaphylactic) reaction (Angioedema,

disorders

Oedema, Rash, Hypotension)*




Children Adolescents Adults
System Organ Class Frequency (4 to 6 Years) (11 to 17 Years) (18 to 64 Years)
Metabolism and Anorexia
P Very common (decreased
nutrition disorders -
appetite)

Nervous system

Very common

Headache

Paraesthesia*, Hypoaesthesia*, Guillain-Barré Syndrome*,

disorders Not known Brachial Neuritis*, Facial Palsy*, Convulsions*, Syncope*,
Myelitis*
Cardiac disorders Not known Myocarditis*
. . Very common Diarrhoea Diarrhoea, Nausea Diarrhoea
Gastrointestinal N
disorders Common ausea, Vomiting Nausea, Vomiting
Vomiting
Skin and subcutaneous Common Rash
system disorders Not known Pruritus*, Urticaria*
Generalized
aching or Generalized
Muscular aching or
Very common
weakness, Muscular
Arthralgia or Joint weakness
Musculoskeletal and swelling
connective tissue Generalized
disorders aching or
Muscular Arthralgia or Joint
Common .
weakness, swelling
Anrthralgia or
Joint swelling
Not known Myositis*
. . i i Fatigue/Asthenia,
Fatigue/Asthenia Fatlgu_e/ Asthgnla, g .
Malaise, Chills Malaise
Very common — —————
Injection site pain, Injection site erythema, Injection site
General disorders and swelling
administrative site Pyrexia, Chills, | o i agillar Pyrexia, Chills,
conditions Common Axillary yadené) oth y Axillary
adenopathy pathy adenopathy
Injection site bruising™, Injection site sterile abscess™,
Not known O
Injection site nodule*
* Post-marketing Adverse Events
[...]
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