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National Competent Authorities (NCAS) \ i [
Data-Processing Marketing
Network' Authorisation Holders
Secure e-reporting of (MAHS)
Individual Case Safety
Reports (ICSRs)

Signal Detection
and Data Analysis
for EMA/Member
States (MSs)
ICSRs for all
medicines authorised
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Facilitates mandatory e-reporting of adverse reactions in the EU
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Yes R
85.89% - 58.15%
41.05%
No, 11.57% | ‘0.80%7
Not specified, ; ; ‘
2.54% EEA Non EEA Not specified
Seriousness Death life threat I—iospital Digabling Congen ital |Other
Not specified 24% 27% 17% 29% 29% 24%
Yes 14% 9% 45% 4% 0% 32%
No 62% 64% 38% 67% 71% 44%
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Anatomical Therapeutic Chemical (ATC) code %
Antineoplastic and immunomodulating agents 14.2%
Nervous system 12.3%
Cardiovascular system 11.6%
Blood and blood forming organs 11.2%
Antiinfectives for systemic use 8.9%
Musculo-skeletal system 7.0%
Alimentary tract and metabolism 6.5%
Genito-urinary system and sex hormones 2.3%
Systemic hormonal preparations, excluding sex hormones and insulins 2.0%
Respiratory system 1.6%
Sensory organs 1.1%
Dermatologicals 0.7%
Antiparasitic products, insecticides and repellents 0.2%
\Various 1.9%
Not specified (for non recoded products) 33.3%
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Nausea

Dyspnoea

\Vomiting

Diarrhoea

Thrombocytopenia

Pyrexia

Pruritus

Dizziness

Confusional state

Rash
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Contacts | FAQ | G

European database of suspected

adverse drug reaction reports

Home About Understanding reports Search Medicine safety

Online access to suspected side-effect reports

On this website you can view data on suspected ® Search for a report
side-effects also known as suspected adwverse w

drug reactions for authorised medicines in the

European Economic Area {(EEA). Search here for suspected

adverse drug reaction reports
This data is presented in a format called a web

report. Currently the data only relates to
medicines approved through the centralised
authorisation procedure.

News @ Key information @

01/12/2011 OO 4 The information on this website relates to suspected side effects, i.e. medical events that have
been obserwved following the use of a medicine, but which are not necessarily related to or

01/12/2011 caused by the medicine.

4 Information on suspected side effects should not be interpreted as meaning that the medicine or
the active substance causes the observed effect or is unsafe to use. Only a detailed evaluation

More news...

and scientific assessment of all available data allows for robust conclusions to be drawn on the
benefits and risks of a medicine.

4 The EBEuropean Medicines Agency publishes this data so that its stakeholders, including the general
public, can access information that European regulatory authorities use to review the safety of a
medicine or active substance. Transparency is a key guiding principle of the Agency.

) Home | Contacts | Browser compatibility and Javascript |
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