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Figure 2
Relative frequency of events per primary [1] and per secondary [2] SOC
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Number of
Reactions®
Number of All | Reactions™ where
System Organ Class Reactions™ (% of total) |outcome of AR
report was
fatal
Gastrointestinal disorders 1 1.92 % 0
General disorders and administration site conditions 10 19.23 % 0
Hepatobiliary disorders 2 385% 0
Immune system disorders 1 1.92 % 0
Infections and infestations 1 1.92 % 0
Investigations 7 13.46 % 0
Metabolism and nutrition disorders 1 1.92 % 0
Musculoskeletal and connective fissue disorders 1 1.92 % 0
Nervous system disorders 10 19.23 % 0
Psychiafric disorders 10 19.23 % 0
Renal and urinary disorders 2 385% 0
Respiratory, thoracic and mediastinal disorders 2 385% 0
Skin and subcutaneous tissue disorders 4 7.69 % 0
Total Number of Reactions: 52 100.00 % 0
7% 8 — Zts St (LT SOC 2 it HA%)
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Congenital, familial and genetic disorders
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System Organ Class
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Most Freguent On-Therapy Adverse Events
FTs sorted by relative risk
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Asthma/bronchospasm (SMQ) Cases — Narrow Search
(since 1-JAN-2008)

ID MedDRA_PT REPORT_VERBATIM DATE_CREATED
045  Asthma Asthma attack 01-APR-
2008
063  Asthma Severe asthma

10-JUN-2008
060 Asthma exercise induced Asthma when exercising 30-MAY-2008
091 Bronchospasm Spasms, bronchial

12-AUG-2008
074  Bronchospasm Bronchoconstriction 03-JUL-
2008
100  Bronchial hyperreactivity Airways hyperreactive 20-SEP-2008
069  Bronchial hyperreactivity Reactive airways disease 21-JUN-2008

Asthma/bronchospasm (SMQ) Cases — Broad Search
(since 1-JAN-2008)

ID MedDRA_PT REPORT_VERBATIM DATE_CREATED
023  Allergic respiratory disease  Respiratory (allergy) disorder 18-FEB-
2008
045  Asthma Asthma attack 01-APR-
2008
063  Asthma Severe asthma

10-JUN-2008
060 Asthma exercise induced Asthma when exercising 30-MAY-2008
016  Bronchial obstruction Bronchial obstruct. 16-JAN-2008
039  Bronchial obstruction Bronchus obstruction 14-MAR-2008
091 Bronchospasm Spasms, bronchial

12-AUG-2008
074  Bronchospasm Bronchoconstriction 03-JUL-
2008
100  Bronchial hyperreactivity Airways hyperreactive 20-SEP-2008
069  Bronchial hyperreactivity Reactive airways disease 21-JUN-2008
088  Obstructive airways disorder Obstructive airways disorder 29-JUL-2008
049  Obstructive airways disorder Obstructed airways dis. 20-APR-
2008
022  Wheezing Wheeze 16-FEB-
2008
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031 Wheezing
106  Wheezing
046  Wheezing

K7 12— J XAl X SMQ #%4

Wheezes
Wheezing
Wheezing (acute)

02-MAR-2008
28-SEP-2008
06-APR-2008
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