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	Summary 15.3.6.2

	Non-Serious Adverse Events by System Organ Class, and Preferred Term during Run-in Period

	All Patients

	______________________________________________________________________________________________________________________________________________
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Non-serious adverse events
	Total

	Total subjects affected by non-serious
adverse events
	
65 / 725 (8.97%)

	
Cardiac disorders
	

	  Angina pectoris
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
Ear and labyrinth disorders
	

	  Vertigo
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
Eye disorders
	

	  Eye pain
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
Gastrointestinal disorders
	

	  Abdominal pain upper
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Dyspepsia
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Toothache
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Nausea
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
General disorders and administration site conditions
	

	  Pyrexia
    subjects affected / exposed
    occurrences (all)
	
2 / 725 (0.28%)
2

	
Immune system disorders
	

	  House dust allergy
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
Infections and infestations
	

	  Nasopharyngitis
    subjects affected / exposed
    occurrences (all)
	
6 / 725 (0.83%)
6

	  Viral pharyngitis
    subjects affected / exposed
    occurrences (all)
	
2 / 725 (0.28%)
2

	  Pharyngitis
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Influenza
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Gastroenteritis
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Bronchitis
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Blastomycosis
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Wound infection
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Rhinitis
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Viral infection
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Upper respiratory tract infection
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
Injury, poisoning and procedural complications
	

	  Lip injury
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Laceration
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
Musculoskeletal and connective tissue disorders
	

	  Back pain
    subjects affected / exposed
    occurrences (all)
	
3 / 725 (0.41%)
3

	  Neck pain
    subjects affected / exposed
    occurrences (all)
	
2 / 725 (0.28%)
2

	  Tendonitis
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Pain in jaw
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Musculoskeletal pain
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Arthralgia
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
Nervous system disorders
	

	  Headache
    subjects affected / exposed
    occurrences (all)
	
22 / 725 (3.03%)
30

	  Migraine
    subjects affected / exposed
    occurrences (all)
	
2 / 725 (0.28%)
4

	  Tremor
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
2

	  Syncope
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Sinus headache
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	  Radicular pain
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
Respiratory, thoracic and mediastinal disorders
	

	  Oropharyngeal pain
    subjects affected / exposed
    occurrences (all)
	
6 / 725 (0.83%)
6

	  Wheezing
    subjects affected / exposed
    occurrences (all)
	
3 / 725 (0.41%)
4

	  Dyspnoea
    subjects affected / exposed
    occurrences (all)
	
3 / 725 (0.41%)
3

	  Cough
    subjects affected / exposed
    occurrences (all)
	
3 / 725 (0.41%)
3

	  Nasal congestion
    subjects affected / exposed
    occurrences (all)
	
2 / 725 (0.28%)
2

	  Bronchospasm
    subjects affected / exposed
    occurrences (all)
	
1 / 725 (0.14%)
1

	
Skin and subcutaneous tissue disorders
	

	  Urticaria
    subjects affected / exposed
    occurrences (all)
	
2 / 725 (0.28%)
2

	
Vascular disorders
	

	  Hypertension
    subjects affected / exposed
    occurrences (all)
	
2 / 725 (0.28%)
2




	______________________________________________________________________________________________________________________________________________

	Notes:  Preferred terms are sorted by descending order of incidence within system organ class for the Total column.

	        Patients are counted only once in each preferred term category, and only once in each system organ class category.

	Source: Listing 16.2.3 and Listing 16.2.8.10
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