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Impotence
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2 -- -- -- 7 -- 1 --

Abnormal
ejaculation3 -- -- 7 -- 7 -- 2 1

1 Incidence less than 1%.
2

Includes US data for Major Depressive Disorder, OCD, Bulimia, and Panic Disorder clinical trials, plus non-US data for 
Panic Disorder clinical trials.

3
Denominator used was for males only (N=690 PROZAC Major Depressive Disorder; N=410 placebo Major Depressive 

Disorder; N=116 PROZAC OCD; N=43 placebo OCD; N=14 PROZAC bulimia; N=1 placebo bulimia; N=162 PROZAC 
panic; N=121 placebo panic).

Table 4: Treatment-Emergent Adverse Reactions: Incidence in Major Depressive Disorder, OCD, Bulimia, and 
Panic Disorder Placebo-Controlled Clinical Trials1,2

Percentage of Patients Reporting Event
Major Depressive Disorder, OCD, Bulimia,

and Panic Disorder Combined
Body System/
Adverse Reaction

PROZAC
(N=2869)

Placebo
(N=1673)

Body as a Whole
Headache 21 19
Asthenia 11 6
Flu syndrome 5 4
Fever 2 1

Cardiovascular System
Vasodilatation 2 1

Digestive System
Nausea 22 9
Diarrhea 11 7
Anorexia 10 3
Dry mouth 9 6
Dyspepsia 8 4
Constipation 5 4
Flatulence 3 2
Vomiting 3 2

Metabolic and Nutritional
Disorders

Weight loss 2 1
Nervous System

Insomnia 19 10
Nervousness 13 8
Anxiety 12 6
Somnolence 12 5
Dizziness 9 6
Tremor 9 2
Libido decreased 4 1
Thinking abnormal 2 1

Respiratory System
Yawn 3 --

Skin and Appendages
Sweating 7 3
Rash 4 3
Pruritus 3 2

Special Senses
Abnormal vision 2 1

1
Incidence less than 1%.

2
Includes US data for Major Depressive Disorder, OCD, Bulimia, and Panic Disorder clinical trials, plus non-US data for 

Panic Disorder clinical trials.
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