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Tabulated list of adverse reactions Tabulated list of adverse reactions Undesirable

System Adverse Frequency System Adverse Frequency effects
| organ class | reaction | organ class | reaction

Infections Nasopharyn | Very Infections Nasopharyn | Common

and gitis common and gitis

infestations infestations

Blood and Thrombocyt | Very Blood and Thrombocyt | Common

lymphatic openia common lymphatic openia

system system

disorders disorders

Psychiatric Insomnia Very Psychiatric Insomnia Common

disorders common disorders

Nervous Paraesthesi | Very Nervous Paraesthesi | Common

system a common system a

disorders Dysgeusia Very disorders Dysgeusia Common

Lo Respirat *Pleural U

Respiratory, | *Pleural Common thi?ggii Z:]yd eﬁt?;:)i neommon

thoracic and | effusion mediastinal

mediastinal Interstitial Not known disorders

disorders lung disease

Gastrointesti | Stomatitis Very L]

nal common

d|s_orders General Peripheral Common

Skin and Palmar- Very disorders oedema

subcutaneo | plantar common and

us tissue erythrodysa administratio

disorders estI:jesia n site

syndrome "

Pregnancy Renal Not known conditions

puerperium hypoplasia

and Pulmonary Not known

perinatal hypoplasia

conditions

General Peripheral Very

disorders oedema common

and

administratio

n site

conditions
[-] [...]
Description of selected adverse reactions Description of selected adverse reactions
Reversibility of mild symptomatic and Reversibility of mild symptomatic and
asymptomatic left ventricular dysfunction was | gsymptomatic left ventricular dysfunction
demonstrated for 79.5 % of patients. was demonstrated for 83.1 % of Herceptin-
Approximately 17 % of cardiac dysfunption treated patients. Approximately 10 % of
related events occurred after completion of cardiac endpoints occurred after completion
Herceptin. of Herceptin.
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