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Table 1: Adverse Reactions by
Frequency

Metabolism and nutrition
disorders: Hypomagnesaemia
and Hyponatraemia were added
as a "Very Common" adverse
reactions.

Respiratory, thoracic and
mediastinal disorders: Epistaxis
and Cough were added as a
"Very Common" adverse
reactions.

Musculoskeletal and connective
tissue disorders: Myalgia was
added as a "Very Common"
adverse reaction.

[..]

Table 2: Severe Adverse
Reactions by Frequency

Metabolism and nutrition
disorders: Hyponatraemia was
added as a "Common" adverse
reaction.

[..]

Description of selected serious
adverse reactions

Gl-vaginal Fistulae in study GOG-
0240

[...]

The frequency of Gl-vaginal
fistulae in the group treated with
Avastin + chemotherapy was
higher in patients with recurrence
within the field of prior radiation
(16.7%) compared with patients
with no prior radiation and/ or no

[

Table 1: Adverse Reactions by
Frequency
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common NTinya y'am Epistaxis

common NTinya y'am Myalgia

Table 2: Severe Adverse
Reactions by Frequency
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[..]

Description of selected serious
adverse reactions

Gl-vaginal Fistulae in study GOG-
0240

[...]

The frequency of Gl-vaginal
fistulae in the group treated with
Avastin + chemotherapy was
higher in patients with recurrence
within the field of prior radiation
(16.7%) compared with patients
with recurrence outside the field

4.8 Undesirable
effects
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recurrence inside the field of prior

radiation (3.6%).
[...]

Wound healing

[...]

In clinical trials of ovarian cancer,
Grade 3-5 wound healing
complications were observed in
up to 1.8% of patients in the
bevacizumab arm versus 0.1% in

the control arm (NCI-CTCAE v.3).

[..]

Proteinuria

[...]

Proteinuria ranged in severity
from clinically asymptomatic,
transient, trace proteinuria to
nephrotic syndrome, with the
great majority as Grade 1
proteinuria (NCI-CTCAE v.3).
Grade 3 proteinuria was reported

in up to 10.9% of treated patients.

[..]

of prior radiation (3.6%).

[..]

Wound healing

[...]

In clinical trials of ovarian cancer,
Grade 3-5 wound healing
complications were observed in
up to 1.2% of patients in the
bevacizumab arm versus 0.1% in
the control arm (NCI-CTCAE v.3).

[..]

Proteinuria

[...]

Proteinuria ranged in severity
from clinically asymptomatic,
transient, trace proteinuria to
nephrotic syndrome, with the
great majority as Grade 1
proteinuria (NCI-CTCAE v.3).
Grade 3 proteinuria was reported
in up to 8.1% of treated patients.

[..]
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