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Bevacizumab 25mg/ml
Concentrate for solution for infusion
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1. Avastin in combination with fluoropyrimidine-based chemotherapy is indicated for
treatment of patients with metastatic carcinoma of the colon or rectum.

2. Avastin in addition to platinum-based chemotherapy is indicated for first - line treatment
of patients with unresectable advanced metastatic or recurrent non- small cell lung
cancer other than predominantly squamous cell histology.

3. Avastin in combination with interferon alfa-2a is indicated for first line treatment of
patients with advanced and /or metastatic renal cell cancer.

4. Avastin in combination with paclitaxel is indicated for first-line treatment of patients with
metastatic breast cancer.

5. Avastin as a single agent, is indicated for the treatment of glioblastoma in patients with
progressive disease following prior therapy.

6. Avastin, in combination with carboplatin and paclitaxel, is indicated for the front-line
treatment of advanced (FIGO stages Il B, Ill C and IV) epithelial ovarian, fallopian tube,
or primary peritoneal cancer in patients who are at high risk for recurrence (residual
disease after debulking).

7. Avastin, in combination with carboplatin and gemcitabine, is indicated for the treatment
of adult patients with first recurrence of platinum-sensitive epithelial ovarian, fallopian
tube or primary peritoneal cancer who have not received prior therapy with bevacizumab
or other VEGF inhibitors or VEGF receptor-targeted agents.

8. Avastin (Bevacizumab) in combination with paclitaxel, topotecan, or pegylated liposomal
doxorubicin is indicated for the treatment of adult patients with platinum-resistant
recurrent epithelial ovarian, fallopian tube, or primary peritoneal cancer who received no
more than two prior chemotherapy regimens and who have not received prior therapy
with bevacizumab or other VEGF inhibitors or VEGF receptor—targeted agents.

9. Avastin (Bevacizumab) in combination with paclitaxel and cisplatin or paclitaxel and
topotecan is indicated for treatment of patients with persistent, recurrent, or metastatic
carcinoma of the cervix.

10. Bevacizumab, in combination with erlotinib, is indicated for first-line treatment of adult

patients with unresectable advanced, metastatic or recurrent non-squamous non-small
cell lung cancer with Epidermal Growth Factor Receptor (EGFR) activating mutations.

Avastin 25mg/mi



7100
JI7V7 0InY VOV |"¥Nn 'MNN 1P DY VORV

JI7UN N 10INY VOV |"'¥N ANAHF-BY-BOFY

JIRMAN TIWN MY WIRY '9) X9 |17y "7 W qon yTnY

2vu2%7 N9 TRV 09 TIN 1727 (N1 L,NINNIAN TIWN MNRAY NIDINNN 1ANN2 DION97 N7wW1 PTIVAN |I7Vn
nnamd .09-9737777 1970 4524079 jnwin Tin, 6391 1.0 ,n"va (7XIW') NjP'0aXNID W DIYN
.www.roche.co.il :01101'xa

,N271212
i ] A{“
o o I"._
;‘____,,-r' )
Ty-my X1 [N 78 N2
mimn npn nimn nnpn

Avastin® Vials 25mg/ml Page 2 of 3



N9INY7 [17Va 0NN DDTY

:Nan yTna PTIv 4.4 Special warnings and precautions for use gwoa

[...]

Aneurysms and artery dissections

The use of VEGF pathway inhibitors in patients with or without hypertension may promote the

formation of aneurysms and/or artery dissections. Before initiating Avastin, this risk should be

carefully considered in patients with risk factors such as hypertension or history of aneurysm.

[..]

:Nan yTna PTiv 4.8 Undesirable effects qiyoa

[..]

Table 1: Adverse Reactions by Frequency

Vascular disorders: Aneurysms and artery dissections has been added at Frequency Not Known

(cannot be estimated from the available data)

[...]

Table 2: Severe Adverse Reactions by Frequency

Vascular disorders: Aneurysms and artery dissections has been added at Frequency Not Known

(cannot be estimated from the available data)

[..]

Reporting of suspected adverse reactions

Reporting suspected adverse reactions after authorisation of the medicinal product is important.
It allows continued monitoring of the benefit/risk balance of the medicinal product.

Any suspected adverse events should be reported to the Ministry of Health according to the

National Regulation by using an online formhttps://sideeffects.health.gov.il/
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