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Concentrate for solution for infusion
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Metastatic Breast Cancer

Perjeta is indicated in combination with trastuzumab and docetaxel for the treatment
of patients with HER2 positive metastatic breast cancer who have not received prior
anti-HER2 therapy or chemotherapy for metastatic disease.

Neoadjuvant Treatment of Breast Cancer
Perjeta is indicated for use in combination with trastuzumab and docetaxel for the
neoadjuvant treatment of patients with HER2-positive, locally advanced,
inflammatory, or early stage breast cancer (either greater than 2 cm in diameter or
node positive) as part of a complete treatment regimen for early breast cancer. This
indication is based on demonstration of an improvement in pathological complete
response rate. No data are available demonstrating improvement in event-free
survival or overall.
Limitations of Use:
* The safety of Perjeta as part of a doxorubicin-containing regimen has not been
established.
* The safety of Perjeta administered for greater than 6 cycles for early breast
cancer has not been established.
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Nan yTna Py 4.2 Posology and method of administration qwoa

Hypersensitivity reactions/anaphylaxis

The infusion should be discontinued immediately and permanently if the patient experiences
a NCI-CTCAE Grade 4 reaction (anaphylaxis), bronchospasm or acute respiratory distress
syndrome (see section 4.4).

:Nan yTna pTiy 4.7 Effects on ability to drive and use machines qwoa
On the basis of reported adverse reactions, Perjeta is-nhet-expectedto has no or negligible

influence the ability to drive or use machines. Patients experiencing infusion reactions
should be advised not to drive and use machines until symptoms abate.

:Xan yTnn PTIY 4.8 Undesirable effects qwwoa
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