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NO

PRODUCT
(ACTIVE INGREDIENT)

1.1 Onglyza Tablet 2.5mg
[Saxagliptin hydrochloride 2.79mg (equivalent to
saxagliptin 2.5mg]

1.2 Onglyza Tablet 5mg
[Saxagliptin hydrochloride 5.58mg (equivalent to
saxagliptin 5mg]

2.1 Taxotere 20mg/0.5ml vial
[20mg docetaxel trihydrate]

2.2 Taxotere 80mg/2ml vial
[80mg docetaxel trinydrate]

>

ADDITIONAL INDICATION

Indication:

ONGLYZA is indicated in adult patients with type 2

diabetes mellitus to improve glycaemic control:

e In combination with insulin (with or without
metformin), when this regimen alone, with diet
and exercise, does not provide adequate
glycaemic control

Posology:

- No change to posology
- Addition of the paragraph below:

Concomitant Use with an Insulin Secretagogue
(e.g., Sulfonylurea) or with Insulin

When ONGLYZA is used in combination with an
insulin secretagogue (e.g., sulfonylurea) or with
insulin, a lower dose of the insulin secretagogue or
insulin may be required to minimize the risk of
hypoglycaemia.

Indication:

Breast cancer

o TAXOTERE (docetaxel) in combination with
doxorubicin and cyclophosphamide is indicated for
the adjuvant treatment of patients with

— Operable node-negative breast cancer

For patients with operable node-negative breast
cancer, adjuvant treatment should be restricted to
patients eligible to receive chemotherapy according
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to internationally established criteria for primary
therapy of early breast cancer.

» Posology:

e Breast cancer

In the adjuvant treatment of operable node-
positive and node-negative breast cancer, the
recommended dose of docetaxel is 75 mg/m?
administered 1-hour after doxorubicin 50 mg/m?
and cyclophosphamide 500 mg/m? every 3
weeks for 6 cycles. For the treatment of
patients with locally advanced or metastatic
breast cancer, the recommended dosage of
docetaxel is 100 mg/m? in monotherapy. In first-
line treatment, docetaxel 75 mg/m? is given in
combination therapy with doxorubicin (50
mg/m?).



