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Gemcitabine Teva concentrate, concentration for solution for infusion

Contains: 40 mg/ml, gemcitabine (as hydrochloride)
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Non-Small Cell Lung Cancer:

Gemcitabine Teva 40 mg/ml Concentrate for Solution for Infusion is indicated for the palliative treatment of
patients with locally advanced or metastatic non-small cell lung cancer.

Breast cancer:

Gemcitabine Teva 40 mg/ml Concentrate for Solution for Infusion in combination with paclitaxel,is indicated
for the treatment of patients with unresectable, locally recurrent or metastatic breast cancer who have relapsed
following adjuvant/neoadjuvant chemotherapy. Prior chemotherapy should have included an anthracycline
unless clinically contraindicated.

Pancreatic Cancer:

Gemcitabine Teva 40 mg/ml Concentrate for Solution for Infusion is indicated for the treatment of patients with
locally advanced or metastatic adenocarcinoma of the pancreas and for patients with 5-FU refractory pancreatic
cancer.

Bladder Cancer:

Gemcitabine Teva 40 mg/ml Concentrate for Solution for Infusion is indicated for the treatment of patients with
bladder cancer at the invasive stage.

Ovarian cancer:

Gemcitabine Teva 40 mg/ml Concentrate for Solution for Infusion in combination with carboplatin, is indicated
for the treatment of patients with recurrent epithelial ovarian carcinoma who have relapsed at least 6 months
after platinum-based therapy.
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4.4 Special warnings and precautions for use

[.]

Hepatic or renal impairment

[.]

4.8 Undesirable effects

]

System Organ Class Frequency grouping
[..] [...]

Blood and lymphatic system disorders

]

Very rare
Thrombocytosis, thrombotic

microangiopathy

[..] [...]

Skin and subcutaneous tissue disorders [...]

Very rare
Toxic epidermal necrolysis

Stevens-Johnson syndrome
Not known
Pseudocellulitis

Renal and urinary disorders Very common
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Grade3 | Grade4 Grade 3 | Grade 4
H losic Foxici
Neutrophtl count 24 39 18 37
Plateletcount 22 2 4 2
Anemia 27 + 12 1
Infection 2 + 4 2
Febrile neutropenta + 3 2 4
Cardiac toxicity 3 + 0 1
Renal toxicity 2 1 0 0
Nausea 37 9 25 0
Vomiting 7 28 3 24
Diarrhea 2 + 1 6
Hypersensitivity 0 0 2 1
Weakness 17 0 3 1
Neuropathy 9 0 5 0
Adtoxieeffeets-hishest 2+ 63 19 63
Grade 4-Grade S S-GradeS
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