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One pre-filled syringe contains 250 mg fulvestrant in 5 ml solution.
Excipients with known effect
Ethanol
NTNN
Monotherapy

Faslodex is indicated for the treatment of estrogen receptor positive, locally advanced or metastatic
breast cancer in postmenopausal women:

- Not previously treated with endocrine therapy, or

- With disease relapse on or after adjuvant endocrine therapy; or

- disease progression on endocrine therapy

Combination Therapy with Palbociclib
FASLODEX is indicated for the treatment of HR-positive, human epidermal growth factor receptor 2
(HERZ2)-negative advanced or metastatic breast cancer in combination with palbociclib in women with

disease progression after endocrine therapy.
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4.8 Undesirable effects
Summary of the safety profile

Monotherapy
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Table 1 Adverse Drug Reactions reported in patients treated with Faslodex monotherapy

Adverse reactions by system organ class and frequency

Infections and infestations

Common

Urinary tract infections

Blood and lymphatic system disorders

Common

Reduced platelet counte

Immune system disorders

Very Common

Hypersensitivity reactionse

uncommon Anphylactic reactions
Metabolism and nutrition disorders Common Anorexiaa
Nervous system disorders Common Headache

Vascular disorders

Very Common

Hot flushese

Common

Venous thromboembolisma

Gastrointestinal disorders

Very common

Nausea

Common

Vomiting, diarrhoea

Hepatobiliary disorders

Very common

Elevated Hepatic Enzymes
(ALT, AST, ALP)a

Common

Elevated bilirubina

Uncommon

Hepatic failurecf, hepatitisf,

elevated gamma-GTf

Skin and subcutaneous tissue disorders

Very common

Rashe

Musculoskeletal and connective tissue

Very common

Joint and musculoskeletal paind

disorders Common Back paina
Reproductive system and breast Common Vaginal haemorrhagee
disorders Uncommon Vaginal Moniliasisf,

Leukorrhoeaf

General disorders and administration

site conditions

Very common

Asthenia?, Injection site

reactionsb
Common Neuropathy peripherale, sciaticae
Uncommon Injection site haemorrhagef,

injection site haematomaf,

neuralgiacf,
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