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Tamoxifen Teva 20 mg, Tablets
Contains: 20 mg, Tamoxifen (as citrate)
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For the palliative treatment of breast cancer generally in post menopausal women, either alone or
in combination with other modalities.

DI7NI MINDN MODIN) TaYa BIPIYN BINITYN BITNT 1DNYY 11993 1INY NDIID PNIYNY W NNY 1INYa
:(PINN LOPLI Y11 MDD

[...]

4.4 Special warnings and precautions for use

In patients with hereditary angioedema, Tamoxifen Teva may induce or exacerbate
symptoms of angioedema.

[.]

Toxic epidermal necrolysis

Severe cutaneous adverse reactions (SCARs) including Stevens-Johnson syndrome
(SJS) and toxic epidermal necrolysis (TEN), which can be life threatening or fatal,
have been reported in association with tamoxifen. At the time of prescription
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patients should be advised of the signs and symptoms and monitored closely for skin
reactions. If signs and symptoms suggestive of these reactions appear, tamoxifen
should be withdrawn immediately and an alternative treatment considered (as
appropriate). If the patient has developed a serious reaction such as SJS or TEN with
the use of tamoxifen, treatment with tamoxifen must not be restarted in this patient
at any time.

Exacerbation of hereditary angioedema

In patients with hereditary angioedema, tamoxifen may induce or exacerbate
symptoms of angioedema.

4.8 Undesirable effects
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SOC Frequency Adverse Drug Reaction
Skin and subcutaneous tissue Very common | Skin Rash
disorders .
Common Alopecia
Rare Angioedema
Steven-Johnsons syndrome'
Cutaneous vasculitis'
Bullous pemphigoid'
Erythema multiforme'
Toxic epidermal necrolysis'
Very rare Cutaneous lupus erythematosus2
Not known Exacerbation of hereditary
angioedema
Psychiatric Disorders Very Depression
common

[.]




teva

Skin rashes (including rare reports of erythema multiforme, Stevens-Johnson
syndrome, toxic epidermal necrolysis, cutaneous vasculitis, and bullous pemphigoid)
and commonly hypersensitivity reactions including angioedema have been reported.

Cases of exacerbation of angioedema have been reported in patients with hereditary
angioedema receiving tamoxifen.

[.]

Depression has been reported with frequency very common in association

with the use of tamoxifen.
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