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Vagifem 10 mcg

Film-coated tablets
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Treatment of atrophic vaginitis due to estrogen deficiency in postmenopausal women.
The experience treating women older than 65 years is limited.
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4.8 Undesirable effects

Post-marketing experience:

In addition to the above mentioned adverse drug reactions, those presented below have been
spontaneously reported for patients being treated with Vagifem 10 25 micrograms and are considered

possibly related to treatment. The repertingrate-ofthesespentaneous frequencies for the below
mentioned adverse drug reactions is-veryrare{<1/10,000-patientyearsi-cannot be interpreted because

these reactions are reported voluntarily from a population of uncertain size:

e Neoplasms benign and malignant (including cysts and polyps): breast cancer, endometrial cancer

e Immune system disorders: generalised hypersensitivity reactions (e.g. anaphylactic reaction/shock)
e Metabolism and nutrition disorders: fluid retention

e Psychiatric disorders: insomnia

e Nervous system disorders: migraine aggravated
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e Vascular disorders: deep wereus vein thrombosis
e Gastrointestinal disorders: diarrhoea

e Skin and subcutaneous tissue disorders: pruritus, rash, urticaria;rash-erythemateus,+ashpruritic;
. .
e Reproductive system and breast disorders: endometrial hyperplasia, vaginatirritation,vaginalpain;
vaghrismusvaginaluleeration vulvovaginal pain?, pruritus genital

e General disorders and administration site conditions: application site reaction?, drug ineffective,

injury associated with device?

ations: weiaht ! blood : ]

! Including Vulvovaginal burning sensation

% Local allergic reactions including Vulvovaginal erythema, Genital erythema, Vulvovaginal rash, Genital
rash

3 Minor local trauma caused by intravaginal applicator
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