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Femoston conti 0.5 mqg/2.5 mq

Hormone replacement therapy (HRT) for estrogen deficiency symptoms in postmenopausal
women at least 12 months since last menses.

Femoston is indicated for women with an intact uterus.

Experience in treating women older than 65 years is limited.

Femoston conti 1 mg/5 mqg

Hormone replacement therapy (HRT) for estrogen deficiency symptoms in postmenopausal
women at least 12 months since last menses.

Prevention of osteoporosis in postmenopausal women at high risk of future fractures.
Femoston conti 1/5 should only be used in patients who are intolerant of other products,
approved for the prevention of osteoporosis or for whom these products are contra-indicated.
Femoston is indicated for women with an intact uterus.

Experience in treating women older than 65 years is limited.
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4.3 Contraindications

* Meningioma or history of meningioma

4.4 Special warnings and precautions for use

Conditions which need supervision

* Meningioma

The occurrence of meningiomas (single and multiple) has been reported in association
with use of Femoston-conti 0.5mg/ 2.5mg. Patients should be monitored for signs and
symptoms of meningiomas in accordance with clinical practice. If a patient is diagnosed
with meningioma, any estradiol/dydrogesterone containing treatment must be stopped
(see section 4.3). Tumour shrinkage has been observed after treatment discontinuation.

ALT elevations

During clinical trials with patients treated for hepatitis C virus (HCV) infections with the combination
regimen ombitasvir/paritaprevir/ritonavir and dasabuvir with and without dasabuvirribavirin, ALT
elevations greater than 5 times the upper limit of normal (ULN) were significantly more frequent in
women using ethinylestradiol-containing medicinal products such as CHCs. Additionally, also in
patients treated with glecaprevir/pibrentasvir or sofosbuvir/velpatasvir/voxilaprevir, ALT
elevations were observed in women using ethinylestradiol-containing medications such as CHCs.




Women using medicinal products containing oestrogens other than ethinylestradiol, such as
estradiol, and ombitasvir/paritaprevir/ritonavir and dasabuvir with or without ribavirin had a
rate of ALT elevation similar to those not receiving any oestrogens; however, due to the limited
number of women taking these other oestrogens, caution is warranted for co-administration with
the following combination drug regimenregimens: ombitasvir/paritaprevir/ritonavir and dasabuvir
with or without dasabuvirand-alse-theregimenribavirin, glecaprevir/pibrentasvir or

sofosbuvir/velpatasvir/voxilaprevir. (see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

Pharmacodynamic interactions

During clinical trials with the HCV combination drug regimen ombitasvir/paritaprevir/ritonavir with
and witheut-dasabuvir with or without ribavirin , ALT elevations greater than 5 times the upper
limit of normal (ULN) were significantly more frequent in women using ethinylestradiol-containing
medicinal products such as CHCs. Additionally, also with glecaprevir/pibrentasvir or
sofosbuvir/velpatasvir/voxilaprevir, ALT elevations were observed in women using
ethinylestradiol-containing medications such as CHCs.

Women using medicinal products containing oestrogens other than ethinylestradiol, such as
estradiol, and ombitasvir/paritaprevir/ritonavir and dasabuvir with or without ribavirin had a
rate of ALT elevation similar to those not receiving any oestrogens; however, due to the limited
number of women taking these other oestrogens, caution is warranted for co-administration with

the following combination drug regimenregimens: ombitasvir/paritaprevir/ritonavir and dasabuvir

with or without dasabuvirand-alse-the-regimen-with-glecaprevir/pibrentasvir_or
sofosbuvir/velpatasvir/voxilaprevir (see section 4.4).
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