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Angeliq
Film Coated Tablets
Drospirenone 2mg
Estradiol (as hemihydrate) 1mg
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Angeliq is indicated for hormone replacement therapy (HRT) for estrogen deficiency symptoms
in postmenopausal women more than 1 year post menopause.

Prevention of postmenopausal osteoporosis in women with an increased risk of future
osteoporosis fractures.
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4.2 Posology and method of administration
Patients with hepatic impairment

In women with mild or moderate hepatic impairment, drospirenone is well tolerated (see
section 5.2. Pharmacokinetic properties). Angeliq is contraindicated in women with severe
hepatic disease (see section 4.3). For women with impaired liver function, close supervision is
needed and in case of deterioration of markers of liver function, use of HRT should be stopped
(see section 4.4).

4.4. Special warnings and precautions for use

Hepatitis C

During clinical _trials _with the hepatits  C virus (HCV) combination regimen
ombitasvir/paritaprevir/ritonavir with and without dasabuvir, 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, ALT elevations were observed in women using
ethinylestradiol-containing medications such as CHCs. Women using medicinal products
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containing oestrogens other than ethinylestradiol, such as estradiol, 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 combination
drug regimen ombitasvir/paritaprevir/ritonavir with or without dasabuvir and also the regimen
glecaprevir/pibrentasvir. See section 4.5.

Other conditions

Oestrogens may cause fluid retention, and therefore patients with cardiac or renal dysfunction
should be carefully observed.

Women with pre-existing hypertriglyceridemia should be followed closely during oestrogen
replacement or hormone replacement therapy, since rare cases of large increases of plasma
triglycerides leading to pancreatitis have been reported with oestrogen therapy in this condition.

Exogenous estrogens may induce or exacerbate symptoms of hereditary and acquired
angioedema.

Each tablet of this medicinal product contains 48.2mg lactose per tablet. Patients with rare
hereditary problems of galactose mtolerance the total Iactase deﬂmency or glucose galactose
malabsorption w - should
not take this med|cme

4.5 Interaction with other medicinal products and other forms of interaction

Other interactions

During clinical trials with the HCV combination drug regimen ombitasvir/paritaprevir/ritonavir
with and without dasabuvir, 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. Women using medicinal products containing oestrogens other than
ethinylestradiol, such as estradiol, 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 combination drug regimen
ombitasvir/paritaprevir/ritonavir _with _or without dasabuvir and also the regimen with
glecaprevir/pibrentasvir (see section 4.4).

49 Overdose
In clinical studies in male vqunteers doses up to 100 mg of drosplrenone were well tolerated

Overdose may cause nausea and vomltlnq and W|thdrawal bIeedlnq may occur _in_some
women.There are no specific antidotes and therefore treatment should be symptomatic.
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