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Oral contraception

nomegestrol acetate :0Y9P¥0 DYIIN
estradiol (as hemihydrate)
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4. CLINICAL PARTICULARS

4.4  Special warnings and precautions for use

Hepatitis C

During clinical trials with the hepatitis C virus (HCV) combination regimen ombitasvir/paritaprevir/ritonavir and
dasabuvir with and without ribavirin 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 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 regimens:

ombitasvir/paritaprevir/ritonavir and dasabuvir with or without ribavirin; dasabuvirandalse-theregimen
glecaprevir/pibrentasvir or sofosbuvir/velpatasvir/ voxilaprevir. See section 4.5.

4.5 Interaction with other medicinal products and other forms of interaction

Other interactions

Direct acting antiviral agents (DAAs) and ethinylestradiol-containing medicinal products such as CHCs

During clinical trials with the HCV combination drug regimen ombitasvir/paritaprevir/ritonavir and dasabuvir with
and or without dasabuwvir 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 in patients treated with glecaprevir/pibrentasvir or sofosbuvirsvelpatasvir/voxilaprevir, ALT

elevations were observed in women using ethinylestradiol-containing medications such as CHCs.

Direct acting antiviral agents (DAAs) and medicinal products containing oestrogens other than ethinylestradiol, such
as estradiol

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
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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 regimens:
ombitasvir/paritaprevir/ritonavir and dasabuvir with or without dasabwvir ribavirin; and-alse-theregimenwith
glecaprevir/pibrentasvir or sofosbuvir/velpatasvir/voxilaprevir (see section 4.4).
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