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Film Coated Tablets

ESTRADIOL VALERATE (2 dark red tablets) 1 MG
ESTRADIOL VALERATE (2 dark yellow tablets) 3 MG
DIENOGEST (5 medium red tablets) 2 MG
DIENOGEST (17 light yellow tablets) 3 MG
ESTRADIOL VALERATE (5 medium red tab. and 17 light yellow tab) 2 MG
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Oral contraception.

Treatment of heavy menstrual bleeding in women without organic pathology who desire oral
contraception.
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4. CLINICAL PARTICULARS
44 Special warnings and precautions for use

Hepatitis C

During clinical trials with the hepatitis 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 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.
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angioedema. Exogenous estrogens may induce or exacerbate symptoms of h
angioedema

ereditary and acquired
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This medicinal product contains not more than 52.1455 mg lactose monohydrate per tablet. Patients

with rare hereditary problems of galactose intolerance, the Lapplactase-defieieney total lactose
deficiency or glucose-galactose malabsorption whe-are-on-alactose-free-diet should not take this

amountinto-consideration medicine.
4.5 Interaction with other medicinal products and other forms of interaction

Other forms-of 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).
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https://www.old.health.gov.il/units/pharmacy/trufot/index.asp
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